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Memn w npuHmunel craHpaprusauuu B Poccuiickon  @Penepauu  yCTaHOBIIEHBI
®denepanbHbM 3akoHOM OT 27 nekadps 2002 r. N 184-®3 "O texHUYeCKOM peryiupoBaHun’, a
npaBuja MPUMEHEHHs HalMOHANbHBIX cTannapToB Poccuiickoit @enepanuu - 'OCT P 1.0-2004
"Cranmaptuzanus B Poccutickoii @eneparun. OCHOBHBIE MOTOKEHU".

CseneHus o cranaapre

1. TloarotoBneH Accouuanuedl HWH)XXEHEPOB IO KOHTPOJIK  MHUKpO3arps3HEHUMH
(ACMHKOM) Ha ocHOBE COOCTBEHHOTO ayTEHTUYHOTO TiepeBoaa [IpaBui, yka3aHHBIX B TyHKTE
4.

2. Buecen TexHuueckum komuteToM Mo crangaptuzanuu TK 458 "IlpousBoacTBo u
KOHTPOJIb KaueCTBa JIEKApCTBEHHBIX CPEJCTB".

3. VYr1BepxneHn u BBeaeH B aeiictBue Ilpuxaszom DenepaqbHOr0 areHTCTBAa IO
TEXHUUYECKOMY peryaupoBaHuio U Merposoruu ot 20 mas 2009 r. N 159-cr.

4. Hacrosimuii crangapt uaeHTudeH [lpaBuiam mpou3BOACTBA JIEKAPCTBEHHBIX CPENICTB
JUTSL yenoBeka u kuBOTHBIX EBpomneiickoro Coroza (EC Guide to Good Manufacturing Practice
for Medicinal Products for Human and Veterinary Use) mo cocrosauio Ha 31.01.2009, 3a
UCKJIIOYEHHEM NpuiioxkeHus 20.

[Ipy mnpUMeHEHHH HACTOSIIEr0 CTaHAapTa PEKOMEHIYEeTCsl HCIOJb30BaTh BMECTO
CCBUIOYHBIX MEXIYHAPOAHBIX CTAaHAAPTOB COOTBETCTBYIOIIME MM HAI[MOHAJIbHBIE CTaHIAPTHI
Poccuiickoit ®denepanuu, ykazaHHble B pasjaene "CBEIEHHSI O COOTBETCTBHM CCHUIOYHBIX
MEXIYHAPOAHBIX CTAHAAPTOB HAIIMOHAILHBIM CTaHJapTaM".

5. Bzamen I'OCT P 52249-2004.

Nudopmanus 00 M3MEHEHHAX K HACTOSIIEMY CTaHIAPTy MyOJUKYeTCS B €KEroJIHO
u37aBaeMoM HMH(pOpPMAIMOHHOM yKa3arene "HarmoHanbHble cTaHaapThl", a TEKCT U3MEHEHUH U
MONPAaBOK - B E€XKEMECSYHO H3/1aBaeMbIX MH(OpPMAIMOHHBIX YyKazareiasx '"HanuoHanmbHbie
crangaptel’. B ciaydae mnepecMoTpa (3aMEHbl) MJIM OTMEHBI HACTOSIIETO CTaHAapTa
COOTBETCTBYIOIIIEE yBEJOMJICHHE OyJeT oOmyOJuKOBaHO B HWH(OPMAIMOHHOM yKasaTele
"Harmmonaneubie crangaptel’. CooTBeTCTBYIOIAs WHPOpPMAIUS, YBEIOMIICHHS W TEKCTHI



pa3MenarTcsl TaKkKe B MHOOPMAIMOHHONW CUCTEME OOIIEro MOJh30BaHUS - HA O(PHIIMATEHOM
caiite defepaabHOrO areHTCTBA MO TEXHUUECKOMY PETYIHPOBAHUIO M METPOJIOTHH.

Bsenenue

Hacrosiumii cranmapt sBisercs MACHTUYHBIM nepeBoaoM mpaBuil GMP Eponeiickoro
Coroza (GMP EC) "Good Manufacturing Practice for Medicinal Products for Human and
Veterinary Use" no coctosinuto Ha 31 ssaBaps 2009 r.

Briepsrie npaBuna GMP EC Obutn npunstel B Poccun B 2004 r. B xauectee ['OCT P
52249-2004 "TIpaBuiia mpoU3BOJICTBA U KOHTPOJIS KAUYECTBA JIEKAPCTBEHHBIX CPEJCTB", KOTOPHIN
cootBercTBoBaJ npasunam GMP EC 2003 r. 3a ucrekuee Bpems B npaBuwia GMP EC BHeceHs!
CJIEIyIOIINE CYIIECTBEHHbIE H3MEHEHHUS U JONOJHEHUS:

- 1o0aBneHbl HOBbIE TPEOOBaHMS B OCHOBHOU TEKCT;

- BHECEHBI U3MEHEHMS B:

npuioxkenue 1. [Tpon3BoACTBO CTEPUIIBHBIX JIEKAPCTBEHHBIX CPE/CTB;

npuioxenue 3. IIpou3BoacTBo pagropapManeBTHUECKUX IPenapaTos;

npuioxeHue 7. [Ipon3BoaCTBO JE€KapCTBEHHBIX CPEACTB U3 PACTUTEIBLHOTO CHIPHS;

npuiokeHue 13. [Ipon3BoACTBO JIEKapCTBEHHBIX CPEACTB AJIS UCCIIEOBAHMIT;

- BBE/ICHBI JIBA HOBBIX MPUIIOKEHUS:

npuioxenue 19. KoHTponabHble 1 apXUBHBIE 00pa3LIbl;

npuioxenue 20. AHaIU3 PUCKOB JIJIsl Ka4eCTBa;

- BHECEH DS/l APYTMX U3MEHEHUH.

Taxxe Obula U3MEHEHa CTpyKTypa pAaHHoro crangaptra. B T'OCT P 52249-2004
npuioxeHue 18 conepxano "PykoBOJACTBO MO MPOU3BOJACTBY AKTUBHBIX (hapMalleBTHUECKUX
cyocranmuit (ADPC)", yto coorBercTBoBaio [Ipasmiam GMP EC na 2003 r. B HOBO#1 pegakuuu
npaBui GMP EC tpe6oBanus k npousBojactsy ADC nepeHeceHbl U3 NPUI0KEHUS B OCHOBHYIO
4acTb, KOTOpasi COJAEPIKUT TENEPh JABE YACTH:

- yacthb [. OcHOBHBIC TpeOOBAHUS U

- yacThb II. OcHOBHBIE TpeOOBaHNUS K aKTHUBHBIM (hapMarieBTHUecKuM cyoctaniusm (ADPC),
HCIIOJIB3YEMBIM B KAUECTBE MCXOIHBIX MAaTEPHAJIOB.

[Ipunoxxenne 18 OTCYTCTBYET, XOTS COXpaHEH €ro HoMmep. Takoil MOpsSIOK CTPYKTYpHI
cranaapta coxpaneH u B 'OCT P 52249-2009.

Koncynprantllintoc: npumeuanue.

Tekcr B cHOCKax cTaHAapTa, BBIACICHHBI KypCHBOM, B JIEKTPOHHOM BEPCHUH JOKYMEHTA
0003HaueH 3HakoM "#'".

B nocnennroro pepaxiuto npasui GMP EC Beeneno npuoxxenue 20 00 aHanu3e pucKoB,
spistomieecss TekctoM pykoBoactBa ICH Q9 "Ananus puckoB juia kadectBa" (Quality Risk
Management). DTOT TEKCT W3JI0KEH HEKOHKPETHO W HENPUTOACH K MPAKTUIECKOMY
npUMeHeHHI0. B cBsi3u ¢ 3TuM npuoxenue 20 B TEKCT HOBOTO CTaHAAPTa HE BKIIOYEHO, O YeM
yKa3aHO B CHOCKaX B TEKCTE CTaHJApPTa, BBIICJICHHBIX KyPCHBOM.

I[To TekcTy cranmapra omyuieHsl ccblikd Ha Jupektussl EC, conepkammecst B opurnHaie
npasus GMP EC.

OO6nacTh NpUMEHEHUS

Hacrosiuii crangapt yctaHaBiMBaeT TpeOOBaHMS K IPOU3BOJCTBY M KOHTPOJIIO KauecTBa
JIEKapCTBEHHBIX CPEACTB ISl YEJIOBEKA U )KUBOTHBIX.

CrangapT pacnpocTpaHsieTcsl Ha BC€ BH[bl JIEKAPCTBEHHBIX CPEJCTB M YCTAHABIMBAET
o0mue TpeOOBaHMA K MX IPOU3BOACTBY M KOHTPOIIO KayecTBa, a TaKXKe CIEeLUaIbHbIE
TpeOOBaHUSI K TIPOM3BOACTBY aKTHUBHBIX (QapmareBTudeckux cyOctanuuii (wacte II) wu
OTJEeNIbHBIX BUJOB JeKkapcTBeHHbIX cpeacTB (IIpunoxenus 1 - 19).



CraHgapT He yCTaHABJIMBACT TPEOOBAHUH K 0OCCIICUCHUIO MPOMBIIIICHHOW 0€30MMacCHOCTH,
MOKapHOH 0Ee30MacHOCTH, B3PHIBOOE30MACHOCTH, XUMHUYECKOW 0€30MacHOCTH M 0e30MacHOCTH
JpYrUx BUAOB IIPU IIPOU3BOIACTBE JIEKAPCTBEHHBIX CPEACTB.

Yacrs |
OCHOBHBIE TPEBOBAHUMA
1. Opraauzanust paboThI IO 00ECTICYCHHUIO KaYeCcTBa
OO01e MOJIOXKEHNS

HpOI/ISBOI[I/ITeHB JICKAPCTBCHHLIX CPCACTB AOJIKCH OPraHHU30BaTb HMX MNPOU3BOACTBO TakK,
9TOOBI JIGKAPCTBEHHBIE CpPEACTBA TapaHTUPOBAHHO COOTBETCTBOBAJIHM CBOEMY HA3HAUCHHIO U
NpeIbABISIEMBIM K HHM TpEOOBaHMSM W HE CO3JABAIM pUCKA sl moTpeOuTeneil m3-3a
HapyIlleHUs ycJIoBUH Oe3omacHOCTH, KadyecTBa WM 3(dexTuBHOCTH. OTBETCTBEHHOCTh 32
BBIMIOJITHEHUE O3TUX TpeOOBAHUN HECYT PYKOBOJWUTENIM M BC€ PaOOTHUKH MPEAIPUATHSA-
IPOU3BOIUTENS, @ TAKXKE MOCTABIIMKH U TUCTPUOBIOTOPHI.

JUnst TOCTMKEHUS HTOW LEIM Ha NPEANPUATHH-IIPOM3BOIUTENIE HA OCHOBE HACTOSIIETO
crangapta (mpaBuwi GMP) pomkHa ObITh cO37aHa cucTeMa O00eCHeueHUs KauyecTsa,
BKJItOUaroas B ce0si opranuzanuio padotel mo GMP, KOHTpo/Ib KayecTBa U CUCTEMY aHajIM3a
PHCKOB.

JIOJOKHBI OBITH JTOKYMEHTAIBLHO O(GOpPMIIEHBI B IMOJIHOM 00OBeMe TPeOOBaHHS K CHCTEME
oOecrieueHnsT Ka4ecTBa M OPraHM30BaH KOHTPOJIb 3P deKkTuBHOCTH ee (PyHKIMOHUpOBaHUs. Bee
3BEHBSI DOTOM CHCTEMEI CJICAYCT YKOMIUJICKTOBATH KBaJ'II/I(l)I/IHI/IpOBaHHLIM IEpCOHAIIOM,
o0ecrnieuynTh HEOOXOAWMBIMU TOMEIIEHUsIMH, oOopyaoBaHueM U 1p. OTBETCTBEHHOCTH 3a
(YHKIMOHMPOBAHUE CHCTEMBl BO3JIAraeTcs, B TIEPBYIO oOuepelb, Ha pPYKOBOAUTENEH U
YTIOJTHOMOYEHHBIX JIHII.

OcHoBHBIE TPUHIUNBI oOecrieueHHs KadecTBa, npaBui GMP, KoHTpons KauecTBa H
CHCTEMBbI aHAJIM3a PUCKOB B3aMMOCBSI3aHBI M UMEIOT TIEPBOCTEIICHHOE 3HAYCHNE B OPTaHU3ALUH
MMPpOU3BOACTBA JICKAPCTBCHHBIX CPCACTB.

Obecneuenue kauecTBa (YrpaBieHHE KaYeCTBOM)

1.1. OGecnieyenne kayecTBa (ympaBlIeHHE KaueCTBOM) SIBJISIETCS KOMIUICKCHOW 3alavet,
pelieHre KOTOopol TpeOyeT peanu3alid BCEX Mep, HaNpaBICHHBIX Ha JOCTHKEHHE
YCTaHOBJICHHBIX TPeOOBAaHUN K KA4eCTBY JIEKAPCTBEHHBIX cpeAcTB. OOecrmeueHue KadyecTBa
OCHOBBIBAETCSl Ha BBINOJIHEHUU TPeOOBaHUI HACTOSMIETO CTaHIApTa U JPYTMX HOPMATHUBHBIX
JIOKYMEHTOB.

Cucrema obecrieueHnsi KauecTBa (CHCTeMa KadyecTBa) MPH MPOU3BOJCTBE JIEKAPCTBEHHBIX
CPEIICTB JOJKHA TapaHTHPOBATh CIEAYIOIIEe:

I. JlexapcTBeHHBIE CpeACTBa pa3pabOTaHbl C y4eTOM TPEOOBAaHUIN HACTOSIIETO CTaHIapTa
(mpaBun GMP).

II. Ha Bce mpow3BOACTBEHHBIE U KOHTPOJBHBIC ONEpaMK pa3padoTaHa JOKYMEHTAIHS,
COOTBETCTBYIOIIAs TPEOOBAHUSAM HACTOSIIETO CTaHAAPTA.

III. OTBETCTBEHHOCTH M 00S3aHHOCTH BCEX PAOOTHUKOB YETKO OIPEICIICHBI.

IV. IlpemxycMoTpeHbl Mephl, 00eCIIeYnBalOIIe TPOU3BOACTBO, MOCTABKY U HUCIOJIb30BAHUE
UCXOAHBIX U YIAKOBOYHBIX MaT€pUAIOB, COOTBETCTBYIOIINX YCTAaHOBJIEHHBIM TPEOOBAaHUSM.

V. KoHTpoiab TOpOMEXKYTOUHOW TPOAYKIMH H  TEXHOJOTHYECKOTO  TMporiecca
(BHYTpHUIIPOU3BOJICTBEHHBI KOHTPOJIb), aTTecTalus (MCIBITAHMS) MPOIIECCOB U 000OpYIOBAHUS
IPOBOJATCS B HEOOXOAUMOM 00BEME.



VI. [Ipou3BOJACTBO M KOHTPOJb T'OTOBOW MPOAYKIHHU BBIMOJHAIOTCS MO YTBEP:KIEHHBIM
UHCTPYKUUSAM (METOIHKAM).

VII. Peamu3anus JEKapCTBEHHBIX CpPEICTB [0 BbIAAYM YIOJIHOMOYEHHBIM JIMIIOM
paspellleHus] Ha BBIIYCK HE JOIyCKaeTcs. YIOJHOMOYEHHOE JIMIO JODKHO NMOATBEPAUTH, YTO
Kaxnaass cepusi NMPOAYKIMH NPOM3BEACHA W TPOBEpEHAa B COOTBETCTBUU C TPEOOBAHUIMH,
YCTaHOBJICHHBIMU IIPU IOCYAAPCTBEHHON PETUCTPALIUU JIEKAPCTBEHHOI'O CPEACTBA.

VIII. CymecTByromas cucteMa Mep 00eCTIeYMBaeT KaueCTBO JIEKAPCTBEHHBIX CPEJICTB MPH
UX XpaHEHUH, OTTPY3Ke U MOCIEIYIONEM 00pallleHH B TeU€HHE BCEro CpOKa FOJHOCTH.

IX. TTopsitox poBeCHNSI CAMOWHCTICKITUN H/VITH ayIuTa Ka4eCcTBa MO3BOJICT PETYJIIPHO
OLIeHUBATh 3((PEKTUBHOCTh CUCTEMBI 00ECIIEUEHUS KaueCTBa.

TpeboBaHusI K TPOU3BOACTBY U KOHTPOJIIO KauecTBa JekapcTBeHHbIX cpeacTB (GMP)

1.2. Hacrosummii craHmapT HampaBlieH Ha oOecledeHHe KayecTBa, T.e. oOecreueHue
rapaHTUH TOTrO, YTO MPOM3BOACTBO U KOHTPOJIb KaueCTBA MPOAYKIMH TOCTOSHHO COOTBETCTBYIOT
TpeOOBaHUSAM, YCTAHOBJICHHBIM MpPU TOCYAAPCTBEHHOM  pPErucTpalud, HOPMAaTHUBHOM
JIOKYMEHTAllMH, CTaHJapTaM KayecTBa, U NPOAYKIHS COOTBETCTBYET CBOEMY HAa3HAUEHHUIO.

OcnoBnble TpeboBanus GMP

I. Bce npon3BoACTBEHHBIE MPOLIECCHI JOKHBI ObITh YETKO PETJIAMEHTHUPOBAHBI U JIOJIKHBI
NEePUOIUYECKH MEPECMATPUBATHCS C YUETOM HAaKOIUIEHHOro ombiTa. ClieyeT KOHTPOJIUPOBATH
CTaOUIIBHOCTDH MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB C 3aJaHHBIM KauyeCTBOM B COOTBETCTBUU
co crienupuKausIMA Ha HUX.

II. Cnenyer mpoBOAMTH aTTeCTAlMIO (MCIBITAHMS) KPUTUYECKHX CTaJUil IpOLECCOB
MPOU3BOJACTBA, B TOM YHCIE NPU BHECEHHM CYIIECTBEHHBIX M3MEHEHUH B TEXHOJOTMYECKUI
nporecc.

III. Cnenyer obGecrneunTh BCE HEOOXOAWMBIE YCJIOBHS JIA BBIMOJHEHUS TpeOOBaHUM
HACTOSIIETO CTaHAapTa, B T.4. BKIIIOYasl HAJTU4HE:

- 00y4EeHHOI'0 U aTTeCTOBAaHHOTO MEPCOHANA;

- HEOOXOIUMBIX IOMEIIEHUHN U IIOMIAAEH;

- COOTBETCTBYIOLIETO 00OPYI0BAaHUS 1 CUCTEMBI 00CITYKUBAHUS;

- MaTepuajioB, CPEJICTB YMAKOBKA U MAPKUPOBKH, YJOBJIETBOPSIONINX YCTAaHOBJICHHBIM
TpeOOBAHUSM;

- YTBEPKJAEHHBIX HHCTPYKIUN U METO/IUK;

- TpeOyeMBbIX YCIOBHM XpaHEHUsI U TPAHCHOPTHUPOBAHUSI.

IV. HHCTpYyKIIMM W METOMUKUA JOJIKHBI OBITh KOHKPETHBIMH, W3JIOKEHBI SICHO U
OJIHO3HAYHO B MUChbMEHHOMU (hopMme.

V. Ilepconain A0KeH ObITh 00Y4YeH MPABUIBLHOMY BBIMIOJIHEHUIO HHCTPYKITUH.

VI. B mpormecce mnpou3BOACTBA CIEAYET COCTABISTH MPOTOKOIBI  (3aroOHsAEMbIE
PYKOITUCHBIM CHOCOOOM W/MIM C NPUMEHEHHEM TEXHUYECKUX CpPEeACTB), JOKYMEHTAJIbHO
MOATBEPKAAOIINE bakTuyeckoe MIPOBEACHUE MIPEAYCMOTPEHHBIX MHCTPYKUUSMHU
TEXHOJIOTUYECKUX CTAaAMA W TOJY4YCHHE NPOAYKIUH TpeOyeMoro KadecTBa B KOJUYECTBE,
COOTBETCTBYIOIIEM YCTAaHOBJICHHBIM HopMaM. Bce oTkiIoHeHHsI HE0OXOaUMO paccienoBaTh U
IPOTOKOJINPOBATH B MTOJTHOM 00BEME.

VII. IIpoTtokosnbl Ha CEpUI0 MPOAYKIHMH, B T.4. HA JOKYMEHTAIMIO M0 pealu3aiu
MPOJIYKIHMH, AOKHBI JaBaTh BO3MOXKHOCTb MPOCIEKHBATH HM3rOTOBJICHUE KaXJIOM cepuu U
XPaHUTHCS B TIOJTHOM 00bEME B IOCTYIHOU hopme.

VIII. Tlopspaok peanuzanudud (ONTOBOM MPOAAXKH) NPOAYKUMHA JAOHKEH CBOJIUTH K
MUHUMYMY J1I000H pUCK Ul ee KayecTBa.

IX. Cnengyer opranu3oBaTh CUCTEMY OT3bIBa JIHOOOH Cepuy MPOAYKIUH M3 MPOAAXKH HIU
MIOCTaBKH.



X. PexytaManiuy Ha Ka4eCcTBO NMPOAYKIUH CIEAYET TLUIATEIBHO pacCMaTpyUBaTh, a IIPUYNHBI
YXYIAUICHUS KadecTBa pPAcCleloBaTb C IMPUHATHEM COOTBETCTBYIOIIMX Mep IO UX
IIPEAOTBPALIEHUIO.

KoHntposs kauecTBa

1.3. KoHTponb KkauecTBa SIBJISETCS 4YacThl0 HacTodlero crangapra (mpasuin GMP) u
BKIIIOYaeT B cebs oTOop mnpoO, NpoBeJAeHHE WCMBITAaHWNA (aHAIU30B) W OQOpPMIICHHE
COOTBETCTBYIOIIEH JOKyMEHTauuu. VHCTpyKIMM 10 OpraHu3anuy, AOKYMEHTHUPOBAHHMIO U
BbIJIaUu€ pa3pellIeHUs] Ha BBIMYCK MPOAYKLMHU JOJKHBI BKJIIOYaThb B ceOs MpOBEACHUE BCEX
HEOOXOJUMBIX HCHBITAHUN U 3ampeliaTh MCIOJIb30BAaHUE HCXOJHOTO CHIPbSl U MaTepHalioB U
pean3annio roTOBOM NMPOMYKUUU A0 MOATBEP)KIEHUS COOTBETCTBHUS KAa4eCTBA YCTAaHOBJICHHBIM
TpeOOBAHUSIM.

OcHoBHbIE TPeOOBaHMI K KOHTPOJIIO KayecTBa:

[. Hainume wHeoOXOAMMBIX TOMEIICHHH H 000pyIOBaHUS, OOYYEHHOTO TIEpPCOHAAa,
YTBEP)KJIECHHBIX METOJIUK MO0 O0TOOpY MpoO, MPOBEpPKE U MPOBEACHUIO MCIBITAHUM HCXOTHBIX U
YIaKOBOYHBIX MAaTEpUajoB, IMPOMEKYTOYHOH, Hepac(acoBaHHOM U TOTOBOM MPOIYKIHUH,
KOHTPOJIIO OKpY’Xarollleil cpeibl B COOTBETCTBUU C TPEOOBAaHMSIMM HACTOSILEro CTaHAapTa
(npaBun GMP).

II. TIpoBenenue oTOopa MpoO MCXOTHBIX M YIMAKOBOUHBIX MaTepHAsIOB, IMPOMEXYTOUHOH,
HepachacoBaHHONW M TOTOBOW MPOMYKIMH AaTTECTOBAHHBIM MEPCOHAJIOM B COOTBETCTBHH C
METOJMKAMH, YTBEPKICHHBIMH OTAEJIOM KOHTPOJIS Ka4eCTBa.

III. TIpoBeaeHME UCIBITAHUIM ATTECTOBAHHBIMUA METOIAMM.

IV. CocraBneHue NpPOTOKOJIOB (3aMOJHSAEMBIX PYKONHCHBIM CIOCOOOM HW/WIM €
NPUMEHEHHEM TEXHHUYECKUX CpPEICTB), IMOATBEPKIAOINX (DaKTHYECKOe TPOBEICHHE BCEX
HEOOXOIUMBIX OTOOPOB MNpoO, MPOBEPOK M UCHBITAHUH, a TaKKe pPEruCcTpaluio JHOObIX
OTKJIOHEHUH U pacciieoOBaHUil B TOJTHOM 00bEME.

V. IloarBepkneHue TOro, 4YTO TIOTOBas  HPOAYKLHUS  CONEPKHT  aKTHBHBIE
dapmarieBTHYeCKiEe CyOCTaHUMHU (MHTPEIUEHTHI), MO KAYeCTBEHHOMY M KOJHMYECTBEHHOMY
COCTaBy  COOTBETCTBYIOLIME  TpeOOBaHMSAM, YCTAHOBJIEHHBIM IPU  TOCYAapCTBEHHOU
pErucTpanym, uMeeT TpedyeMyIo YHCTOTY, IPABUIBHO YIIAaKOBaHA U MapKUPOBAHA.

VI. Odopmienre TPOTOKOJIOB TMPOBEPKH HMCXOJHOTO CHIPhS M MaTEpUAJIOB,
POMEKYTOUHOM, Hepac(hacOBaHHOW M TOTOBOW MPOJYKIMH, UX AaHaIM3 U CPaBHEHHE CO
cneunpukanusamu. OLeHKa NPOAYKIMM BKIOYAeT B ce0s H3ydyeHUe Bcel HeoO0XoauMon
IPOM3BOJICTBEHHOM JOKYMEHTALIMHU U aHAJIU3 OTKJIOHEHHUH OT yCTaHOBJICHHBIX TPEOOBAHUIA.

VII. Ionydenne pa3peiieHrs Ha MPOAaKy WM MOCTABKY JIFOOOW CepUHr MPOTYKIIMH TOIHKO
[ocji€  MOJATBEPXKACHUS  YINOJHOMOYCHHBIM  JIMIIOM €€  COOTBETCTBUS  TPEOOBAHMSM,
YCTaHOBJICHHBIM IIPH I'OCYAaPCTBEHHON PETUCTPALIUN.

VIII. CoxpaHeHHE JOCTaTOYHOTO KOJIMYECTBa OOpa3IloB HCXOJHBIX MAaTEepHajoB U
HPOAYKLUH JUIsl BO3MOKHOU IIPOBEPKHU B Cilydae HeoOxonumocTH. OOpa3ibl MPOAYKLIUH CIEAYeT
XPaHUTh B UX OKOHUYATEJILHOM YIIAKOBKE, 3a UCKIIIOUEHUEM KPYITHBIX YIIaKOBOK.

AHanu3 Ka4ecTBa MpoyKIHUH

1.4. Cnenyer peryiasipHO NpPOBOIUTH aHAJIN3 KauyecTBa MPOIYKIMH M O(GOPMISATH ero
JOKYMEHTAJIbHO B BHJI€ aHAINTHYECKOro 0030pa Ui BCEX JIMLEH3UPOBAHHBIX JIEKAPCTBEHHBIX
CPEJICTB, BKJIIOYasl IPEAHA3HAUYEHHBIE TOJIBKO JJISl 3KCIOPTA, C LEJIBI0 IPOBEPKU HEM3MEHHOCTU
NEMCTBYIOIUX MPOLECCOB, COOTBETCTBHSI CIELU(PHUKALMAM HCXOAHBIX MAaTE€pPHAJIOB U T'OTOBOM
OPOAYKIUHM sl  OOHApyXeHUs JIOObIX M3MEHEHHH M TEeHACHIMH U TOATBEPKICHHUS
COBEpPILEHCTBOBAHMS MPOTYKIMH U IporieccoB. Kak npaBuio, Takoi aHamu3 cieayeT IpoBOAUTH
OJIMH pa3 B roJl, IpUHUMAasi BO BHUMaHHUE PE3yJIbTAThl IPOBEIEHHBIX PAHEE AHAJIN30B.

ITpoBeneHune aHanu3a JOHKHO BKJIIOUYATh B €05, KAK MUHUMYM, CIIEIYIOLIEe:



[. Ananu3 MCXOOHBIX M yNAKOBOYHBIX MAaTe€pHalOB, HCIOIb3YEMBIX IS IIPOU3BOACTBA
OpOAYKIUH, oOpaliast o0co00e BHUMaHUE HAa MaTepHalIbl, IOJy4eHHbIE OT HOBBIX MIOCTABIKOB.

II. AHanu3 BHYTPHUIIPOM3BOACTBEHHOTO KOHTPOJS (KPUTUYECKHX (AKTOPOB) M KOHTPOJIIS
TOTOBOM MTPOLYKIUH.

III. AHanu3 BceX cepuii, JJIsi KOTOPBIX OTMEYCHBI OTKJIOHCHHUS OT CIenu(UKaui, |
pE3YyJIBTaTOB PACCIIEIOBaHMS TUX OTKIOHEHUH.

IV. Anaim3 Bcex CyIIECTBEHHBIX OTKJIOHEHHMHM WM HECOOTBETCTBHMM, PE3YJIbTATOB HX
paccienoBaHus M oOLEHKAa 3()(EKTUBHOCTH MNPEANPUHUMAEMBIX KOPPEKTUPYIOUIMX WM
IPEAYNPERAAONIUX MEP.

V. AHanu3 BceX U3MEHEHHH, BHOCUMBIX B ITPOLIECCHI U/WIM aHATUTHYECKUE METOIBI.

VI. Ananu3 u3MeHEeHU B perucTpallMOHHON JOKYMEHTAluu (TPeICTaBIECHHBIX, IPUHSITHIX
WIN OTKJIOHEHHBIX), BKJIOYas M3MEHEHUs, OTHOCSIIMECS K MPOAYKLUH, MpeIHA3HAYEHHOU
TOJIBKO JUJISI DKCIIOPTA.

VII. AHanu3 pe3ybTaToB KOHTPOJIS CTAOUIBHOCTH U JIFOOBIX OTPULIATEIbHBIX TCHCHIIUH.

VIII. Ananu3 BO3BpaTOB MPOAYKIIMH, CBS3aHHBIX C KAa4ECTBOM, PEKJIamalluii U OT3bIBOB
IPOAYKLHUH U PE3YJIBTATOB IIPOBEIECHHBIX PAHEE PACCIEIOBAHUM.

IX. Ananu3 >(pQPEeKTUBHOCTH JIIOOBIX paHee BHECEHHBIX W3MEHEHHH B MPOIECCHl MU
000pyI0BaHUE C LIENIBIO UX COBEPIIEHCTBOBAHUS.

X. Ananu3 3aMe4yaHMil Ha BHOBb 3apEeTMCTPHUPOBAHHBIE JIEKAPCTBEHHBIE CpEACTBA MU
1I0CJIE BHECEHMSI U3MEHEHUM B JOKYMEHTBI, OTHOCSLINECS K TOCYJapCTBEHHON pErucTpaliiu.

XI. Paccmotpenue pe3ynabTaToOB aTTeCcTallud (MCTBITAaHUN) 00OpYJAOBaHMS, MPOILIECCOB U
TEXHOJIOTMYECKUX Cpell, HalpUMeEp, CUCTEM BEHTWIALMM M KOHIMIMOHHPOBAHMS BO3AYyXa,
IIOATOTOBKHU BOJBI, CKATOTO BO3yXa U Ap.

XII. Paccmotpenue paboThl MO KOHTpakTaMm (pasfen 7) ¢ Leibl0 MOATBEPKACHUS e
COOTBETCTBUS JEHUCTBYIOINUM JOKYMEHTAM.

[TpousBonuTens M BiajeNel] PEerucTPALMOHHOTO CBUAETENBCTBA (€CJIHM OHHU SIBIISIOTCS
pPa3HbIMM  JIMLIIAMH) JOJDKHBI ~ OLEHUTh  PE3YyJbTaThl JJAHHOIO AaHAJINW3a, YCTAaHOBUTH
HECOOTBETCTBHUS U AATh NPEMJIOKEHUS [0 INPUHATUIO KOPPEKTUPYIOUIMX U MPEAYyIPEKIAIOIINX
NecTBUI ¥ HEOOXOJUMOCTH MPOBEACHHS MOBTOPHOM arrecTanuu (ucnblTaHuii). OO0CHOBaHUS
JUId  TakUX JEeWCTBUH JOKHBI OBITh OGOpMIIEHBI JOKyMeHTanbHO. [IpennpuHumaemble
KOPPEKTHUPYIOIINE U MPeIyNpeKIatoue IeHCTBUS TOJKHBI OBITh MPOBEACHBI 3(P(HEKTUBHO U B
yCTaHOBIIEHHBbII cpok. Cnenyer pa3paboTaTb MHCTPYKIHMM 10 KOHTPOJIIO BBIMOJHEHUS 3TUX
NeHCTBUH M OLIEHKE HMX pe3ynbTaToB. D(PGEKTUBHOCTh STHUX HHCTPYKLUUH JIOMKHA OBITH
IIPOBEPEHA B IIPOLIECCE CAMOUHCIIEKIINN.

Ecnu Bnagenen, perucTpalliOHHOIO CBHJETENBCTBA HE ABIAETCA IPOU3BOJUTENIEM
OPOAYKUUH, TO B CIELUAJIBHOM COIVIAIIEHHMM MEXKAY OSTUMHM CTOPOHAMHU JIOJDKHA OBITh
OIpezie/ieHa OTBETCTBEHHOCTh Ka)/10M CTOPOHBI B OTHOLIEHUM NPOBEACHMS aHAIN3a KauyecTBa.
YIOJIHOMOYEHHOE JIMIO, TOATBEPKAAIOIIEE COOTBETCTBUE CEPUM TOTOBOM IMPOAYKLIHH
YCTaHOBJICHHBIM TpeOOBaHMUAM, COBMECTHO C JepKaTeleM JIMLEH3UU JTOJKHO YOEeIUTHCS, YTO
aHaJIM3 Ka4eCTBa MPOBEJCH CBOEBPEMEHHO M HAMJIEKAIUM 00pa3oM.

AHaJIN3 PUCKOB

1.5. AHanu3 PHUCKOB SBISICTCS CUCTEMATH3UPOBAHHBIM IIPOIECCOM OIECHKH, MPUHSATHUS
pGH_ICHI/Iﬁ nu Mep, CBA3AaHHBIX C pI/ICKaMI/I, BJIMAIOIINMHU Ha KA4YCCTBO HeKapCTBeHHOFO CpGIICTBa.
OH MOXXET MPOBOIUTHCS KaK B TMEPCICKTHBHOM, TaK M B PETPOCICKTHBHOM (HAa OCHOBE
MPEAIECTBYIOMINX JaHHBIX) TUIAHE.

1.6. Cucrema aHanmsa pUCKOB JIOJDKHA 00ecreynBaTh <*>:

- OI.[CHKy pI/ICKa JJIA Ka4d€CTBa, OCHOBBIBAACH Ha HaquOM Ioaxod€, OIBITC pa6OTBI H, B
KOHEYHOM CUeTe, HCXOJIS U3 3alUThI TOTPEOUTEIIS;

- COOTBETCTBHE NMPHUHUMAEMBIX MEP M CTENECHb JOKYMEHTAJIBLHOrO O(GOpMIICHH Mpoliecca
aHaJIM3a XapaKTepa pucka.



<*> #B nmannom pazaene npaBui GMP EC nana cceuika Ha npuniokerue 20 mo Merogam
aHalM3a pUCKOB. B Hacrosmmii cranpapt npuioxeHue 20 HE BKIIOYEHO BBUAY €r0
HEKOHKPETHOCTH W PE3KOU KPUTHUKH B €T0 aJPeC CO CTOPOHBI CIICIIHAIUCTOBH.

2. Ilepconan

Opranuzainus ¥ (QyHKIHOHUPOBAHUE IMPOM3BOJCTBA M CHCTEMBI O0CCIICYCHHS KadecTBa
JICKapCTBEHHBIX CPEACTB 3aBUCAT OT nepcoHana. [Ipeanpusitie JOIKHO OBITH YKOMILICKTOBAHO
MEPCOHAIOM HEOOXOJMMOW YHCICHHOCTH W KBaMM(pUKANUH. J[OJDKHOCTHBIE OO0S3aHHOCTH
KaXJIOTO COTPYIHHUKA JOJDKHBI OBITh O(OPMIIEHBI JOKYMEHTAJbHO M YCBOGHBHI HM. Bce
COTPYJIHUKH TaKXe JOJDKHBI 3HAaTh TpeOoBaHMsS HacTosmero craHgapra (mpaBuwi GMP),
OTHOCAIIIHUECA K cq)epe ux ACATCIBbHOCTHU, U HpOXO,Z[I/ITL Ha4YaJIbHOC U HOBTOpHOC 06y‘-I€HI/Ie B
COOTBETCTBUH C UX 00S3aHHOCTSIMH, B T.4. IO NMPABUJIAM JTUYHOMN TUTHCHBEI.

OO01Me moJI0KEHNS

2.1. Ilpeanpusitue JOJKHO OBITH YKOMIUIEKTOBAHO JOCTaTOYHBIM KOJIMYECTBOM
[EepCOHaNa, HMEIOIMIMM HEOOXOAMMYIO KBATU(UKAIMIO U MPAKTUYECKUH ONBIT palOTHI.
JloIKHOCTHBIE 00SI3aHHOCTH OTHEIBHOTO COTPYAHUKA HE JOJDKHBI OBITH CIIMITKOM OOJIBIIAMHA H
IOPUBOJUTh K €ro Ype3MEepHOW 3arpy’KeHHOCTH, OTPHULATENILHO BIIMAIOLUIEH Ha KadyecTBO
OPOIYKIUH.

2.2. IlpennpusiTie AOKHO MMETh UYETKYIO0 OpPraHM3aLMOHHYIO CTPYKTypy. CiyxeOGHble
00S13aHHOCTH PYKOBOJSIIMX pPaOOTHUKOB JOJDKHBI OBITh H3JIO)KEHBI B  JOJKHOCTHBIX
UHCTPYKLIUAX. PyKOBOAWTENN IOJKHBI UMETh JIOCTaTOYHBIE IOJHOMOYMS JUIS BBIOJHEHUS
cBoux QyHKuuH. Mx mnomHOMOYHMS MOTyT OBITH mepeqaHbl O(UIUANIFHO HAa3HAYEHHBIM
3aMEeCTHTENSIM, UMEIOLUM JOCTaTOuHYI0 KBanudukamuoo. CiaelyeT UCKIIOYUTh HEONPaBJaHHOE
NyOIMpoBaHUE OTBETCTBEHHOCTU COTPYIHUKOB, CBSI3aHHOM C BBINIOJIHEHUEM TpeOOBaHUMI
HACTOSILEro CTaHAapTa, U HE JOMyCKaTh CIIy4aeB, KOrja Kakue-mM0o (yHKIHMU HU 3a KEM He
3aKpEIUICHBI.

PykoBopsiue paboTHUKH

2.3. PykoBoauTeny MpOU3BOJICTBA, PYKOBOJUTENb CIYKOBI (OTIeIa) KOHTPOJISI KauyecTBa U
YHIOJTHOMOYEHHOE JIUIO (JIUIa) JOHKHBI OBITh 3aHSATHI HA MPEINPUITHH, KaK MPABUIIO, TOTHBIN
pabounii neHb. PykoBomuTenu mpou3BOACTBA U CITyKOBI (OT/EIa) KOHTPOJIS KauecTBa OJKHEI
OBITh HE3aBUCHMBIMH JIpYyT OT JApyra. Ha OonbmuxX MNpeAnpusATHsIX dYacTh (DYHKIIMIA,
NEPEeYUCIeHHbIX B 2.5 - 2.7, nomyckaercsi, NHpuU HEoOXOJUMOCTH, IMepeaaBaTh JApPYyTruM
COTPYAHUKAM.

2.4. O053aHHOCTH YITOJITHOMOYECHHBIX JIUII

a) B oTHOIIEHUM JEeKapCTBEHHBIX CPEACTB, BBINYIICHHBIX B Poccuiickoit denepamnuu,
YIOJHOMOYEHHOE JIMLO JOJKHO TapaHTHPOBaTh, 4YTO Kaxaas cepusi MNPOAYKIUH Obuia
M3TOTOBJICHA U IPOBEPEHA B COOTBETCTBUU C YCTAaHOBIIEHHBIMH TPEOOBAaHUSMHU.

b) B oTHouIeHUM JIE€KapCTBEHHBIX CPEICTB, BBIMYLICHHBIX 3a mpeaenamu Poccuiickoii
®denepanyy, yHNOJIHOMOUYEHHOE JIMLO JOKHO TapaHTUPOBaTh, YTO HMMIOPTUPYEMasl cepus
IIPOIyKIIMH IIPOIILIA IPOBEPKY B MOPAAKE, yCTaHOBJIEHHOM B Poccniickoit denepanun.

c) Jo Bbmaum pasperieHus Ha BBIMYCK JIEKAPCTBEHHBIX CPEICTB B cdepy oOpaineHus
YHOJHOMOYEHHOE JIMLO JODKHO JOKYMEHTAIbHO MOATBEPAMUTH, YTO KaXKJas CepHsl MPOAYKLIHUU
YAOBJIETBOPSIET TPEOOBAHUSAM, YCTAHOBJICHHBIM MPU TOCYIAPCTBEHHON pEerUCTpaIlUU.

KBamudukanus yHoTHOMOYEHHOTO JIMIAa [IOJDKHA COOTBETCTBOBATH YCTAHOBIICHHBIM
TpeOOoBaHUSAM. YTIOJTHOMOYEHHOE JIUIO JOKHO BXOJUTH B ITAT MPEANPUATHUS - TPOU3BOTUTEIS



JIEKapCTBEHHBIX CpeAcTB. Ero o0s13aHHOCTH MOTYT OBITh IEpeJaHbl TOJIBKO JIMIAM, UMEIOIINUM
CTaTyC YIOJIHOMOYEHHOIO JINLA.

2.5. OcHOBHBIE 00513aHHOCTH PYKOBOJUTEIISI IPOU3BOJICTBA

I. Opranuszanus Npou3BOACTBA U XPAaHEHUs IPOAYKIMHA B COOTBETCTBUU C TOKyMEHTALUEH
C 1IeJIbI0 00ecTieueHus TpedyeMOoro KauecTna.

II. VYTBepxkneHne MHCTPYKLMH, CBSI3aHHBIX C IPOM3BOJACTBEHHBIM IIPOLECCOM, U
o0ecreyeHrne uX TOUHOTO BBIITOJIHEHUS.

III. KoHTponb paccMOTpeHUsT M MOANMCAHHUA BCEX IPOM3BOACTBEHHBIX IIPOTOKOJIOB
JUIAMM, MMEIOIIMMHM HEOOXOAMMBIE IOJHOMOYHUS, 0 NEepeJayd UX B CIYKO0y KOHTpOJIS
KauyecTBa.

IV. KoHTpoabs paboThl MOABEIOMCTBEHHOI'O MOJpAa3ZesieHUs, COAECpXKaHUS MOMEIICHUH,
9KCIUTyaTallud U TEXHUYECKOT0 00CTyKUBaHUs 000PYI0BAHUS.

V. Kontpoib npoBeaeHus padboT 1o arrecTanuu (MUCIBITAaHUSIM).

VI. Opranuzanus NOEpBUYHOIO M IOCIEAYIOIIErOo OOY4YeHHMsS MPOU3BOJICTBEHHOIO
nepcoHaia.

2.6. OcHOBHBIE 00513aHHOCTH PYKOBOJAUTEIIS CITY>KOBI KOHTPOJISI KAUecTBa

[.  VYTBepxkaeHue WM OTKIOHEHHE MCXOJIHBIX M  YNAaKOBOYHBIX MAaTepUasOB,
POMEKYTOUHOM, Hepac(hacoBaHHOMN U TOTOBOM MPOAYKLUH.

II. OuieHka MPOTOKOJIOB Ha CEPUIO MPOLYKITUH.

III. TTpoBeneHre HEOOXOIUMBIX UCTIBITAHUIA.

IV. YTBepxnenue crienudukanuii, HHCTPYKIUH 110 0TOOPY Mpo0, METOIMK WCIBITAHUNA U
JOPYTUX METOJUK IO KOHTPOJIO Ka4eCTBa.

V. Jlonyck K paboTe CIenrualucTOB-aHATUTHKOB, PA0OTAIONIMX IO KOHTPAKTY, U KOHTPOIb
UX JEATEIBHOCTH.

VI. KoHTpoas paboThl MOABEIOMCTBEHHOT'O OTIENa, OOCIYKHMBAaHUS €ro MOMEIICHHN U
000pyI0BaHUs.

VII. KoHTpoab npoBeAeHNs aTTECTALUN (MCIIBITAaHUM).

VIII. Opranuzamusi  NOEpBHYHOTO M TOCIEAYIONEro  OOydeHHWsl  IepcoHala
MIOJIBEIOMCTBEHHOTO OTJAENa C Y4eTOM OCOOEHHOCTEeW NpoM3BOJACTBA. [[pyrue o0s13aHHOCTH
COTPYAHUKOB CITy’KObI KOHTPOJIS KauecTBa IIPUBEACHBI B pa3jene 6.

2.7. PykoBOIUTENN MPOU3BOJICTBA U CITYKOBI KOHTPOJIS KaUeCTBA UMEIOT PSAJl COBMECTHBIX
00513aHHOCTEH, OTHOCSIIUXCS K 00ECIIEUCHHIO KauecTBa MPOAYKLUHU. DTH 0053aHHOCTH C yYETOM
JEMCTBYIOIMX HOPM H MIPABUJI MOTYT BKJIIOUYATh B CeO4 CleayIolIee:

- YTBEPXKACHHE IHMCbMECHHBIX WHCTPYKLUMH, METOAMK W JPYTUX IJOKYMEHTOB, B T.U.
BHECEHHE M3MCHEHUN B HUX;

- KOHTPOJIb IPOU3BOACTBEHHOM CPEIBL;

- KOHTPOJIb COOJIOZICHUS TIPABUIT TPOU3BOICTBEHHON TUTHEHBL;

- arTecTanuio (MCIBITAHUS) TPOIIECCOB;

- oOyueHue nepcoHana;

- YTBEPKJAEHUE U KOHTPOJIb ITIOCTABIIUKOB HCXOJHBIX MaTEPUAJIOB;

- YTBEpKJICHHE U KOHTPOJIb IPOU3BOIUTENEH, pabOTAIONIMX 110 KOHTPAKTY;

- ONpe/ieTIeHNe YCIOBUI XpaHEHHsI MaTepUaJIOB, IPOAYKIIUU U KOHTPOJIb UX COOJIIOJCHHUS;

- XpaHEHHUE JOKYMEHTOB;

- IOCTOSIHHBIM KOHTPOJIb COOTBETCTBHSI TPEOOBAHUSAM HACTOSALIETO CTAHAPTa;

- TPOBEJICHHE WHCHEKIM, pacciaeloBaHUH U OTOOPOB MPOO C IEJIbI0 BBIABICHUS
(akTOpOB, CIIOCOOHBIX NOBIUATH HA KAYECTBO MPOILYKIUH.

OOyueHue

2.8. TlpenmpusiTie-mpou3BOAUTENb AOMKHO 00€CIeunTh OOYyYeHHE BCEX COTPYIHHUKOB,
3aHATBIX IMPOU3BOACTBOM HWJIM KOHTPOJIEM KadyCCTBa (B T.4. TGXHH‘ICCKHfI, O6CJIy)KHBElIOH.IPIﬁ



NepCOHAN | TEePCOHAJI, BHIMOIHIIOMUNN yOOpKY), a TaKXKe IPYrHX COTPYAHHUKOB, AEATEIBHOCTD
KOTOPBIX MOYXET BIUATH HA KAYECTBO MPOTYKIINH.

2.9. Ilomumo 6a3oBoro oOydeHHs TpeOOBaHHSIM HACTOSILEro CTaHaapTa (IO TEOpUH U
npaktuke GMP), BHOBb NPUHATBIE COTPYAHUKH JOJKHBI IPOMTH 00y4YeHHE, COOTBETCTBYIOLIEE
UX JIOJDKHOCTHBIM 00s13aHHOCTSIM. ClleiyeT opraHu30BaTh IMEPHOANIECKOE 00yueHHEe epcoHana
U olleHUBaTh 3(h(PEeKTUBHOCTH 3TOro 00yueHus Ha npakThke. OO0ydyeHue cienyer IpOBOJUTH IO
porpaMMamM, YTBEPKJICHHBIM PyKOBOIUTEISIMHA TPOU3BOACTBA UIIH CITY>KOBI (OTAea) KOHTPOJIS
KadecTBa. Ha mpeanpusTiy T0HKHA XPaHUTHCS TOKYMEHTALUS O IPOBEACHUH O0YYEHUS.

2.10. CotpynHuku, paboTaroliue B 30HaX, B KOTOPBIX 3arps3HEHHUE MPEJCTaBIISIET
OMACHOCTh, HAmpUMeEp, B YHCTHIX 30HAX WMJIM B 30HAX palbOThl C CHIBHOJACHCTBYIOIINMH,
TOKCHYHBIMHU, WHQHUIUPYIONIMMA WM CEHCHOMIM3UPYIOMIMMHU BEUIECTBAMH, JOJDKHBI MPOUTH
crienaibHOe 00y4YeHHE.

2.11. Tocerutenn w/mmu HEOOYUYEHHBIE COTPYIHUKH HE JOJDKHBI JIOIYCKAaThCS B 30HBHI,
CBSI3aHHBIC C TPOU3BOJICTBOM M KOHTpOJIEM KadecTBa. [Ipm HEOOXOAMMOCTH OHH JOJKHBEI
npeaBapUTENFHO IPONTH MHCTPYKTAXK IO MPABHIIAM JIMYHOW THTHUECHBI, TOPSAKY NEPeoIeBaHMs U
HOUICHUIO CIIEIUATBbHON O/IeXK/Ibl. 3a 3TUMH JIMLAMH JOJKEH ObITh OpPraHU30BaH TIIATEJbHBIN
KOHTPOJIb.

2.12. Tlpu oOyueHMum cleayeT NOAPOOHO pa3biACHATH M OOCYXKAaTh TPHHIUIIGI
o0ecrieyeHns KadecTBa MPOTYKIUH ISl MX TIOJTHOTO YCBOCHUS M JAIbHEHIIIETO TPUMEHEHHUS.

['uruena nepconana

2.13. Ha npennpuatuu AOKHBI ObITh pa3paOoTaHbl U BHEJIPEHbI MHCTPYKIUH 110 JIMYHOU
TUTHEHE TIEpCoHAala ¢ y4eTOM O0COOEHHOCTEH KOHKPETHOTO POU3BOACTBA. MHCTPYKIIMH TOTKHBI
YCTaHABJIMBATh TPEOOBAaHUS K COCTOSIHUIO 3/I0POBbSl COTPYJHHKOB, COOJIOACHUIO UMHU JINYHOU
TUTHEHbl ¥ TPaBWJIAaM HOILIEHUS OACKIbl. JlaHHBIE WHCTPYKIMH JIOJDKHBI COONIOATh BCE
COTPYJIHUKH, CBSI3aHHBIE C HAaXOXJACHHEM B IIPOU3BOJCTBEHHBIX MOMELICHUAX M MOMEIICHUAX
KOHTpOJISI KadecTBa. PyKOBOJICTBO MpeNnpUATHS HECeT OTBETCTBEHHOCTh 3a BBINOJIHEHUE
NePCOHAJTIOM MPaBWJI JIMYHON TUTUEHBI U OPraHU3aIHI0 HE00X0AUMOTo 00yUeHHS.

2.14. Bce numa, nmpuHUMaeMble Ha padoOTy, JODKHBI MPOUTH MEIUIIMHCKUK ocMmoTp. Ha
NPEINPUATHH JOJDKHBI OBITH pa3paboTaHbl U BHEAPEHBI MHCTPYKIMU C NEPEYHEM IOoKa3aTese
COCTOSIHUS 37I0POBbsI, KOTOpPbIE MOTYT OKa3aTh BJIMSHHME Ha KaueCcTBO MPOAYKIWH. B ciyuasx,
CBSI3aHHBIX C IMPOU3BOJCTBEHHON HEOOXOAMMOCTBIO HIIM COCTOSIHUEM 3/I0POBbs, COTPYAHUKU
JOJIKHBI IPOXOAUTH MOBTOPHBIN METUIIMHCKUN OCMOTP.

2.15. JIuna ¢ nHPEKIMOHHBIMH 3a00JI€BAaHUSIMU U TIOBPEKACHUSMHI Ha OTKPBITHIX Y4aCTKaX
Teja He AOIMYCKAIOTCS K TPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJICTB.

2.16. Opexna COTpyJHHMKA, BXOJSIIETO B MPOU3BOJCTBEHHbIE IOMEIICHUS, OJIKHA
COOTBETCTBOBATh Ha3HAYEHUIO ATOT0 MOMEIIECHUS.

2.17. B mpon3BOJICTBEHHBIX U CKJIAJCKUX 30HAaX 3alpPELIalOTCsl KypeHHe, IPUEM MUIIM WK
NUThE, KEBAaHUE PE3WHKH, a TAK)KE XpPaHEHHE MUIIEBBIX IMPOIYKTOB, HAIHUTKOB, TaOAuyHBIX
U3l W JMYHBIX JICKapCTBEHHBIX cpeacTB. He nomyckaercs inoGast JesT€IbHOCTb,
Hapyllamolias YCTAHOBJIEHHbIE MpaBUja THTMEHbl B MPOU3BOJCTBEHHBIX MOMEIIECHUSX WIN
JIPYTUX MECTaX, KOTOpasi MOXKET 0Ka3aTh OTPULIATENILHOE BIUSAHNUE HA KAYECTBO IPOAYKIIHH.

2.18. HemocpencTBeHHBIM KOHTAKT OMEPATOPOB C OTKPBITOW MPOAYKIIMEH WU JTHOOBIMHU
JeTaasiMu 000pyIOBaHMS, KOHTAaKTUPYIOIIUMU C MIPOAYKLHUEH, HE IOy CKaeTCs.

2.19. IlepcoHan q0JKeH NPOUTH MHCTPYKTAXK 1O MPaBUIaM MBIThS PYK.

2.20. CnenmanbHble TpeOOBaHMSA, OTHOCALIMECS K IPOU3BOJACTBY OTIEIbHBIX BHUIOB
OPOAYKIMH, HAlpUMeEp, CTEPUIIbHBIX IpernapaToB, MpuBeaeHbl B [IpHIokeHUIX K HACTOSIIEMY
CTaHJAapTY.

3. Ilomemenus u 000py10BaHuE



OO01e MOJIOXKEHNS

MecTo pacrnoyioKeHus, MPOEKT, CTPOUTEIbCTBO, MOHTaX, OCHAILEHUE U OO0CIYKHBAaHUE
IOMEIIeHUH M 000pya0BaHMs [OJDKHBI COOTBETCTBOBATh XapaKTEpy BBINOJHAEMBIX paboT.
[InanupoBOouHBIE  pelIeHHMs] TOMEUIEHMM M KOHCTPYKIHUS  OOOpyAOBaHUS  JOJIKHBI
MUHMMH3UPOBAaTh PHUCK OIIMOOK, MpeaycMaTpuBaTh HpoBeaeHue 3((eKTUBHOW YOOpPKH U
00CITyKUBaHUS C LEJIbIO MPEJOTBPAIICHNS NIEPEKPECTHOTO 3arpsiI3HEHUS, MOSBIECHUS NN WIN
I'psA3U U, B O0LIEM Cllydae, yCTpaHeHHUs J1000ro (hakTopa, yXyALIaroIero KauecTBO NPOLyKIUH.

Ilomermiennsa
OO01111E TTOTOKEHNS

3.1. Puck 3arps3HeHHs MaTepHaJOB M MPOAYKIHH, CO3JaBaEMBI OKpYXKaloUlel Cpemoi
NPOM3BOJICTBEHHBIX MOMENICHWH (31aHuil), IODKEH OBITh MHUHUMAIbHBIM TPU yCIOBHH
COOJTIOIEHUSI BCEX MEp 3alIHTHI.

3.2. [Ipu skcmmyaranuu NOMEUIEHUH ciieyeT coOIoaaTh Mephl peaoctopoxHocTu. [Ipu
9TOM TIPOBEJCHUE TEXHUYECKOTO OOCTYy)XKMBaHHMS W PEMOHTAa HE JOJDKHO OKasbIBaTh
OTPHIIATEIILHOTO BIUSHHUS HA KA4eCTBO MPOAYKIMH. YOOpKa W Je3UH(EKIHs MOMEICHHN
JIOJDKHBI TPOBOJIMTHCS B COOTBETCTBUY C IIMCHbMEHHBIMH WHCTPYKIMSIMU.

3.3. OcgenieHue, TEMIEPATYpPHBINH PEXUM, BIIAXKHOCTh BO3AYyXa M BEHTUJISALUS JOJIKHBI
COOTBETCTBOBATh HA3HAUCHHIO TIOMEUICHWS W HE OKa3blBaTh MPSMOTO WM KOCBEHHOTO
OTPHIIATEIILHOTO BIMSHUS Ha pabOTy 00OpyAOBaHMS M JIEKAPCTBEHHBIE CPENICTBA BO BPEMS UX
W3TOTOBJICHHS Y XpPaHEHUS.

3.4. Ilpy mpoeKTUpOBAaHMHM M SKCIUTyaTallud TOMEIICHWH JoDKHa OBITh oOecreueHa
3amMTa OT NPOHUKAHMS B HUX HACEKOMBIX HJIM KMBOTHBIX.

3.5. B nomerienus He JOJKHBI JOMYCKATHCS JIMIA, HE UMEIOIINE TIpaBa JI0CTyIa B HUX.

[Tpon3BOACTBEHHBIE, CKJIQJACKAE TIOMEUICHUS M IIOMEIICHUS KOHTPOJS KadecTBa He
JIOJKHBI MCTIOJIB30BATHCS ISl CKBO3HOTO MPOXOa MEpCoHaja, He paboTaloero B HUX.

IIpousBoacTBEHHAs 30HA

3.6. [Inst MUHMMHU3alMK PUCKA IS 300POBBS JIFOJIEN U3-3a IEPEKPECTHBIX 3arpsI3HEHUM NTPU
MIPOU3BOCTBE HEKOTOPBIX JICKAPCTBEHHBIX CPEJICTB, TAKUX KaK CCHCHOMIM3UPYIOIINE BEIIECTBA
(HampuMmep, MEHUIWLUINHBI) WK OWOJIOTMYECKHUe JIEKapCTBEHHBIE CpPEICTBA (Hampumep, u3
JKUBBIX MHKPOOPTAHHM3MOB), CIIEyeT TMPEayCMOTPETh CIENUaIbHbIE W H30JUPOBAHHBIC
TEXHUUYECKUE CPEJCTBa (MMOMEIIEHHUs, 000pYyI0BaHKE, CPEACTBA OOCITY)KMBaHUS U 1p.). B oqHNX
U TeX >X€ TOMEIICHUSIX HE JOMYCKAeTCs IPOU3BOACTBO OTACIBbHBIX BHUIOB AHTHOMOTHKOB,
HEKOTOPBIX TOPMOHOB, IIUTOTOKCHMHOB, CHJIBHOJECUCTBYIOIIMX JIEKAPCTBEHHBIX CPEACTB U
MPOAYKIUA HEMEAUIMHCKOTO Ha3HA4YeHUA. B UCKIIOUUTENBHBIX CIIy4dasX MPOM3BOJICTBO TAKUX
penaparoB JOMYCKAeTCsl B OJHMX MOMEIICHHUSIX NpPH pa3[eieHUH LHUKIOB MPOU3BOACTBA IO
BPEMEHH, C COOJIIOJICHHEM CIEIUaJbHBIX MEpP TPEIOCTOPONKHOCTH U  IMPOBEIACHUEM
HEOOXOUMOW aTTecTaluu (MCIBITaHUK). B 3MaHusAX, UCHONB3yeMBIX [UIsl TMPOU3BOJCTBA
JIEKapCTBEHHBIX CPEACTB, HE JIOMYCKAeTCs MPOU3BOJACTBO SIAOB TEXHHUYECKOTO Ha3HAYCHMUS
(TIeCTUITUAOB U TEPOUIIHIIOB).

3.7. [InaHUpOBOYHBIE PEIICHUS MOMEIICHUH, IO BO3MOKHOCTH, JTOJKHBI COOTBETCTBOBATH
JIOTUYECKOU TIOCITIE0BATEIFHOCTH MPOU3BOJACTBEHHBIX OMepaluii 1 00eCIeuYnBaTh BHIMIOJTHEHUE
TpeOOBaHMI K YHCTOTE.

3.8. IlmanupoBOYHBIE pelIeHHUS PadOYMX 30H U 30H XPAHEHHUS BHYTPH IPOU3BOJCTBA
JIOJDKHBI  00€CIIeYnBaTh IOCJIEAOBATEIbHOE U JIOTUYHOE pa3MelleHne OOOpYyIOBaHUS H
MaTepHuaioB, CBOJUTh K MUHUMYMY PUCK MEPEMyThIBAaHUS PA3IMYHBIX JEKAPCTBEHHBIX CPEICTB



WIM UX KOMIIOHEHTOB, IEPEKPECTHOTO 3arpsi3HEHMS U OIIMOOYHOTO BBIIIOJHEHUS UM MPOITyCKa
JIOOBIX OTMEpalnii O MPOU3BOJICTBY HIIM KOHTPOIIIO.

3.9. Ecan ucxoaHble W NEPBUYHBIE YNAKOBOUHBIE MaTepHalbl, MPOMEXKYTOUHbIE WIIU
Hepac(acoBaHHBIE MPOIYKTHI MOABEPralOTCS BO3ACHCTBUIO OKPYXKAIOIICH Cpelbl, BHYTPEHHUE
MOBEPXHOCTU MOMEIEHUN (CTEHbI, MOJ U MOTOJIOK) JOJKHBI OBITH TJIAJKUMM, HE HMETh
OTKPBITHIX COCIUHEHHM U TPEIINH, HE BBIIEIATh YaCTHUI[ U JOJKHBI 00ECIIeYnBaTh BO3MOXHOCTh
OecrpensaTCTBeHHOM 1 2P PEeKTHBHOI yOOPKH, a TaKXKe, TPU HEOOXOIUMOCTH, IEe3UH(EKITHH.

3.10. KoHcTpykmust u pa3MmenieHue TpyO, OCBETUTENBHBIX MPUOOPOB, 00OPYIOBAHUS
BEHTWJISILIMM U T.I1. HE IOJKHBI UMETh MECT, TPYAHOAOCTYIHBIX 151 OUUCTKU. [10 BO3MOXKHOCTH
uX O0OCTy>KMBaHUE JIOJDKHO OCYLIECTBIATHCS C BHEIIHEW CTOPOHBI TMPOU3BOJCTBEHHBIX
MTOMEILICHHIA.

3.11. TpyOompoBoOAbI i CTOKOB (KaHAIW3allKs) JOKHBI IMETh HEOOXOIUMBIE pa3Mephl U
ObITH 000pY/IOBaHbl YCTPONCTBaAMH, MPEAOTBPALLAIOLIIUMHI 00paTHBIM noTok. Crnexayer uzderarb
MPUMEHEHHUS OTKPBITHIX keno00B. [Ipy HEOOXOAMMOCTH OHM JTOJDKHBI ObITh HETITYOOKUMH IS
yA00CTBa OYUCTKH U J€3UH(EKIINH.

3.12. B mnpou3BOACTBEHHBIX 30HAX, B 3aBUCUMOCTH OT BBIIYCKaeMOl MNpPOAYKIHUH,
BBITIOJIHSIEMBIX OTEpalii U TPeOOBaHMI K OKpYKarolleh cpeae, CIeayeT NperycMaTpuBaTh
3¢ (HeKTHBHYIO CHCTeMy BEHTWISIIIMM C obecreueHueM TpeOyeMol TeMmmepaTtypbl U, Mpu
HEOOXOMMOCTH, BIaKHOCTH BO3yXa U €ro (pUiIbTpaluu.

3.13. UcxonHble MaTepuaibl B3BEUIMBAIOT, KaK MPAaBWIIO, B CIEIHAIBLHO 000pPYIOBAHHBIX
JUIS 3TOTO TTIOMEIIECHUSX.

3.14. Ecnau BbIMONHEHHE PabOTHI COMPOBOXKAAETCS BBIICICHHEM TMbUIH (HApUMEp, MPHU
orbope mpoO, B3BEMIMBAHWH, CMEIICHHH, IMPOU3BOACTBEHHBIX ONEPAIMAX W YIMAKOBKE CyXUX
OPOAYKTOB), TO HEOOXOJUMO NPEIYyCMOTPETh MEpPHI MO MPEAOTBPALIECHUIO MEPEKPECTHOTO
3arpsi3HEHUs U MPOBEACHUIO OYHCTKH.

3.15. Ilpu npoektupoBaHuu (B T.4. pa3pabOTKe MIAHUPOBOYHBIX PEIICHUI) MOMEIIEeHUN
JUIsl YIIAKOBKHM JIGKAPCTBEHHBIX CPEJICTB CJEAYyET NpelyCcMaTpUBaTh CHEIUAIbHBIE MEpHI,
NpeIOTBpAlAONINE TEPENyThIBAHUE WJIH NEPEKPECTHOE 3arpsi3HEHHE MaTepualioB U
HIPOAYKIUH.

3.16. [Ipon3BOACTBEHHBIE TIOMEIICHHS JTOJDKHBI OBITH XOPOIIO OCBEIICHBI, OCOOCHHO B
MecTaX IPOBEIEHUS BU3yaJIbHOTO KOHTPOJIS.

3.17. BHYTpUIIpOM3BOJACTBEHHBI KOHTPOJIb MOKET MPOBOAUTHCA B 30HE MPOU3BOJICTBA,
€CJIM 3TO HE CO3JaeT MOMEX ISl TEXHOJIOTUYECKOTO MpoLecca.

30HBI CKJIAJUPOBAHUS

3.18. 30HBI CKJIATUPOBAHUS TOJDKHBI IMETh JOCTATOYHYIO BMECTUMOCTD JIJisi 00eCTIeueHUs
Ha/JIeXKAIEero XPaHEeHUs Pa3IMYHbIX KaTerOpuidl MaTepraioB U MPOAYKIMH (MCXOIHOTO CBHIPhS U
YIaKOBOYHBIX MAaTEpHUaloOB; MPOMEXKYTOUYHOH, HepachacOBAaHHOH M TOTOBOM MPOIYKIHUH;
NPOAYKIHUHM, HAXOMAIICHCSs B KAapaHTUHE; pa3pelieHHON [JIsi BBIMYCKa, OTKJIOHEHHOM,
BO3BPAILIEHHON WM OTO3BAHHOU MPOIYKIIUH).

3.19. Ilpm 1poeKTUpOBAaHMM U  OpraHU3alMd 30H  CKJIAJUPOBAHHS  CIEHAYET
npeaycMaTpuBaTh HaJUIeKallMe YCIOBHS XpaHEHUS. 30HBI CKIAJAMPOBAHUS JOJDKHBI OBITH
YUCTBIMU M CyXHMH, B HUX JIOJDKEH OBITh oOecrieueH TpedyeMblil TemnepaTypHblil pexxum. [lpu
HEOOXOIMMOCTH CleyeT oOecneunBaTh CHELMANbHBIE YCIOBUS XpaHEHHs (TemmepaTypa,
BJIQXKHOCTH BO3/1yXa U T.I.) U KX KOHTPOJIb.

3.20. B 30Hax mpUeMKH U BbIIaYM MAaTEpUAJIOB M MPOIYKIIMU AOJDKHA OBITh o0ecrieueHa ux
3alUTa OT HEOJIaroNnpUsATHOIO BIUSHUS OKpYy»Karomeil cpeapl. [IpoeKT 30HBI MPUEMKHU JOKEH
IpelycMaTpuBaTh OUYMUCTKY YHAKOBOK C IIOCTYyHAalOIIMMM  MaTepuajllaMH  Iepel  HX
CKJIaIUPOBAHUEM.

3.21. Ecnu pexxuMm KapaHTHHA OOECIIEYMBACTCS XPAHEHUEM MPOJYKIHUU B Pa3JelbHBIX
30HaX, TO ATH 30HbI JOJKHBI OBITH YETKO 0003HaueHbl. JlocTyn B HUX JTOJKEH OBITh pa3pellieH



TOJILKO JIMIIaM, MMEIOLIMM Ha 3T0 mpaBo. Jlrobas apyras cucrema, 3aMeHsIOmas (pU3NIEeCKoe
pasjiesicHue, TO0JHKHA 00eCTIeYMBaTh SKBUBAIICHTHYIO O€30MIaCHOCTbD.

3.22. OT60p po0d UCXOMTHBIX MAaTEPHAIIOB, KaK MPABUIIO, CICIYET BBIMOIHITH B OTICIBHON
30He. [Ipu orGope mpobd B CKIAICKOI 30HE MOJKHBI OBITh MPUHATHI MEPBI, MPEIOTBPAIIAIOIIIC
IpsSIMOE WITH TIEPEKPECTHOE 3arpsi3HEHUE.

3.23. OTKJIOHEHHBIE, OTO3BAHHBIE WM BO3BPAILEHHBIE MAaTEPHAbl U MPOAYKIIHIO CIEAYyeT
XPaHUTh B U30JINPOBAHHBIX 30HAX.

3.24. CunpHOJEHCTBYIOIINE BEIIECTBA U Mpenaparhl JOJDKHBI XPAHUTHCS B O€30MACHBIX U
OXPaHSIEMBIX IOMEIICHHUSX.

3.25. JomkHO OBITh OOECHeueHO HaIe)KHOE U 0e30MacHOe XPaHEHUE IMEeYaTHBIX
MaTepHUajoB BBHJY HMX KIIOYCBOW POJIU B TMOATBEPKIACHHH HACHTHYHOCTH JICKAQpPCTBEHHBIX
CpPEICTB.

30HEBI KOHTPOJII Ka4eCTBa

3.26. Kak mnpaBwio, 51a0OpaTOPUH KOHTPOJISI KAdyecTBa MJOJDKHBI OBITh OTIEIIEHBI OT
NPOM3BOJICTBEHHBIX TOMEIIEHUH. JTO 0COOEHHO BAXXHO [UIA J1a0OpaTOpUil  KOHTPOJIS
OHMOJIOTUYECKUX, MHUKPOOMOJIOTMYECKHX TIpEnapaToB WIH PaIHOU30TONOB, KOTOPBIC TaKXKe
JIOJDKHBI OBITH OTJIEJIEHBI APYT OT JIPyTa.

3.27. TIpOoeKT KOHTpPOJIBHBIX JabopaTOpHii JODKEH COOTBETCTBOBATH TPEOOBAHHSAM K
BBITIOJIHSAEMBIM B HHX omepanusM. [lmomanp maboparopuil TOMKHA OBITH JOCTATOYHOM JUIs
UCKJTFOUCHHSI TIEPEyThIBAaHUS U MEPEKPECTHOTO 3arps3HEHHUs, a TAKKe JJIs XpaHeHHsI 00pa3IoB
U IOKYMEHTAIINH.

3.28. Jlns pa3MmeleHus] 4yBCTBUTEIBHBIX MPUOOPOB, HYKIAMOIUXCA B 3allUTE OT
AIIEKTPOMArHUTHBIX MMOJIEH, BUOPAIIH, MTOBBIIICHHOW BIIQYKHOCTH BO3/yXa MJIHM IPYTHX BHEIIHUX
(GakTOpOB, MOTYT OBITH TIPEAYCMOTPEHBI OT/ICJIEHBIC TTIOMEIIICHUSI.

3.29. Ocobble TpeOoBaHUS NPEABABISAIOTCS K Ja00OpaTOpHsM, B KOTOPBIX HPOBOISATCS
pabotel ¢ oOpasmamu  Crenu(PUYECKHX BEIIeCTB, HAIpUMEpP, OHOJOTUYECKUMH  HWJIU
paZvOaKTUBHBIMH MaTepHallaMH.

BcrniomorarensHble 30HBI

3.30. KoMHaTb! OT/1bIXa ¥ ITpHEMa MUK JOJDKHBI OBITh OT/AETICHBI OT IPYTUX 30H.

3.31. Ilomemienuss ayis TepeoneBaHUs, TyaJeThl W OYIIEBbIE KAOWHBI JOJKHBI HWMETh
YAOOHBIA JIOCTYI; WX IUTAHUPOBKA M pPa3MEpbl JIOJDKHBI COOTBETCTBOBATH UHWCICHHOCTH
nepcoHana. He momyckaeTcsi BIXOJ M3 TyaJeTOB HEMOCPEACTBEHHO B MPOU3BOJICTBEHHBIEC WIIH
CKJIaJICKHE 30HEL.

3.32. PemOoHTHBIE YyYacTKH [IOJDKHBI OBITh, TIO BO3MOXXHOCTH, OTICJICHBI OT
NPOM3BOJICTBEHHbIX TNoMemeHuil. [lpu HEoOXOTUMOCTH XpaHEHHMs 3alacHBIX dYacTedl u
WHCTPYMEHTOB B 30HE NMPOU3BOJICTBA JIOKHBI OBITH MPEyCMOTPEHBI CIICIIHAIbHBIE TIOMEIIECHUS
WIN IIKaBbI.

3.33. TloMemieHus 715t COIEPKAHUS KUBOTHBIX JTOJDKHBI OBITh N30JUPOBAHBI OT OCTATBHBIX
30H, 000PYIOBaHBI OTIETBHBIMUA CUCTEMAMH BEHTUJISIIUN U OTACIBHBIM BXOJIOM.

O6opynoBanue

3.34. KoHCTpyKIusi, MOHT@X M TOPAIOK TEXHUYECKOTO OOCIY>KMBAaHHS 000pYHAOBaHHS
JIOJKHBI COOTBETCTBOBATh €r0 HA3HAYCHMUIO.

3.35. PaGoThl IO PEMOHTY M TEXHHYECKOMY OOCIIY>KHBAaHUIO 0OOPYAOBAaHHS HE JTOJHKHBI
OKa3bIBaTh OTPULIATEIBLHOIO BIMAHUSA HA KAYECTBO NMPOIYKIIHU.

3.36. KoHCTpyKIus POU3BOJCTBEHHOTO0 000pYyI0BaHMS JOHKHA 00eCeuynBaTh y100CTBO
U BO3MOXHOCTb €ro O4uCTKH. Onepanuu no O4UCTKe 000pyH0BaHMS TOJIKHBI BBINOJIHATHCS B



COOTBETCTBUH C TOJAPOOHBIMH TNHChMEHHBIMH HMHCTpYyKuusiMu. OOopynoBaHue ciemyer
COJIepXKaTh B CYXOM M YUCTOM COCTOSIHHU.

3.37. uBeHTapb U MarepHaibl JUIsl MbITbS U OYHUCTKU HE JOJDKHBI OBITh UCTOYHHKAMU
3arps3HEHus.

3.38. OO6opynoBaHue AOMKHO OBITh YCTAHOBJIEHO TakK, 4YTOOBI, MO BO3MOXKHOCTH,
UCKJIIOUUTH PUCK 3arpsI3HEHUS WIN BBITOJHEHHS OIIMOOYHBIX 1eHCTBHMA.

3.39. TexHonorunueckoe o0OpyAOBaHUWE HE JOKHO BIUATH HA KAayeCTBO NPOAYKIMH U
NpEeACTaBIATh CO00M KaKylo-1MOO OMacHOCTh s MPOAYKIMH. YacTh TEXHOJIOrMYECKOTo
000pyA0BaHNs, KOHTAKTUPYIOIIUE C MPOIYKIUEH, HE JOJKHBI BCTYNAaTh ¢ HEW B XMMHUYECKYIO
pEaKIMIo, BBIIENATH WIM abCcOpOMPOBaTH BEIECTBA, OKA3bIBAIOIIUE BIMSHUE HA KaueCTBO
IPOIYKIUH.

3.40. IlorpemrHocTh BECOB M JAPYroro H3MEPUTENBHOTO 00OpYyNOBaHMUSA JOJDKHA
COOTBETCTBOBAaTb IPOU3BOJACTBEHHBIM M KOHTPOJbHBIM OMNEpalMsM, B KOTOPbIX OHHU
UCTIOJIBb3YIOTCSI.

3.41. Ilepuoau4HOCTh KamuOpPOBKK (IIOBEPKH) M3MEPUTEIbHBIX, PErUCTPUPYIOLIUX,
KOHTPOJIbHBIX NPHOOPOB M BECOB JIOJDKHA COOTBETCTBOBAaTh TPEOOBAHUSAM HWHCTPYKIMHA H
METOOUMK Ha 3T npubopel. Pe3ynbrarel KaauOpoBKM  (IIOBEPKH) JOJKHBI  OBITH
33JJOKYMEHTHPOBAHBI.

3.42. CrauuvoHapHble TpyOONpPOBOJABl JOJKHBI HMETh MAapKUPOBKY C YKa3aHUEM
NPOXOJSALIMX 110 HUM BEIECTB U, €CIIU TpeOyeTcs, HalpaBIeHHsI TOTOKA.

3.43. TpyOomnpoBoABI AJIsT BOABI OYUIIICHHOW W BOABI TSI UHBCKIUH (UCTHUTHPOBAHHOM,
JICMOHU30BAaHHOW M JpPyruxX BUAOB BOJbI) cileayeT o0pabaTelBaTh B COOTBETCTBUU C
MHCTPYKIUSMH, B KOTOPBIX yKa3aHBI MPEIeIIbl MUKPOOHOTO 3arpsi3HEHUSI U IPUHUMAEMbIe MEPBI
B CJTy4ae UX MPEBBIIICHUS.

3.44. HeucrnipaBHoe 000pYyIOBaHKME CIEIYET YAAIATh U3 30HBI MPOU3BOJICTBA U KOHTPOJISI
Ka4yecTBa MJIM 0003Ha4aTh COOTBETCTBYIOLIUM 00pa3oM.

4. JlokyMeHTanus

[lpaBuibHO cocTaBleHHAsT JOKyMEHTAalUsl SBISIETCS BaKHOW YacThl0  CHCTEMBI
oOecrieueHns kauectBa. Yerkoe o¢GOpMIIEHHE JOKYMEHTAlUd TMO3BOJSET IPEeIOTBPATHTh
OmMOKH, BO3MOXHBIC IPH YCTHOM OOIIEHHHM, W NPOCIECOUTH BCE HTambl HPOHU3BOACTBA
KOHKpETHOU cepuu mponykiuu. Crenudukanuy, TPOMBIIUICHHBIE PETJIaMEHThI, HHCTPYKIHH,
METOJIUKH W TPOTOKOJBl HAa CEPHI0 NPOAYKIUH JOJDKHBI OBITH O(GOpMIIEHBI HaIJICKaIIUM
00pa3oM U He JOJDKHBI coziepkaTh omnOok. [IpaBuinbHOE U TOUHOE 0(OPMIIEHUE TOKYMEHTAIUN
MMEET MEPBOCTEIIEHHOE 3HAYCHUE.

OO01Me moJI0KEHNS

4.1. Buapel 1OKyMEHTOB

Crnemuduxanus (specification): JOKyMeHT, coiepiKaliuii TpeOOBaHUS K MaTepualaM |
MPOAYKTaM, MCIOIb3yEeMbIM WJIU IMOJIy4aeMbIM MpPHU MPOU3BOACTBE, SBISIONIMICS OCHOBOM AJist
OLIEHKU Ka4eCTBa JIEKAPCTBEHHBIX CPEJICTB.

[IpoMbIIITIEHHBIN perjaMeHT, TeXHOJIOrH4ecKass HHCTPYKIUS U MHCTPYKLHUA 10 yIaKOBKE
(manufacturing formulae, processing and packaging instructions): JOKyMEHTBI, OTpeAEsIOIIne
BCE HCMOJb3yeMble HMCXOJHBIE MaTepHallbl U ONepaluy IO TPOU3BOJACTBY M YIaKOBKE
POIYKIUH.

WNuctpykuus, meTtonuka, mporeaypa (procedure): TOKyMEHT, COACpIKAIIUN yKa3aHUsS IO
BBITIOJIHEHHUIO OT/EJIBHBIX BUJIOB OIEpaluil (Hampumep, Mo OYHCTKE, MEePEOAECBAHNIO, KOHTPOIIO
OKPY’KaOIIEH cpe/bl, 0TOOPY MpoO, MPOBEACHUIO UCTIBITAHUHN, YKCITyaTallik 000py0BaHUS).



[Tporokon Ha cepuro (record): TOKyMEHT, OTpPaKaIOIIUH MPOIECC MPOU3BOACTBA KaKIOU
CepUM TPOAYKIMH, B T.4. pa3pelIcHHEe Ha €€ peanu3aluio, U Bce (PaKTOphl, BIMSIOMINE Ha
KaueCTBO TOTOBOM MPOYKIIUH.

4.2. JlomkeH OBITh YCTAHOBJICH MOPSAIOK Pa3pabOTKH, O(OpMIICHUS, BBIOAYM, WU3BATHUS
JIOKyMEHTOB ¥ BHECEHHSI B HHX U3MEHEHHH. JIOKyMEHThl JOJDKHBI COOTBETCTBOBATH
TpeOOBaHUSAM, YCTAHOBICHHBIM IIPH PETUCTPAIMH JIEKAPCTBEHHOTO CPECTRA.

4.3. JIOKyMEHTBI JOJDKHBI OBITH TIOAMHUCAHBI U YTBEPKICHBI JTUIAMU, UMEIOIIUMH TPaBO
MOJIMTUCH, C YKa3aHUEM JaThl.

4.4. JIokyMEHT HE JOJDKEH JOMYyCKaTh JBYCMBICIICHHOTO TOJKOBaHus. Ha3Banwe, Bua u
Ha3HAa4YeHHE JOKyMEHTa JOJDKHBI OBITh YETKUMU U SCHBIMU. J[OKYMEHT MJOMKEH HMETh
JIOTUYHYIO CTPYKTYpYy, OOECIEeUMBAIOUIYI0 TPOCTOTY €ro MpoBepku. Komuu JTOKYMEHTOB
JOJKHBI OBITH SICHBIMH U 4eTKUMH. Croco0 CHSATHS Komuil ¢ pabodmx JOKYMEHTOB JOJKEH
HCKITF0YaTh BO3MOYKHOCTh ITOSIBJICHHS OITHOOK.

4.5. JlokyMeHTBl cJeayeT peryjlsipHO IepecMaTpuBaTh U aKTyalu3upoBaTh. llpu
MePecMOTPe JOKyMEHTa HEOOXO0IUMO UCKIIIOUUTh UCTIOJIB30BAHKE YCTAPEBIIEH BEPCUH.

4.6. He pexomenmyercs oQopmIsTh TOKYMEHTHI B pykomucHoM Bupae. llpu
HEOOXOJAMMOCTH JaHHBIE B JIOKYMEHT BHOCSAT YETKHM, Pa300pUMBBIM IMOYEPKOM TaK, UYTOOBI
BHECEHHBIC JaHHBIC HENb3sl ObLIO yAaNuTh. J{75 BHECEHHs TaHHBIX B JOKYMEHTE TOJKHO OBITh
MPEAYCMOTPEHO JOCTATOYHO CBOOOAHOTO MECTA.

4.7. Tlpu BHECEHUM H3MEHEHHH B JIOKYMEHTHI CIIEyeT NPOCTAaBJSTh ATy BHECEHUs
W3MEHEHUS M TOJIUCH JIMIIA, BHECIIETO 3TO u3MeHeHue. [Ipun HeoOX0IMMOCTH ClielyeT yKa3aTh
NPUYMHY BHECEHUS W3MEHEHMI. BHeceHHble M3MEHEHMs HE JOJDKHBI CO3[aBaTh 3aTPyAHEHUU
JUTSL BOCTIPUSITHST HICXOJTHOTO TEKCTA.

4.8. IlpoTokomnsl ciaeayeT opopMIIATh OTHOBPEMEHHO C BBIMOJIHEHHEM COOTBETCTBYIOLINX
NEHCTBUI TakuMM 00pa3oM, 94TOOBI MOXHO OBLJIO TMPOCJICAUTH BCE OCHOBHBIC OTEpAlldU TIPU
MIPOM3BOJICTBE JIEKAPCTBEHHBIX CPEACTB. [[pOTOKOMIBI ClieyeT XpaHUTh HE MEHee OJHOI0 TojJa co
JTHSI OKOHYaHUS CpOKa TOJAHOCTU TOTOBOM MPOTYKIIUU.

4.9. 3anuch JaHHBIX MOJKET BBIMIOJHATHCS C HCIOJIB30BAHUEM SJIECKTPOHHOM TEXHUKH,
dororpadupoBaHus WK IPYTHX CPEACTB, 0OECIICUNBAIONINX HAICKHOE XpaHEHHE NHPOPMAITUU
B COOTBETCTBHMU C HWHCTPYKIUSMH II0 HMCIOJB30BaHUIO ITUX cpenacTB. CremyeT mpoBepsTh
TOYHOCTh 3anuceil. [Ipu BegeHUM NOKyMEHTalUM B AJIEKTPOHHOM BHUJIE MPABO JOCTyIA WIH
W3MCHEHUSI JaHHBIX B KOMIIBIOTEPE MOTYT HMETh TOJBKO JIMIIA C COOTBETCTBYIOIIUMU
MOJIHOMOYHSIMH, TIPU 3TOM CJIEIyeT BECTU MPOTOKOJ U3MEHEHUM U U3bATUM. [ orpaHnyeHus
JIOCTYTIa K JJIGKTPOHHOHM 0a3e JaHHBIX CIEAYET HCIOJIh30BAaTh CHCTEMY IApOJICH MW JIPYTUX
CPEIICTB; BHECEHHE 0CO00 BaXKHBIX JIAHHBIX JOJKHO MPOBEPSATHCS HE3aBUCUMBIM criocobom. [Ipu
XpaHEHUH TMPOTOKOJIOB HA CEPUU NPOAYKIUHU B DJIEKTPOHHOM BHUE IS 3aIUTHI OT MOTEPH
uHpOpMaIlMl HEOOXOMUMO CO3/1aBaTh PE3CPBHBIC KOMMHM HAa MATHUTHBIX HOCHUTENSX,
MUKpo(dHUIbMax, Oymare Win WHBIX HAJIeKHBIX CpeICTBaxX. B mepwon XpaHEHUs 3THU JTaHHbBIC
JOJIKHBI OBITH JIOCTYTTHBIMH.

O06s3arenbHas JOKyMEHTAIHS

Crennpukanmu

4.10. CnenduKanum COCTaBISAIOT U YTBEPXKIAIOT HA UCXOHBIE, YIIAKOBOYHBIC MATEPHUAIIbI
U TOTOBYIO0 IpoayKuuto. IIpn Heo0X0AUMOCTH COCTABISIIOT CieHU(pUKALIMKY Ha IPOMEXYTOUHYIO
U Hepac(hacoBaHHYIO MPOIYKIIHUIO.

CHCLII/I(I)I/IKaI_II/II/I Ha UCXOOHLIC U YIIAKOBOYHBIC MaTCpHUaJIbl

4.11. Crneun¢ukanuy Ha HUCXOAHbIC MaTepHalbl, MEPBHUUHYIO YIMAKOBKY WJIHM TEYaTHBIE
MaTepHalibl JOJDKHBI BKIIOYATh B €051 CIeNyIOIIUE JaHHbIE:



a) ONMCAaHUE MAaTEepPUAJIOB, B T.U.:

- HAMMEHOBaHKE U BHYTPU3aBOJCKOM KOJI;

- CCBUTKY Ha (papMaKoINeiHyI0 CTaThIO WU APYTYI0O HOPMAaTHBHYIO JOKYMEHTAUUIO (TIpU ee
HaJIUYHH ),

- HaUMEHOBaHWE YTBEP)KICHHBIX TIOCTABIIMKOB U, TIO0 BO3MOYKHOCTH, TIE€PBHYHOTO
MIPOU3BOUTENSI MATEPUATIOB;

- oOpasell eYaTHbIX MaTepUasoB;

b) metoauku or6opa mpod U MPOBEIEHUS UCIBITAHUN WIH CCHUIKH Ha COOTBETCTBYIOIIHE
METOJTUKH;

C) KOIMYECTBCHHbIE W KAUECTBEHHBbIC XapaKTEPUCTUKUA C YKa3aHHEM JIOMYCTHUMBIX
MPEEIbHBIX 3HAYCHU;

d) ycnoBus XpaHEHUS U MEPbI TIPETOCTOPOKHOCTH;

€) MaKCUMAaJIbHBIN CPOK XpaHEHHSI IO TOBTOPHOTO KOHTPOJISL.

Crnenndukanuy Ha MPOMEKYTOUHYIO U HepacPacoBaHHYIO POy KIIUIO

4.12. Cneumdukanuu Ha TPOMEKYTOUYHYIO M Hepac(hacOBaHHYIO TOTOBYIO HPOIYKITHIO
JIOJKHBI OBITh B HAJIMYMHU MIPU €€ IPUOOPETEHUH UM OTIPY3Ke U MPH MCIOIb30BaHUU JAHHBIX O
POMEXYTOUHOM MPOAYKIUHU MPH OLIEHKE KauecTBa TOTOBOM MPOAYKLUMU. DTH crenupuKanuu
JOJDKHBl  OBITh aHAJIOTMYHBI CHENM(UKALKAM Ha HCXOAHbIE MaTepuajbl WIM TOTOBYIO
OPOAYKIMIO B  3aBUCUMOCTHM OT XapakTepa HCIOJb30BaHUS IMPOMEXKYTOUYHOW WU
HepachacoBaHHON TOTOBOW MPOIYKIUH.

Crnenudukanuy Ha TOTOBYIO MPOTYKIIHIO

4.13. Cnenudukanuyu Ha TOTOBYIO MPOIYKIUIO TOJKHBI BKJIIOYATH B CEOsl CIEQYOIINE
JaHHbBIE:

a) HAMMEHOBAHWE TTPOYKIIMH U KOJT (TIpH HEOOXOIUMOCTH );

b) cocTaB IeKapCTBEHHOTO CPEICTBA WIIH CCHUIKY Ha COOTBETCTBYIOIIUI IOKYMEHT;

C) OIMCaHME JIEKAPCTBEHHOU (DOPMBI U JTaHHBIE 00 YITaKOBKE;

d) meTomuku oTOopa Mpod U MPOBEICHUS UCTIBITAHUH (MM CCHUIKH HA HUX);

€) KOJMYECTBEHHbIE U KAYeCTBEHHbIE XapaKTEPUCTHUKU C YKa3aHUEM JIOMYyCTHUMBIX
MpEAEIbHBIX 3HAYCHUN;

f) ycnmoBuss xpaHeHUST U OCOOBIE MEphl NPEIOCTOPONKHOCTH TIPU OOpAIICHHH C
JIEKapCTBEHHBIM CPEJICTBOM (TIPH HEOOXOAMMOCTH);

g) CPOK TOJTHOCTH.

[TpoMbIlIIEHHBIN PETIAMEHT U TEXHOJIOTUYECKUE HHCTPYKIIUU

JUias  Kaxaoro BuAa MPOAYKUUU JIOJDKHBI OBITh pa3paboTaHbl U YTBEPXKIEHBI
MPOMBINUICHHBIA PETJIAMEHT W TEXHOJOTHYECKHE WHCTPYKIMHM C YKa3aHHEM pa3Mepa Cepuu
(MoryT OBITh OOBETMHEHBI B OJTHOM JOKYMEHTE).

4.14. JlanHbIe 0 MPOIYKTE BKIIOYAIOT B CeOsi:

a) HAMMEHOBAHUE U KOJ B COOTBETCTBHH CO CIielU(pUKaInei;

b) onucaHue JeKapcTBEHHOHN (POPMBI, €€ TO3UPOBKH U Pa3MEp CEPHU;

C) MepedyeHb BCEX MCXOJHBIX MaTepHaiOB C TOYHHIM HAMMEHOBAHHEM, yKa3aHHEM HX
KOJIMYECTBA B COOTBETCTBUU C TPUHATON HOMEHKJIATYpOH KOJOB, a TaKKe BCEX BEIIECTB,
KOTOpBIE MOTYT NMPeoOpa30BbIBATHCA B X0/I€ TEXHOJIOTUYECKOTO MPOIIecca;

d) oxumaeMblii BEIXOA TOTOBOW MPOAYKIMU C YKa3aHUEM JIOIMYCTUMBIX MPEAETIOB U BBIXOJ]
MIPOMEKYTOYHBIX MPOAYKTOB (P HEOOXOIUMOCTH).

4.15. TexHonornyeckue MHCTPYKLUHU BKIIOYAIOT B ce0sI:

a) TaHHBIE O MECTE HaXOXKJIEHUS IPOU3BOJCTBA U OCHOBHOM 00OpY/I0BaHUMY;



b) HHCTPYKLIMHK MO MOATOTOBKE OCHOBHOT'O (KPUTHUYECKOT0) 000py10BaHUs (HampuMep, Mo
OUHUCTKE, cOOpKe, KaMnOpoBKe (OBEPKE), CTEPUITM3AIINH ) WM CCHUIKH Ha HUX;

C) MmoApoOHOE MOCTAaIUITHOE OINKUCAaHUWE TEXHOJOTMYECKOro Ipolecca (Hampumep, Io
KOHTPOJIO MAaTepHalioB, TpeABAPUTEIbHONM 00paboTKe, MOC/IeA0BAaTEIbHOCTH BHECEHHUs
MaTepuasoB, BpEMEHH NEPEMEIINBAHNS, TEMIIEPATYPE U T.11.);

d) onucanue Bcex BUAOB BHYTPUIIPOU3BOJICTBEHHOTO KOHTPOJISI C YKa3aHUEM JOIMYCTUMBIX
IPEJIEIIOB;

€) yCIOBMs XpaHEHHMs Hepac(hacOBaHHOW MPOAYKUUHU (B T.4. TpeOOBaHMsS K YHaKOBKE,
MapKUPOBKE) U CHELUAIbHBIE YCIOBUS XpaHEHUs (IIPH HEOOXOIUMOCTH);

f) cnennanbHbple MEPBI TPETOCTOPOKHOCTH.

WHCTpyKIMHU MO YIIaKOBKE

4.16. Jlna xaxngoro BHUAA TNPOAYKLIUH, pa3Mepa W BHAA YNAKOBKU JOJDKHBI OBITH
pa3paboTaHbl ¥ YTBEPKIEHBI HHCTPYKIIUH 110 YIIAKOBKE, BKIIOYAIOIINE B CEOS:

a) HAaMMEHOBAaHUE MTPOIYKIIHH;

b) onucanue ee nekapcTBEHHON POPMBI U T03UPOBKH (MPU HEOOXOAUMOCTH);

C) KOJNMYECTBO IMPOAYKTa B OKOHYATENHFHOW YNAaKOBKE, BBIPAKEHHOE B €AWHHIAX
u3MepeHus (IITyKax, €IMHUIAX MAaCcChl UM 00bEMa);

d) mepedyeHb BceX YMAKOBOYHBIX MaTEPHAIOB, HEOOXOIMMBIX Ul CEPHH TMPOIYKLUH
CTaHJAPTHOTO pa3Mepa, B T.4. KOJMYECTBO, Pa3Mep M THII YIAKOBOYHOTO Marepuaiga ¢
yKa3aHHUEeM KOJ1a I HOMEpa B COOTBETCTBHU C UX CIICHU(PHKALIUCH;

e) oOpaser; Wih KOMHUIO COOTBETCTBYIOIIErO IMEYaTHOIO YIMaKOBOYHOTO Marepuaia (IpH
HEOOXOAMMOCTH) U 00pas3Ibl C yKa3aHHEM MeCTa HAaHECEHHs HOMEpa CEPHH M CPOKa TOJHOCTH
NPOJIyKTa;

f) cienanbHBIE MEpPBI PEIOCTOPOKHOCTH, B T.4. THIATEIHHYIO IIPOBEPKY 000PYIOBaHUS U
30HBI YIIAKOBKH, FapaHTHPYIOIIUE YUCTOTY YIIAKOBOYHOM JTMHUM NIepel Ha4ajaoM pabOThl;

g) omHcaHMe MPOoIecca YIAaKOBKH CO BCEMH OCHOBHBIMH BCIIOMOTaTEeIbHBIMH ONEPaUsIMH
U HCIIOJIb3yEeMbIM 000pY0BaHHEM;

h) mompoOHOe omMcaHwe TPOBEACHHS BHYTPUIIPOU3BOJACTBEHHOTO KOHTPOJS, B T.4.
HOPSI0K 0TOOpa MPoO U yKa3aHUE JIOIYCTUMBIX MPEIEIIOB.

JloTIOJTHUTENEHO MOTYT OBITH pa3pabOTaHBl JApPYyrHe JOKYMEHTHI, KOHKPETH3HPYIOIIUE
MOJIOKEHHUSI POMBIIIIJICHHOTO PEerIaMeHTa.

IIpoTokoJibl Ha CEPUIO MPOLYKLUU

4.17. Ha xaxnayio cepuro MPOIYKIMH JTOJKEH OBITh COCTABIEH MPOTOKON (IPOTOKON Ha
ceputo npoaykuuu). IIpoTokon [OMKEH XpaHUTbCA B YCTAHOBICHHOM MOpsSAKe U OBITh
COCTaBJIEH B COOTBETCTBUHU C TPEOOBAHUSMH MPOMBIIUICHHBIX PETJIAMEHTOB U TEXHOJOTHUECKUX
UHCTPYKLIMHA. MeToauKka COCTaBJIEHUS IMPOTOKOJA JOJDKHA HCKIHOYaTh OLIMOKM IPHU €ro
3aroHeHUU. B mpoTokose 1omkeH ObITh yKa3aH HOMEp MPOU3BEICHHON CEPHH MPOLYKLUH.

Ilepen Hauanom 110000 TEXHOJIOTHUECKOrO Mpoliecca HE0OXO0AUMO BBIITOJHUTH IPOBEPKY
U 0(OpPMHUTH MPOTOKOI O TOM, YTO OOOpYyJIOBaHHE M padouee MECTO HAXOAATCA B YHUCTOM
COCTOSIHUH, HE COZIEP’KaT OCTATKOB MPEIbIIYIIEro NpoAyKTa, JOKYMEHTAllU U MaTepHuasoB, HE
OTHOCSIIIMXCS K JAHHOMY IIPOLIECCY, ¥ TOTOBBI K UCIIOJIB30BAHHUIO.

ITpoTokos Ha cepHio MPOAYKIMHU JTOJIKEH BKIIIOYATh B ce0s CIIEAYIOIINE JaHHBIE:

a) HAMMEHOBaHUE MPOIyKTa;

b) naTy um BpeMs Hadaja ¥ OKOHYAHHUS OCHOBHBIX NPOMEXYTOYHBIX ITAaloOB U IOJIHOTO
TEXHOJIOIMYECKOI0 IIPOLECCa;

c) ¢GamMWIuIl0 M HHULUAIBl COTPYAHMKA, OTBETCTBEHHOI'O 3a BBIMOJIHEHUE KaxXI0i
MIPOU3BOJACTBEHHOM CTaJUU;



d) ¢amunmro(v) ¥ MHUOKANEI omiepaTopa(oB), OTBETCTBEHHOTO(BIX) 32 OCHOBHBIC CTaJIUU
IPOM3BOJICTBA, a TaKXe (paMUIMM U WHUIMAJIBI JIML, HNPOBEPSBLIMX BBINOJHEHHE KaXIOH U3
9THUX Ollepaiuil (HapuMep, B3BEILIMBaHUA);

€) HOMEp CepHM W/MJIM HOMEp aHajiu3a, a Takke (PaKkTHYECKOe KOJMUYECTBO B3BEIICHHBIX
HCXOJIHBIX MAaTEepHAJIOB, B T.4. HOMEP CEpUH W KOJMUYECTBO JTOOABICHHBIX pEreHEPUPOBAHHBIX
WIN TiepepabOTaHHbIX MaTEepHAaJIOB;

f) OCHOBHBIE TEXHOJOTMYECKUE ONEpaluy WIM JEHCTBHUS, a TakkKe OCHOBHOE
o0opyoBaHue;

g) TPOTOKOJBl BHYTPUIIPOU3BOJCTBEHHOTO KOHTPOJIS C YyKa3aHUEM MCIOJHUTENEH U
HOJYYEHHBIX Pe3yJIbTaTOB;

h) BBIXOI POy KINH, TIOTYYEHHOW HAa OCHOBHBIX MPOU3BOACTBEHHBIX CTa/INAX;

1) moxpoOHOEe omnMcaHue JOOBIX OTKJIOHEHHI OT MPOMBILIUIEHHOIO perjaMeHra M|
TEXHOJIOTMYECKUX MHCTPYKIUH, TOANMCAHHOE OTBETCTBEHHBIM JIMILIOM.

[IpoTokonbl Ha cepui0 HNPOAYKUUH JOJDKHBI OBbITH  O(OPMIIEHBI JOKYMEHTaJIbHO
OJIHOBPEMEHHO C BBIIIOJIHEHUEM COOTBETCTBYIOIIEH onepauuu. [IpoTokosn Ha cepuio NpoayKIUU
JIOJKEH OBITh MOJIMUCAH JIMLIOM, OTBETCTBEHHBIM 3a IPOBEJCHHBIN TEXHOJIOTHYECKUI TpoIiece, C
yKa3aHHUEM JaThl.

IIpOTOKOIIBI HA YITAKOBKY CEpHUH NMPOAYKIIUH

4.18. JInst kax10i cepyun WM YaCTU CEPUU MPOTYKIUU JOHKEH OBITh COCTABIIEH ITPOTOKOJI
Ha YNAaKOBKY, KOTOPBIM ClE€yeT XpaHUTb B YCTAHOBJIEHHOM mopsike. [IpoTrokon nomxeH
COOTBETCTBOBATh TPEOOBAHUAM JIEHCTBYIONIMX MHCTPYKUMH IO YMAaKOBKE MPOXYKIHH. MeTon
COCTaBJIEHUS] TPOTOKOJIOB JIOJDKEH HCKJII0YaTh OMIMOKM MpPU €ro 3amojHeHuu. B mporokonax
JOJDKHBI  OBITH  yKa3aHbBl HOMEpP CEpUM M KOJMYECTBO Hepac(hacOBaHHOW MPOAYKIHUH,
HoJuIeXalel ymakoBKe, a TakKe HOMEp CEepud U IUIAHUPYEeMOE KOJIMYECTBO TOTOBOM
POIYKIUH.

[Tepen nauamom 00O YIMAKOBOYHOW OIEpallid HEOOXOAMMO IPOBECTH TPOBEPKY U
0opOopMHUTH TPOTOKOJ O TOM, YTO OOOpyAOBaHHE M paboyee MECTO HAXOAATCS B YHUCTOM
COCTOSIHUH, HE COZIEP’KaT OCTATKOB MPEbIIYIIEro NpoAyKTa, JOKYMEHTAllU U MaTepHuasoB, HE
OTHOCSIINXCS K JAaHHOMY ITPOIIECCY, U TOTOBBI K HCIOJIB30BAHUIO.

ITpoTokos Ha ynakoBKy Cepuy MPOIYKIMHU JOJKEH BKIIIOYATh B ce0sl CIIEAYIOUINE JaHHBIE:

a) HAMMEHOBaHME MPOIyKTa;

b) naty(sI) 1 Bpems omnepaluii mo ynakoBKe;

¢) (haMWINIO U MHUIUAIIBI JIMLA, OTBETCTBEHHOI'O 32 YIIAaKOBKY;

d) pamunny n MHULUAIBl YTTAKOBLIMKOB, OTBETCTBEHHBIX 32 Pa3IM4YHbIC CTAJUH YIIaKOBKH;

€) MPOTOKOJIBI IIPOBEPKU COOTBETCTBUS YIIAKOBKU TPEOOBAHHUSIM MHCTPYKIIHMIA MO YIaKOBKeE,
B T.Y. p€3YyJIbTaThl BHYTPUIIPOU3BOJCTBEHHOTO KOHTPOJIS;

f) mompoOHbIE AaHHBIE O BBHIMOJIHEHUH OINEPAaLUi MO YNAaKOBKE, B T.4. CCBUIKM Ha
UCIIOJIb3yeMOoe 000PYJOBaHUE U YITAKOBOUHBIE JINHUM;

g) 00pa3ibl NeyaTHBIX MAaTepUANIOB, B T.4. 00pa3sLsl ¢ 0003HAaUEHHEM HOMepa CepuH, CpoKa
TOJTHOCTH U JIFOOOU TOTIOJHUTEIHLHON HHGOPMAITUH;

h) mompobHoe omucanue MIOOBIX OTKJIOHEHHH OT NPOMBIIIICHHOTO perjaMeHTa,
MHCTPYKLHMH MO YIIAKOBKE U MOJIMUCAHHOE PA3pPEIIEHUE Ha OTKJIOHEHHE;

1) KOJIMYEeCTBO M HAWMEHOBAHUS BBIAAHHBIX, HCIOJb30BAHHBIX, YHUYTOXXCHHBIX MWIIH
BO3BPALICHHBIX Ha CKJIAJ| MIEYaTHBIX MaTepPHAJIOB U Hepac(hacOBaHHON MPOAYKLUHU U KOJIMYECTBO
MOJYYSHHOM rOTOBOM MPOIYKIMU JJISi COCTAaBIEHH 001Iero 6anaHca.

OTH faHHBIE cleqyeT O(GOPMIIATh JTOKYMEHTAJbHO OJHOBPEMEHHO C BBINOJIHEHUEM
COOTBETCTBYIOIIEH onepanuu. IIpoTokosn Ha yHakoBKY CEpuUM TNPOAYKIMH JODKEH OBITh
HOJIKCAH JIMIOM, OTBETCTBEHHBIM 32 YIIAKOBKY, C YKa3aHUEM JIaThl.

WHCcTpyKIMK U IPOTOKOJIBI



[Ipuemka

4.19. IlpueMKy KaXKA0H cepuM Ka)I0TO BHJA MOCTABISAEMBIX UCXOAHBIX, YIIAKOBOYHBIX U
NIEYaTHBIX MAaTEpHAIOB MPOBOASAT B COOTBETCTBMM C IHUCbMEHHOW uHCTpykuuen. Ilo
pe3yJbTaTaM MPUEMKH JOJDKEH ObITh 0pOPMIIEH IPOTOKOJL.

4.20. IIpoTokoJibl MPUEMKHU AOKHBI BKIKOYATh B C€0s1 ClIEYIOIINE JaHHBIE!

a) HaMEHOBaHME MaTepHaja 10 HaKJIaJHOW U 0003HAYEHUE HA YIIaKOBKE;

b) BHYTpH3aBOJACKOEC HAMMEHOBAHWE WJIM KOJI MaTepuana (€Cid OHU OTINYAIOTCS OT
yKa3aHHBIX B Mepeuncienun "a");

C) JaTy MPUEMKU;

d) HauMeHOBaHUA MTOCTABIIMKA U IPOU3BOAUTENS (TI0 BO3MOKHOCTH);

€) HOMEp CEpHUH MPOU3BOIUTEIIS;

f) ob1iee KOIMUECTBO MOTYUYEHHBIX MAaTEPHAJIOB U YUCIIO €JUHUL] YITAKOBKHU;

g) HOMep, IPUCBOCHHBIN TIOCIIEC IPUEMKH;

h) 3ameuanus (HarpuMep, 0 COCTOSTHUU YTIaKOBKH).

4.21. Cnenyer pa3paboTaTh U YTBEPAUTb MHCTPYKLHU MO BHYTPU3aBOJCKONH MapKHpPOBKE,
KapaHTUHY U XpPaHEHHIO UCXOAHBIX, YIAaKOBOYHBIX U IPYTUX MaTEpUAIOB.

OT16op npo0

4.22. B MHCTPYKIHSX TI0 OTOOPY MPOO JTOJIKHBI ObITh YKa3aHbI JIMIIA, YIIOJIHOMOYCHHBIC Ha
MPOBEJICHUE OTUX ONEpaluid, WCIOIb3yeMble METOIUKA W O00OpYyJOBaHUE, KOJIWISCTBO
OTOMpAEMbIX MAaTEPUAIIOB M MEPhl TMPEIOCTOPOKHOCTH, HCKIIOYAIOIINE 3arps3HCHHE WIIH
yXyIIIeHue KauecTBa npoaykuuu (6.13).

[IpoBenenue ucnpiTaHuit

4.23. Caenyer pa3paboTaTh U yTBEpAUTH METOJUKH UCTIBITAHUN MaTepPHaIOB U MPOAYKIIUU
Ha Pa3IMYHBIX 3Tarax MPOU3BOJCTBA C YKAa3aHHEM HCIIOJIB3YEMbIX METOIOB M 00OPYAOBaHMS.
PesynbraThl ucnibITaHuit 0opMIIAIOTCS B BUIE TIpoToKoia (6.17).

IIpouee

4.24. Cnenyer pa3paboTaTb M YTBEPOUTb HHCTPYKIUH, PETIaMEHTHPYIOIIUE BbIIAUy
YIOJIHOMOYEHHBIM JIMIIOM pa3pelleHud Ha peald3alui0 U OTKJIOHEHHWE MAaTepHalioB MU
IPOAYKIMH, B YACTHOCTH, pa3pellieHUuI Ha peajln3alnio roToBOM npoaykuuu (2.4).

4.25. JIOKyMEHTalMI0O Ha pean3aluio KaXxIa0u Cepur MPOIYKIUU CIEAYET XPAHUTH IS
obecrieueHus (MpuU HEOOXOAWMOCTH) BO3MOXKHOCTH €€ OIEpaTHMBHOTO OT3bIBA B Ciydae
HeoOxoaumocTHu (pasaen §).

4.26. Cnenyet pa3paboTaTh U yTBEPAUTh METOUKU (MHCTPYKIMH) Ha CIIEAyONue paboThl:

- arTecTanuio (MCTIBITaHUS );

- MOHTaX U KaTHOPOBKY (IIOBEPKY) 000PYIOBaHUS;

- TEXHUYECKOEe 00CITy)KHBaHUE, OUMUCTKY U JE3UH(EKIINIO;

- o0yueHme nepconana, 00eceueHue ero oOeXk 101, COOII0IeHNE TIPABIIT JIMYHOW TUTHECHBI
U Ip.;

- KOHTPOJIb OKPY KaloIIel Cpe/ibl;

- 60pb0y ¢ mapazuTamu, HACEKOMBIMU U JPYTUMH )KUBOTHBIMU;

- peKJIaMaIuy;

- OT3BIB IPOAYKIHH;

- BO3BpaT MPOAYKLHUH.

BrinonHenune kaxxaoi U3 yKa3aHHbIX pabOT JOHKHO OBbITh 0()OPMIIEHO B BUJE TPOTOKOIIA.



4.27. Cnenyer pa3paboTaTh W YTBEPAUTh WHCTPYKIMU MO HKCIUTyaTalldd OCHOBHOTO
IPOU3BOJICTBEHHOTO M KOHTPOJIbHO-aHAIUTHYECKOTO 000pY/JOBAHHS.

4.28. J11s1 KpUTHUECKOT0 000PYI0BaHUS CIIELyEeT BECTH KypHAJIbl C IEPEUUCICHUEM B HUX
BCEX OIepanui 1Mo aTTecTanuy (UCIBITAaHUsAM ), KATHOPOBKE (TMTOBEPKE), 00CITY)KUBAHHIO, OYUCTKE
WIA PEeMOHTY, B T.4. C yKa3aHHeM JaT, (paMWwinii W WHUIHMAJIOB, a TAaKKe IMOJMUCEH JIHII,
HPOBO/IMBIINX TH OTICPALHH.

4.29. Vicnonb3oBaHNE OCHOBHOT'O WJIM KPUTUYECKOTO 000pYAOBaHUS U MPOU3BOACTBEHHBIX
TUTONIA/IeH, Ha KOTOPBIX MPOBOMIIMCH TEXHOJOTHYECKHE OTEPALUH, CIeIyeT PErHCTPUPOBATh B
CHEIHATBHBIX )KypHAIaX B XPOHOJIOTHYECKOM TOPSIIIKE.

5. IIponsBoacTBO

JUig mosydeHus: NpoAyKIHUU TpeOyeMOro KauecTBa TEXHOJIOTMYECKUE OINEpaluy CIETyeT
BBITNOJHATh COIVIACHO NPOMBILUIEHHOMY PpErVIAMEHTY M COOTBETCTBYIOIIUMM HWHCTPYKLHUSM,
TpeOOBAaHUSAM  HACTOSIIETO CTAaHAApPTa, HOPMATHUBHBIX JIOKYMEHTOB H  TpeOOBaHUSM,
YCTaHOBJICHHBIM IIPHU PETUCTPALIMU JIEKAPCTBEHHOTO CPEACTBA.

OO01111E TTOJTOKEHNS

5.1. TIpom3BOACTBEHHBI TPOIECC U €ro KOHTPOJIb JOJDKHBI — OCYIIECTBISITHCS
KBTH(DUITMPOBAHHBIM ITIEPCOHATIOM.

5.2. Bce onepanuu ¢ MatepraiaMu U MPOAYyKIMeH (HampuMmep, mpueMKa, KapaHTHH, 0TO0p
npo0, XpaHCHHWE, MAPKUPOBKA, MOJTOTOBKA, NMPUTOTOBIICHUE, YITAKOBKA U OTIPY3Ka) TOJIKHBI
BBITIOJHATHCS COTJIACHO MUCHMEHHBIM MHCTPYKIUSAM HIM METOJUKaM M, MPH HEOOXOIUMOCTH,
MIPOTOKOJIUPOBATHCS.

5.3. Bce nocrynaromue mMaTepuaibl JOMXKHBI ObITh MPOBEPEHBI HA COOTBETCTBUE 3aKa3y.
Tapy ¥ ynakoBKy CJIeyeT OYHUIIATh U MapKUPOBATh.

5.4. ®akThl MOBPEXKIACHUS] Tapbl M yMaKOBKH, KOTOPbIE MOTYT OKa3aThb OTPULIATEIIbHOE
BIIUSHUE HA KQ4eCTBO MAaTEPUANIOB, CIIEIyeT PacCiieIOBaTh U MPOTOKOJIUPOBATH C MOCIIETYOIIUM
coo0111eHrneM 00 3TOM B OTJEJI KOHTPOJISI Ka4ecTBa.

5.5. Ilocrynaromue wmaTepualbl M IIPOU3BEIACHHAs TOTOBas NPOAYKLUHUS JOJIKHBI
HEMEJICHHO MOMEIAThCs B KapaHTHH, JEHCTBYIOIIUI M0 IPUHLIUITY pa3/IeIbHOr0 XpaHEeHUs WIN
3a CYET OPraHM3AIMOHHBIX MEp, U COJEPKAThCS B HEM JIO TMONYYCHHS pPa3pelieHus Ha
HCIIOJIb30BaHUE UITU OTIPY3KY.

5.6. Ilpuemky mnpoMexyToyHOH U Hepac(hacoBaHHOM MNPOAYKIMH TPOBOIAT B
COOTBETCTBUU C MPaBUIAMHU, ACHCTBYIOLIUMU JJIs1 HICXOJHBIX MAaTEPHUAJIOB.

5.7. Bce marepualibl B MPOAYKIUIO CIEIYyEeT XPaHUTh B COOTBETCTBYIOIIMX YCIOBHSIX,
YCTaHOBJICHHBIX MPOU3BOAUTEIIEM, B MOPSIIKE, 0OECTIEUNBAIOLIEM pa3/IeJICHHE CepUil MPOAYKIUU
U ee 000pOT Ha CKIIaje.

5.8. Jlng rapaHTHHM OTCYTCTBUS OTKJIOHEHUH 32 IOMYyCTUMBIE TPEJENBI CIEAYeT 00CCIICUUTh
KOHTPOJIb BBIXOJa (BBIMYCKA) MPOIYKIIUU M KOJUYECTBEHHOE COIMOCTABICHUE €Tr0 C JaHHBIMU
MIPOMBIIIJIEHHOTO PEerIaMeHTa.

5.9. He momyckaeTcsi OJHOBPEMEHHOE WIIM IMOCIE0BATeIbHOE MPOBEICHUE OMepanuil ¢
Pa3IUYHBIMU NPOAYKTAMU B OJJHOM M TOM € MOMEILIEHUH MPU OTCYTCTBUU 3aLIUTHI OT pUCKa
MEPeyThIBAHUS WK MEPEKPECTHOTO 3arPS3HCHHUS.

5.10. Tpoaykiust u MaTepHaIbl JOJKHBI OBITH 3aITUIIICHBI OT MUKPOOHOTO U JPYTUX BUIOB
3arpsI3HEHUN Ha BCEX JTarax MpOW3BOJICTBA.

5.11. Ilpu pabote ¢ cyXumMu MaTepuajiaMu U MPOTyKTaMH HEOOXOIMMO IPHHUMATh 0COOBIE
MEpbl MPEAOCTOPOKHOCTH MO MPEIOTBPALICHUIO OOpa30BaHUS M PACHPOCTPAHEHUS IIBUIH,
0COOEHHO TpH padboTe ¢ CHIBHOACUCTBYIOIIMMHI ¥ CCHCUOMIN3UPYIOIUMHE BEIIECTBAMHU.

5.12. B xo0/1¢ BBIIOTHEHHS TEXHOJIOTUYECKOTO TPOIlecca Ha BCEX MaTepraiax, YIakoBKax ¢
Hepac(acoBaHHOW NPOAYKIMEH, OCHOBHOM OOOpPYAOBaHWM M TOMEIIEHHUSX MJOKHBI OBITH



o0o3HaueHHsI (MapKUpPOBKA) C yKa3aHMEM HPOM3BOAUMON NPOAYKIMM WIM MaTepuasna, €ro
JIO3UPOBKH (MPpH HEOOXOIUMOCTH) U HOMepa cepuu. [Ipu HeoOXoaMMOCTH cienyeT yKas3bIBaTbh
CTaJIUI0 TEXHOJIOIMYECKOI0 Ipoliecca.

5.13. O603HaueHus (MapKUpOBKa) Ha yIIaKOBKE, 000PYJOBaHUH WM MOMELICHUSAX TOJKHBI
OBITh YETKUMH, OJIHO3HAYHBIMH, YCTAHOBICHHOH ¢opmbl. Kpome mnpuMeHeHHss OyKBEHHBIX
0003HaYCHUH, PEKOMEHAYETCsI UCIOJIb30BaTh LBETOBYI0 MAapKHUPOBKY, YKa3bIBAIOLIYIO CTaTyc
npoaykuuu (Hanpumep, "Kapantun", "[Ipunsro", "Otknoneno”, "Yucroe" u 1.11.).

5.14. Cnenyer KOHTPOJIMpPOBaTh MPABUIIBHOCTb COEIMHEHMS TPYOONPOBOAOB U JPYroro
000pyAOBaHUs, MPEAHA3HAUYEHHOTO MAJI TPAHCHOPTHPOBAHUS NPOAYKIMH M3 OAHOW 30HBI B
IpyTYIO.

5.15. He nomyckaetcsi OTKJIIOHEHME OT MHCTpYKUMM. IIpu HEoOXO0IMMOCTH MHCbMEHHOE
paspelieHne Ha OTKIOHEHHE OT MHCTPYKLUH JOKHO OBITh MOJYYEHO OT KOMIETEHTHBIX JIMI U
OTJieJ1a KOHTPOJIS KayecTBa.

5.16. B npou3BOJCTBEHHBIE MOMEIIEHHSI MOXET BXOAUTH TOJBKO MEPCOHAJ, MMEIOLIHIi
IIPaBO JAOCTYIA B HUX.

5.17. Kak mnpaBwiio, B TOMEIIEHUSIX M Ha 0O0OpYAOBaHHM, IpEeIHA3HAUEHHBIX JUIS
IIPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB, HE JOMYCKAeTCs M3rOTOBJIEHHWE MPOAYKLIHU
HEMEIUIIMHCKOTO Ha3HAYeHUsI.

Hpe,[[OTBpaH_ICHI/IC MEPCKPECTHOTO 3arpsA3HCHUS IIPpHU IPOU3BOJACTBC

5.18. Cnemyer WCKIIOUUTH BO3MOXKHOCTH 3arps3HEHUS MCXOJHBIX MAaTepUANOB WU
NPOAYKTOB APYTUMH MaTepHalaMH WM TPOIyKTaMH. B mporecce NpOHM3BOJACTBA PHUCK
CIIy4aifHOTO TEPEeKPEeCTHOTO 3arpsi3HEHUsT BO3HUKAET MpPU HEKOHTPOIUPYEMOM BBIJICICHUU
IBUTH, Ta30B, HCHIAPEHHA, a3pP030JIel I MUKPOOPTAaHU3MOB M3 MaTepUAIIOB (IPOJYKIIUH) U OT
OCTaTOYHBIX 3arpsi3HEHUI Ha 000pyIOBaHUU U oAeke mroael. CTerneHb pucka 3aBUCUT OT TUIA
3arps3HEHUs U MPOAYKTA, MOABEP>KEHHOTO 3arps3HEHUIO.

K mnaunbosee omacHbIM 3arps3HSAIONIMM BEIIECTBAM OTHOCATCS CEHCHOMIM3HUPYIOIINE
BEIIECTBA, OMOJIOTWYECKHE TMpenapaTsl, COJEpXKAllUe >XHBBbIE MUKPOOPTaHU3MbI, HEKOTOpHIC
TOPMOHBI, ITUTOTOKCHUHBI M Jpyrue CuibHOAeHcTByromue BeniectBa. OCOOEHHO OmacHo
3arps3HeHNE MHBEKIMOHHBIX MPENapaToB, a TAKKe MPernapaToB, NpeAHa3HAYCHHbIX I pUeMa
B OOJIBIIMX /103aX W/WIIK B T€UEHUE MPOJAOKUTEIHHOIO BPEMEHH.

5.19. Jlna mnpenoTBpallleHHs TEPEeKPEeCTHOTO 3arps3HEHUs CJlenyeT IperyCMOTPETh
HE0OXO0JUMbIEe TEXHUYECKUE U OPraHU3allMOHHbIE MEPbI, HalpUMep:

a) TPOM3BOJCTBO B BBIJICJIEHHBIX 30HAX (00sA3aTENbHOE MJIsI TaKUX IPOIYKTOB, Kak
NEHUIWUINH, XUBbIE BaKLMHBI, OakTepuasibHbIe Mpenaparbl U3 KUBBIX MHUKPOOPIaHU3MOB U
HEKOTOphIe JApyrue OHOJIOTWYECKHE JIEKAapCTBEHHBIE CPEACTBA) WM pa3JelieHHue IUKIOB
IIPOU3BOJICTBA BO BPEMEHH C COOTBETCTBYIOIIEH yOOpKOW MOMENIEeHUSI U 000PyAOBAHUS MEXKIY
[UKIIAMU;

b) opranu3zanus BO3AYIIHBIX IIJII030B U BBITSXKHBIX YCTPOUCTB;

C) CBEIACHHE K MHMHUMYMY pHCKa 3arps3HEHHs, BBI3BIBAEMOIO PEHUPKYIALUEH WM
MOBTOPHBIM MOCTYIUIEHHEM HEOOpaOOTaHHOTO WJIM HEJIOCTATOYHO 00paboTaHHOTO BO3yXa;

d) XxpaHeHue 3alIMTHOM (CHELMANbHOM) OAEXKAbI B Tpeneiax 30H MPOH3BOJICTBA
MPOAYKIIMH C BEICOKMM PUCKOM MEPEKPECTHOTO 3arpsI3HEHMS;

€) HCHOJb30BAHUE BBICOKOI(P(HEKTUBHBIX METOJOB OUYHUCTKM M OOpabOTKH C LENbIO
HCKJIIOYCHHSI HEOCTaTOYHOM OYMCTKH, YacTO SBJISIIOIICHCS TNPUYMHOW MEPEKPECTHOTO
3arps3HEHUS;

f) ucronp30BaHME "3aKPHITHIX CUCTEM" TTPOU3BOICTBA;

f) KOHTpoNb HaMUUMsA OCTATKOB MPEABIIYIIEro MPOAYKTa WM MOIOIIUX CPEACTB H
MapKUpOBKa 000PYJOBaHUS C yKA3aHUEM CTaTyCca YUCTOTHI.

5.20. Cnenyer mnepuOIUYECKH NTPOBEPATh APPEKTUBHOCTH MEp IO MPEJOTBPALICHHIO
MEPEKPECTHOTO 3arpsiI3HEHUS B COOTBETCTBUU C YTBEPKACHHBIMU HHCTPYKLIHUSMHU.



Artrtectanus (MCTIBITAHUS)

5.21. Arrectanus (MCMBITaHHS) HAllpaBlIeHAa Ha TMOBbIMIEHUE A(P(HEKTUBHOCTH palbOTHI U
IPOBOJUTCS B COOTBETCTBUH C YTBEP)KICHHBIMH METOAMKaMH. Ee pe3ynbTaTel IOJKHBI OBITh
oopMIIEHBI TOKYMEHTAJIBHO.

5.22. Ilpu yTBEepKIEHUH HOBOTO TPOMBIIUICHHOTO PErjlaMeHTa WJIM METOa IPOM3BOJICTBA
CIlelyeT TMpOBEpSATh MX NPUTOTHOCTh JUIS CEPUHHOro NpoM3BOACTBA. JIOKHO OBITH
MIOJTBEPIKICHO, YTO JAHHBIA MPOIECC, UCIOIb3yEeMbIe MaTepPHaIbl M 000pyTOBaHHE TTO3BOJISIOT
TIOCTOSTHHO MTPOM3BOAMTH MPOAYKIHIO TPEOyeMOro KauecTBa.

5.23. Ilpu CymECTBEHHBIX HW3MEHEHHSX TEXHOJOTHH, B T.4. JIIOOBIX W3MEHEHHUSIX
00Opy/ZIOBaHUSI WM MAaTepualioB, CIOCOOHBIX BIUATH HA KayeCTBO MNPOAYKIHH HIIH
BOCIIPOM3BOAMMOCTh  IIpOLlecCa,  CJIEAYEeT  MPOBOAUTH  aTTECTAllMI0  (MUCIIBITAHUSA)
COOTBETCTBYIOLIHX MTPOIIECCOB.

5.24. ]Insg MOCTOSITHHOTO TIOATBEPKACHUS JOCTIDKEHHS TPEOYEMBIX pPEe3yNIbTaTOB CIIEAYET
IPOBOJIUTH MMOBTOPHYIO aTTECTAIMIO (MCIIBITAHUS ) TEXHOJIOTHYECKHX MPOIIECCOB U METOMMK.

Hcxonnbie MaTCepHraJIbl

5.25. ObecrieyeHne HCXOTHBIMH MaTepHUaJaMH SIBISETCS OTBETCTBEHHOHM OIlepaluei,
TpeOYIOIIEH MOTHBIX CBEICHUN O MOCTABIIIUKAX.

5.26. Ucxognble MaTepuanbl cleayeT 3aKynaTh TOJBKO Y YTBEPKICHHBIX MOCTABIIHMKOB
(YKa3aHHBIX B CHCIU(PUKALNN) U, TI0 BO3MOXKHOCTH, HETIOCPEICTBEHHO y MPOU3BOIUTEICH ITHX
MaTepuanoB. TpeOoBaHUS K HHMM JIOJDKHBI OBITH yKa3aHbl B crenU(UKAIMSIX Ha HCXOTHBIC
MaTepuasbl, YTBEPKICHHBIX IPOU3BOJAMUTENIEM JIEKAPCTBEHHBIX CPEACTB, U COTJACOBAHBI C
MOCTaBIIMKOM. Bce BOIpoChl, CBs3aHHBIE C TMPOM3BOJACTBOM M KOHTPOJEM HMCXOIHBIX
MaTepuajoB, B T.4. paboTa ¢ HHUMH, MapKHUPOBKA, YIMAKOBKa, TMOPSIAOK MPEAbIBICHUS
pexiIamanuii u OTKJIOHEHUS, JOJDKHBI OBITh COTJIACOBAHBI MEXIY IPOU3BOAUTEIEM H
MOCTAaBUIUKOM.

5.27. B kaxaou MOCTaBKE CIEAYET MPOBEPSATH IEIOCTHOCTh Taphl, YIAKOBKH MU TUIOMO,
COOTBETCTBUE HAKJIATHOW MapKUPOBKE Ha Tape (yHmaKoBKe).

5.28. IIpu mocTaBKe UCXOJHBIX MAaTEPUATIOB U3 HECKOJIBKUX CEPUN KaXKIYIO CEPUIO CIEAYET
paccMaTpuBaTh KaK HE3aBUCHUMYIO B OTHOIIEHHUH OTOOpa mpoO, MPOBEIEHUS HCIBITAHUNA H
MOJTyYEHUs pa3pelIeHHs] Ha UCIIOJIb30BaHuUE.

5.29. VcxonmHble MaTepHambl, HAXOMSAIIUECS Ha CKJIale, MOJDKHBI OBITh MapKHPOBAHBI
COOTBETCTBYIOIUM o0Opazom (5.13). MapkupoBka JODKHA COAEpPX,aTh, KAK MHHHMYM,
CIIeTYIOIIYI0 HH(OPMAILIUIO:

- 0003HaYeHNe UCXOIHOTO MPOIYyKTa U BHYTPU3aBOACKON KOJ;

- HOMEp CEpHH, IPUCBOCHHBIN TP MPUEMKE;

- craryc Mmarepuana (Hanpumep, "Kapantun", "Ucneitanusa", "Paspemeno”, "Otkinoneno"
U T.I1.);

- CpPOK TOAHOCTM WM JaTy, IOCie KOTOpPOW HEOOXOAMMO IpOBEJACHHE MOBTOPHOTO
KOHTPOJISI.

Ecnu cknmaackoe X03sICTBO MOJHOCTHIO OCHAIIEHO KOMITBIOTEpAaMH, YKa3bIBaTh BCIO ATY
UH(POPMALIMIO B MApKUPOBKE HEOOSA3aTENBHO.

5.30. KoHTposib MOJJIMHHOCTA COAEPKUMOTO KaXKIOW YHNAKOBKHM C HMCXOJHBIMHU
MaTepuaIaMi  PErJaMeHTHPYETCS COOTBETCTBYIOIIMMHU HWHCTPYKIUSMH W METOJUKAMHU.
VYnakoBku ¢ Hepac(acoBaHHOM MPOIYKIMEH, U3 KOTOPBIX ObUIM OTOOpaHBI MPOOBI, JOJKHBI
MMETh COOTBETCTBYIOLIYIO MApKUPOBKY (6.13).

5.31. Ilpu npou3BOJACTBE JIEKAPCTBEHHBIX CPEACTB MOTYT HCIOJIB30BATHCA TOJIBKO
HCXOJIHbIE MaTepuabl C HEUCTEKIINM CPOKOM TOAHOCTH M JOMYUICHHBIE OTIEIOM KOHTPOJIS
KayecTBa.



5.32. I/ICXOI[HI)IG MaTCpurajibl AOJDKHBI BbIAABATHLCA TOJBKO CIICHUATIBHO HA3HAYCHHBIMHA
JWIIaMH B COOTBETCTBUU C MHUCHMEHHOW MHCTPYKIIUCH, MPH 3TOM JIOJKHBI BBITOIHATHCS
Tp€6OBaHI/I$I K TOYHOCTHU B3BCIIMBAHWUA W OTMCPHBAHUA MATCPpUAJIOB B UYHUCTYIO H
MapKUPOBaHHYIO Tapy.

5.33. Cnenyer mpoBOJIUTh HE3aBUCUMYIO MPOBEPKY KaXKIOTO BBIJAHHOTO BEIIECTBA, €ro
Macchl 1 00beMa. Pe3ynbTaThl MPOBEPKH JOKHBI OBITH O(OPMIICHBI JJOKYMEHTAIBHO.

5.34. Marepuansbl, MOJIy4€HHbIE AJIs KaKJIOW CEpUH, CIEAyeT XpPaHWUThb B OJHOM MECTE,
KOTOPOE JIOJKHO OBITh Y€TKO 0003HAYEHO.

ITpomesxyTouHas 1 HepachacoBaHHAas IPOIYKIUS

5.35. Tlepen HauagoM IO0OM TEXHOJIOTUYECKOM OIMepanu CleayeT MNPUHATH MEpHI,
rapaHTUPYIOLIUE YHCTOTY INPOU3BOJACTBEHHON 30HBI U O0OpYIOBaHUS, OTCYTCTBHE JIIOOBIX
UCXOIHBIX MATE€pPHAJIOB, MPOAYKLHH, OCTAaTKOB MPOAYKIMH WIM JOKyMEHTAalluW, He
OTHOCSIIIUXCS K JAHHOMY IPOLIECCY.

5.36. IlpomexyTouHyro U Hepac(hacOBaHHYIO MPOAYKLHUIO CJeIyeT XpaHUTh B
HaJJIeXKAallUX YCIOBUSX.

5.37. Kputnueckue mpoiecchl JOKHBI ObITh arTecToBaHbl (5.21 - 5.24).

5.38. BpimonHeHue Bcex HEOOXOOUMBIX ONEpallMd MO BHYTPUIIPOU3BOJCTBEHHOMY
KOHTPOJIIO U KOHTPOJIIO OKPY>KaroIlel cpebl 10JKHO ObITh 0(pOPMIIEHO TOKYMEHTAIIBHO.

5.39. Crenyer perucTpupoBaTh U pacciieoBaTh BCe (DAKTHI CYIIECTBEHHOTO OTKJIOHCHUS
BBIX0J1a (KOJIMYECTBA) MPOAYKIIMU OT OXKHIAEMOTO.

Y1akoBOYHbBIC MaTcpHraJibl

5.40. 3akynke, XpaHEHMI0O W KOHTPOJIIO TNEPBUYHBIX M T[IE€YATHBIX YMAaKOBOYHBIX
MaTEpUaJIOB CIEAYET YAEIATh TAKOE K€ BHUMAHUE, KaK U HCXOJIHOMY CBIPBIO.

5.41. Ocoboe BHUMaHHE CIEAYET YISIATh MeUaTHBIM MaTepuaiaM. VX ciieyeT XpaHuTh B
0€30MacHBIX YCIIOBHSIX, MCKIIOYAIOIIUX JIOCTYIl MMOCTOPOHHUX JIUI. Pa3pe3aHHbIe 3TUKETKH U
Jpyrue pa3po3HEHHbIE MaTepuaibl JOJKHBI XPAHUTBCS M TPAHCIOPTUPOBATHCA PA3JECiIbHO B
3aKpBITOM Tape, HCKIIOYAIOLIEH MX IepenyTbiBaHue. PaspemieHue Ha HCIOIb30BAHUE
YIAKOBOYHBIX MaTE€pPHAJIOB JTOJKHO BBIIABATHCS TOJIBKO CHEIUANIBHO Ha3HAYCHHBIMU JIMLAMHU B
COOTBETCTBUU C YTBEPKIACHHON UHCTPYKIIMEH.

5.42. Kaxx10i moCTaBKE WJIM CEpUU NMEPBUYHBIX WJIM MEYATHBIX YIIAKOBOYHBIX MaTEPHAIOB
JOJIKEH OBITh MPHCBOCH HOMEP WA OTIUYUTEIHHBINA 3HAK.

5.43. IIpocpoyeHHbIE WM HENPUTOAHBIE K HMCIIOJIb30BAaHUIO MEYATHBIE WJIM MEPBUYHBIE
YIaKOBOYHBIC MATEPUaJIbl JOKHBI ObITh YHUYTOXKEHBI C 0()OPMIICHHEM MPOTOKOJIA.

Onepanuu o ynakoBke

5.44. Tlpu ynakoBKe MPOIYKIMH J0JDKEH OBITh CBEACH K MUHUMYMY PHCK MEPEKPECTHOTO
3arps3HEHMs, MEpelyThiBaHWs WM NoAMeHbl. He pomyckaercs ynakoBBIBaTh IPOLYKIHUIO
Pa3IMYHBIX BUJOB B HEMOCPEACTBEHHON OJIM30CTU APYT OT JApyra MpH OTCYTCTBUH (PU3UIECKOTO
paszeneHus 30H.

5.45. Tlepen HavajoM oIepaluil MO YNMAaKOBKE CIEAyeT YOenuThCsl B TOM, YTO pabouas
30Ha, YIIAaKOBOYHBIE JIMHUY, N1€YATHBIE MAIMHBI U APYroe o0OpyIOBaHHE HAXOAATCS B YUCTOM
COCTOSHMM M HE COJAepXkKaT MaTepUayioB, INPOAYKLIUH WIM JOKYMEHTOB, OTHOCSIIUXCS K
IpEeIIeCTBYIONIe paboTe M HE HCHOJB3YIOIMMXCA B TEKymeM mporecce. O4HMCTKa JMHUU
YIIAKOBKU MPOAYKIUU JTOJKHA IIPOBOJUTHCA 110 CIIELMAIBHBIM MHCTpyKIMAM. HanmeHoBaHue u
HOMEp CEpHUU YNAKOBBIBAEMOW MHPOAYKLUUH JOJDKHBI OBITh YKa3aHbl HAa KaXJ0H JMHUM WIH
YCTaHOBKE.



5.46. Tlpu mocTyIieHMHM NPOAYKLMH M YNIaKOBOYHBIX MAaTEpUajoB Ha y4acCTOK YIMAaKOBKHU
CJIeTyeT MPOBEPUTH X KOJIMYECTBO, MOJIMHHOCTH M COOTBETCTBUE MHCTPYKIIUSAM IO YIAKOBKE.

5.47. TlepBuuHas ymakoBKa Iepej] Ha4ajaoM OIepaIiiyl HANOJHEHUS JOJDKHA OBITh YUCTOU.
Oco0oe BHMMaHUE CleayeT 0OpaTHTh Ha yJaJlleHHe JIIOObIX 3arps3HSIONINX BEHIECTB (OCKOIKOB
CTEeKJIa, METAJUNIMYECKUX YaCTHI] U TIp.).

5.48. Tlocne HamodHEHHS U YKYNOPHUBaHUS MPOAYKIMH €€ MapKUPOBKY CIEAyeT
BBITIOJIHATh KaK MOKHO ObIcTpee. Eciam 3TO HEBO3MOXHO, TO CIIEAYyeT MPUHSATH HEOOXOAUMBIC
Mepbl, MPeA0TBpAIlAOIINe TIepenyThIBaHUE MPOAYKIIMU WIH OIIUO0YHYI0 MAPKUPOBKY.

5.49. IlpaBuUnbHOCTH BBINOJHEHHUS JIIOOBIX MEUYAaTHBIX ONepauuil (HarmpuMmep, HaHECEHUS
KOJIOB HJIM CPOKa TOJAHOCTH) MPHU YIAKOBKE U MOCIE Hee CIeAyeT TIIATeIbHO KOHTPOIUPOBAThH U
opopmisaTe AokyMeHTanbHO. Oco0oe BHHMaHHWE CIEIyeT YACHSATh PYyYHOW MapKHUPOBKE,
KOTOPYIO ClIeZlyeT KOHTPOJIMPOBATh Yepe3 ONpe/IeICeHHbIE HHTEPBAJIbI BPEMEHHU.

5.50. OcoObie Mepbl MPEeIOCTOPOKHOCTH TOJDKHBI MPHHUMATHCS TPU HCIIOIB30BAHUH
pa3pe3aHHbIX ITHKETOK M HAHECEHWU Ie4YaTH BHE JIMHUW yNakoBKU. Jlyis mpemoTBpalleHus
NEepenyThIBAHUS II€YAaTHOTO MaTepuana pPEeKOMEHAYETCS HCI0JIb30BaTh STUKETKU B PYJIOHE
BMECTO pa3pe3aHHBIX ITHUKETOK.

5.51. Cnenyer KOHTPOJIUPOBATH MPABHIBHOCTh PaOOTHI 3JIEKTPOHHBIX CUYUTHIBATEIICH
KOJIOB, CYETYMKOB 3TUKETOK U APYTUX MOJOOHBIX YCTPOUCTB.

5.52. MapkupoBKa YMaKOBOYHBIX MATE€pUAJIOB, HAHECEHHAas C TOMOIIBIO TEYaTH WIH
METOJIOM THCHEHHS, JOJDKHA OBITh OTYETIMBOM, YCTOMYMBOW K BO3JCWUCTBHIO CBETa
(BBITOpaHMIO) U yIAJICHUIO.

5.53. IIpu koHTpose mpoliecca YIAaKOBKHU MPOAYKIWW HA JTUHUM CIETYET MPOBEPATh, KaK
MUHUMYM, CJIE€IYIOIIEE:

a) oO1Iui BUJ YIAKOBKU;

b) KOMITJIEKTHOCTh YIAaKOBKU;

C) TMpPaBWIBHOCTh HCIIOJIb30BAHMUS YMAKOBOYHBIX MAT€PUAIOB B COOTBETCTBHH C
TpeOOBAaHUSMU TOKYMEHTAIIMH HA JaHHYIO IPOAYKIIHIO;

d) mpaBUIBEHOCTH HAHECEHUS TTEYATHBIX HAIUCEH;

€) MPaBWIBHOCTH Pa0OTHI YCTPOUCTB KOHTPOJISl HA IMHUU.

OOpasupl NpoayKLUUH, OTOOpPAHHBIE C YMAaKOBOYHOW JIMHUHU, MOBTOPHO HAa JIMHUIO HE
BO3BpAIIAOT.

5.55. Ecnm mpu ynmakoBKe MPOAYKIIMH BO3HUKIN HEMPEABUACHHBIC 0OCTOSATEIHCTBA, OHA
MOJET OBITh BO3BpAIlleHa B MPOU3BOJCTBO TOJBKO IMOCIE CHEIHAIbHON MPOBEPKH, MPOBEICHHUS
paccieJoBaHusl ¥ ¢ pa3peleHus J1ia, UMEIOIIEro COOTBETCTBYIOIIUE MTOJTHOMOYHS. YKa3aHHbIE
NEUCTBUS JOJDKHBI OBITh O(GOPMIICHBI B BHJIE€ IMPOTOKOJIOB, KOTOPBIC CIEAyeT XpPaHUTh B
YCTaHOBJICHHOM HOPSJIKE.

5.56. Ilpum CyImIECTBEHHOM WM HEOOBIYHOM pACXOXKICHWH, YCTAaHOBJICHHOM IIpH
COMOCTABJICHUH KOJMYECTBa HepacPacOBaHHOM MPOAYKLIMH, TMEYATHBIX YHAKOBOYHBIX
MaTepUalioB U KOJWUYECTBA E€IWHUI] TMOJYYEHHOM TOTOBOM MPOAYKIHMH, CJIEAYyeT IMPOBECTU
paccieoBaHle U YCTAaHOBHUTHb HPUYUHY ATOTO PACXOXKACHHUS OO0 TOJIY4YEHHUS paspellieHus Ha
peai3alunio JaHHOM MTPOAYKLHH.

5.57. Tlocne 3aBepieHUs OMEpalMid IO YIAKOBKE JIOOBIC OCTaBIIMECS YMAaKOBOYHBIC
MaTepuaabl C HAHECEHHBIM HAa HHX HOMEPOM CEpUH JOJDKHBI OBITh YHHUYTOXKEHBI C
MOCIIEAYIOIIUM COCTaBJICHUEM IPOTOKoJa. Bo3BpaT Ha ckiaa HEMapKUPOBAHHBIX YIMAKOBOUHBIX
MaTepHuaoB MPOU3BOJSAT B COOTBETCTBUU C YTBEPKICHHON HHCTPYKIUEH.

I'oroBas npoxykuus

5.58. Jlo BbI1auy pa3pelieHys Ha peaan3aliio roToBas IpOAYKIMs JOJIKHA COAEPKAThCS B
KapaHTUHE B YCJIOBHAX, YCTAHOBIICHHBIX IPOU3BOIUTENIEM.

5.59. Tlopsitok OLIEHKM KadyecTBa TOTOBOM MPOAYKIMHU U TPeOOBaHUS K JOKYMEHTAIUH,
HE0OXO0MMBIE /171 TTOJTyYEHUs! pa3pelleHns Ha peau3alyio, IpUBeIeHbI B paszene 6.



5.60. ITocne BhIgauM pasperieHys Ha peaan3alyio roToBas NpoaAyKLUs T0JKHA XPAaHUTHCS
Ha CKJIa/Ie TOTOBOM MPOAYKLUH B YCIOBHSIX, YCTAHOBJIEHHBIX TPOU3BOIUTEINIEM.

OTKJ'IOHGHHHG, IMOBTOPHO UCIIOJIB30BAHHBIC 1 BO3BPAILICHHBIC MATCPUAJIbL

5.61. OTkIOHEHHBIE MaTepuanabl U MPOMYKLUHUS AODKHBI MMETh YETKYI0 MapKUPOBKY MU
XpaHUTBCSA pa3leIbHO B 30HAX C OrPaHUYEHHBIM JoctynoM. OHM mojajiexar BO3BpaTy
MOCTaBIIMKY, IepepadoTKe (€CIu 3TO JOMYyCTUMO) MM YHUYTOKEHUIO. JItoOble BBIIOJIHEHHBIE
JEHCTBUS JOJKHBI OBbITh JTOKYMEHTaJbHO OQOpPMIIEHBI U YTBEP)KJIEHbI JUMIAMH, MUMEIOIIUMU
COOTBETCTBYIOIIHE TOJHOMOYHS.

5.62. TlepepaboTka OTKIOHEHHOW MPOIYKITUH JOIYCKACTCS B MCKIFOYUTEIBHBIX CITydasx
IIPU YCIOBUM OTCYTCTBHUSl YXYZIIIECHUS KadecTBa TIOTOBOW NPOAYKIMH M BBIIOJHEHHS BCEX
TpeboBanmii cienudukammii. [lepepaboTKy OCYIIECTBISIOT B COOTBETCTBHH C YTBEPKICHHBIMU
UHCTPYKLUHUSAMH TIOCJIE€ OLICHKHM BO3MOXHOIO pPHCKa C TOCIEAYIOUIMM JOKYMEHTaJIbHBIM
odopMIICHUEM.

5.63. IloBTOopHOE WHCIIONB30BaHME BCEeW (WM YacTH) paHee IPOU3BEICHHOM cepuu
OPOAYKIMH TpeOyeMOro KauecTBa ImyTeM OOBEIUHEHUS €€ C IpYroi cepueil Toi ke MpoayKIUU
Ha  ONpEACIEHHOM J3Tale IPOU3BOJACTBA  JOINYCKAETCS TOJIBKO IOCIE  IOJyYEHUs
IPEBAPUTENLHOTO pa3pelIeHMs], TOANMCAHHOTO OTBETCTBEHHbIMU JsulaMu. [loBTOpHOE
UCIIOJIb30BaHUE MPOAYKIUHU JIOMYCKAETCs TOJIBKO MOCJE OLIEHKH BO3MOXHOI'O pUCKa (B T.Y. €rO
BJIMSIHUS HA CPOK FOJTHOCTH CEPUM) IO YTBEPKICHHON MHCTPYKLUU C 0(OPMIIEHHUEM NTPOTOKOJIA.

5.64. Heo0XoauMoCTh [JOMOJHUTEIBHOIO KOHTPOJI TOTOBOM MPOAYKLHH, HpOIIEAmeit
nepepaboTKy, WK MPOAYKIMH, B KOTOPYIO Oblila BKJIIOUEHA PAHEE W3TOTOBJICHHASI MPOAYKIIHUS,
OIpeAeIsaeT OTAEN KOHTPOJIS KaueCTBa.

5.65. BosBpaieHHas ¢ pbIHKa MNPOAYKLHSA, HaJ KOTOPOM ObUI yTpau€H KOHTPOJb CO
CTOPOHBI POU3BOANTEINS, TOJDKHA OBITh YHUUTOXKEHA, €CIM HE MOATBEP)KIEHO COOTBETCTBUE €€
KayecTBa YCTAHOBJICHHBIM TpeOOBaHUSAM. PerieHue o MOBTOPHOM Mpoaaxke, MepeMapKUpOBKE
WIN MOBTOPHOM HCIIOJIb30BaHUM MOXKET OBITh HNPUHATO TOJBKO IOCIE CINELUATBbHOIO aHAJIN3a,
IIPOBEJEHHOTO OTJEJIOM KOHTPOJISl KaueCTBa B COOTBETCTBUU C MUCbMEHHON MHCTpYKuel. [lpu
9TOM HEOOXOAMMO YUYUTBIBaTh XapakTep MPOAYKIHMH, €€ MPEeAbICTOPUI0 M COCTOSHUE,
COOIIIOJICHHE CIEIMATIbHBIX YCIOBHI XpaHEHHMsS W BpeMs, NpOILleAliee ¢ AaThl Bbimycka. [Ipu
JTIOOBIX COMHEHMSX B OTHOLIEHHMM KadecTBa MPOJYKIHMU HE [OIyCKAeTCs €€ IMOBTOPHOE
UCTIOJIb30BaHUE UJIM TMTOBTOPHBIN BBHIMYCK, HO JOMYCKAETCs ee XMMUYecKas rnepepaboTka ¢ 1elbio
pereHepanyy akTUBHBIX HWHIPEIUEHTOB. Bce BbINOIHsIEMble AEHCTBUS JOJDKHBI  OBITH
o(opMIIeHBI TOKYMEHTAJIBHO.

6. Kontposb kauecTBa

KonTtpomns kauecTBa BKIItOYaeT B ceds 0TO0p MpoO, MPOBECHNE UCTILITAHUI U TPOBEPOK Ha
COOTBETCTBUE TPeOOBaHUAM crienuUKAIUNA, UHCTPYKIMHA U APYTUX JOKYMEHTOB, OpraHU3aIUI0
paboThl, TOKYMEHTHPOBAHHUE U BbIJIaUy pa3pelleHui Ha peanu3anuio. [lens KoHTposia kayecTsa -
HE JIOMYCTUTh K UCIOJB30BAHUIO WIM pealu3allid MaTepuanbl HWIM NPOAYKIHIO, He
YIOBJIETBOPSIOIINE TpeOOBaHMAM KadecTBa. JIeATeNbHOCTh IO KOHTPOIIO KayecTBa He
OTPAaHWYMBACTCA TOJIBKO paboTol mabopaTopuid, a BKJIIOYAET B Ce0S TaKkKe MPOBEICHUE
UCCIICIOBAaHMI, MPOBEPOK M Y4YacTHUE B MPUHATHH JIOOBIX PEIICHWH, KaCaIOIIMXCS KayecTBa
npoAaykiuu. OCHOBOIOJNAralONIMM — MPUHIMIIOM  KOHTPOJII  KayecTBa  SIBISIETCA  €ro
HE3aBUCUMOCTH OT MMPOU3BOJCTBEHHBIX MOApa3aeieHuit (paszuen 1).

O01me noJI0KEHUS

6.1. Ha kaxxaoM mpeanpusSTUU-U3TOTOBUTENE JNOJDKEH OBITh OTIENI KOHTPOJS KadecTBa,
HE3aBHUCUMBIH OT JpYyrux mnojapas3aeieHuid. PykoBoauTenb 3TOro OTAeNa [OKEH HMETh



HEOOXOIUMBIA ONBIT W KBaMMuUKanuio. K oTmeny KOHTpOINsS KadyecTBa OTHOCATCS OJHA WIIH
HECKOJIbKO KOHTPOJIBHBIX J1a00paTopuid. J{i1st BRIONHEHHST CBOUX (YHKIMIA OTJEN JOJKEH OBITH
o0ecrieueH BCeMU HEOOXOJMMBIMH PECYpCaMHu.

6.2. OcHOBHBIE 00513aHHOCTH HaYaJIbHUKA OT/Ie]a KOHTPOJIS KaueCcTBA M3JI0KEHBI B pa3jiese
2. Ha otnen Bo3mararoTcsi Takke OOS3aHHOCTH MO pa3paboTke, aTrecTaluu (MCIBITAaHUSIM),
BHEJIPEHUIO BCEX WMHCTPYKLMH (METOJMK) IO KOHTPOJIIO KAuyecTBa; XPaHEHUIO KOHTPOJIBHBIX
00pa3loB MaTepHaAIOB M TPOIYKIMH; KOHTPOJIIO TPABHIBHOCTH MapKHPOBKH YIAaKOBOK C
MaTepualiaMi M TPOAYKUHUEH; 00EeCIIeYCHNIO KOHTPOJIS CTaOMIIBHOCTH MPOAYKIMH; YYaCTHIO B
paccieioBaHMM peKJIaMalluid, CBSI3aHHBIX C Ka4eCTBOM MPOIYKIHH, M T.I. Bece atu yHKINM
JIOJDKHBI BBITTOJHATHECS. B COOTBETCTBUU C YTBEP)KICHHBIMH WHCTPYKLMSIMH C odopmiieHHEM
IPOTOKOJIOB (ITPH HEOOXOAUMOCTH).

6.3. Ilpm omeHke KadecTBa TOTOBOM MPOAYKIMH CIIEAYyEeT paccMaTpuBaTh BCE
COITy TCTBYIOIIINE (baxTopsl, B T.9. YCIIOBUS IPOM3BO/JICTBA, pe3yIbTaThI
BHYTPUIIPOU3BOJICTBEHHOTO KOHTPOJIS, aHAJIM3 IPOW3BOJCTBEHHON JOKyMEHTauuu (B T.U.
JOKYMEHTAIlMM Ha YIAaKOBKY), COOTBETCTBHE CIEIU(PHKAIHUAM HA TOTOBYIO NPOIYKIHIO H
COCTOSTHHE OKOHYATEIbHOW YITaKOBKH TOTOBOM MPOIYKIIHH.

6.4. CoTpyTHUKH OTJIe]Ia KOHTPOJISl KaueCTBa JODKHBI UMETh JIOCTYT B IPOU3BOICTBEHHBIC
30HBI JUIs1 0TOOpa MPOO U MPOBEICHHS aHATH30B.

Opranuzanus paboThl KOHTPOJIBHBIX J1abopaTopuit

6.5. Ilomemienus 1 000pyOBaHUE KOHTPOJIBHBIX JIAOOPATOPUIl TOKHBI COOTBETCTBOBATh
OoOLIMM U crienraibHBIM TPEOOBAaHUSAM, MPEABIBIAEMbIM K 30HAM KOHTpPOJS KayecTBa (pasaen
3).

6.6. Ilepconay, momemieHuss u oOOpyIOBaHUE JTAOOPATOPUM JOKHBI COOTBETCTBOBATH
BUAY U 00beMy IPOU3BOJACTBA. B OTIENBHBIX Ciydasx JOIMyCKAaeTCsl UCHOIb30BAHUE CTOPOHHUX
nabopaTopuil TpU YCJIOBUHU BBINIOJHEHUS UMM TpeOOBaHUM, W3JOXKEHHBIX B pasaene 7, |
BHECEHUS COOTBETCTBYIOIINX 3aIIMCEH B TPOTOKOJIBI KOHTPOJIS Ka4eCTBa.

JloxkyMeHTanus

6.7. JlIokyMeHTaIusl KOHTPOJIBHBIX JJAa0OpaTOpUd TOKHA COOTBETCTBOBATH TPEOOBAHMSIM,
U3JI0KEHHBIM B pazjene 4. K 1oKkyMeHTalum o KOHTPOJIIO KaueCTBa OTHOCSTCS:

- cienuKaIm;

- METOJIUKH 0TOOpA Mpoo;

- METOJIMKU ¥ MPOTOKOJIbI IPOBEICHUS UCTIBITAHUM (B T.4. aHAIUTUYECKHE OTNEepalliOHHbBIE
JMCTHI /WK J1aOOPATOPHBIE JKYPHAIIBI);

- aHaJIMTHUYECKHE OTYETHI /WM MACIOpTa;

- pe3yJbTaThl KOHTPOJIS OKPYKAIOIIEH Cpe/ibl B TPOM3BOICTBEHHBIX TOMEIICHUSX;

- IPOTOKOJIBI ATTECTAlUH (UCIIBITAHUN) aHATMTUYECKUX METO/IOB;

- METOIMKM U TIPOTOKOJBI KaTUOpPOBKH (IIOBEPKH) TNPUOOPOB M  OOCITY>KUBAHHS
anmnaparyphl.

Ota uH(popMalys Bcerjaa J0JDKHA OBITh TOTOBA K MPEACTABICHUIO B OTAEN KOHTPOJIS
KayecTBa.

6.8. JlokyMeHTalMst MO KOHTPOJIIO KadecTBa, OTHOCSIIAACA K MPOTOKOJIAM CEpHii
OPOAYKIMH, JOKHA XPAaHUTHhCS B TEUYEHHWE OJHOrO Tofa IMOCiie MCTEYEHHs] CpOoKa T'OJHOCTU
CepUU M B TEUEHHE HE MEHEE IISITU JIET TOCJE MOATBEPKICHHS YHOJTHOMOYEHHBIM JIMIIOM €€
COOTBETCTBUS yCTAaHOBJIICHHBIM TpeOoBaHusM (2.4, mepeuncienue "c¢", gacts ).

6.9. Jlns HEKOTOpBIX NaHHBIX (HAIpUMep, Pe3yJbTATOB AHAIUTHUECKUX HCIIBITAHUM,
BBIXO/IOB TOTOBOM MPOAYKIMH, MapaMETPOB OKpYKalolehd cpedabl M T.I.) Ieecoo0pa3Ho
XPaHUTb MPOTOKOJIBI B BUJIE, TO3BOJISIOIIEM OLIEHUBATH TCHICHIIMA U3MEHEHUS TapaMeTPOB.



6.10. B gomnosiHeHue K MPOTOKOJaM Ha CEpUU MPOAYKIMH CIEIYET XPAHUTh B JOCTYITHOM
BU/C W JIpYIyI0 TEpBHYHYI0 HHpopMamnuio (Hampumep, JabopaTOpHBIC >KypHalbl W/ I
IPOTOKOJIBI).

OTt60p Ipod

6.11. Orbop mpoO MODKEH TMPOBOJUTHCS B COOTBETCTBUU C  YTBEPKICHHBIMU
WHCTPYKIUSMH, BKIIFOYAIOIIAMU B ceO0sI:

- METOJIUKY 0TOOpa npoo;

- IEPEYCHb UCTIOIB3YEeMOTro 000py TOBAHHUS;

- KOJIMYECTBO TIPOO, KOTOPOE JIOIKHO OBITH 0TOOpaHO;

- UHCTPYKIIMH IO pa3JIeJIeHUI0 OTOOpaHHOM MpoObI Ha YacTH (IPH HEOOXOIUMOCTH);

- THTI ¥ XapaKTEPUCTUKH Tapbl I 0TOOpa 1poo;

- HAHECCHUE MaPKUPOBKHU Ha Tapy ¢ OTOOPaHHBIMH MTPOOAMHU;

- CHemnMaibHbIE MEpPBI MPEIOCTOPOKHOCTH, OCOOEHHO B OTHOIICHWH CTEPUWIBHBIX H
OTIaCHBIX BEIICCTB;

- YCIIOBHSL XpaHECHHUS;

- MHCTPYKIIMH TI0 OYUCTKE U XPAHEHUIO 000PYI0BaHUs It 0TOOpa Mpoo.

6.12.  OroOpaHHbIE  KOHTPOJbHBIE  OOpa3Ibl  JOJKHBI  TPEACTABIATH  COOOM
NPEJCTaBUTEIILHYI0 BBIOOPKY CEpPHHM MAaTCPUAIOB WJIM MPOAYKUIWH. Bo3moxkeH otbop mpoO,
XapaKTEPU3YIOMINX KPUTHUECKUE CTAIUH TEXHOJIOTHYECKOTO Tpolecca (HampuMmep, ero Havdaio
WM OKOHYAHHUE).

6.13. Ha MapkupoBKe Tapbl C OTOOpaHHBIMH TpOOaMH JOJDKHBI OBITH YKa3aHBI ee
COJIEPKUMOE, TaThl 0TOOpa P00, a TakkKe 0003HAYCHUE YITAKOBKH, U3 KOTOPOH 3TH MPOOBI ObLIH
OTOOpaHBHI.

6.14. PykoBoACTBO 1O paboOTe C KOHTPOJIBHBIMH M apXMBHBIMH 00Opa3llaMy MPHUBEICHO B
[Ipunoxenun 19.

[IpoBenenue ucnplTaH

6.15. AHanuTUYeCKHE METOAMKH [OJKHBI OBITh aTTECTOBAaHBI <*>, Bce UCIHBITAHHMS,
MPUBEJICHHBIC B HOPMAaTUBHOW JOKYMEHTAIIMH, JOKHBI OBITH MPOBEIEHBI B COOTBETCTBUHU C
YTBEPKACHHBIMA METOAMUKAMH.

<*> #3a HCKIIIOYEHHEM MCTOHOB, YCTAHOBJICHHBIX HOPMAaTUBHBIMHA I[OKYMCHTB.MI/I#.

6.16. IlomyueHHble pe3yabTaThl UCTIBITAHUIN JODKHBI OBITH OPOPMIICHBI TOKYMEHTAIBHO C
TIIATENIBHOM ITPOBEPKOM BCEX BHECEHHBIX JaHHBIX. Bce pacdersl cienyer TIAaTeabHO
IIPOBEPSTH.

6.17. IIpoBoAMMBIE UCTIBITAHUS CIIEAYET OPOPMIIATH TOKYMEHTAIBFHO C YKa3aHUEM:

a) HaMMEHOBaHUS MaTepuaja WIM MPOAYKLUHMU U, IpU HEOOXOAMMOCTH, JEKapCTBEHHOM
¢dopMbl;

b) Homepa cepunm U, NpU HEOOXOAUMOCTH, HAUMEHOBAHMS IPOU3BOAUTENS W/WIU
MIOCTaBUINKA;

C) CCBUIKM Ha COOTBETCTBYIOIIHME CHEIM(PUKALINN U METOJUKH UCIIBITaHUIA;

d) pe3ynbTaTOB UCTIBITAHUH, B T.4. HAOJIIOACHUS, BBIYUCIICHUS M CCHUTKM Ha BCE IPOTOKOJIBI
IIPOBEJCHHBIX AHAJIN30B;

€) JaThl IPOBEJCHUS UCTIBITAaHUI;

f) dbamunuil 1 UHULIMATIOB JINL, TPOBOAMBILIMX HCIIBITAHUE,

g) GaMunmii ¥ MHUIMATIOB JINL, TIOJTBEPAMBIIUX MPOBEICHUE WCIBITAHUA W PE3yJIbTaThl
BBIUMCIICHUH;



h) geTkoro 3aKIIOYEHUs O BhIJAUE pa3peIieHIs WM OTKIOHEHUH TPOTYKIHH (FITH IPYTOro
pELIeHUs O CTaTyce MPOAYKLHUH), JaThl U ITOIMHCH OTBETCTBEHHOTO JIUIIA.

6.18. Bce omepamuu 1Mo BHYTPUIIPOU3BOJICTBEHHOMY KOHTPOJIO, B T.4. OIEpaluw,
BBITIOJTHAEMBIE JIUIIAMH, HETIOCPEICTBEHHO Pa0OTAIONIMMH B TIPOU3BOJICTBEHHBIX 30HAX, JOJKHBI
IPOBOJUTHCS B COOTBETCTBHH C METOJMKAMH, YTBEPKACHHBIMU OTAEJIOM KOHTPOJIS KayecTBa, a
UX Pe3yJbTATHI JOJHKHBI OBITH 0(hOPMIICHBI JOKYMEHTAJIBHO.

6.19. Ocoboe BHMMaHUE CIEIYET yAEISATh KaueCTBY JIaDOpAaTOPHBIX PEAKTUBOB, MEPHOMN
7a00paTOPHOM TMOCYABl M THTPOBAHHBIX PAaCTBOPOB, CTAaHJAPTHBIX OOPa3LOB M MHTATEIBHBIX
cpen. VX mpuroToBieHue U MOATOTOBKA JIOJHKHBI COOTBETCTBOBATH TPEOOBAHHSIM WHCTPYKIIHIA,
YTBEPIK/ICHHBIX B YCTAHOBJICHHOM IOPSIKE.

6.20. PeakTuBbl, TpeqHa3HAYCHHBIE IS JUIUTEILHOTO HMCIIONB30BaHUS, TOJDKHBI WMETh
MapKUpPOBKY C yKa3aHHWEM JaThl MPUTOTOBIICHHUSA W C MOAMHMCAMH HcnoiHuTeneid. Ha stukeTke
JIOJDKEH OBITh YKa3aH CpPOK TOJHOCTH HECTAOWJIBHBIX PEaKTHBOB, NHUTATENBHBIX Cpel |
cienuduyecKre yCIoBUs X XpaHeHus. sl TATPOBaHHBIX PACTBOPOB CIEAYET YKa3bIBaTh JaTy
MIOCJIETHETO YCTAHOBIICHHS TUTPA M COOTBETCTBYIOMINN TIOMPABOYHBIA KOO PHUIIUEHT.

6.21. Ilpu HeoOXOIMMOCTH Ha Tape CIeAyeT YyKa3blBaTh ATy MOJIYYEHHS Ka)KIOTO
BEIIECTBA, UCIIOJIb3YEMOTO [T TIPOBEICHHSI UCTIBITAHUH (HAalprMep, PEaKTHBOB M CTaHIAPTHBIX
00pasIoB), ¢ COOTBETCTBYIOIIMMH HHCTPYKIHMSMHU IO €0 HCIIOJIB30BAHUIO M XpaHEHHI0. B
HEKOTOPBIX CIIy4asx TIOCJIE TIOJyd9eHUs WM TIepe]] HCIONb30BaHUEM pEaKTHBA MOXKET
BO3HHMKHYTh HEOOXOIMMOCTh TPOBEACHUS €ro WCIBITAHUS HA IMOUIMHHOCTH W/WIU JIPYTrOro
UCTIBITAHUSI.

6.22. JKUBOTHBIX, HCHOJNB3YEMBIX [UISI KOHTPOJS KOMIIOHEHTOB, MAaTEpUaliOB HIIH
NPOAYKIIUH, CIEAYET, TIPU HEOOXOAMMOCTH, MTOMENIATh B KAPAHTHUH IEpe]] Ha4ajJoM paboTHI ¢
HUMH. YXOJ 32 )KUBOTHBIMM M KOHTPOJIb 33 HUMH JOJDKHBI OBITh OPraHM30BaHBI TaK, YTOOBI
00ecTeunTh WX MPUTOJHOCTh K WCHOJB30BAHMIO 1O Ha3zHaueHUIO. JKMBOTHBIE IOJKHBI OBITH
MapKUPOBAHBI, @ UCTOPUH PAOOTHI C HUIMU JIOJDKHBI OBITH 0()OPMIICHBI JOKYMEHTAJIBHO.

[Tporpamma mocienyomux UCIBITAHAN CTAOUITLHOCTH

6.23. [locne peanuzanuu JEKapCTBEHHOTO CPEACTBA CIEAYET CUCTEMATHYECKH MPOBOJHUTH
UCTIBITAHUSL €ro CTa0MJIBHOCTH TIO0 TporpamMme, TIO3BOJISIONICH OOHAapy>KUBaTh JIOObIE
WU3MCHEHHS, WMEIOIIME OTHONICHWE K CTaOMIBHOCTH (HampuMep, H3MEHEHHE YPOBHS
3arpsA3HEHUS] WM XapakTepa pacTBOpa), B COOTBETCTBUU C PELENTYpOil peaTn30BaHHOTO
HPOIYKTA.

6.24. Llenpto mporpamMmbl MOCIEAYIOUINX HCIBITAHUN CTAaOUIBHOCTH SIBJISIETCS KOHTPOJb
CaMoro MpOAyKTa B TEYCHHWE €ro CpPOKa TOJHOCTH M YCTAaHOBICHHE TOTO, YTO TPOAYKT
COOTBETCTBYET (MOXET OBbITh MPH3HAH COOTBETCTBYIOLIMM) CIEIU(PHUKAINNA TPH YCIOBUSIX
XpaHEHUs, yKa3aHHBIX B MAPKHUPOBKE.

6.25. BrlmeykazanHble TpeOOBaHHS OTHOCSTCSA, TJAaBHBIM 00pa3oM, K T'OTOBBIM
JIEKapCTBEHHBIM CPEJICTBaM B YMAKOBKE, MPEAHA3HAUYCHHBIM JUIS MPOAAXKH, HO CIEIyeT TaKKe
o0paTuTh BHUMaHME Ha BKJIIOUYEHHE B METOJIMKY HepachacoBaHHOW mponykiuu. Hampumep,
ecii Hepac(acoBaHHYIO IPOIYKIUIO XPAHAT [UINTEIBHOE BPEMS /10 YIIAKOBKHU /WM NIepeiauu C
IPOM3BOJICTBEHHOTO y4YacTKa Ha Y4YacTOK YHAaKOBKH, TO CJIEAYET M3YYHUTh U OICHUTH BIIHMSIHUE
3Toro (akropa Ha CTaOMIBHOCTH TOTOBOW HPOXYKIHMH TPH COOTBETCTBYIOIIMX ITapaMeTpax
OKpy>katomieii cpenpl. bojee Toro, cimemyer oOpaTUTh BHHMaHHE Ha IMPOMEXYTOUYHYIO
NPOAYKIUIO, KOTOpas XpaHUTCA W HCIONB3YyeTCs B TEYEHHE JUINTEIBHOTO TIEPHOJA.
HccnenoBanne CTaOMIBHOCTH TepepadOTaHHBIX MPOAYKTOB IMPOBOMAT IMpH pa3zpaboTke
JIEKapCTBEHHOTO CPEJICTBA; IOCIEAYIOMIET0 KOHTPOJIA CTaOMJIBHOCTH TaKOrO IPOAYKTa HE
TpeOyetcs. OnHako, MpPU HEOOXOAMMOCTH, MOXET IMPOBOJUTHCS KOHTPOIb CTaOMIBLHOCTU
nepepadoTaHHOTO MPOIYKTA.

6.26. IlporpaMMa mocieayIOMMX UCIBITAHUN CTAOMJIBHOCTU JIOJDKHA OBITH OoopMieHa B
JOKyMEHTAJIbHOM BHJIE COTJIACHO OOIIMM TpaBwiaM pasfena 4, gactu I, a pe3ynpTaTsl paboThI



odopmiensl B Buae ortueta. OOOpymOBaHHE, HCIIOIB3YEeMOE JUISl MOCTEIYIOMNX HCIBITAaHHN
CTaOMWIBHOCTU (B T.Y. KaMmepbl JUIsl KOHTPOJS CTAOMIBHOCTH), JOJDKHO OBITh aTTECTOBAaHO M
00CITyKUBAThCS B COOTBETCTBUM ¢ OOLIMMU MpaBuiamu pasaena 3, yactu [ u [lpunoxenus 15.

6.27. Otuetr 0 paboTe MO HMporpaMMe MOCIEAYIONIMX UCHBITAHUNA CTAaOMIBHOCTH JOJIKEH
BKIIIOYAaTh B ce0sl BeCh IMEPHOA A0 HMCTEYCHUS CPOKa TOMHOCTH TPOAYKIMHA M COJEpPXKAaTb
cJIelyIoUIe JaHHbIe (HO HE OTPaHUYMUBATHCS UMH):

- HOMepa CepHil JJisl pa3IM4yHbIX TNOoKaszarenel 3(ppeKTUBHOCTH M pa3MepoB CEpHid, €CIH
TpeOyeTcs;

- JaHHbIE O (PU3MUECKUX, XUMUYECKIX, MUKPOOHOJIOTUYECKIX U OMOJIOTMYECKUX METOAAX
WUCIIBITAHUH;

- KpUTEPHUH NTPUEMIIEMOCTH;

- CCBUIKM Ha METO/Ibl UCIIBITAHUI;

- OIIMCaHKE YIAaKOBKU U CUCTEMBI YKYIIOPUBAHUS;

- IEPUOANYHOCTD UCTIBITAHUH (J1aThI);

- ONHUCAHUE YCIOBUM XpaHEHUs (CIEIyeT MCIOJIb30BaTh cTaHAapTHbie ycioBus ICH <*>
IpU JAJTUTETbHBIX UCTIBITAHUAX, COOTBETCTBYIOIINX JaHHBIM MAapKUPOBKH);

- IpyrHe MoKa3aTean, OTHOCAILIUECS K TaHHOMY JIEKapCTBEHHOMY CPEJ/ICTBY.

<*> #ICH - International Conference for Harmonization (MexayHapoHas koH(pepeHIus
10 TapMOHU3ALUN). 3/1€Ch U JaJiee MO0 TEKCTYH.

6.28. OTtuer 0 pabore MO MpOrpaMMe MOCIEAYIOMINX HCTIBITAHUNA CTAOUIBHOCTH MOXKET
OTJMYaThC OT OTYETAa O TICPBOHAYAILHOM JUIMTEIBHOM HCIBITAHUW  CTAOMIBHOCTH,
MPUJIAraeMoro K J0Che Ha MPOAYKT. DTH OTINYHUS JIOJDKHBI OBITh YKa3aHBI B OTYETE (HAIIPUMED,
NEPUOANYHOCTHh KOHTPOJIS HIIM IPOBEJCHHUE €r0 B COOTBETCTBUU ¢ pekomeHaanusmu [CH).

6.29. Yucno cepuili U MEPUOAMYHOCTh MUCIBITAHUM JTOJDKHBI 00ECIIEYUBATH JOCTATOYHBIM
00bEeM JaHHBIX JIJIS MIPOBEJCHHS aHAJIM3a TCHICHIIMK U3MEHEeHUs. Eciau He yka3aHO MHOE, TO B
nporpaMMy HCHBITAaHUH CTAaOWJIBHOCTH CJIEAYyeT BKJIIOYHTH HE MEHEe OJHOH cepuu
NPOM3BEACHHON MPOIYKIIMH 3a TOJ U KaXI0ro 3Ha4eHus1 3(H(HEKTUBHOCTH U BUJIA IEPBUYHON
YIaKOBKU (€CITM OHH pa3inyaroTcs). VICKIIOUeHUEM SIBIISIOTCS CIIy4ad, KOTJa B TCUYCHUE Toja
JAHHBIA MPOAYKT HE BBIMyCKaICs. J[JIsi MPOAYKTOB, MOCEIYIOIINE HCIBITAHUS CTAOMIBLHOCTH
KOTOPBIX TPEOYIOT WCIOJIB30BAaHUS JKHUBOTHBIX W HE CYIIECTBYET aJIbTEPHATHBHOTO
aTTeCTOBAHHOTO  METOJla, TEPHOAMYHOCTh KOHTPOJISI MOXKET OBITh YCTAHOBJICHA C
UCIIOJIb30BaHNEM aHaIM3a PUCKOB. [Ipu Hamm4Iwuu B 0T4eTe 000CHOBAHHUS MOKET UCTIOIB30BAThHCS
NPUHITAIT BEIHECEHUS 32 CKOOKH M TIOCTPOCHHS MaTPHII.

6.30. B HexkoTOphIX cCiy4asix B TMOCJICAYIOIIUE UCIBITAaHUS CTAaOMIBHOCTH CIIEIYET
BKJIIOYATh JIONOJHHUTENBbHBIC cepud. Hampumep, TOCIEOYIONUE HCIBITAaHUS CTAaOWIBHOCTH
CJIETyeT TPOBOIUTH IMOCIIC JIFOOBIX CYIIECTBEHHBIX M3MCHCHHUI HITH CYIIECTBEHHBIX OTKJIOHCHUH
B TEXHOJIOTUYECKOM IPOLIECCe WU YMaKOBKE. JTO K€ OTHOCUTCS U K JIIOOBIM OMepaiusM Mo
MOBTOPHOU 00paboTKe, mepepaboTKe WM pereHepaIiiy.

6.31. Pe3ynbTaThl MOCIEAYIOUIMX HUCIBITAHUN CTAOMILHOCTH JIOJDKHBI OBITh JIOCTYITHBI
PYKOBOAAIIMM pabOTHUKAM, OCOOCHHO YIOJHOMOYEHHOMY NIy (fumam). Ecnm mocnenyromme
UCTIBITAHUSl CTa0MJILHOCTH MPOBOJAAT HE HA MECTe IPOU3BOJCTBA Hepac(hacoBaHHOW WM
TOTOBOW TIPOAYKIIMH, TO MEXIy YYaCTBYIOIIMMH CTOPOHAMHU JOJDKHO OBITH O(OPMIICHO
NUCBMEHHOE COTJIallicHHe. Pe3ysbTaThl MOCICIYIOIUX WCIBITAHUN CTa0MIBHOCTH JOJDKHBI
HAXOJWTHCSI HA MECTE MPOU3BOJICTBA JJIS MTPEICTABICHIS HAI30PHBIM OpPTaHaM.

6.32. Cnemyer aHamuM3UpOBaTh CIy4yad BBIXOJA 3a TMpeneisl cHerupuKalud U
CYIIECTBEHHBIC HEOOBIYHBIC TEHICHIMH. JI00OW TONTBEPKICHHBIA BBIXOJ 3a MIPEIEIBI
crenu(UKauy WK CYNIECTBEHHbIC HETraTUBHBIC TCHACHIIUH JIOJDKHBI JIOBOJUTHCS 10 CBEICHUS
HA/I30PHBIX OpPraHOB. B0O3MOXHBIC pelICHWS B OTHONICHWH BBIMYIICHHBIX HAa PHIHOK CEpUi
NPOAYKIIUHM CJIEIyeT MPUHHUMATh B COOTBETCTBHU C pa3zieiioM 8, 4acTh | MO corjacoBaHHIO C
HA/I30PHBIMHA OpTaHAMH.



6.33. Craemyer HOKyMEHTaIbHO O(OPMIISITH U JOMOJHATH 3aKIIOYEHHUS 10 BCEM
MOJyYEeHHBIM JIaHHBIM, BKJIIOYAs MPOMEKYTOYHBIC BBIBOJABI. YKa3aHHOE 3aKIIOYCHHE CIEAyeT
MIEPHOANYSCKH PACCMATPUBATH.

7. PaboTa o KOHTpaKTaM Ha MIPOU3BOJCTBO MPOTYKIIUU
U NIPOBEJICHUE aHAJIN30B

Bo uzbexxanune pazHOUTEeHHH, CLIOCOOHBIX MPUBECTH K YXY/IIEHUIO KayecTBa MPOAYKLUU
WIN BBITIONHEHHUS PadOT, CIeIyeT TIIATEIBHO COCTABIISAThH, COTJIACOBBIBATH M KOHTPOJIHPOBATH
BBINIOJITHEHHE KOHTPAaKTOB Ha IMPOM3BOJACTBO NPOAYKLHU M IPOBEIEHUE aHanu30B. KoHTpakT
MEX/1y 3aKa34MKOM U MCIIOJIHUTEIIEM JI0JIKEH ObITh 0()OpMIIEH B MMCbMEHHOM BUJE C YKAa3aHUEM
YETKO OIPEeIEHHBIX 00sf3aHHOCTEH KaXJoW M3 CTOpOoH. KOHTpakT NOJDKEH yCTaHAaBIUBAaTh
MOPSIOK JEHCTBUA M OTBETCTBEHHOCTH YIIOJIHOMOYEHHOIO JIMLA 32 BbAAYy pa3pelICHHs Ha
pean3annIo KaK 101 Cepuy MPOLyKLUH.

[Ipumeuanme - Hacrosmmii pasgesn  pacCMaTpuBaeT  TOJBKO  OTBETCTBEHHOCTh
HPOM3BOJUTENCH 3a BBINOIHEHNE TPeOOBAHUI HACTOALIETO CTaHIapTa.

OO01111E TTOIOKEHNS

7.1. KoHTpakT n0okeH ObITh 0()OpMIIEH B MHCBMEHHOM BHJIE U JIOJDKEH BKIIIOYATh B ce0s
NepevYeHb MPOU3BOJICTBEHHBIX ONEpaIii W/MIM aHaJH30B, BBINIOJIHSIEMBIX HAa OCHOBaHHHU
II0JIO’KEHUN KOHTPAKTa, U MPOBOJUMBIX TEXHUUECKUX MEPOIIPUATHIA.

7.2. BbInonHEeHHEe KOHTPAaKTa Ha IMPOW3BOJICTBO W/WIM TPOBEICHHE AHAJIHM30B, B T.4. C
Y4E€TOM IPEMJIOKEHHBIX WM3MEHEHUM TEXHMYECKOTO WM JpYroro Xxapakrepa, JOJIKHO
COOTBETCTBOBAaTh TPEOOBAaHUSM HOPMATUBHBIX JOKYMEHTOB Ha IPOU3BOJICTBO U TPEOOBaHUSM,
YCTaHOBJICHHBIM IIPU I'OCYIaPCTBEHHON PETUCTPALIUU JIEKAPCTBEHHOT'O CPEACTBA.

3aka3uyuk

7.3. 3aKka34MK HECET OTBETCTBEHHOCTh 3a OICHKY KOMIIETCHTHOCTH HCIIOJIHUTENS U €ro
CHOCOOHOCTH BBITIOJIHUTH KOHTPAKT HaJUIekKaIIUM 00pa3oM, a TaKKe 3a BKIIOYEHHE B KOHTPAKT
HIOJIO’KEHHH, 00ECTIeYMBAIOIINX BHINTOJHEHNE TPEOOBAaHUI HACTOSILETO CTAHAAPTA.

7.4. 3aka3uuMKk TNPEAOCTABISET WCHOJIHUTENIO HWHPOPMALHUIO, HEOOXOAUMYIO  JUIS
BBINIOJTHEHUSI TIPEyCMOTPEHHBIX B KOHTPAkTe paboT B COOTBETCTBHH C TpeOOBAaHUSIMH,
YCTaHOBJIEHHBIMH  TNPHU  TOCYAAPCTBEHHOM  PErHCTpAallMM  JICKapCTBEHHOTO  CPEJCTBa,
HOPMAaTHBHBIX JJOKyMEHTOB W HAI[OHAJHHOTO 3aKOHOJATEIbCTBA. 3aKa3YMK JOJDKEH YOCIUTHCS
B TOM, YTO HCHOJHMUTENb 00NajaeT NOJIHONH uHpopmauueil o QaxkTopax, CBSI3aHHBIX C
NPOIYKINEH WM pabOTOH, BBIIONHAEMON MO KOHTPAKTY, M MPEACTABISIONINX OMACHOCTH IS
€ro MoMeIeHHH, 000pyI0BaHus, IEPCOHANIA, APYTUX MATEPHATIOB UIH MTPOAYKTOB.

7.5. 3aka3uuk NOJDKEH yOeanThcs B TOM, YTO BCS TOTOBAs NMPOAYKIUS M MaTepHAIbI,
[IOCTaBJIICHHBIE €My HCIOJHHUTENEM, COOTBETCTBYIOT cHenM(UKalnusM, a paspelieHue Ha
peaTu3anuio 3TON MPOAYKIMH BBIAAHO YIIOTHOMOYEHHBIM JIHIIOM.

HUcnonaurens

7.6. VicnonHUTENbh AOMKEH UMETh COOTBETCTBYIOIINE NTOMEIICHUS, 000pyJOBaHNE, 3HAHNUS,
OTBIT U KOMIIETCHTHBIM TEPCOHAN ISl HAJJICXKAIETO BBIMOJHECHUS KOHTpakTa. KOHTpakT Ha
MIPOU3BOJICTBO MOXKET BBIMOJIHATH MCIOJHUTENb, WMEIOLIUN pa3pelieHue Ha MPOU3BOACTBO
JIEKAPCTBEHHBIX CPEJICTB.

7.7. UcnomHUTENb OJKEH TapaHTUPOBATh MPUTOAHOCTH IMOJIy4aeMbIX UM MaTEpUajOoB U
MPOJYKIMH JIJIs1 UICIIOJIb30BaHUS IO HA3HAYESHMUIO.



7.8. VcnionHUTENnh HE JOJDKEH IMPUBJIEKaTh TPEThIO CTOPOHY ISl BBINOJIHEHMS padoT,
HNOPYYEHHBIX €My IO KOHTpPAaKTy, 0e3 IMpeaBapUTE]IbHOTO PAaCCMOTPEHMsSI M COIVIACOBaHMA C
3aka3yukoM. [Ipu 3aKITII0YEHUH COTTIAIIEHNS MEX/1y UCTIOJIHUTENIEM U TPEThEN CTOPOHON JOKHA
ObITh OOecreyeHa rapaHTHs TOro, 4To MH(OpMaIUs O MPOU3BOJICTBE U NMPOBEICHUM AHAIHU30B
OyJeT 1OoCTyIHa 3aKa34uMKy B COOTBETCTBHUHU C MOJIOXKEHUSIMU KOHTPAKTA.

7.9. HcnonHutens HE AODKEH MpeIIpUHUMATh ACUCTBUS, KOTOpbIE MOTYT OKa3aTb
OTPHIIATEIIFHOE BIMSHUE HA KAYeCTBO MPOAYKIINH, IIPOU3BEICHHON /MU TPOAHATU3UPOBAHHON
UM B COOTBETCTBUU C MOJIOKEHUSIMH KOHTPAKTA.

Konrtpakr

7.10. KoHTpaKT 3aKIt0yaeTcsl MEXAy 3aKa34MKOM M HUCIIOJIHUTENEeM. B KOHTpakTe J0oJbKHA
OBITH YKa3aHa OTBETCTBECHHOCTb CTOPOH 3a IMPOU3BOACTBO W KOHTPOJIb MPOAYKIIHH. Texaudueckne
ACMEeKThl KOHTPAKTa IOJKHBI OBITh COCTABJICHbI KOMIETEHTHBIMH JIMLIAMH, OO0JaJaroIuMu
COOTBCTCTBYIOIIMMHA 3HAHUSAMU B 00J1aCTH TEXHOJOTUH IMPOMU3BOACTBA JICKAPCTBCHHBIX CPCICTB,
NPOBEJCHUS AaHANM30B U TpeOOBaHMU HACTOAIIETO CTaHIapTra. Bce cormameHuss 1o
MMPOU3BOACTBY H IMPOBCACHHUIO AHAJIM30B JOJIKHBI OBITh COTJIACOBAHBI O6€I/IMI/I CTOPOHAMH U
JOJKHBI COOTBETCTBOBATh TPEOOBAHMSIM, YCTAHOBIEHHBIM MPHU T'OCYNAPCTBEHHON PETUCTPALUU
JIEKapCTBEHHOI'O CPEJICTBA.

7.11. B xoHTpakTe AOKHO OBITh yKa3aHO, KakuM OOpa3oM YyMOJHOMOYEHHOE JIUIIO,
OTBCTCTBCHHOC 3a BBIITYCK CCpUH MPOAYKIHU JIA pCain3alru, obecrieunBaeT rapaHTuro Toro,
YTO KaKJgas cepus MPOIYKIWU ObUIa M3TOTOBIIEHA U TPOILIA KOHTPOJIb B COOTBETCTBHH C
TpeOOBaHUSIMU HOPMATUBHOM JIOKyMEHTAlUM U TpPeOOBAaHUSMHU, YCTAaHOBJIEHHBIMU IpU
PETUCTpaIMU JEKAPCTBEHHOTO CPECTBA.

7.12. B KOHTpaKTe JOJDKHBI OBITh YKa3aHbI JIMIIA, OTBETCTBEHHBIC 32 3aKYIIKY, POBEICHUE
UCTIBITAHUN U BBIJAYY pa3pelIieHuil Ha MCIOJIb30BaHUE MAaTepHalloB, MIPOU3BOJCTBO, KOHTPOIb
KayecTBa (B T.4. BHYTPHIIPOU3BOJICTBEHHBIN KOHTPOIIb), 0TOOp MPOoO U MPOBEIeHNE aHAIH30B. B
KOHTpPAKTe Ha MPOBEJICHUE aHallM3a JOJDKHO OBITh yKa3aHO, 00S3aH JIM HCIOJIHUTEIh OTOMpPATh
HpOGBI B IOMCHICHUAX NPOU3BOJUTCIIA TPOAYKIIUH.

7.13. IIpoToKonBl MPOWU3BOACTBA, AHAJIM30B M peAM3alUM MPOIYKIUH, a TaKXKe
COOTBCTCTBYIOIIINEC KOHTPOJIBHBIC 06pa3u1>1 JOJIKHBI XPAHUTBCA Y 3aKa3UWKa UKW OOJIKHbBI 6I>ITB
eMy JAocTymnHbl. llepedeHb AOKYMEHTOB, OTHOCSILIMXCS K OLIEHKE KadyecTBa MPOIYKLUUU U
CBA3aHHBIX C PCKIIaMallUsIMU HJIM BO3HUKHOBCHUCM COMHEHUI B KaQUeCTBE mpoaAyKIHuHu, JOJIKCH
OBITH OIpeneseH 3aKa3YMKOM B HHCTPYKLUHUAX IO OTKJIOHEHHIO (OT3bIBY) MPOAYKIUHU. OTU
JIOKYMEHTHI JTOJKHBI OBITH JTOCTYITHBI JIJIS 3aKa34rKa.

7.14. B KOHTpakTe MIOJDKHO OBITh MPEAYCMOTPEHO MPaBO 3aKa3yMka Ha IOCCIICHHE
MMpOn3BOACTBA UCITOJTHHUTCIIA.

7.15. Ilpu 3aK104€HUM KOHTPAKTA Ha MPOBEICHUE aHAIM30B BO3MOKHO MHCIIEKTUPOBAHUE
HCIIOJTHUTCIIAL HAA3OPHBIMU OpraHaMu.

8. Pexsiamanuu u OT3bIB MPOIYKIHUN
OOu1re noJoXKeHus
Bce pexmamamuu u  uHpOpManus, Kacaloluecs MPOAYKLUUH C IpearnojaracMbIMU
HapyLICHUSIMA KadeCTBa, JOJDKHBI OBITh TINATEIBHO NPOAHATM3HPOBAHBI B COOTBETCTBUH C
UHCTpyKuusMu. Ha mpeanpusitun nomkHa OBITH co3aHa cuctemMa ObIcTporo u 3¢ ¢GEeKTUBHOTO

OT3bIBa C pbIHKA IPOAYKIHWH C ABHBIMU WUJIU ITPEATIIOJIaraCMbIMU HAPYIICHUAMHU Ka4CCTBA.

Pexnamarnuu



8.1. Ha mpemnpusitim 1IOKEH OBITh HA3HAUYEH COTPYIHHK, WMEIOUNIMA B CBOEM
pPacHopsDKeHUH HEOOXOJMMBIN TEPCOHAN, OTBETCTBEHHBIH 3a pPacCMOTPEHHE peKIaManuil u
NpUHATHE pemeHnid. ECu 3TOT COTpYIHHUK HE SBISETCS YHOTHOMOYEHHBIM JIUIIOM, TO JIaHHOE
JIMIO JIOJKHO OBITH TIOCTABJIEHO B M3BECTHOCTH 000 BceX (haKTax pekjIaMaluid, paccieaoBaHUN
¥ OT3BIBOB POy KITHH.

8.2. JleHicTBHS MO PACCMOTPEHUIO pEKJIaMaluii Ha MPEANOIOKHUTEIFHO HEKa4eCTBEHHYIO
OPOAYKIUIO W TPHHATHE pEIIeHUs 00 OT3bIBE NPOAYKIUH JOJDKHBI OBITh H3IIOKEHBI B
COOTBETCTBYIOIICH HHCTPYKIIHH.

8.3. CiemyeT NMpOBOAWTH TIHIATEIHHOE pPACCIECIOBAHUE pPEKIaMaIlluii M JOKyMEHTaJIbHO
oopMIIATH €ro ¢ omMcaHWEM JeTajield MPEeTeH3MH Ha KadecTBO mponykuuu. K stoll pabore
OOBIYHO CIIEAYET MPHUBIIEKATH JIUIIO0, OTBETCTBEHHOE 32 KOHTPOJIb Ka4eCTBA PO Ty KIIHH.

8.4. Ecnin 0OHapy’keHO WM IMTOJI03PEBAETCSI HECOOTBETCTBUE KadecTBa KaKOH-THO0 cepuu
NPOAYKIIUM YCTAaHOBJICHHBIM TpeOOBaHMSAM, CIEAYeT NpPUHATH pEUICHHE O TPOBEpKe
AQHAJOTWYHBIX Cepuil. B dYacTHOCTH, TpOBEpKE MOTYT OBITH IMOJIBEPTHYTHI JIPYyTUE CEPHH,
coaepxarrie nepepaboTaHHBINA MPOIYKT U3 ITON CEPHH.

8.5. PemeHnss m Mephl, MPHHATHIE IO JIIOOOW peKJIaMallUH, JOJDKHBI OBITh BHECCHBI B
COOTBETCTBYIOIIUI MPOTOKOJ HA CEPHIO MPOIYKIINH.

8.6. IIpoTokonmbl pekiaMaiyii CleAyeT PEeryJisipHO paccMaTpHBaThb M aHAJIM3HPOBATH C
IENbI0 BBIBJICHUS CHENM(PUYSCKHNX W TOBTOPSIONIMXCS (HAKTOPOB, TPeOYIOMUX 0Co00Tro
BHUMaHHS U KOTOPBIE MOTYT IIPUBECTH K OT3BIBY MPOTYKIIHH.

8.7. Ocoboe BHUMaHHE CIEAYET YICNATh OLEHKE TOTO, SIBJISCTCS JIM NMPUYMHOW OT3bIBA
danbcudukanus NPoayKIHH.

8.8. Ilpm ommOKax B TPOM3BOJCTBE, YXYIIICHHUH KayecTBa MPOIYKIHH, OOHAPYKECHHU
danbcuuKaMyu WM JPYTUX CEPbE3HBIX MPOOJIeMax ¢ KauyeCTBOM, B OTHOIIECHHU KOTOPBIX
NPEANPUHAMAIOTCS  KOPPEKTHPYIOIIUE  JIEHCTBHSA, MNPOM3BOIUTENh  005S3aH  W3BECTHTH
COOTBETCTBYIOIIHE KOMIIETEHTHBIC OPTaHBbl.

OT3BIB IPOAYKIIUH

8.9. Ha mpeanpusatum nomkeH OBITh Ha3HAYEH COTPYJHHUK, HMMEIOIIMH B CBOEM
pacnopsiKeHHH HEOOXOIUMBII TIEpCOHAJ, OTBETCTBEHHBIN 32 CBOCBPEMEHHBIN OT3BIB POy KIIUN
¢ peiHka. Kak mpaBmiio, 3TOT COTPYAHUK JTOJKEH ObITh HE3aBUCHUMBIM OT CIYXKO peanusaiuu u
MapKeTHHra. ECIU 3TOT COTPYIHUK HE SIBISETCS YIMOJIHOMOYEHHBIM JHUIIOM, TO JAHHOE JIHUIIO
JIOJDKHO OBITH OCBEZOMIICHO 000 BCeX (paKTax OT3hIBA MPOIYKITHH.

8.10. Ilopsmok OT3bIBa MNPOAYKIHMHU JOJDKEH OBITh PpErjaMeHTUPOBAH HHCTPYKLUEH,
KOTOPYIO CIIEAYEeT PEryJsipHO IPOBEPSTh U NEpecMaTPUBaTh.

8.11. OT3bIB MPOAYKLMH JTOJIKEH OCYILECTBIISATHCS ONEPATHBHO U B JTI000€ BpeMmsl.

8.12. KomneTeHTHBIE OpraHbl CTpaH, KyJa MOTJa ObITh HAMpaBJICHA MPOAYKIUS, JOJKHBI
OBITh HEMEAJICHHO WH(OPMUPOBAHBI O MPHHITHH PEIICHUs 00 OT3BIBE MPOIYKIUU B CBSI3U C
MOJI0O3PEHUEM WJIM OOHApPY>KEHHEM HECOOTBETCTBHS €€ KauecTBa.

8.13. JlokymMeHTalus 1Mo OTrpy3Ke MPOMYKIUU JAOKHA OBITh JOCTYIMHOM st jinia (JIuil),
OTBETCTBEHHOTO(BIX) 3a OT3BIB MPOAYKIMH, W COJAEPXKaTh JIOCTATOUYHYIO HWHMOpMaIuioo o0
OTITOBBIX MOKYHATENsIX U MPSAMBIX 3aKa3uuKkax (agpeca, Homepa TenedoHoB/(akcoB B pabouee u
B Hepabouee BpeMsi, HOMepa Cepril 1 00BEMBI TTOCTABOK), SKCIIOPTHHIX IMOCTABKaX M MOCTaBKaxX
00pa3IoB JIEKAPCTBEHHBIX CPEICTB.

8.14. Ha oTO3BaHHOW TPOAYKIMHU JOJDKHA OBITH COOTBETCTBYIOIIAs MapKHUPOBKA.
OTO03BaHHYIO MPOAYKIMIO CIEAYET XPAaHUTh B HAACKHO H3OJUPOBAHHBIX 30HAX JI0 MPUHATHUS
pelIeHus 0 ee JalbHEeNIIeM HCTIONb30BaHUH UIIN Y TUIIM3AIIIH.

8.15. IlocrnenoBaTenbHOCTh ACUCTBUI MPU OT3BIBE MPOMYKIUH TOJKHA OBITH OOpMIICHA
JTOKYMEHTalnbHO. OKOHYATENIbHBIH OTYET IOJDKEH cojepxkaTh OajaHC MEXIy KOJINYEeCTBOM
MIOCTABJIIECHHOM U OTO3BAHHOM MPOIYKIUH.



8.16. DddexkTuBHOCTE MEpONPHUATHH 1O OT3BIBY MPOAYKIHUU CJIENYEeT PEeryJsipHO
aHaJM3UPOBATh.

9. CaMOMHCIEKITNHT
OO01111E TTOTOKEHUS

CamouHcnekiyss (BHYTPEHHUI ayAuT) JOJDKHA TPOBOAMTHCS C LENbIO IPOBEPKH
BBIMIOJHEHUSI TPEANPUITHEM TPEOOBAHUN HACTOSILErO CTAaHAApTa U MPUHATHS HEOOXOIUMBIX
Mep MO YCTPaHEHHIO HEJOCTATKOB.

9.1. C uenpto obecrieyeHHs] KauecTBa MPOIYKLUHU BOIPOCHI, CBA3aHHbIE C pabOTOM
IepcoHaia, IMOMEUICHUsAMH, OOOpYJOBaHUEM, JOKYMEHTaluell, MpOU3BOACTBOM, KOHTPOJIEM
Ka4ecTBa U pean3alueil IEeKapCTBEHHBIX CPENICTB, MEPONIPUATHSIMHE 10 paboTe ¢ peKJIaMaIisiMA
U OT3bIBY MNPOAYKIMH, a TaKXkKe NPOBEICHUI0 CAMOMHCHEKIHH, JOJKHBI PerysspHO
paccMaTpuBaThCS B COOTBETCTBUU C YTBEPKICHHON POrpaMMOi.

9.2. CaMoMHCHEKIMs JODKHA HPOBOJUTHCS HE3aBUCUMO M THIATEIbHO CIELUAIBHO
Ha3HAYEHHBIM COTPYJIHUKOM(aMH), COCTOSIIMM(MMHU) B IUTaTe Opeanpustus. MokeT ObITh
HOJIE3HBIM MPOBEICHUE HE3aBUCHUMOTI'0 ayAUTa 3KCIIEPTaMU CTOPOHHUX OpraHMU3aLui.

9.3. Pesynbrarbl CaMOMHCIEKIMH JOJDKHBI ObITh  OQOPMIIEHBI JOKYMEHTAJIbHO.
[TpoTOKOJIBI, COCTAaBICHHBIE MO pe3yJbTaTaM CaMOWHCHEKIMH, JOJDKHBI BKJIIOYaTh B ce€0sl BCIO
MOJlyYeHHYI0  MHpOpMAnUi0 U  HEoOXOJuUMBbIE  KOPPEKTHpYlOIMe  JeHcTBUS  (Ipu
HeoOxonumocTtH).  [leiicTBus,  mpeanpuHUMaeMble 1O pe3yjbTaTaM  IPOBEAECHHOU
CaMOMHCIIEKIINH, cIieyeT 0pOpPMIISATh JOKYMEHTAIBHO.
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OCHOBHBIE TPEFOBAHINA K AKTUBHbBIM
OAPMALEBTUYECKUM CYBCTAHLUAM (ADC), UCITOJIb3Y EMbIM
B KAYECTBE NCXO/JHbBIX MATEPHUAJIOB

1. Beenenue

1.1. Henb

JlaHHas 4YacTh CTaHAapTa SIBISETCS PYKOBOACTBOM MO MNpuMmeHeHuro mnpaBwi GMP k
MPOU3BOJCTBY aKTUBHBIX (papmaneBTHuecknx cyOctanmuii (ADPC) ¢ menpio obecrniedeHus
rapaHTUU X KayecTBa U COOTBETCTBUS TPEOOBAHUSAM K UHCTOTE.

Tepmun "npousBoAacTBO" BKIOUaeT B ceOs Bce BUAbl omeparuii ¢ ADPC: mpuemky
HCXOJIHOTO CBIPbsl, MPOU3BOJCTBO, YIAKOBKY, MEPEYNaKOBKY, MapKHUpPOBKY, NEPEMAPKUPOBKY,
KOHTPOJIb KaueCTBa, BBIMYCK MIPOAYKIMH, XPAHEHUE U pEaIM3aliIo, a TAK)KE COOTBETCTBYIOINE
Mepbl KoHTpouis. [lonstus "nmomxen", "ciaenyer", mpuMeHsieMble B HACTOSILEM PYKOBOJICTBE,
YKa3blBalOT HAa PEKOMEHJALIMH, BBIIIOJIHEHUE KOTOPBIX IPEAIOJAaraeTcs, 3a HCKIYEHHEM
Clly4aeB, KOTJa UX BBIIIOJIHUTH HEBO3MOYKHO WJIM OHU MOTYT OBITh 3aMEHEHBI aIbTepPHATUBHBIMU
JeMCTBUSAMH, IO KpaiiHel Mepe, ¢ SKBUBAJICHTHBIM YPOBHEM 00€CIICUEeHUS KauecTBa MPOAYKIINH.

Crangapt He 3aTparuBaeT BOIPOCOB OE30MaCHOCTH MEPCOHaNa, 3aHSATOrO B MPOU3BOJCTBE,
U TpeOOBaHUIl MO 3aIuTe OKpy’Karouiei cpenabl. IIpon3BoauTeNs HECET OTBETCTBEHHOCTH 32
0€30MacHOCTh MEePCOHaja U OKPY KaIoLIeil cpeibl B COOTBETCTBUH C 3aKOHOAATEILCTBOM.

CrangapT He yCTaHABIMBAeT TPeOOBAaHUM, MPEABSBISIEMBIX IMPH PErucTpanuu (mmojaaye
3assBku Ha peructpanuio) ADPC, u He 3amensier TpeboBanmii dapmakorien, HE 3aTparuBaeT
MOJTHOMOYHMH COOTBETCTBYIOIIMX OPIaHOB I10 YCTAHOBIICHHIO CHEIM(PUUECKUX TPeOOBaHMHA K
A®C gnns  BeIIaYM  paspelieHds Ha  peau3aluio/POU3BOACTBO WM  NPUMEHEHHE
JeKapcTBEHHbIX cpelncTB. CieayeT BBINONHATH BCe TpPeOOBaHUS, YCTaHOBJCHHBIC IPH
rocyaapctBeHHou peructpauuu ADPC.



1.2. O6nacTb NpUMEHEHHUS

Cranpmapt ycraHaBiamBaeT TpeOoBaHus K mpousBoactBy A®DC, wHCmomp3yeMbIX B
JIEKapCTBEHHBIX CpEICTBaX /s 4YeJOBEKa M IKMBOTHBIX (MEIUIMHCKUX mpemaparax). K
IPOU3BOACTBY CTEpUIbHBIX ADPC OHO NPUMEHHUMO TOJIBKO 10 CTaaAuu cTepuinsanuu. Ctanaapt
HE PpacIpoCTpaHseTcs Ha MPOLECChl CTEPUIM3alUd U NPOU3BOACTBO cTepuibHBIX ADPC B
ACeNTHYECKUX YCIOBMSIX. DTH MPOLECCHI CIEAYET IPOBOJANUTH B COOTBETCTBUU C TPEOOBaHUSAMU
HACTOSILEro craHaapTa (B T.4. IpuBeAeHHbIMU B llpmioxkenun 1) m JIpyrux HOpMaTHBHBIX
JIOKYMEHTOB.

B ciydae npousBoAcTBa CpeNCTB MPOTUB HKTONAPA3UTOB MOTYT HMCIIOJIB30BATHCS APYTHE
HOpPMAaTUBHBIE JOKYMEHTHI.

CrangapT He pacHpOCTpPaHSAETCS Ha IPOU3BOJCTBO ILIEJIBHBIX KIIETOK, LEIBHONM KPOBU U
TUTa3MBbI, TPOM3BOIHBIX KPOBU U TUIA3MBI ((hpaKIIMOHMPOBAHUE TUIA3MBI), HO PACIPOCTPAHIETCS
Ha npousBoacTBO APC, moiayyaeMmbIX € HCIOJIB30BAHMEM KPOBM WIM IUIa3Mbl B KadecTBE
UCXOAHOIO Chipbd. Ha IpOM3BOACTBO KIIETOUHBIX CyOCTpaToB (MIJIEKONMTAIOLIUX, PACTEHUM,
HACEKOMBIX WJIM OaKTepHil, TKaHeW WM OpPraHoOB )KMBOTHBIX, B T.4. TPAHCTE€HHBIX )KMBOTHBIX) U
paHHHE CTaauM MPOW3BOJACTBA MOTYT PacHpOCTPAHATHCS TPEeOOBAaHMS HACTOSIIETO CTaHIApPTa,
BBIXOASIIME 3a paMKM JaHHOW wyacTu cra”papra. CraHmapT He pacHpoOCTpaHseTcs Ha
IPOM3BOJICTBO HEepac(hacoOBaHHBIX JIEKAPCTBEHHBIX CPEJICTB, HO PACIPOCTPAHAETCS HA aKTHBHBIC
dapmarnieBTHyecke cyOCcTaHIIMK, OTHOCsIIUECS K [IpunoskeHusiM 2 - 7 HAaCTOSIILEro CTaHAapTA.

Pasnen 19 cranpmapra comep uT TpeOOBaHMs, pPACIPOCTPAHSIOUIMECS TOJBKO Ha
npousBoAcTBO  ADC, wucnonap3yemblX 1 [MONY4YEHMs]  JIEKAPCTBEHHBIX  CPENCTB,
IpeIHAa3HAYCHHBIX I KIMHUYECKUX HCCIIEI0BaHUM (MCCIea0BaTeNbCKUX JIEKApPCTBEHHBIX
CPEICTB).

Wcxonnsiit Matepuan i npousBojactsa ADC - chlpbe, IPOMEKYTOUHbIE TPOAYKTHI HIN
apyrue A®C, ucnonsdyemsle B npousBoinctse ADC u Bxitouaemple B ADC B KadecTBe
CYIIECTBEHHOTO CTPYKTYpHOro 3jeMenTa. Mcxoansiit Matepuan st mpousBoactBa ADC Moxer
OBITh TPOAYKTOM (MaTEpHAIOM), TOJy4aeMbIM OT OJHOTO WM Oojiee TOCTaBIIMKOB, WU
MaTepUajIoM, IPOU3BOJUMBIM Ha camoM mpeanpustuu. Kak npasuino, mst npoussBoactsa APC
UCIOJB3YIOTCA HCXOIHBIE MAaTepUanbl C KOHKPETHBIMHM XHMHUYECKUMH CBOWCTBAMH U
CTPYKTYpOH.

[TpouzBogutenr ADPC nODKEH ONpEAeIUTh M JIOKYMEHTaJbHO O(POPMUTH CTAIUIO, C
KOTOpPOM JODKHO HaumHaThesl npous3BoacTBO ADC wu3 mcxogHoro ceipbs. s mporeccos
XMMHMYECKOIO CHUHTE3a 3Ta CTAaaus ONPEAEIAETCS KaK CTaaus BBOJA MCXOIHBIX MAaTepUalOB B
TEXHOJIOTHUECKU mporecc mnpousBoactBa ADC. [lng apyrux mnpoueccoB ((pepMmeHTaLUH,
9KCTPAaKLMU, OYMCTKM U IIp.) JAaHHYIO CTaJMI0O OHNPEIENAIOT C YYeTOM KOHKPETHBIX
ocobeHHocTel nponsBoacTBa. B Tabnuie 1 npuBeeHbl cTaguu Nponu3BoAcTBa pa3nudHbix ADC
C BBIJCJIICHHEM CTAaJWd, HAa KOTOPBIX MCXONHBIM MaTepual, KakK IIPaBHJIO, BBOAMUTICA B
TEXHOJIOTHYECKUN MPOLIECC.

Haunnas ¢ o2Toi cTaaum Ha JaHHBIE IPOMEXYTOUHbIE NPOAYKTHl W/WIM CTaauu
npousBojcTBa ADC nelCTBYIOT mpaBuia JaHHOW yacTH craHaapTa. OHU BKIIOYAIOT B ceOs
TpeOOBaHUSA K aTTeCTaluu (UCHBITAHUAM) KPUTHYECKUX CTaJud TEXHOJIOTMYECKOro IMpoliecca,
OKa3bIBAIONINX BIusiHUE Ha kKadecTBO ADC. B 1o ke BpeMst BBIOOp CTaJuli TEXHOJIOTHYECKOTO
nporiecca AJis MPOBEACHUS aTTeCTaluy (MCTIBITAHUI) HEe 00s3aTeIbHO 03HAYAET, YTO ITH CTAAUU
SIBJISIFOTCSI KpuTHdeckumu st kadecrsa ADC.

Koncynbrantllimtoc: npumedanue.
TexcT Tabnuipl 1, BeIIEIEHHBIH cepbiM (POHOM, B STIEKTPOHHON Bepcur 0003HAYEH 3HAKOM
"&H

TpeboBaHMs HACTOALIEH YaCTH PACIIPOCTPAHSIOTCS, KaK MPaBUIIO, HAa CTa/lUH, BbIICICHHbIE
B Tabmuue 1 cepsiM (OHOM. DTO HE O3HAa4yaeT, YTO B MPOLECCE MPOU3BOJACTBA JOJIKHBI
BBITOJIHATBCS BCE CTaJIUM, YKa3aHHbIE B AJaHHOW Tabnuue. CTporocts ciaeloBaHus TpeOOBaHUAM
GMP nomxHa Bo3pactaTh OT paHHUX cTaiuil mpousBojacTBa ADC k 3aBepllalONUM CTaIUAIM



TEXHOJIOTHYECKOT0 TPOoIecca, OYUCTKU U YIaKoBKU. Dusndeckyro o0padotky ADC, Takyro Kak
IpaHyJIALMs, TOKPBITHE 000JO0YKOM MM (pu3nyeckoe M3MEHEHUE pa3Mepa 4acTul] (Harmpumep,
rpyObIi M TOHKUH TIOMOJ), CJIEQYEeT MpPOBOAWTH, MO KpalHEH Mepe, B COOTBETCTBUM C
TpeOOBaHUSAMH HACTOSALIETO CTaHIApTA.

Tabauma 1



IMPUMEHEHUE CTAHIAPTA JUIA ITPOU3BOJCTBA ADC

Bun Craguu npousBoactea ADC, Ha KOTOPBIE paCIPOCTPAHAETCS JaHHBIN CTaHIapT

IIPOU3BOJCTBA (BBLIEJIEHBI cephIM (hOHOM)

XUMHUYECKUN IIpousBoacTeo BBoxa ncxoanoro &lIpousBoacTBO &Bruinenenne | &Dusnueckas

CUHTE3 HCXOJTHOTO Marepuana ADC | mpoMexyTOuyHOTO 1 O4nCTKa& 00paboTka u
MaTepuana il | B Mpoliecc MpoayKTa& yHakoBKa&
ADC

ADC, [Tonyuenue H3menbuenue, &BBoja ucxonnoro | &Beigenenne | &Pusnueckas

BBIJICIICHHBIC U3 (c6op) CMEIITUBAaHHE marepuaia AOC B |u ouncTtka& 00paboTka u

HCTOYHUKOB oprasa, U/ rpouecc yHakoBKa&

KUBOTHOTO KHUJIKOCTH WIN nepBoHavyalibHasl | MPOM3BOACTBA&

IIPOUCXOXKACHUS | TKAHEH 00paboTka

ADC, Co6op pacreHuii Hsmenpuenue u &BBon ucxoguoro | &Broimenenue | &dusnueckas

BBIJICIICHHBIC U3 nepBoHavyainbHasg | marepuana A@CB |1 ouncTka& o0paboTka u

HUCTOYHUKOB SKCTpaKUus porecc yHakoBKa&

pPacTUTEIBHOTO IIPOU3BOACTBA&

IIPOUCXOKIACHHUS

PacturensHbie COop pactrenuii | M3menbuenue u - &Jlanbueiimas | &Puznueckas

AKCTPaKTHI, nepBOHAYAIbHAS IKCTpakIusa& |oOpaboTka u

UCIIOJIb3yEMBIE B AKCTPAKLHS yHakoBKa&

kauecte ADC

ADC, cocrosime | COop pactenuii | Mi3menbueHue - - &Duznyeckas

U3 pa3MeNbyueH- W/WIH KYJIbTH- (pactupanue) o0OpaboTka u

HBIX WIIN BHUPOBaHHE U yHakoBKa&

pacTepThIX B cbop

MOPOILIOK

pacTeHUI

buorexnosnorus: Coznanue &llonnepxuBanue | &Kynbrypa &Brigenenne | Ouzndeckas

dbepmenTanus/ TJIABHOTO U pabGouero OaHKa KJICTOK W/WIN U OUUCTKa& o0paboTka u

KyJbTypa pabouero KIIETOK& bepmeHTanuA& yIaKoBKa

KIJICTOK

0aHKOB KJIETOK




"Knaccuueckas" Coznanue [HonnepxxuBanue | &BBoa KieTok B &Bpinenenue | Pusndeckas
dbepmenTanus OaHKa KJIETOK 0aHKa KIIETOK pouecc U OUUCTKa& o0paboTka u
JUTS IPOM3BO/I- bepMeHTaIMU& yIaKoBKa
ctBa ADC

YCUJIEHUE TPESOBAHUN GMP ->




Hacrosimmii  crangapT He  pacHpoOCTpaHsAETCs Ha  TEXHOJOTMYECKUE  CTaauH,
IPEIECTBYIONIME BBOAY MCXOAHBIX MaTepuaoB [uisl npousBojcTBa ADPC B TEXHOJIOTMYECKUN
poLuecc.

Tepmun "akTuBHas (hapmaneBTHUECKas CyOCTaHIMA" MOMKET HCIOIB30BATHCS HapPSIy C
TepMHHOM "akTuBHasi cyOctaHius". TepMHUHBI U ompeAeneHusi, NMpuBeAcHHbIE B pazaene 20
gactu II, oTHOCATCSA TONBKO K 3TOM wacTu. Psap TepmuHOB ompeznesieH B 4acTh | M 1omkeH
MCIIOJIb30BAThLCS B TOM XK€ CMBICIIE.

2. O0ecreueHue KayecTBa

2.1. O01He moJI0KEHUS

2.10. OTBETCTBEHHOCTHh 3a KaueCTBO BBIITYCKAEMOrO TMPOAYKTAa HECET BECh MEPCOHA
PEIPUITUSI-IPOU3BOTUTEIS.

2.11. Ha kaxmoM MpennpusaTud cieayer pa3padoTarh, JOKyMEHTAIBHO OQOPMHUTH U
BHEJJPUTH CUCTEMY 00eCIeYeHHs KauecTBa, KOTOpas MpeayCMaTpUBaeT aKTUBHOE y4acTHe B Hel
PYKOBOJUTENEH IPEANPUITHS U BCErO IEPCOHAJIA, 3aHATOTO B IPOU3BOJICTBE.

2.12. Cucrema obecriedeHHsi KayecTBa OXBAThIBAET OPraHHU3AIMOHHYIO CTPYKTYpY,
UHCTPYKLUH, METOJMKH, TPOLECCHl M PECYpPChl, a TaKXKe JAEWCTBUSA, HEOOXOIMMBIE s
obOecrieuenus rapantuu cootrBeTcTBUsI ADC Bcem TpeOOBaHUSIM K KayecTBY U UHCTOTE.
JlesiTenbHOCTh, CBSI3aHHAs C OOECledYeHHWeM KadyecTBa, JOJDKHA OBITh YETKO OINpejieiieHa |
JOKYMEHTaJIbHO 0OpMIICHA.

2.13. TloagpazmeneHus (OTHEINBI, CIIy>KObI), OTBETCTBEHHBIC 32 00ECIEUYCHHE W KOHTPOIb
KauyecTBa, OJDKHBI OBITh HE3aBHCUMBIMH OT MPOU3BOACTBA. DTH (DYHKIHUU MOTYT BBIMOJHATH
OTJeNIbHBIC TTOApA3CICHHs 10 00ECTICYCHUIO W KOHTPOJII0 KadecTBa JINOO OBITH BO3JIOKEHBI HA
OJIHO NTUIO (TPYTITY JIMII) B 3aBUCUMOCTH OT 00BEMOB U CTPYKTYPbI IPEATPUSITHSL.

2.14. Cnenyer ompenenutb Kpyr JUL, OTBETCTBEHHBIX 3a BBIIMYCK IPOMEXKYTOUHBIX
npoayktoB u ADC.

2.15. Bce peiicTBHA 1O KOHTPOJIO KayecTBa cienyeT oQOopMIATh JOKYMEHTaIbHO
HEMOCPEACTBEHHO MPHU UX BHIIOTHEHHH.

2.16. JIroOble OTKJIOHEHHS OT MNPHUHATHIX HHCTPYKUUH IOJDKHBI OBITh OOOCHOBaHBI U
oQOpMIIEHBI  JOKyMEeHTalbHO. KpuThueckue OTKJIOHEHHUS CJEQyeT paccliefjoBatb ¢
HEOOXOIUMBIM JJOKYMEHTAIBHBIM O(OPMIICHHEM.

2.17. He pomyckaeTcs BBIYCKaTh WJIM HCHOJBb30BATh MATEpHAIbl J0 MOJIYYEHHUS
MIOJIO’KUTEIBHOIO 3aKIOYEHMs] OTAeNa(0B) KAadyecTBa, €CIM HE YCTAHOBIIEH CIIELHAIbHBIN
MOPSAZIOK, JIOMYCKAIOIIUKA COOTBETCTBYIOIIME OTKJIOHEHUS (HampuMmep, BBIIYCK MaTepualoB,
HaxXOJAIIMXCS B KapaHTHHe, mnpuBeAeHHbIX B 10.20 HacTosIero pyKOBOJCTBA, WU
HCIIOJIb30BAaHUE CHIPhS WM MPOMEXKYTOUYHBIX MPOAYKTOB, OIIEHKA KayecTBa KOTOPBIX €Ille He
3aBepLICHA).

2.18. Crnenyer pa3paboTaTh TOPSIOK CBOCBPEMEHHOTO W3BEIICHUS PYKOBOJICTBA
OPEANPUATHS O pe3yJIbTaTax MHCIIEKLUH, TPOBOJAUMBIX OpraHaMH KOHTPOJISL U Ha30pa, cIydasix
CEpbE3HOr0 HapylLIeHHs TpeOOBaHUN HACTOSIIETO CTaHIapTa, OOHApY)XKEHHsSI HECOOTBETCTBUS
OPOAYKTa W MPHHATHIX Mepax (IMpeTeH3MsIX K KayecTBY MPOAYKLHHU, OT3bIBAX MPOIYKIHH,
3aKJIFOUEHUSX UHCIIEKIIUU U T.JI.).

2.2. OyHKIMU U OTBETCTBEHHOCTD MOAPA3ACIICHUN 110 00ECIIEYEHNIO U KOHTPOJTIO KauyecTBa

2.20. JlesTenbHOCTh MOJApA3ACICHUNH 1O OOECNEUYEHUI0 M KOHTPOJIO KauecTBa
pacnpocTpaHseTcsl Ha BCE aCIEKThl KaueCTBa.

2.21. IloppazaeneHus mo oOECIEUCHUIO U KOHTPOJIIO KayecTBa JOJDKHBI paccMaTpuBaTh U
COIJIaCOBBIBAaTh (YTBEPKIATh) BCE JOKYMEHTHI, UMEIOIINE OTHOLIEHNE K KaUeCTBY HMPOIYKIUH.

2.22. OyHKIUHU U OTBETCTBEHHOCTbH CITY>KOBI KauecTBa, HE3aBUCHUMOM OT NMPOU3BOJACTBA, HE
MOTYT OBITh NEpeJaHbl JPYyTUM MOJpa3ieieHusM Wi junaMm. OyHKIMM U OTBETCTBEHHOCTh



3TOHM CITy>KOBI JIOJDKHBI OBITH O(OPMIIEHBI JOKYMEHTAJIbHO W BKIIOYATh B ceOs, N0 KpaitHen
Mepe, ClenyIolIee:

1. Bemmyck wimn o1361B 100X ADC. BBITyCK MM OT3BIB MPOMEKYTOYHBIX MPOIYKTOB,
MCIIOJIb3YEMBIX BHE 30HBI KOHTPOJIS IPEAPUITHSI-TIPOU3BOIUTEIIS.

2. Pa3pa0boTKy ¥ BBOJ B IEWCTBHE CUCTEMBI BBIITYCKa WIIM OT3bIBA CBHIPhS, IPOMEKYTOUHBIX
IPOAYKTOB, YIIAKOBOYHBIX U MIEYaTHBIX MaTepHaIOB (MaTepHAaJIOB Ui MApKUPOBKH).

3. TlpoBepku cepur roTOBOM HPOAYKIMH M HPOTOKOJOB J1a0OpAaTOPHBIX aHAIM30B Ha
KPUTHUYECKHUX CTAIUAX TEXHOJOTMYECKOro npouecca A0 Bbiycka ADPC B peannsanuio.

4. PaccnenoBaHue NMPUYMH KPUTHYECKHX OTKJIOHEHUI MHapaMeTpoB OT YCTAaHOBIJIEHHBIX
3Ha4eHUH C MPUHATHEM HEOOXOAUMBIX Mep U T.J.

5. CornacoBaHue Bcex cnenu(uKanuii 1 TEXHOJOTHUECKUX HHCTPYKIUH 110 TPOU3BOJICTBY
IPOAYKIUH.

6. CornacoBaHue BCceX MHCTPYKLIMHA U METOAMK IO KAYECTBY MPOMEXKYTOUYHBIX MPOJTYKTOB
i ADC.

7. KoHTposb npoBeieHUs] BHyTPEHHUX MTPOBEPOK (CAaMOMHCHIEKIUIN).

8. CornacoBaHue MpOU3BOAUTENECH MPOMEXYTOUHBIX poaykToB 1 ADC, paboTaromux 1o
KOHTPAKTY.

9. CornacoBaHne HM3MEHEHHWH, KOTOpBIE MOTYT OKa3aTb BJIMSHHE Ha IPOMEKYTOYHBIE
npoaykTsl 1 ADC.

10. PaccMoTpeHne M coOryiacoBaHUE IMPOTOKOJIOB M OTYETOB O IPOBEAEHUM aTTECTALUN
(ucnbITaHUM).

11. KonTponb paccienoBaHusi NPETEH3HMM, CBS3aHHBIX C KAauyeCTBOM IPOAYKLHH, U
IPUHATHS HEOOXOIUMBIX MEp.

12. KoHTpOJIb CBOEBPEMEHHOI'O BBIMOJIHEHUS] TEXHUUECKOTO 00CTYKUBAHUS U KaTUOPOBKH
(TIOBEpKM) KPUTUYECKOTO 000PYI0BaHUS B COOTBETCTBUU C YCTAHOBJIEHHBIM MOPSIAKOM.

13. KoHTposs npoBeieHHs HCIIBITAHUNA U 0()OPMIIEHUS UX PE3yJIbTaTOB.

14. Kontpons (nmpu HeoOXomumMocTH) MAaHHBIX O crabwibHOCTH ADC  w/wm
IPOMEKYTOUHBIX MPOTYKTOB JJIs1 0OOCHOBAHUS J1aThl UX IOBTOPHOT'O KOHTPOJISl, CPOKA TOAHOCTH
U YCJIOBUM UX XPaHEHHUS.

15. CocraBiieHHE OTYETOB O Ka4yecTBE MNPOAYKIHMH (Tmompasfaen 2.5 HaCTOSIIETo
PYKOBOJICTBA).

2.3. ®yHKUMU U OTBETCTBEHHOCTb MTPOU3BOACTBEHHBIX MOAPA3ACICHUM

OYyHKIIMM M OTBETCTBEHHOCTh IPOU3BOJCTBEHHBIX NOJpa3AefieHuil JOKHBI ObITh
o(opMIIeHBI TOKYMEHTAJIBHO M BKJIIOYATh B ce0s, IO KpaiiHel Mepe, cleayromiee:

1. Pa3paboTky, mepecMoTp U coryiacoBaHKE (YTBEPXKIACHUE) HHCTPYKIUH TTO TPOU3BOACTBY
MPOMEXKYTOUHBIX MpoaykToB w/miu ADPC, a Takxke oOecnedyeHne WHCTPYKIHUSIMH BCEX
MPUYACTHBIX TOAPA3AEICHUN U UCTIOJIHUTEIEH B COOTBETCTBUU C YTBEPKIACHHON MHCTPYKIIUEH.

2. IlpomsBoactBo ADPC wu, npu HEOOXOAWMOCTH, NPOMEKYTOUHBIX NPOIYKTOB B
COOTBETCTBUH C YTBEPKICHHBIMU MHCTPYKIUSMHU.

3. PaccMoTpenue Bcex MPOTOKOJIOB IPOU3BOCTBA CEPUN MPOILYKIIUH U TIOATBEPIKICHHE UX
MOJTHOTHI ¥ IPaBUIILHOCTH OopmiieHus (TIOAMKUCAHNSA) B YCTAHOBICHHOM MOPSAKE.

4. KoHTponb NpOBEAEHHUS aHAIM3a BCEX OTKIOHEHMH B IpOLECCe IPOM3BOJCTBA M
paccieoBaHUM  KPUTUYECKUX  OTKJIOHEHHH €  COOTBETCTBYIOUIMM  JIOKYMEHTAJIbHBIM

oopmieHuem.

5. KoHTponb 4YHMCTOTHI TPOWU3BOACTBEHHBIX TOMEIICHUH |, NMPH HEOOXOJMUMOCTH, HX
Ne3uH(DEKIHH.

6. KoHTpOJIb BBIMOTHEHUST HEOOXOIUMBIX KATMOPOBOK (ITOBEPOK) U XpaHEHHUS MPOTOKOJIOB
KaJTHOPOBKH.

7. KoHTponb copepikaHus TMOMENICHUH W O0OpyJOBaHUS B HAJUICKAIIEM COCTOSHUH H
XpaHeHI/ISI COOTBGTCTByIOH_II/IX HpOTOKOJIOB.



8. KoHTpoms BegeHus u coracoBanus (YTBEPKICHUS) TPOTOKOJIOB M OTYETOB aTTECTAIIHU
(ucmipITaHuit) 000PYAOBaHUS U TPOIIECCOB.

9. Ouenky mpeuiaraéMbIX W3MEHEHHH B TNPOJYKIHH, TEXHOJOTHYECKOM MpOIEecce HITH
000pyI0BaHUMU.

10. KoHTpons mpoBeAeHHS  aTTeCTalld HOBBIX M, TIpA  HEOOXOAWMOCTH,
MOJICPHU3UPOBAHHBIX ITOMEIICHHH 1 000pYJ0BaHHS.

2.4. BuyTpeHHHe ayAUTHI (CAMOMHCIICKIIHH )

2.40. lns monrBepxkaeHus cooTBeTCTBUS Npon3BoacTBa ADC TpeOOBaHUSIM HACTOSIIETO
CTaHaapTa cjeayeT PEryJspHO MPOBOJUTH BHYTPEHHHE ayJUTHl COTJACHO YTBEP)KIECHHOMY
rpaduKy.

2.41. PesynpTarthl ayaWTa W TMOCIEAYIOIIME KOPPEKTUPYIOIIWE JEUCTBUS CIETYyeT
0hOpMIIATh JTOKYMEHTAJbHO U TPEACTABIATH PYKOBOJACTBY mNpeanpustus. JlelcTBus mo
pe3yJbTaTaM ayJuTa CielIyeT BBIIIOIHATH CBOEBPEMEHHO M HAJICKAIINM 00pazoM.

2.5. AHanu3 KadecTBa NpOAYKIUHU

2.50. Jlns TOATBEpXKIACHUS TOCTOSHHOTO COOTBETCTBUS TEXHOJOTMUYECKOTO IMpoIecca
YCTaHOBJICHHBIM TPEOOBAHUSAM CIEAYET PETYJspHO MPOBOAUTH aHanu3 kadectBa ADC. Takoi
aHaJ u3 CIEAyeT MPOBOJUTH, KaK TMPABHIO, E€XKErOJHO C IMOCICAYIOMUM JOKYMEHTAIbHBIM
opopmienreM. OTUeT 0 MPOBECHUHU aHANM3a KayecTBa MPOIYKIUHU JOJDKEH BKIOYaTh B ceOsl,
10 KpailHEN Mepe, CIeayroee:

- paccMOTpEHHE Pe3yJIbTaTOB BHYTPHUIPOU3BOJICTBEHHOTO KOHTPOJS M ucnblTaHud ADC
M0 KPUTHYECKUM TTapamMeTpam;

- aHaJIKU3 JAHHBIX 000 BCEX CEPUAX MPOIYKIUHU, KA4YECTBO KOTOPHIX HE COOTBETCTBOBAIIO
YCTaHOBJICHHBIM TPEOOBAHUSIM;

- aHaJIM3 BCEX CYIIECTBEHHBIX OTKJIOHEHHH B TEXHOJOTHYECKOM IPOIIECCe U Pe3ybTaThl
paccieaoBaHUs UX PUYUH;

- paccMOTpeHHe BCEX MW3MEHEHMH, BHECEHHBIX B TEXHOJOTHYECKHH Mpolecc HIu
AQHAJTUTUYECKUE METO/IbL;

- pacCMOTpEHHE Pe3yJIbTaTOB HEMIPEPHIBHOTO KOHTPOJIS CTAOMIBHOCTH;

- aHaJIU3 BCEX MPETEH3MUH, BO3BPATOB U OT3BIBOB, CBSI3AHHBIX C KAYECTBOM IPOYKIINUH;

- aHaynu3 3¢ (GEeKTUBHOCTH BCEX KOPPEKTUPYIOIIUX ICHCTBUM, MPUHATHIX MO pe3yJibTaTaM
ayauTa.

2.51. Cnenyer OLECHWTH PE3ynbTaThl aHAIW3a W TMPHUHATH pPEIIEHHE O HEOOXOIUMOCTH
NPUHATHS COOTBETCTBYIOIIMX MEp WM TMOBTOPHOW artecTammu (ucmbiTaHuii). OO0OCHOBaHUE
HEOOXOJUMOCTH 3TUX MEp JOJDKHO OBITh O(QOPMIIEHO IJOKYMEHTAlIbHO. YKa3aHHbIE Mepbl
JOJI’KHBI OBITH BBITIOJIHEHBI CBOEBPEMEHHO U HA/ITIEKAIITUM 00Pa30M.

3. [lepconan

3.1. KBanudukanus nepconana

3.10. TlpowmsBomcTBO JOMKHO OBITh  YKOMIUIEKTOBAHO HEOOXOJMMBIM  YHCIIOM
COTPYAHHMKOB, MMEIOUIMX COOTBETCTBYIOIIEE OOpa3oBaHME, MPOUICAMINX OOydeHHe W/Win
MMEIOIINX JOCTATOYHBIA ONBIT paboThl B Tpon3BoACTBE ADC U MPOMEKYTOUHBIX TPOIYKTOB.

3.11. OTBETCTBEHHOCTh U O0SI3aHHOCTH BCEX COTPYIHUKOB, PaOOTAIOMIKUX B MPOU3BOJICTBE
A®C 1 npoMeKyTOUHBIX TPOAYKTOB, JOKHBI ObITh TOKYMEHTaJIbHO O(OPMIICHBI.

3.12. Cnenyer mTpoOBOAUTH perysipHoe oOOydeHHe TMepcoHaja C MPHUBJICUYCHUEM
CHEIHMAIMCTOB HeoOxoauMon KkBanudukamuu. OTO 00ydeHHE [OJDKHO OXBaThIBaTh, Kak
MHUHHMMYM, BOIPOCHI, CBSI3aHHBIC C BBIMOJIHEHHEM KOHKPETHBIX oOmepanuii u TpeOoBaHUN
HACTOALIET0 CTaHIapTa B 4YacTH O0O0s3aHHOCTEH MJAaHHOTrO coTpyaHuka. CremyeT BecTH U
COXPaHATh MPOTOKOJIBI 00YUYEHHUSI COTPYAHUKOB, a TAKXKE MPOBOAUTH MEPUOJHMUECKYIO OIICHKY UX
KBTI (UKAIIAH.



3.2. I'uruena nepcoHaina

3.20. Ilepconan nomkeH coOaoaaTh NpaBuia TUTUEHBI.

3.21. [IlepcoHanm [OMKEH HOCUTb YHUCTYI0 OAEKAY, COOTBETCTBYIOIIYI  €ro
IIPOU3BOJCTBEHHON JiesATenbHOCTU. CleayeT onmpeaesuTh MOpsIoK 3aMeHbl 3TOM onxexabl. s
3anuThl APC 1 IpoOMEKYTOUHBIX MaTEpUaoB OT 3arpsA3HEHUs, IPU HEOOXOAUMOCTH, CIEAyeT
HOCUTbD JIOTIOJIHUTENIbHBIE JIEMEHTBI OJI€X/1bl, IOKPBIBAIOIINE TOJIOBY, JIULO U PYKH.

3.22. Cnenyet n3z0erath NpsIMOro KOHTAKTa IIEPCOHANA C MPOMEXYTOUYHBIMU NMPOJYKTaMHU U
ADC.

3.23. KypeHue, mpueM NMIIM U HANWUTKOB, X€BaHME PE3UHKM U XpaHEHHE MPOAYKTOB
NUTaHUSI JIOMYCKAIOTCS TOJBKO B CIELMAIbHO BBIJACIEHHBIX MECTaX, OTHAEICHHBIX OT
IPOHU3BOJICTBEHHBIX MTOMEIEHUH.

3.24. CorpynHukd ¢ WHQEKIMOHHBIMUA 3a00JICBaHUSIMH WU HUMEIONINE OTKPBITHIE
HOBPEXJCHUS Ha HE3aKPBITBIX yYacTKax Tejla He JOIMYCKalTCs K paboTe, €ciau 3TO MOXKET
orpa3uthes Ha kadecTBe ADC. J[1000# coTpynHUK ¢ 3a00JIeBaHUEM WM HAJIWYUEM OTKPBITON
paHbl, BBIIBICHHBIMU IPU MEIUIIMHCKOM OCMOTpPE WJIM HAOJIOJCHUH, TOJKEH OBbITh OTCTpaHEH
OT MPOU3BOJICTBEHHBIX ONEpalii, IPU BHIMOIHEHUH KOTOPHIX COCTOSIHUE €0 30POBbS MOKET
HeOJIaronpusaTHO NOBIMATh Ha KkadecTBO A®MC, 10 BBI3JOPOBICHUS WM MOJIYYECHHUS
MEAUIMHCKOIO 3aKII0YEHHS O TOM, YTO HaX0XJIEHUE ATOr0 COTPyAHMKA Ha paboyeM MecTe He
HpeCTaBiseT pucka i 6e3onacHocT win kayectsa ADC.

3.3. KoHCynbTaHTBI

3.30. KoHCynpTaHTHI IO BOIpOCaM MPOU3BOJACTBA U KOHTPOJI KauecTBA MPOMEXKYTOUHBIX
matepuanoB win AD®C ToKHBI UMETh COOTBETCTBYIOIIEE 00pa3oBaHHE, MOATOTOBKY M OIBIT
paboTHI MM COYETAaHHE BBILICTIEPEUUCIICHHBIX TPEOOBaHUIA.

3.31. Cnenyer opraHu3oBaTh BEJEHME U XpaHEHUE TPOTOKOJIOB O MPOBEIECHUU
KOHCYJIbTAIIMH C yKa3aHHEM UMEH, aIpeCcOB, CIIEHUAIBHOCTEH 1 BUJIOB YCIIYT, MPEI0CTABIISEMbIX
TUMHU KOHCYJIbTAaHTAMH.

4. 3naHus1, TOMEIICHUS U UHKEHEPHBIE CUCTEMBI

4.1. IlpoekTUpOBaHKUE U CTPOUTEIIHCTBO

4.10. Ilpu pa3MmelieHUM, NPOEKTUPOBAHUU U CTPOUTEIBCTBE 3JaHUN U IOMEIICHUH,
INpeIHa3HAaYeHHbIX Ui TPOU3BOACTBA MPOMEXKYTOUHBIX TNpoaykToB u ADC, cuemyer
npeIycMaTpuBaTh yAOOCTBO WX JKCIUTyaTallMd W OOCIYKUBAaHHUS B COOTBETCTBHUHM C BUIOM U
cTaauel mpousBojcTBa. [Ipu mMpoeKTUpOBAaHUU MOMELIEHUM ClieyeT CBOAWTh K MUHUMYMY
BO3MOXKHOCTh 3arpsi3HeHusi. Ecnmu st mpomexyTouHbiX npoayktoB u ADC ycTaHOBIEHBI
TpeOOBaHUS K MHKPOOHOW YHCTOTE, TO TMpPH MPOCKTHUPOBAHUM TOMEIICHUNH CleqyeT
MpeyCMaTPUBATh 3alIUTy OT MUKPOOHBIX 3arpsi3HEHHM.

4.11. 3paHust ¥ MOMENICHUSI OKHBI MMETh JOCTAaTOYHBIE pa3Mepbl ISl pa3MELICHUS
000pyI0BaHUS U MAaTEPUAIIOB C IIEJIbIO MPEAOTBPAILCHHUS UX MEPEY THIBAHUS U 3arPsI3HEHUSI.

4.12. O6opynoBanue, obecreunBaroIlee HAUICKAILYIO 3alIUTy MaTepHaJIOB (HampuMmep,
3aKphITasl WM M30JIMPOBAHHAs CHUCTEMA), MOXET YaCTUYHO BBIXOJUTH 32 TIPElEbl
MIPOU3BOJCTBEHHOTO MTOMEIIEHUSI.

4.13. Ilpu opranu3anuy MOTOKOB MaTEpUAJIOB U NEPCOHANA B 3JaHUSIX WM MOMELIEHUIX
JOJKHO OBITH MPEeTyCMOTPEHO MPEeJOTBpAIlCHNUE epenyThIBAaHUS U 3arpsS3HEHHS] MaTEpPUAaIOB U
MPOJTYyKIIMH.

4.14. Cnenyetr npeaycMaTpuBaTh OTIIEIbHBIE 30HBI WU APYTU€ aJCKBAaTHBIC PEIICHUS IS
CIEQYIOIINX ONEepaLlnii:

- ToJy4yeHus, uAeHTU(UKAIMHU, OTOOpa Mpod M HAXOXKIEHUS B KapaHTUHE HCXOIHBIX
MaTepHUasioB JI0 BbIIaYW Pa3pelieHHs Ha BBIMTYCK WJIK OTKJIOHEHUE;



- HaXOXJEHHsI B KapaHTHHE 10 BbINYCKa WM OTKJIOHEHMsS NPOMEKYTOUHBIX MPOTYKTOB
nmm ADOC;

- oTOopa nMpod MPOMEKYTOUHBIX TPOAYKTOB Wi ADC;

- XpaHEHUs OTKJIOHEHHBIX MAaTepHUaloB JO MPHUHATUS peleHus 00 MX JajbHeliem
UCIIOJIb30BaHUU (HaIIpUMeEp, IIPU BO3BpaTe, epepadOTKe UM YHUUTOKEHHUH);

- XpaHEHHUS BBINYIIEHHBIX MAaTEePUAJIOB;

- BBIIIOJIHEHUS TEXHOJIOTUYECKUX ONEPALINL;

- BBITMIOJIHEHUS ONepaIfii 0 yIaKOBKE U MAPKUPOBKE;

- IPOBEICHUS 1a0OPAaTOPHBIX aHAIU30B.

4.15. Caenyer nmpenycMaTpuBaTh HEOOXOIUMbIE TOMEIIEHUS AJIs MOATOTOBKU MEpCOoHaa
(MBITBE PYK M TIp.) U TyaJIeThl, 0OECIEUUTh MX TOpsSdYel M XOJIOAHOM BOAOHM, MBIJIOM WIIU
JPYTUMH MOIOIIUMH CpeACcTBaMH, (EeHaMU Ui PyK WIM OJHOPA30BBIMU IOJIOTEHLAMH.
[lomemiennss ans TOATOTOBKM TEPCOHANIA M TyajeTbl JOJDKHBI OBITh OTHENEHBI OT
NPOM3BOJICTBEHHbIX 30H (HE MMETh B HHMX IHPSAMOro BbIXOJA), HO JOJDKHBI OBITh
JIETKOJOCTYIHBIMU I nepcoHana. [Ipn Heo6X0AUMOCTH clieyeT NpelyCMOTPETh TOMEILEHUs
JUIS IPUHATHS Ty1a W/WIA NepeoieBaHMs.

4.16. Kak mpaBuiio, 1ab0paTOpuu U MOMEIIEHHUS, B KOTOPHIX MPOBOSAT aHATU3bI, TOJKHBI
OBITh PpACIOJIOKEHBl OTIEIBHO OT IPOU3BOJACTBEHHBIX 30H. Ecinm mpoBojuMble B 30HaX
TEXHOJIOTMYECKHUE ONEpallMK HE BIHUSAIOT HA pe3yibTaThl aHalW3a, a padora jaboparopuil He
OKa3bIBaeT OTPULATEIBHOIO BIUSHMS Ha MPOU3BOJACTBO MPOMEKYTOUHBIX MPOAYKTOB U ADC,
nabopaTopur (B YaCTHOCTH, JJAOOPAaTOPUH BHYTPHIIPOU3BOACTBEHHOT'O KOHTPOJISI) MOTYT OBITH
pAacIoyIo’KEHb! B POU3BOJCTBEHHBIX 30HAX.

4.2. IHxeHepHbIe CUCTEMBI

4.20. Cnenyer nmpoBOAMTH aTTECTAIMIO0 MHKEHEPHOIO 00OPYJOBAHMSI MU TEXHOJIOTHYECKHUX
cpen (Hampumep, Tmapa, ra3oB, CXKaTOro BO3/AyXa, CHUCTEM OTOIUICHHUS, BEHTHIIALIUHU,
KOHJUIIMOHUPOBAHUS M Tp.), KOTOPbIE MOTYT OKa3aThb BIUSHHUE Ha KAue€CTBO MPOIYKIHH, U
oOecreunBaTh UX KOHTPOJIb U TEXHHUYECKOEe oOciyxuBaHue. [Ipn HECOOTBETCTBUM MapaMeTpOB
YCTAaHOBJICHHBIM 3HAYEHUSM CIIeyeT MPHUHUMATh HeoOxomumbeie Mepbhl. Ha mnpennpustuu
JOJI’KEH XPAHUTHCS COOTBETCTBYIOMIMIA KOMIUIEKT TOKYMEHTAIIUH.

4.21. Tlpn HeoOXOIUMOCTH CIEAyeT MPelyCMAaTPUBATh CUCTEMBI BEHTHIISIIUU, OUYUCTKU U
BBITSDKKM Bo3Ayxa. [Ipu MpOeKTHpOBaHMM M MOHUTOPUHIE 3TUX CHCTEM CJEIyeT CBECTH K
MUHUMYMY PUCK IIPSIMOTO U NMEPEKPECTHOIO 3arpsA3HEHMS U MPESYCMOTPETh COOTBETCTBYIOIINM
KOHTPOJIb MMapaMEeTPOB Ha KaXKIOW TEXHOJOTHYECKOW cTaiauu (HarpuMep, AaBJICHUS BO3yXa,
HAIMYUST ~ MUKPOOPTraHU3MOB (TIpU  HEOOXOMUMOCTH), 3ambUICHHOCTH, BIAKHOCTH U
temriepatypbl). Ocoboe BHHUMaHUE CleAyeT yACIUTh 30HaM, B KOTOpbix ADC monBeprarorcs
BO3JCHCTBUIO OKPYKAIOIIEH CPEBL.

4.22. B 0Opou3BOJACTBEHHBIX MOMENICHUAX C PEUUPKYJALUEH BO3AyXa CIEOyeT
IIPEyCMOTPETHh MEPBI IO MTPENOTBPALLEHUIO PUCKA NTPSMOTO U IEPEKPECTHOTO 3arP3HEHMUS.

4.23. Crnenyer mnpemycMOTpeTb MAapKUPOBKY WM HWHOHM MeTOoA HWACHTH(HUKAINN
CTAIlMOHAPHBIX CHUCTeM TpPyOONpoOBOMOB (Hampumep, MYyTeM MAapKUPOBKU  OTAEITBHBIX
TpyOONpoBOJOB, oObOecreyeHueM JIOKyMEHTAllud, MPUMEHEHHEM CHUCTEM C KOMIIbIOTEPHBIM
yIOpaBI€HUEM M KOHTpojeM W Tp.). Pacmomokenue cuctembl TpyOOIPOBOJOB HE IOJKHO
MPEICTABIISITh ONACHOCTD 3arpsI3HEHUS MPOMEKYTOYHBIX MPOAYKTOB 1 ADC.

4.24. KananuzaioHHble TPYOBl JOJDKHBI MMETh COOTBETCTBYIOIIME pa3Mepbl U, TpHU
HEOOXOJAMMOCTH, MUMETh pa3pbiB CTPYH JHUOO NIpPyrHe CpeicTBa MPEeAOTBpAIIEHUS OOpaTHOTO
MOTOKA.

4.3. [ToaroToBKa BObI
4.30. Boga, ucnonb3yemas mnpu npousBoactse ADC, nomkHa COOTBETCTBOBATH CBOEMY
HA3HAYCHHIO, YTO JOJHKHO OBITh MOATBEPKICHO JOKYMEHTAIBHO.



4.31. 3a UCKJIIOUEHHEM OT/IEJIbHO OTOBOPEHHBIX CIIy4aeB, KAU€CTBO BOJIbI, UCIIOJIb3YEMOH B
MPOU3BOJCTBE, JMAOJKHO, KaK MHHUMYM, COOTBETCTBOBAaTh TPEOOBAaHUSAM JIEHCTBYIOIIMX
CTaHJapTOB, MPEABSIBISIEMBIM K TUTHEBON BOJIE.

4.32. Ecmu pana oGecneuenus kadectBa ADC xapakTepuCTUK MUTHEBOM  BOIbBI
HEJOCTATOYHO W HEOOXOAUMBI 0Oojiee IKECTKHE TpeOOBaHHWSI K XUMHYCCKUM  H/WIIN
MUKPOOHOIOTUYECKUM XapaKTEPUCTUKAM BOJIbI, JOJKHBI ObITh pa3paboTaHbl TpeOOBaHUS K BOJIE
1o GU3UKO-XUMHUYECKUM CBOMCTBAM, OOIIEMY YHUCITy MUKPOOPTaHU3MOB, YUCITY HEKeNaTeIbHBIX
MUKPOOPTaHU3MOB U/WIIH COIEPKAHUIO SHIOTOKCHHOB B BOJIE.

4.33. CnenmyeT NpPOBOAWTH AaTTECTALlMIO TMpoIlecca IMOATOTOBKU BOABI OMPEAEICHHOTO
KauyecTBa, MCIOJIb3YeMOH B TEXHOJOTHYECKOM IPOLIeCcCe, U KOHTPOJIUPOBATh €€ MapaMeTphl C
YCTaHOBJICHUEM HEOOXOIUMBIX MPEIETIOB ICUCTBUSI.

4.34. Ecmu nectepunbHble A®C mnpenHa3HaueHbl I JalbHEWUIIErO0 MIPOU3BOJACTBA
CTEPWIbHBIX JICKAPCTBEHHBIX CPENICTB (WM UX MPOU3BOIUTENH 3asBisieT 0 npurogHoctu ADC
JUTSL 9TOM 1IeNK), TO BOJA, MPUMEHsIeMasi Ha KOHEYHBIX CTaJMSX BBIACICHUS U OYHCTKH, JOJDKHA
ObITh TIpOBEpeHa Ha  OOIIee YHUCIO MHUKPOOPTaHW3MOB, YHCIO  HEXKEIaTeIbHBIX
MUKPOOPTaHU3MOB U YPOBEHb SHIOTOKCHHOB.

4.4. Pa3genecHue 30H

4.40. Jlmss mpou3BOACTBA TPOAYKIHUU C BBICOKOW CEHCHOWIM3UPYIOUICH aKTUBHOCTHIO
(MeHULWIIMHBL WK 11e(aloCIOPUHBI U TIP.) CIeAyeT MUCHOJIb30BaTh CIENUAIbHO BBIICICHHbBIE
MPOU3BOJACTBEHHBIC 30HBI, B COCTAaB KOTOPHIX MOTYT BXOJUTH MOMEIICHHS, BEHTHJISIIHOHHOE
U/WIH TEXHOJIOTHYecKoe 000pyI0BaHUE.

4.41. CreuuanbHble TPOU3BOJICTBCHHBIC IUJIOMIAAN JOKHBI OBITh BBIICICHBI IS
MPOU3BOJCTBA MPOAYKIHH C HHPUIMPYIOUIMMH CBOMCTBAMH, BBICOKOW (papMaKOIOTHUYEeCKON
AKTUBHOCTBHIO WJIM TOKCHYHOCTBIO (HAmpUMeEp, HEKOTOPHIX CTEPOUAOB, IUTOTOKCHYECKHUX
MPOTUBOOITYXOJIEBBIX CPEJCTB), 32 UCKIIOYEHHUEM CIy4yaeB, KOTJla METOJbl MHAKTHBAIMH H/UIN
OUYMCTKUA 00OPYJOBAHUS MPOIUTH ATTECTAIMIO (MCIBITAHNS) U BHITIOTHSIIOTCS B YCTAHOBICHHOM
HOpsJIKE.

4.42. Cnenyer mpeayCMOTPETh MEphI MO MPEAOTBPALICHUIO MEPEKPECTHOIO 3arpsi3HEHUS
IIpU [IepeMEIEHUH epCOHala, MaTePHaIOB U T.J. U3 OAHOMN 30HBI B APYTYIO.

4.43. He nomyckaeTcst IpOBOIUTH B 3[aHUSAX W/WIKM Ha 00OPYJIOBAHUH, NIPEIHAZHAYCHHOM
st pousBozicTBa ADC, mobble MPOU3BOACTBEHHbIE onepanuu (B T.4. B3BELIMBAaHUE, Pa3MoIl
WIM YIAKOBKY) C BBICOKOTOKCHYHBIMH He(papMaleBTHUESCKUMU MaTepualiaMH, Hampumep,
repouraamMu u necrunugamu. OOpailleHue ¢ BBICOKOTOKCUYHBIMU HehapMaleBTHYECKUMU
MaTepuaIaMH U UX XpaHEeHUE JOJKHBI ObITh OTAeNneHbl 0T ADC.

4.5. OcBelieHue
4.50. Jlnsa obyierdeHust MpaBUILHOM IKCILTyaTaiu, OOCTY>KUBAaHUS U OYUCTKU TTOMEIICHUI
CIIeTyeT MPeLyCMOTPETh HEOOXOIUMBIN YPOBEHb UX OCBEIICHUS.

4.6. CTOKH 1 OTXOJIbI

4.60. CTtokn W OTXO0nbl (HampuUMep, TBEPIbIC, JKUIKHE WU Ta3000pa3HbIe MOOOYHBIE
OPOAYKTHl TMPOU3BOJCTBA) MOJIKHBI CBOEBPEMEHHO M 0O€30MAaCHO YyAANsAThCS W3 3JaHUU U
OKpY’KalolIel WX 30HBI C COOIOCHUEM CaHUTApHBIX HOpM. KoHTeWHEephl W/Hiu TpyOOIpOBOIBI
JUTSL OTXO/IOB JIOJDKHBI IMETh YETKYI0 MapKHPOBKY.

4.7. Yoopka, ne3uH(peKIus 1 TEXHHIECKOe 00CTyKUBaHUE

4.70. 3paHusT ¥ TIOMEILICHMS, B KOTOPBIX MPOU3BOAATCS MPOMEKYTOUYHBIE MPOMYKTHI
ADC, 10IKHBI COOTBETCTBYIOIIMM 00pa3oM 00CITY>KUBAThCS, PEMOHTHPOBATHCS U CONEPIKATHCS
B YHCTOTE.



4.71. lna npoencHust yoopku (00pabOTKH, NE3MH(EKIIUU) TOJKHBI OBITh pa3paboTaHbI
CHCNHANTbHbIC HWHCTPYKIIMM C YyKa3aHHEM WCIIOJIb3YeMOro OOOpYIOBaHUs, MaTepUAIIOB U
rpauKOB BBHITIOJTHEHHUS padoOT.

4.72. Tlpu HEOOXOMUMOCTH Ui TPEIOTBPAICHHS 3arps3HEHUsT 00OPYIOBaHUS, CHIPHS,
YIIAKOBOYHBIX W TE€YATHBIX MAaTEpUAIOB, MPOMEXKYTOUHBIX MpoaykroB u ADC cuemyer
pa3paboTaTh WHCTPYKIMHM 1O OOppO€ C TphI3yHAMH, HCIOJIB30BAHUIO HMHCEKTHUIIH/IOB,
(GYHrHIUI0B, PYMUTHPYIOLINX CPEACTB, a TAKKE YUCTALINX U Je3UHPHIUPYIOUINX CPEICTB.

5. TexHosoruueckoe 060py10BaHUE

5.1. TpeOoBaHus K KOHCTPYKLUU U MOHTaXy

5.10. OGopynoBaHue, MPUMEHAEMOE B IPOU3BOJICTBE MPOMEKYTOUHBIX TPOoaAyKTOB U ADC,
JOJUKHO HMMETh COOTBETCTBYIOLIYIO KOHCTPYKLHIO M pPa3sMEpbl W pacrojaraTtbCsi B MECTE,
yI0OHOM JUIsl €r0 UCIOJIb30BaHMs, OYMCTKH, A€3UH(EKLINU U TEXHUYECKOTO 00CTY KUBAHMUS.

5.11. TloBepxHOCTH 000pYJOBaHMsS, KOHTAKTHUPYIOLUIUE C CBIPHEM, IPOMEKYTOUHBIMU
npoaykramu i ADPC, He T0JKHBI BIMATH HA KAUeCTBO MPOMEXKYTOUHBIX MPoAyKkToB 1 ADC n
U3MEHATDH UX XapaKTEPUCTUKU 3a IPEENbl J0IYCTUMBIX 3HAUCHHH.

5.12. TexHosoru4ueckoe 060py0BaHKUE JOKHO UCTIOIb30BATHCS TOJIBKO 10 HA3HAYCHHUIO.

5.13. OcHoBHOe 00OpyJOBaHHE M CTALMOHAPHBIE TEXHOJOTMYECKHE JUHUM (PEaKTOPHI,
KOHTEHHephl AJIi XpaHEHHsI, TEXHOJIOIMYECKHE JIMHUU U TIp.), UCHOJb3yeMbIe B IPOU3BOICTBE
IPOMEXYTOUHBIX TPOAYKTOB U ADC, 10IKHBI UMETh COOTBETCTBYIOILYIO0 MAPKUPOBKY .

5.14. He pomyckaercsi KOHTakT BCEX BEILECTB, MPUMEHSEMBIX B TEXHOJOTHUYECKOM
000pyA0BaHNUU (CMa30K, HArpeBalOUIMX U OXJaKIAIOUIUX MXKUAKOCTEH), C NMPOMEKYTOUHBIMU
npoayktamMu U A®C, KOTOpbII MOXET NPUBECTH K HW3MEHEHHIO KauecTBa MPOMEKYTOUYHBIX
npoayktoB U ADC 3a mpexnensl ycTaHOBJIEHHbIX TpeOoBaHuil. HeoOxomumo paccienoBath
Ar00ble OTKJIOHEHHMS OT 3THUX TpeOOBaHMM, YTOObI HE [OMYCKaThb OTPULIATEILHOTO BIUSHHS
BCIIOMOTATENIbHBIX BEIIECTB Ha mepepadaTbiBaeMble MaTepHaibl. [1o BO3MOXKHOCTH crlemyer
UCIIOJIb30BaTh CMa3KH U Macila, IpelHa3HauYeHHbIE JUIsl TUIIEBOI TPOMBIIIUIEHHOCTH.

5.15. Ob6opynoBanue, IO BO3MOKHOCTH, TOJKHO OBITh 3aKPBITHIM HJIM TepMeTUYHbIM. [Ipu
UCIIOJIb30BaHUH OTKPBITOIO 000py10BaHUs HEOOXOAMMO IMPUHUMATh MEPhI IO CHIXKEHUIO PUCKA
3arps3HEHUs 10 MUHUMYMa.

5.16. Cnenyer XpaHUTh ACHCTBYIONIMH KOMIUICKT JOKYMEHTAIIMHM Ha OOOpYIOBaHUE H
YCTaHOBKH (Hampumep, KOHTPOJIbHO-U3MEPUTENbHBIE MPUOOPHI, BCIIOMOTATEIbHBIE CHCTEMBI U

mnp.).

5.2. Texanueckoe 00CITy)KMBaHNWE U OYUCTKA O0OPYIOBAHUS

5.20. Texauyeckoe 0o0CITy)KMUBaHUE OOOPYAOBAHUS CIEAYET MPOBOJUTH B COOTBETCTBUH C
YTBEP>KACHHBIMU TIpauKkaMud U HMHCTPYKIHUSIMH, B KOTOPBIX JOJDKHBI OBITh YyKa3aHbI
OTBETCTBEHHBIC JTUTIA.

5.21. WHCTpyKIIMM TIO OYHMCTKE OOOpYAOBaHHS M €ro JOMYyCKYy K TOCIEIYIOIIeMY
UCIIONB30BAHUIO B TIPOU3BOJACTBE NPOMEXKYTOUHBIX MPOAYKTOB u ADC [0mKHBI OBITH
JIOCTATOYHO MOAPOOHBIMH U COJIEPKATh CIEIYIONINE JaHHbIE:

- OTIpe/ieTICHNE OTBETCTBEHHOCTH 32 OUUCTKY 000py10BaHMS;

- rpad MK MPOBEJICHUS OYUCTKHU U, TIPU HEOOXOIUMOCTH, Ie3UH(PEKIINH;

- MOJIPOOHOE OMHMCAaHUE METOJIOB U MaTEPHAJIOB, B T.4. IPUTOTOBICHHS MOIOIIUX CPEJICTB;

- HHCTPYKIIMH 10 pa30opke B cOOpKe KaKI0TO y3i1a 000pyAoBaHus (TpU HEOOXOAUMOCTH);

- IOPSIJIOK yJIAJICHUS U YHHUYTOKEHUS TAHHBIX O MPEABIAYIIEH Cepuu MPOIyKIINH;

- UHCTPYKLUU IO MPEeIOXPaHeHHUIO YUCTOr0 000PYI0BaHUS OT 3arps3HEHHs 0 Hayaua ero
MCTIONTb30BAHUS;

-  TOpSAAOK TPOBEPKM YHUCTOTHI OOOpYAOBaHUS HEMOCPEICTBEHHO TMEpea  €ro
HCTIONb30BaHUEM (TIPU HEOOXOAUMOCTH);



- MaKCHMAJIBHO JIOITyCTHMOE BpEMs TI0CJIe OKOHYAHUS MPOU3BOJCTBA JI0 HAaYalla OYUCTKH
o0opyaoBanus (TIpyu HEOOXOJUMOCTH).

5.22. Jlna mpenoTBpalleHHs] MPSMOTO M TEPEKPECTHOTO 3arpsi3HEHHN WM TepeHoca
MaTepHaoB, KOTOPbIE MOTYT MOBJIUATH HA COOTBETCTBHE KaueCTBA MPOMEXYTOUHBIX MPOTYKTOB
u ADC ycTaHOBJICHHBIM TpPeOOBAaHWSM, CIEAYyeT MpEAyCMAaTpPHBATh HaIJIeKallee XpaHEHHE,
OYUCTKY OOOpYAOBaHMS U MPUHAMAJICKHOCTEH (IpU HEOOXOAMMOCTH, HE3UH(PEKIHMI0 WIN
CTEPIIIN3AIIHUIO).

5.23. Jlna oOopynoBaHusi, MpeIHA3HAUYEHHOTO JJsl HENpPEpPBIBHOTO MPOM3BOJCTBA WM
IPOM3BOJICTBA UKIIAMH CEPUN OJHHUX M TEX ke MPOMEXKYTOUHBIX poaykToB mwin ADC, cinemyer
IPEIyCMOTPETh €ro OYMCTKY Yepe3 OIpeesieHHbIe MHTEPBAJIbl BPEMEHHU AJIs MPEAOTBpaLCHUs
HAKOIUICHHUS W TIEpeHOca 3arpsi3HeHHi (HarmpuMep, MPOAYKTOB pachaja WU HEJOIyCTUMOU
KOHIIEHTPALUH MUKPOOPTaHU3MOB).

5.24. Jlna HecNenUaTu3upOBAaHHOTO O00OpPYMOBaHHUS MEXIY HPOHM3BOJICTBOM Pa3IHUHBIX
MaTepHalioB CIEAyeT MPEeIyCMOTPETh €ro OYUCTKY C IIeNbI0 MperyNpexIeHUs MepeKpecTHOrO
3arps3HEHUSI.

5.25. JlomxHbl OBITh YCTAHOBJIEHBI JIONYCTUMBIE NpEAEIbHbIE 3HAUYEHUS OCTaTKOB
3arps3HEHUH, a TaK)Ke METOBI U MaTepHAIIbI, HEOOXOTUMBIE JIJTsI OYHUCTKH.

5.26. IlpoBeneHue OYUCTKH OOOPYIOBAHUS JTOJDKHO OBITh JOKYMEHTAIbHO O(OPMIIEHO.
ObopynoBaH#e JOKHO OBITH TPOMAPKHPOBAHO.

5.3. Kanubposka (roBepka)

5.30. KanubOpoBky (IOBEpPKY) KOHTPOJIbHO-U3MEPHUTEIBHOTO W  aHAIUTHYECKOTO
obopynoBaHus (B T.4. BECOB), UMEIOIIETO KPUTUUECKOE 3HAUCHUE ISl 0OECIeYeHHUs] KauyecTBa
POMEKYTOUHBIX MPOAYKTOB i ADC, cremyeT mpoBOIUTh B IUTAHOBOM TOPSIIIKE.

5.31. KamubOpoBky (moOBepKy) 0OO0OOpYyIOBaHUS CIIEIYEeT MPOBOIUTH C HCIOJIH30BAHUEM
CTaHJAPTHBIX 00pa3oB (ATAIOHOB), MPOCICKHBAEMBIX 0 COOTBETCTBYIOIIUX 3TAJIOHHBIX
00pa3IoB (eciau OHU CYIIECTBYIOT).

5.32. IIpoTokoJibl MpOBEICHUS KATHOPOBOK (TTOBEPOK) TOJKHBI COXPAHATHCS.

5.33. JlaHHBIE O COCTOSTHMH KaJIMOPOBKH (TIOBEPKH) KPUTUYECKOTO 000PYIOBaHUS JOIKHBI
HAXOJUTHCS B IOCTYITHOM MECTE.

5.34. He pomyckaeTcsi HCHOJIBb30BaTh NPUOOPHI, HE COOTBETCTBYIOIIUE TPEOOBAHHIM
KaJIMOPOBKHU (TIOBEPKH).

5.35. Ilpu oOHapyXeHMH OTKJIOHEHMH B paboTe KOHTPOJIbHO-U3MEPUTEIBHOTO
00OpYyIOBaHUSI OT YCTAHOBJICHHBIX TPEOOBAaHWH CJEIyeT BBISCHUTh, MOTYT JIM OHU OKa3aTh
BIMSHHAE Ha KAaueCTBO MPOMEXKYTOUYHBIX TNponykToB uiau ADPC, mNpOU3BEACHHBIX C
HCITOJIb30BAHUEM ATOTO 000PYI0BaHUS, TTOCIIE MOCICTHETO MPOBEICHUS KATHOPOBKH (TTOBEPKH).

5.4. CucteMbl ¢ KOMIBIOTEPHBIM YIIPaBICHUEM U KOHTPOJIEM

5.40. CucteMbl ¢ KOMIIBIOTEPHBIM YIPABICHUEM M KOHTPOJIEM JOJKHBI OBITh ATTECTOBAHBI
(McTiBITaHBI) € Y4YETOM pa3HOOOpa3us, CIOKHOCTH W KPUTHYHOCTH  HMCIOJIb30BaHUS
KOMITBIOTEPOB.

5.41. IIpuromgHOCTh CHCTEM C KOMIIBIOTEPHBIM VYIIPAaBICHUEM U KOHTPOJIEM U
MporpaMMHOr 0 06€CH€‘-IGHI/I}I JJIs1 BBIIIOJIHCHU A IIOCTaBICHHON 3aa4du JOJI’)KHa 6LITB IIOKa3aHa
IIPU WX aTTECTAlMH (MCIBITAHUSAX ) B YCTAHOBJICHHOM M OCHAIICHHOM COCTOSIHHSIX.

5.42. Ecnu nporpaMMHoe o0ecredeHrne aTTeCTOBAaHO J0 €ro MOJY4YeHHs, TO He TpedyeTcs
IPOBOAMTH €ro TMPOBEpPKY B aHajlorMyHoM oOwveme. Ecmum cuctema ¢ KOMIBIOTEPHBIM
yIpaBJICHUEM M KOHTPOJIEM He OblIa aTTecToBaHa (HCIbITaHA) MPH MOHTaXe, TO MPH HATUYUH
HEOOXOJUMON JOKyMEHTAIlMM MOKET OBbITh IpPOBEJIEHAa €€ PEeTPOCHEeKTHBHAas aTTecTalus
(MCTIBITaHUS).

5.43. CnegyeT mpeayCMOTPETh 3allUTy CHUCTEM C KOMIBIOTEPHBIM YIIPABICHUEM U
KOHTPOJICM OT HCCAHKIIMOHHUPOBAHHOI'O AOCTYIIA WJIIM U3MCHCHUSA JAHHBIX, a@ TAKXKC 3allUTYy OT
MOTEPH JTaHHBIX (HapUMeEp, MPH BBHIKIIOYECHUH KOMITBIOTEPA).



JloKHa perucTpupoBatbes HMHGOpMaus O JIIOOBIX M3MEHEHHSX AAaHHBIX, MOCJIEIHEM
BBO/JI€ IaHHBIX, O TOM, K€M U KOI'Jla OHU OBLIIH CIeaHbl.

5.44. Pabora u 00CIy’KMBAaHHWE CHUCTEM C KOMIIBIOTEPHBIM YIIPaBICHUEM U KOHTPOJIEM
JIOJKHBI IPOBOJUTHCS B COOTBETCTBUU ¢ MHCTPYKLIUSMHU.

5.45. Tlpu BBOAEe CylHIECTBEHHON WH(OpPMAIMKM BpPYYHYIO CIEAYeT MPeIyCMOTPETh
JIOTIOJTHUTEBHYIO TPOBEPKY NPaBWIBHOCTH BBOAA JaHHbIX. Takas mpoBepKka MOXKET
BBITOJIHATHCS IPYTUM OIEPaTOpOM JINOO CaMOil CUCTEMOI.

5.46. COou B paboTe CHUCTEM C KOMIIBIOTEPHBIM YIPABICHHEM U KOHTPOJIEM, KOTOpbIE
MOTYT OKa3aTh BIUSHUE Ha KAYECTBO MPOMEXYTOUHBIX MpoAykToB mwin ADPC, Ha HaEKHOCTh
3anuceil Win pe3yabTaToB UCIBITAHUMN, CIIEAYEeT PETUCTPUPOBATH U pacCie0BaTh.

5.47. BHeceHue HM3MEHEHMsI B CHUCTEMY C KOMIIBIOTEPHBIM YIPaBICHUEM U KOHTPOJIEM
JIOJDKHO TPOBOJUTBHCS B COOTBETCTBMM C METOJMKON BHECEHHUs HM3MEHEHUH, OpOpMIISATHCS
JOKYMEHTaJIbHO U YTBEP)KIAThCS OTBETCTBEHHBIM JIMIIOM C THPOBEPKOM BHECEHHUS ATHX
u3MeHeHuil. CreqyeT XpaHUTh HPOTOKOJBI BCEX M3MEHEHHMH M yCOBEpLICHCTBOBaHMIA,
BHECEHHBIX B KOMIIBIOTEpP, MPOrpaMMHOE OOEClEeYeHHE WM J000W JIpyrol KpUTHUYECKUMN
3JIEMEHT CUCTEMBI C KOMITBIOTEPHBIM YIIPABICHUEM U KOHTPOJIEM.

5.48. Ecim cOon mim OTKa3bl B padOTE CUCTEMBI MOTYT IPUBECTH K HEOOpAaTHMOM moTepe
JAHHBIX, CJIEAyeT MPeAyCMOTPETh Pe3epBHYIO cucTeMy. il BCeX CHUCTEM C KOMIIBIOTEPHBIM
YOPaBIEHUEM U KOHTPOJIEM JOJKHBI OBITH MPESYyCMOTPEHBI MEpPbI, FapaHTUPYIOLIUE 3ALIUTY
JTAHHBIX.

5.49. lonyckaetcs 3anuch UH(POpMALMK ¢ TOMOIIBIO IPYTUX CPENICTB.

6. JlokyMeHTalust 1 MPOTOKOJIBI

6.1. Cucrema JOKyMEHTAIMH U CTIEUU(UKAIIH

6.10. Pa3paboTky, mepecMOTp, yTBEpXACHHE M PACIPOCTPAHEHHE BCEX JIOKyMEHTOB,
OTHOCSIIMXCS K MIPOU3BOJICTBY MPOMEXYTOUHBIX PoayKToB min ADC, cienyer BHIIOIHITD 110
CIIENUAILHBIM MHCTPYKIMSIM (METOAMKaM). DTH JOKYMEHTHI MOTYT OBITb O(OPMIICHBI Kak B
NUCbMEHHOM, TaK U B 3JICKTPOHHOM BH/IE.

6.11. Brimyck, mnepecMoTp, 3aMeéHa W OTME€Ha BCEX JIOKYMEHTOB  JIOJIKHBI
KOHTPOJIMPOBATHCS C COXPAHEHUEM CBEICHUN 00 UX MPEIbIIyIINX BEPCUSIX.

6.12. Cnemyer opraHu3oBaTh CHCTEMY XpaHEHHS BCEX HEOOXOJMMBIX JOKYMEHTOB
(OTUETOB O pa3BUTHM TPOU3BOJACTBA, OOBEMax MPOU3BOJACTBA, 3aMEHE OOOPYIOBaHUS U
aTTeCTallid TEXHOJIOTMYECKUX TMPOIECCOB, MPOTOKOJIOB OOy4YeHHsl TIEpCOHaa, BBIMTyCKa
IOPOAYKIUHM, KOHTPOJII KayecTBa M pealu3alliil NPOAYKIMM M Tp.) U YCTaHOBHUTH CPOKHU
XpaHEHUs ITUX JOKYMEHTOB.

6.13. Besa nokyMeHTanusi 0 IpOM3BOJCTBE, KOHTPOJIE KaueCTBAa U pealnu3aliy MpoIyKIUun
JOJIKHA XPAaHUTHCSI HE MEHEEe OJHOrO rojia Mocjie OKOHYaHHsI CpOKa FOJHOCTH JAHHOW CEpHH.
Jna A®C ¢ ycTaHOBIEHHOW JaTOW IMOBTOPHOI'O KOHTPOJS CPOK XpaHEHUs JOKYMEHTOB - HE
MeHee TpeX JIET CO JHA MOJIHOM peann3auu CepyH.

6.14. 3anucu B MPOTOKOJBI CIEAYET BHOCUTh B MpEJHA3HAUECHHBIE ISl 3TOTO MECTa Cpasy
K€ TI0CJIe BBIMOJIHEHUS JACUCTBUN C yKa3aHHEM OTBETCTBEHHOTO JIMIIA, CAENABIIETr0 3TH 3alKCH,
TaK, YTOOBI UX HENb3sl ObLIO yJHanuTh. VcnpaBieHHs B 3alUCIX JOJDKHBI OBITh BHECEHBI TAKHM
o0pa3oM, 4TOOBI MOXHO OBUIO MPOYECTh MEPBOHAYAIbHYIO 3amuch. VcmpaBieHus MOMKHBI
COJIeprKaTh AaTy BHECEHUSI U3MEHEHHUH U MOJNUCH OTBETCTBEHHOIO JINIIA.

6.15. OpurvHaasl WIM KOMHH TPOTOKOJIOB, PETUCTPHUPYIOIMIUE KaKHe-TUOO JIeHCTBHS,
CIIelyeT XpaHWUTb B COOTBETCTBYIOIIMX NOJPA3ACICHUSAX B TEUEHHE BCETO CPOKAa XPaHEHUs
JTOKyMeHTaluu. Jlomyckaercs XpaHWUThb MPOTOKOJIBI B JPYTUX MeECTaX, €CJIHU HCIOJIb3YeTcs
AIIEKTPOHHBIN U JH000H pyroi crnocob nepenoca HHPOpMaLuu.

6.16. Crnenudukanuu, WHCTPYKIIUH, METOAUKA M TMPOTOKOJBI MOTYT XPaHUTHCS B BHJIC
OpPUTMHAJIOB WJIM 3aBEPEHHBIX KOMUU (Hampumep, GOTOKOMUHN, MUKPO(DUIBMBI, MUKPODUILIN HIH
JIpyrue TOYHbIE BOCIPOU3BEACHUS OpPUTHMHAIBHBIX JOKyMeHTOB). I[lpu wucmonb3oBaHuu



MUKPOQWIBMUPOBAHMS WJIM 3alMCH B JJIGKTPOHHOM BHJE CIEAyeT HMETh CUUTHIBAIOIICE
000py/I0BaHUE U CPEJCTBA ISl BBITOJHEHHS KOIHMM Ha )KECTKUX HOCUTEISX.

6.17. Cneun¢ukanum Ha ChIpbe, POMEXYTOUHBIE POIYKTHI (ITpu HeoOxoxumocT), ADC,
[eYaTHbIE U YIAKOBOYHbIE MaTepHalIbl 1OJKHBI ObITh OOPMIIEHBI B TUCBMEHHOM BUjae. MoryT
noTpeOOBaTHCS CIICHU(HUKAIMN IS JPYTUX MAaTepHATIOB (TEXHOJIOTMYECKHX 100aBOK, CMa30K U
T.J1.), UCHIOJB3YEMBIX IIPU MPOU3BOJICTBE MPOMEKYTOUHBIX MPOAYKTOB MM ADC, oka3pIBarOIIUX
pemiaioriee  BIMSIHAE HA  KA4eCTBO  MPOAYKUWMH. KpuTepuum  mpuemieMocTH  JUIs
BHYTPHIIPOU3BOACTBEHHOI'O KOHTPOJISI TAKXKe JOJDKHBI OBITh 0()OPMIIEHBI B TUCBMEHHOM BUJIE.

6.18. DnekTpoHHBIE TOAMHMCH Ha JOKYMEHTAaX JOJDKHBI OBITh HMICHTU(UIIUPOBAHBI H
3aLUILIEHBI.

6.2. ITpoTOKOJI OUUCTKH U MCIIOJIb30BAaHUS 000PY10BaHUS

6.20. B mpoTOKOIax WCIOIB30BAHUS, OYMCTKH, NE3MHPEKINH W/HIN CTEPIIU3AINH |
00CITy>)KHBaHUsI OCHOBHOT'O 00OPY/JOBAaHUS JIOJKHBI OBITh YKa3aHbl JaTa, BpeMs, HAUMEHOBaHHE
U HOMEp KaXJIOW Cepuu TMPOM3BENEHHOW HAa HEM MPOIYKIHMH, a Takxke WH(pOpMAIHs O JIHIIE,
POBOJUBIIEM OYHCTKY M 00CITyKMBaHUE 3TOr0 000py10BaHHUS.

6.21. He Tpebyercs COCTaBJIIEHHE OTIEIBHBIX MPOTOKOJOB OYHUCTKH M HCIOJIH30BAHUS
00OpyI0BaHUS B Ciydae, €CIM OHO CIEIHaIbHO NPEJAHA3HAYEHO JUIi MPOMU3BOJCTBA OJHOIO
IpOMeXyTOUHOTO npoaykra win APC, u cepuu 3TOro NpoMeKyToyHoro npoaykra uian AOC
HPOM3BOJATCS B MPOCIEKHUBAEMON MocienoBareabHOCTH. [lpu ucnonb30BaHM 000py1OBaHUS
CTHENHATBHOTO Ha3HAYEHUS IPOTOKOJIBI OYMCTKH, OOCTYKUBAHHUS M UCIIOJIB30BaHUS MOTYT OBITH
YacThl0 MPOTOKOJA Ha CEpUI0 MPOAYKIMM HIM OBITh OQOpPMIIEHBI B BHUAE OTAEIBHBIX
JIOKYMEHTOB.

6.3. TIpoTOKONBI Ha CHIPHE, MPOMEKYTOUHBIC MPOIYKTHI, TEYATHbIE M YHNaKOBOYHEIC
matepuansl 1ji1 ADOC

6.30. IIpoTOKOaBI Ha CBHIpbE, NMPOMEKYTOUHBIE MPOAYKTBHI, NEYATHHIE U YNAKOBOYHBIE
MaTepuasbl, UCIOoJb3yeMble aisi npousBojcTBa ADC, NOMKHBI XPAHUTHCS B YCTAHOBJICHHOM
HOPSIZIKE U COAEPIKATh CIEAYIONINE JaHHBIE:

- HAaUMEHOBAHME TPOU3BOAMTENS, CONEPKAHUE M KOJIMYECTBO Ka)XXIAOW MOCTaBKU KaxI0H
MapTUU CHIPHS, TPOMEKYTOUHBIX MPOAYKTOB WU MEYATHBIX U YMAKOBOYHBIX MAaTEPUATIOB IS
npousBoacTBa ADC, HaMMeHOBaHUE MOCTaBIINKA, MUGP(bI) WK APYTOd MACHTH(PUKAIIMOHHBIN
HOMEp TIOCTaBIIMKA (€CTUM W3BECTHBI), HOMEpP, MPHUCBOSHHBIM MpPH MOCTYIUICHHHM, W JaTa
MOCTYIUICHHUS;

- pe3yNbTaThl MPOBEICHHBIX UCTIBITAHUHN W UCCIICOBAHUN U BBIBOJIBI ITO HUM;

- IPOTOKOJIBI, MPOCIIEKUBAIOIINE UCIIOIB30BaHNE MAaTEPUAIOB;

- MPOTOKOJI O COOTBETCTBHH MAaTEPHAJIOB, HCIIONB3YEMbIX IS MAPKHUPOBKU U YIaKOBKHU
A®C, TpeboBaHUSAM, YCTAHOBJICHHBIM B CIICIM(PUKAIMIX, U

- TIPUHSITOE PEIICHHE OTHOCUTEILHO OTKJIOHEHHOTO CHIPhS, MPOMEXKYTOUHBIX MPOIYKTOB
WM TI€YaTHBIX U YIIAKOBOYHBIX MAaTE€pPHAJIOB, UCIIONB3YEeMbIX B Ipou3BojicTBe ADC.

6.31. Crnenyer XpaHWUTh YTBEP)KICHHBIE OOpasllbl ITHKETOK JJisi CPaBHEHHS C HUMH
BBIITYCKA€MbIX TUKETOK.

6.4. [IpoMbIIIIEHHBIE PETJIAMEHTHI

6.40. C menpio obecriedeHuss OJHOOOpa3Usi M IMOBTOPSIEMOCTH OT CEPUU K CEpUH JUIS
KaXKI0ro mpoMexyTouHoro npoaykrta u APC momkHbI ObITH pa3paboTaHbl MPOMBIILJICHHBIE
periaMeHThl, MOAMUCAHHBIC OJHUM JIUIIOM C YKa3aHUEM JaThl, IPOBEPEHHBIC U IMOANMUCAHHBIC
JIPYTUM HE3aBUCHMBIM JIMLIOM CO CTOPOHBI OT/eN1a(0B) KayecTBa ¢ yKa3aHUEM JaThl.

6.41. IIpoMbIlLIEHHBIE PETIaMEHTHI JOJKHBI COJEPXKATh CIEAYIOIIUE TaHHbIE:

- HAaMMEHOBAaHUE MPOMU3BOJMMOTO MPOMEXYTOUHOro nponaykra uiu ADPC u CChUIKY Ha
COOTBETCTBYIOIINN JOKYMEHT (€CIIU 3TO BO3MOXKHO);



- TIOJIHBIN TIEPEYEHb CBHIPhA M MPOMEKYTOUYHBIX MPOAYKTOB COTJACHO MX HAMMEHOBAHUSIM
WM KOJIaM, TOCTaTOYHBIM JIJIsl HIEHTU(UKALIMN BCEX UX MOKa3aTeNel KauecTBa;

- KOJMYECTBO WJIM COOTHOIICHHE HCIOIB3YEMbIX BHUIOB CHIPbsl WM MPOMEXYTOYHOTO
NPOAYKTa, B T.4. €AUHUILY €ro u3Mepenus. Eciu 3To konndecTBo He siBisieTcs (PUKCUPOBAaHHOU
BEJIMYMUHOM, TO B MPOTOKOJI JIOJDKEH OBITh BKJIIOYCH PAacyeT I Ka)XJIO0TO pa3Mepa CEepHH WU
npousBoauTeNnbHOCTH. [Ipy Hanuuum 000CHOBaHUS B MPOTOKOJ CIIEAYET BKIIOYATh JOMYCTUMbIC
OTKJIOHCHHMS 3HAUCHUM;

- MECTO MPOU3BOJICTBA U OCHOBHOE 000PYIOBAaHHUE;

- MOJIPOOHBIE TEXHOJIOTHYECKUE UHCTPYKIIMHU, BKIIFOYAIOIITUE B CEOS:

MOCJIEI0BATEIbHOCTh ONEPalINii;

JOTTY CTUMBIE TIPEIEITbl H3MEHEHUS TEXHOJIOTHYECKUX MapaMeTpPOB;

WHCTPYKLIUU TO OTOOpPY MpoO W MPOBEIEHHUIO BHYTPUIIPOU3BOJICTBEHHOTO KOHTPOIS C
yKa3aHHUEM KPUTEPHUEB NMPUEMIIEMOCTH (TP HEOOXOANUMOCTH);

OTpaHUYEHUS M0 BPEMEHH 3aBEPIICHUS OTACIbHBIX TEXHOJOTUYECKUX CTAuil U/WUIH BCETO
TEXHOJIOTMYECKOTO TIPOlIecca;

MpearnoyiiaraeMplii  BBIXOJl TMPOAYKTa (C yKa3aHHEM HauOONBIIET0 W HAMMEHbIIETO
3HAYEHMI) JIJIs1 COOTBETCTBYIOIIMX CTAUN TEXHOJIOTUYECKOTO MPOIlecca WK OTPE3KOB BPEMEHH;

0co0ble YKa3aHUsl U MephI MPEAOCTOPOKHOCTH WM CCHUIKHM Ha HUX (TIpU HEOOXOTUMOCTH);

WHCTPYKIIMA TI0O XPAaHEHUIO MPOMEXKyTodHoro rmpoaykra uinn AdC, mneyaTHbIX u
YIaKOBOYHBIX MaTEpUAIOB U OCOOBIM YCIOBHSIM XPaHEHUS C YKa3aHUEM CPOKOB TOAHOCTH.

6.5. IIpoToKoIbI Ha cepui0 MPOAYKIMHU (IPOTOKOJBI IPOU3BOACTBA U KOHTPOJISI KauecTBa
CepUU MPOIYKIIH)

6.50. [lna xaxxaoro mpomexyTouHoro npoaykta 1 ADC coCTaBIAIOT MPOTOKOJBI CEPUU
IPOAYKIIUH, BKJIIOYAIOIINE B ce0sl TIONHYI0 HHPOPMALIUIO O TIPOU3BOJCTBE M KOHTPOJIE KayecTBa
Kax/10i cepun. Jlo BbIMyCKa NPOIYKIIMU MPOTOKOJ HA CEPHIO JOJKEH OBITh IPOBEPEH C IIEIBIO
HNOJTBEPKICHUS COJACPKAIIMXCS B HEM JaHHBIX M HUX COOTBETCTBUS MPOMBIIIJICHHOMY
pernaMmeHTy. Ecnu mpoTokon Ha cepuro NMPOAYKLIHMH OTHOCHTCA K YacTH IPOMBIIIJICHHOTO
periaMeHTa, B HPOTOKOJIE JOJDKHA OBITh CCBUIKA HA COOTBETCTBYIOIIMH HPOMBIIIICHHBIH
periaaMeHT.

6.51. IlpoTrokonel Ha CepUI0 MPOAYKIMHU JOJDKHBI OBITH NPOHYMEPOBAaHBI C
UCIIOJIb30BAaHUEM YHUKAJIbHOTO HOMEpA CEpUH WM MICHTU()UKALMOHHOTO KOJIa U MOANUCAHBI C
yKka3zaHueM jathl. [Ipy HempephIBHOM MPOU3BOJCTBE J0 MPHUCBOCHHS OKOHYATEIHHOTO HOMEpa
CepUHU B KauyeCTBE UACHTU(PHKALMOHHOIO KOJAA JOIyCKaeTCsl MUCIOJIb30BaTh MIM(p MpOAyKTa ¢
yKa3aHHEM JaTbl U BPEMEHHU.

6.52. B mpoTokonax Ha Ccepui0 TPOAYKIMU TOCIE 3aBEPIICHUS KaXI0H BaKHOM
TEXHOJIOTUYECKOM CTaJInu CIeAyeT yKa3blBaTh:

- JaTy U BpeMsl, IpU HEOOXOUMOCTH;

- OCHOBHOE HCIOJBb3yeMoe 000pyAoBaHUE (HAaIpUMeEp, PEaKTOphl, CYIIMIbHbIC amllaparsl,
MEJILHUIIBI U T.11.);

- JIaHHBIE O KaXIOH cepuu (B T.4. B3BEIIMBAHUE, OTMEPUBAHUE U HOMEpA CEpHUil ChIPbHS,
IPOMEKYTOUHBIX MPOJAYKTOB MM JIHOOBIX JAPYTMX MaTepHasoB, MCIOJIb30BaHHBIX B
MIPOU3BOJICTBE);

- (hakTHYECKHE NaHHBIE KPUTUYECKUX TEXHOJIOTNYECKHUX I1apaMeTPOB;

- TaHHbIe 000 BceX 0TOOpaHHBIX Mpodax;

- TOANUCU  HENOCPEACTBEHHBIX  HCIOJHUTENEHM M JMIL, [POBEPSIOIUX WM
KOHTPOJIHMPYIOIUX KXy KPUTHUECKYIO ONIEpPAIHIO B JAHHOM IIPOLIECCE;

- pe3yJbTaThl BHYTPUIIPOU3BOJACTBEHHOTO U JJAOOPATOPHOI'O KOHTPOJIS;

- (hakTHUECKUN BBIXOJ MPOAYKLMHU HAa COOTBETCTBYIOLIMX CTAIAMAX MM HAa OMpEACICHHBIH
MOMEHT BPEMEHH;

- TaHHbIe 00 yIaKOBKE U MapKUPOBKE MPOMEKYTOUHOTO npoaykTa wi ADC;



- o0Opa3upl MapkupoBkn ADC UM MPOMEXKYTOUHBIX IMPOAYKTOB, €CIM UX MOCTaBISIOT B
TOTOBOM BH/IE;

- 1100bIe OTKJIIOHEHUS], UX OLIEHKY, PEe3YyJIbTaThl paccieoBaHusl (IpyU HEOOXOAUMOCTH) WU
CCBUIKY Ha IPOBEJICHHOE paccieloBaHue (€CIM OHO XPAHUTCS B BUJIE OTJIEIBHOTO ITPOTOKOIIA);

- pe3yNbTaThl KOHTPOJIS MPH BBIITYCKE MPOIYKIUH.

6.53. Cnenyet pa3paboTaTh MHCTPYKLUH 10 pacciael0BaHUI0O KPUTUYECKUX OTKIOHEHUH U
HECOOTBETCTBHSI CEPUU MPOMEKYTOUHBIX MarepruanoB wim ADC TpeGoBaHUAM crienUUKAIIIA.
B 310 paccnenoBaHue cienyeT BKIHOYATh U APYTHE CEpUU MPOAYKLHHU, KOTOPbIE MOTYT OBITH
CBSI3aHbI C JAHHBIM HECOOTBETCTBUEM HJIM OTKIIOHEHUEM.

6.6. IIpoToKOIIBI TA00PATOPHOTO KOHTPOIIS

6.60. B mpoTokonax 1abopaTOpHOTO KOHTPOJISA N0JKHA OBITH MOTHAsE HHGOpPMAIUs 0 X01e
BCEX HCHLITaHHﬁ, MPOBCACHHBIX AJIA MOATBCPKACHUSA COOTBCTCTBUA Tpe6OBaHI/I$IM HOpMaTHBHOﬁ
JOKYMEHTAIUH, B T.4. JaHHbIC HAOIIOICHUI U aHATH30B:

- ONHMCAaHWE TMOJYYEHHBIX MPOO, B T.4. HANMEHOBAHWE MaTepHaja WIM MECTO 0TOopa
npoObl, HOMEP CEepHH WIH JAPYrod OTIMYUTENbHBIN KOJ, JaTa B3ATUS 00paslia, KOJIMYECTBO U
JlaTa MOCTYIJICHUS ATOW MPoOBI B 1aO0OpaTOPHUIO;

- YKa3aHHEe W/WJIHM CChUIKA Ha KaXKIbIH UCTIOIB30BAHHBINA METOJT KOHTPOJIS;

- yKa3zaHHE Macchl WJIM pa3MepoB NPOOBI IS KaXXJIOTO HCIBITAHHUS COTJIACHO MPHHATOM
METOJIMKE; JaHHBIE WU CChLIKa Ha TMPUTOTOBICHHWE W MPOBEICHUE HCIBITAaHUS O00pa3loB
CpaBHCHH:, PCAKTUBOB U CTAHAAPTHBIX PaCTBOPOB;

- HeoOpaboTaHHBIEC B MPOLIECCE KaXJI0r0 UCIBITAHUS JAHHBIE B JOMOJHEHHE K Tpadukam,
TaOJMMIIAM M CIEKTpaM, IMOJYyYEHHBIM C HCIOJIB30BaHUEM JIAOOPATOPHOTO OOOPYAOBAHUS, C
HyMeparuei (KoJJoM), TO3BOJISIONIEH OMpeIeINTh UCIIBITYEMOE BEIIECTBO U CEPHIO;

- BBIUHCJICHHWS C YKa3aHWEM CIWHHII W3MEpPCHHs, KOI(PQPUIIMCHTOB TepeBoaa U
KOA(P(UITUEHTOB SKBUBAJICHTHOCTH;

- PE3YJIbTATEI KOHTPOJIL U UX CPABHEHUS C YCTAHOBICHHBIMUA KPUTEPUAMU IIPUEMIIEMOCTH,

- TIOJUCH OTBETCTBEHHOI'O JIUIIA, MPOBOJMBIIETO KaKIbI BUA KOHTPOJS, U JHaTa(bl) €ro
[IPOBEACHUSA U

- JlaTa M MOANUCH BTOPOTO JIMIA, 3aBepsiouiass TOYHOCTh, MOJHOTY U COOTBETCTBHUE
YCTaHOBJICHHBIM Tpe6OBaHI/I$IM.

6.61. Cnenyer Takxe COCTaBIATh MPOTOKOJIBI C YKa3aHUEM:

- HIO6BIX U3MCHEHUH B MPUHATBIX MCTOAAX KOHTPOJIA;

- TIEPUOJNYECKON KaJuOpOBKH (MTOBEPKH) JIAOOPATOPHBIX MPUOOPOB, OOOPYIAOBAHUS H
3aIUCBIBAIOLIUX YCTPOUCTB;

- YCIBITaHUH Ha cTaduinsHOCTE ADC;

- pe3yJIbTaTOB UCCIIEOBAHUH, HE YAOBIECTBOPAIOIINX TPEOOBAHUAM CHICIM(PUKALINY.

6.7. PaccMoTpeHne IpOTOKOJIOB Ha CEPUIO MPOAYKLIUU

6.70. Jlnsa omnpeneneHUss COOTBETCTBUS MNPOMEXYTOYHOro mnpoaykra win ADC
YCTAHOBJICHHBIM TPEOOBAHUSAM JI0 BBIITYCKA WM PACIPOCTPAHEHUS JAHHOW CEPHH MPOIYKIHH
ciemayeT pa3paboTaTh HWHCTPYKIIMHM TI0O PACCMOTPEHHMIO M YTBEPXKIACHHUIO (COTIIACOBAHUIO)
IPOTOKOJIOB HAa CEpUI0 TPOAYKIMH M TPOBEIEHHUIO J1a0OpaTOPHOTO KOHTPOJS KayecTBa
NPOAYKIIMH, B T.U. YIIAKOBKY U MapKHPOBKY.

6.71. Ilporokonsl Ha CepHI0 M JAaOOpaTOPHBIE NPOTOKOIBI KOHTPOJIS KPUTHUYECKUX
TEXHOJIOTHYECKUX CTaaui 10 BhIMycka u peanu3anuu cepur ADC 10mKHBI OBITH PACCMOTPEHBI
U YTBEPXKJIEHBI OTIEIOM(aMH) KOHTPOJS KauecTBa. [IpOTOKOJIBI BHYTPUIPOU3BOJICTBEHHOTO U
71a00pPaTOPHOTO KOHTPOJIS HEKPUTHUECKUX TEXHOJOTUYECKUX CTaIuil MOTYT OBITh paCCMOTPEHBI
KBAJM(HULIHMPOBAHHBIM  HPOHM3BOJICTBEHHBIM IEPCOHAIIOM WM  JPYTHMH  OTJEIaMu B
COOTBETCTBUU C UHCTPYKIMSIMH, COTJIACOBAHHBIMU C OT/I€JIOM(aMH) KauecTBa.

6.72. Bce OTKJIOHEHHS OT CreHU(pHUKAIMKA U PACCIEOBAHUS 3TUX CIy4yaeB JOJDKHBI ObITH
pPaccMOTpEHBI 10 BBIITYCKa CEPUH B PEalIU3alIUIO.



6.73. Cnyx06a (0oTHensl) KOHTPOJIs KaueCTBa MOXKET TepeAaTh OTBETCTBEHHOCTh W TPABO
BBIJIAYM Pa3pelICHHUs Ha BBIMYCK MPOMEXYTOYHBIX TMPOIYKTOB IMPOU3BOJCTBEHHOMY OTHCITY
(cmyx0e), 3a WCKIIOYEHHEM CIydyaeB, KOTJa IMPOMEXKYTOYHbIE MPOAYKTHI TOCTAaBIAIOT 32
TpeIeITbl 30HBI KX KOHTPOJIS MPEIIPUATHEM-TIPOH3BOTUTEIICM.

7. Pabora ¢ marepuaniamMu

7.1. O0uHii KOHTPOJIb

7.10. Tlopsmok moirydeHUs, WACHTU(GUKAINH, KapaHTUHHOTO XpaHEHUs, oOpalieHus,
orbopa mpoO, MNPOBENEHHUS KOHTPOJS U BBIJAUM pa3pelleHUs] Ha HCHOJIb30BaHHUE WU
OTKJIOHEHHE MAaTEPHAJIOB JI0JKEH ObITh YCTAaHOBJIEH B COOTBETCTBYIOIIUX UHCTPYKIIHSX.

7.11. YV npousBoaureneil NpoMeXyTOYHbIX MNpoAykToB u/win ADPC pomkHa ObITH
pa3zpaboTaHa ¥ BHEpEHA CUCTEMA OLIEHKU MOCTABIIUKOB KPUTHUECKUX MaTEpUAIOB.

7.12. TlocTaBka MaTepHaloB JOJKHA OCYLIECTBIIATHCSA MOCTABIIMKAMH, YTBEP)KICHHBIMU
oTzenoM(aMu) KauecTBa, B COOTBETCTBHH C COTIIACOBAHHBIMHY CITCIIA(DUKAITHSIMH.

7.13. Ecnu mocTaBIIMK KPUTHUYECKOTO0 MaTepuasa He sIBJISETCS MPOU3BOAMTENIEM JAHHOTO
Marepuaia, IPOU3BOAMTENb MPOMEXKYTOYHBIX TpoaykToB w/uimn ADC nomkeH WMeETh
UH(POPMALIMIO O HAUMEHOBAaHUHU U aJJpece 3TOro MPOU3BOAUTEIS.

7.14. 3ameHa MOCTaBIIMKa KPUTHUECKOTO CBIPbs JOJKHA MPOBOJUTHCS B COOTBETCTBUU C
HpoLeTypOi, U3JI0KEHHOH B pazaene 13.

7.2. Ilpuemka 1 KapaHTUH

7.20. Ilepen mpueMKoOW U IpU MOJYYEHUH MATEpUaoB HAa KAKIOW yHaKOBKE WM IPyIIe
YHaKOBOK JOJKHBI OBITh BH3YyaJIbHO TMPOBEPEHbI MPABHIBHOCTH MAapKUPOBKH (B T.4.
COOTBETCTBUE Ha3BaHMsI, UCIIOIb3YEMOr0 MOCTABILIMKOM M 3aKa3YMKOM, €CJIM OHHU OTINYAIOTCS),
COXPAHHOCTh YTMAaKOBOK, HaJIH4YWEe MOBPEXKJICHHBIX IeYaTei, CIel0B BCKPBHITHS WU 3arps3HEHUs
yIaKoBOK. MaTepualibl JOKHBI HAXOAUTHCS Ha KAPAHTUHHOM XpaHEHUH JI0 IPOBEACHUS 0TOOpa
po0, uX aHanu3a (KOHTPOJISI) U MOTYUYEHHUS pa3pelieHus] Ha UX UCIIOJIb30BaHHE.

7.21. Jlo cMemMBaHUs NOCTYNMBIINX MaTEpUAJIOB ¢ UMEIOLIMMUCS 3ariacaMu (Harpumep, ¢
pacTBOPUTENSIMM WJIM 3allacaMi, HaxXOIAUIMMUCS B XpaHWIMIIAX) CJEIyeT YCTaHOBUTh HX
NO/UIMHHOCTh, TPH HEOOXOIMMOCTH - HPOBECTH KOHTPOJb M IOJYYUTh pa3pelieHHe Ha HUX
UCIIONIb30BaHue. [[71s mpeaoTBpalleHrs HeNPaBUJIbHOTO pa3MEeIeHHUs MOCTYNMUBILINX MaTePHAIOB
CpeIH YK€ XPaHAILIMXCS MaTepHajIoB JOJDKHBI ObITh pa3padoTaHbl ClieUaIbHbIE HHCTPYKLINH.

7.22. Cnenyetr UCKIIOUYUTHh BO3MOXHOCTH MEPEKPECTHOTO 3arps3HEHUs HepachacoBaHHOM
IPOAYKIMH, €CJIM OHAa NOCTABIISETCS B EMKOCTSX, HE MIPEHA3HAUEHHBIX CIIELUAIBHO Ui Hee. B
Ka4yecTBE J1I0Ka3aTeIbCTBA 3TOT0 MOT'YT UCIIOJIb30BAThCS:

- IacCIOPT OUYUCTKY;

- KOHTPOJIb Ha HaJIMYKeE CJIEIOB MpUMeEceH;

- ayAUT NIOCTaBIIUKA.

7.23. Bonblive €MKOCTH JIsi XpPaHEHHUS] U COOTBETCTBYIOUIME KOJUIEKTOPHI, JUHUU IO
3arpys3Ke M BBIIPY3Ke JOJIKHBI MMETh COOTBETCTBYIOLIYIO MAPKUPOBKY.

7.24. Kaxxnasi eMKOCTh WJIM TPYIINa €eMKOCTEH (Ceprii) MaTepHuaioB JOJDKHA HMETh YETKYIO
MapKUpOBKY (mu¢pp, HOMEpP CepuH MM IOCTaBKH, KOHTPAKTA, TOBAPHOM HAKIATHOH). DTH
HOMEpa JOJKHBI MCHOJIb30BaThCS MPU 00O03HAYEHUH PACIIONIOKEHUS KaxJoil cepuu. JlomkHa
OBITH pa3zpaboTaHa U BHEIPEHA ccTeMa 0003HAUYEHUS CTaTyca Kaxk 0l cepuu.

7.3. O160p npod ¥ poBeCHUE UCTILITAHUN TOCTYTUBIIINX MaTepHUAIOB

7.30. JIns moaTBepIKIAEHUS TOJIMHHOCTH KaXKIO0W CEepUM MaTepUajoB (3a MCKIIOYCHHUEM
MaTepHaloB, yKa3aHHBIX B 7.32) ciemyeT NpoBecTH XOTs Obl OJHO ucHbITaHHe. BmecTo
IPOBEJCHUS TMOCIEAYIOMUX HWCHOBITAHUNH MOXHO HCIOJb30BaTh AHAIUTUYECKUI MacmopT
MOCTaBIIMKA MPHU YCJIOBUH, YTO HA MPEANPUATHUH MPOU3BOIUTENS NEUCTBYET CUCTEMa OLICHKHU
MOCTaBIIUKOB.



7.31. Cucrema OIEHKM IIOCTAaBIIMKOB JOJKHA BKJIIOYaThb B ce0sl JI0Ka3aTeiabCTBa
(HampuMep, AaHHBIE O KayecTBE MNPEIbIAYLIMX I[OCTABOK) TOTO, YTO MPOM3BOJUTEIL MOXKET
CTaOMIIBHO TIOCTABIISITH MAaTE€pPHaJbl, COOTBETCTBYIONIME TpeOoBaHusaM crieruduranuu. [Ipexe
YeM YNPOCTUTh NPOLEAYPY COOCTBEHHBIX IMPOBEPOK, CIEAyeT MPOBECTU IOJIHBIM aHAIU3 He
MEHee Tpex cepuid martepuana. [IomHbIM aHamu3 AOKEH NMPOBOAMTHCS YEPE3 OIPEICIICHHBIC
UHTEpBaJIbl BPEMEHUM U CPAaBHMUBATHCS C AHAIUTUYECKUM macnopTtoM. JlocToBepHOCThH
AHAJTUTHYECKOTO TACTIOpTa HEOOXOIMMO PETYIISIPHO TIPOBEPSTh.

7.32. He Tpebyercs mpoBeieHUE KOHTPOJS TEXHOJIOIMYECKMX /J100aBOK, OMACHOTO WM
BBICOKOTOKCHUYHOTO CHIPbSI, APYTUX CIIEIUAIBHBIX MaTepPHaIOB MM MAaTepPHaJIOB, MepeaaBacMbIX
B JpYyroe MojpasJeieHue Mo KOHTPOJIEM 3aKa3uHKa, IPY HAIWYMHM aHAIUTHYECKOro MacropTa
IPOM3BOIUTENS, IOJATBEPIKIAIOIIETO COOTBETCTBHE STOTO CHIPBSI yCTAHOBICHHBIM TPEOOBAHUSIM.
WneHTHpUKAIMIO 3TUX MaTepHaoOB MPOBOAAT IYTEM BHU3YaJlbHOIO OCMOTpa YHaKOBOK,
ITHKETOK W PETUCTPAIlMK HOMEPOB cepuid. EcCiM KOHTpPONIb TaKWX MaTepHalioB Ha MecTe He
HOPOBOJUTCS, TO 3TO JOJHDKHO OBITH 0OOCHOBAHO U O(POPMIICHO TOKYMEHTAIBHO.

7.33. IIpo0Obl TOKHBI OBITH PENpPE3eHTATHBHON BBHIOOPKOH cepuy mMarepuaia, u3 KOTOpOi
OHHU 0TOOpaHbl. B MeTonuke oTOopa npod cienyeT yka3bBaTh YUCIO KOHTEHHEPOB, U3 KOTOPIX
JIOJDKHBI OBITH B3SITHI TPOOBI, W3 KaKOW 4acTW KOHTEWHEpa W B KAKOM KOJIMYECTBE UX CIEIyeT
oTOoupaTh. UMCI0 KOHTEHHEPOB, U3 KOTOPHIX ciexyeT OToOpaTh MpOOBI, U KOJIUYECTBO HPOO
JIOJDKHBI OBITh yCTAHOBIICHBI B IIaHe oTOOpa mpol. CleayeT yduThIBaTh KPUTHYHOCTH H
CTaOWJIBHOCTh CBOWCTB MartepHuaja, WHPOPMALHI0O O KauyecTBe MpPEIblIyLIMX IOCTaBOK U
KOJIMYECTBE MaTepuana, Heo0X0JUMOro JUIsl IPOBEICHUS aHAIIN3A.

7.34. Ot6op mpoO ciexyer MpOBOIUTH B CIELMAIBHO OTBEAEHHOM MecTe. MeToauka
orOopa mnpo0 [o/KHA NpeIycMaTpUBaTh IMPENOTBPALLEHUE 3arpsi3HEHUS Marepuana, u3
KOTOPOTO OTOMPAIOTCs NPOOBI, U IPYTUX MaTEepUaIoB.

7.35. YnakoBKH, U3 KOTOpBIX OTOMparOT MpOOBI, JOJKHBI OBITH AKKYpaTHO BCKPBITHI U
3akpbIThl. Ha ynmakoBkax AOJKHA ObITh HaHECEHAa MAapKUPOBKA, MMOKA3bIBAIOLIAs, YTO M3 3TOM
YIaKOBKH OBUTH B3SIThI IPOOHI.

7.4. XpaHeHue

7.40. Ilpu obOpameHnn ¢ MarepuajaMyd M WX XpPaHCHUW HE JOIMYCKAIOTCS YXYAIICHUE HX
Ka4yecTBa, 3arpsi3HEHNUE U IEPEKPECTHOE 3arpsi3HEHHE.

7.41. Matepuansl, XpaHsIIIecss B KAPTOHHBIX OapabaHax, MEIIKaxX WM KOPOOKax, JOJKHBI
OBITH PACIIOJIOKEHBI TAKUM 00pa3oM, 4TOOBI ObLIO YA0OHO MPOBOANTH YOOPKY U MpOBepKy. He
JIOTTYCKaeTCs CKIaIMpOBaHNE MAaTEPHUajIOB Ha MOIy.

7.42. Tlepuoa 1 yCIOBHSI XpaHEHUs MaTepUATIOB HE JIOJDKHBI OTPUIATENILHO BIUATH HA MX
kauecTBo. Kak mpaBuiio, Matepuabl, OCTYNUBIINE EPBBIMU, CIEYET UCIIOJIb30BATh B MIEPBYIO
ouepeib.

7.43. HexoTopble MaTe€puaIbl MOKHO XPAaHUTh BHE MTOMEILICHUI TIPU YCIOBUU HAJISKAIICH
YIaKOBKU, YUTAEMONH MapKHUPOBKHU U BBHITIOJHEHHSI HEOOXOIMMOW OYHMCTKH YIAaKOBOK Mepes MX
BCKPBITHEM U UCTIOJIb30BAaHUEM.

7.44. OTKIOHEHHBIE MaTepHajbl OOJKHBI MMETh COOTBETCTBYIOIIYID MAapKHUpPOBKY U
MOMEIIAThCS Ha KapaHTUH (B M30JATOp Opaka) JJIsl MUCKIIOYEHHUS UX HECAaHKIMOHHPOBAHHOTO
UCTIOJIb30BAaHUS B IPOU3BOJICTBE.

7.5. I10BTOpHBIN KOHTPOJIb

7.50. Tlpu HEOOXOAMMOCTH JIJIsl OTIPEICTICHUS IPUTOJHOCTH MaTepUalioB (HAIIpUMeEp, MOCIIe
JUTUTEIIBHOTO XPAaHEHUs WIH B pe3yJibTaTe BO3ACHCTBUS TEMIEPATYPhl WIH BIAKHOCTH) CIETYET
MPOBOAUTD MOBTOPHBIA KOHTPOJIb.

8. TexHOIOrnuecKuii MpoIecc U BHyTPUITPOU3BOICTBEHHBI KOHTPOJIb

8.1. TexHonornueckue onepanuu



8.10. YcinoBust B3BEIIMBAHUS U OTMEPUBAHUS CHIPbs JUIsl TIPOU3BOACTBA MPOMEKYTOUHBIX
nponyktoB © ADPC He JOKHBI OKa3blBaTh BIUSHHS HAa WX MPUIOJHOCTb. YCTpPOHCTBa IJis
B3BEIIMBAHHS U OTMEPUBAHUS JOJDKHBI OBITH HEOOXOMMOM TOYHOCTH.

8.11. Ecnu matepuman paszgensercs Ha 4YacTH JUIsl MOCIEAYIOLIEr0 HCHOJIb30BaHUS B
IIPOM3BOJCTBEHHBIX OIEpalMsIX, TO OH JOJDKEH IMOMENIaTbCsl B CIELMAJIbHYIO YIAKOBKY,
MapKHUPOBKa KOTOPOH COAEPIKUT CIENYIOIIYI0 HH(pOpMaIuio:

- HAUMECHOBaHME MaTepHalia u/uin KO,

- HOMEp, IPUCBOCHHBIN NIPU NOJTYUYEHUH, UM KOHTPOJIbHBIN HOMED;

- Maccy WM Mepy MaTepHualia B HOBOW yIaKOBKE U

- JaTy TIOBTOPHOT'O KOHTPOJIS, IPU HEOOXOUMOCTH.

8.12. BpimonHeHWE KPUTHUECKUX OINEpaluid MO B3BEUIMBAHUIO, OTMEPUBAHMUIO WIIU
pa3eleHn0 MaTepuaja Ha IOPLUUU JIOJDKHO OBITh 3aBEPEHO WM MPOKOHTPOJIMPOBAHO
HKBUBAJICHTHBIM 00pa3zoM. [lo Havana paboThl IPOU3BOICTBEHHBIN MEPCOHAT JIOJDKEH YOCIUTHCS
B TOM, YTO BCE€ IOJYYEHHbIE MaTepHajbl COOTBETCTBYIOT JAaHHBIM, YKa3aHHBIM B IPOTOKOJIE
CepUH Ui MIPOU3BOJCTBA JAHHOTO MPOMEKYTOUHOTO npoaykTa uinu ADC.

8.13. BbInonHeHue JApyrux KpPUTHYECKUX JEHCTBUH JOIDKHO OBITh 3aBEpEeHO WU
IPOKOHTPOJIMPOBAHO IKBUBAJIEHTHBIM 00Pa30M.

8.14. Ha omnpeneneHHbIX CTaAMAX TEXHOJOTHYECKOro Mpolecca HeoOXOIUMO CpaBHHUBATH
(dakTUyecKuil BBIXOJA MPOAYKUMH (MaTepuanoB) c oxugaeMmbiM. OKMJaeMblii BBIXOA U
JIONyCTUMBbIE ~ OTKJIOHEHHUS JIOJDKHBI OBITh  ONpEJeNieHbl Ha OCHOBAHUU  PE3yJIbTaTOB
71a00PAaTOPHBIX, OMBITHBIX WJIM MPOU3BOICTBEHHBIX UCIIBITAHUN, IPOBEAECHHBIX IPEIBAPUTEIBHO.
OTKIIOHEHHST OT OXMJAEMOI0 BBIXOJA, CBS3aHHBIE C KPUTUYECKMMHU TEXHOJIOTMYECKHMU
CTaJUSAMM, JOJKHBI OBITH pacCieNOBaHbl JUIsl ONpEAENEHUS HX BO3MOMKHOTO BIMSHHUS Ha
Ka4eCTBO CEPUU MPOTYKIUH.

8.15. Bce oTKIIOHEHUS TOJHKHBI OBITH ODOPMIICHBI JOKYMEHTAJIBHO C YKa3aHUEM MPHUYMH.
JIro6oe KpUTHYECKOE OTKIIOHEHUE JOKHO OBITh pacciieIOBaHO.

8.16. Ha3naueHne OCHOBHBIX €IWHUI] 00OPYIOBaHUS JOJDKHO OBITH yKa3aHO Ha CaMOM
000pYyI0OBAaHNUU MM OTPAKEHO B COOTBETCTBYIOIIEH JOKYMEHTALUH, CUCTEME ¢ KOMIIBIOTEPHBIM
yIpaBJI€HUEM U KOHTPOJIEM WM APYTUM 00pa3oM.

8.17. Cnemyetr opraHn3oBaTh KOHTPOJb MaTE€pPUATIOB, MPEIHA3HAYCHHBIX JJISI TOBTOPHOIO
UCTIOJIb30BAaHUS M IepepaboTKH, BO U30€KaHNEe UX HECAHKIIMOHUPOBAHHOTO UCIIOJIb30BAHHS.

8.2. OrpaHn4eHus Ha BpeMs BBIIIOJIHEHUS ONepaluil

8.20. ITpoMBITIUICHHBIM PETJIAMEHTOM MOTYT OBITh YCTAaHOBJICHBI OTPAaHUYCHHS HA BpEeMs
BBIMOJIHEHHsT omneparuii (6.41). OTKIOHEHHS OT JTUX OTrpPaHMYCHHU CcleayeT o(hOopMIATh
JOKYMEHTaJIbHO U MPOBOAMTH MX OLEHKY. Takue orpaHMYeHHs] MOTYT HE HOTpeOOBaThCS IMPH
IPOBEJCHUM TEXHOJOTMYECKOrO0 TMpolecca [0 JOCTHKEHUS YCTAHOBJIEHHBIX 3HA4YECHUU
napamMeTpoB (Hampumep, AoBojaka pH, rupporeHnsanus, cymka 10 3Ha4€HUs, YCTAHOBJIEHHOIO
cnenuuKanueil), Tak Kak B 3TOM Cilyd4ae 3aBEpILICHHE pEeaKIUil WM CTaAuld MPOU3BOICTBA
OIIpeieNsIeTCs IPU BHY TPUIIPOM3BOJICTBEHHOM OTOOpE MPOO U KOHTPOJIE.

8.21. VYcioBus XpaHEHHS MPOMEKYTOUHBIX IHPOIYKTOB JOJDKHBI OOECIeYnBaTh UX
JaTbHEUIITYI0 TPUTOTHOCTb.

8.3. BHyTpunpou3BoICTBEHHBIN OTOOP MPOO ¥ KOHTPOJIH

8.30. Iyist KOHTpOJISI U BBIMIOJIHEHHUS] TEXHOJOTMYECKUX CTaAUi, KOTOpPbIE BIMUSIOT Ha
MoKa3aTelnu KayecTBa IMPOMEXYTOUHBIX NpoAYKTOB U ADC, nommkHbBI ObITH pa3zpaboTaHbl
UHCTpyKUMU. [lopsgok TpoBeAcHHs BHYTPUIPOU3BOACTBEHHOTO KOHTPOJIS U KPUTEPUHU
MPUEMJIEMOCTH OIPENESIOT Ha OCHOBAaHMM HH(MOpMAalUK, TONYYeHHOM Mpu pa3zpadboTke
TEXHOJIOTMYECKOT0 MPOLecca, WIH MO MPeAbIYyIIEMY ONbITY IPOU3BOICTBA.

8.31. Kpurepuu npuemsieMoCTH, BUA U O0O0BEM HCIBITAHUNH MOTYT 3aBHUCETh OT BHJIA
MPOU3BOJUMBIX MPOMEXKYTOUHBIX mpoaykroB wimn AdDC, npoBOAUMON peakiuu WIN
TEXHOJOTMYECKON CTaJAuM U CTENEHHU BIMSHHS 3TOrO Mpoliecca Ha KadecTBO mpoxykiuu. Ha



paHHUX  TEXHOJOTMYECKMX  CTagusX  JIOMyCKaeTcs  MpPOBOJUTH  MEHEe  CTPOTHi
BHYTPHUIIPOU3BOACTBEHHBIH KOHTPOJIb; Ha Ooyiee TMO3AHUX TEXHOJOTHYECKHUX CTaIusIX
(HampuMep, Ha CTaUSAX BBIICTICHUS U OYUCTKH) KOHTPOIIb MOXKET OBITh 00JIee KECTKHM.

8.32. Ilopsimox mpoBeleHUsS BHYTPUIIPOM3BOJICTBEHHOTO KOHTPOJS HA KPUTHUYECKUX
CTaIUAX JOJDKEH BKJIIOYATh B CE0sl KOHTPOJIbHBIE TOUKU U METOJIbl KOHTPOJISA, OBITH 0()OpMIIEH B
NMCbMEHHOM BUJIE€ U COTJIACOBAH C OTJEJIOM KOHTPOJIS KauecTBa.

8.33. BHYTpUIIDOM3BOACTBEHHBII ~ KOHTPOJIb ~ MOXET  IIPOBOJAUTH  IEPCOHAN
IPOM3BOJICTBEHHOTO MOJPA3/IEICHUs, UMEIOMNNA HEOOXOOUMYI0 KBalM(UKALMIO, a HalaAKy
TEXHOJOTMYECKOro Ipolecca JOMyCKaeTcs NPOBOAUTH 0O€3 pa3pelieHus CIyKObl KOHTPOJIS
Ka4yecTBa, €CJIM OHa OCYILIECTBISETCSA B yCTAHOBIECHHBIX JOITYCTUMBIX Mpe/eiax, COrIacoBaHHbBIX
C OTIEJIOM KOHTPOJISI KauecTBa. Pe3yibTaThl TAKOTO KOHTPOJIS JOJDKHBI OBITH TOKYMEHTAIBHO
0(opMIIEHBI B TOJHOM 00bEME U BXOJIUTH B IIPOTOKOJI HA CEPUIO MPOAYKLIUH.

8.34. Tlopsimok oTd60Opa Mpod MPOMEKYTOUHBIX MaTepuanoB, MpoAykToB u ADC nomkeH
OBITh IPUBEJICH B TOKYMEHTAJIHHO O(OPMIIEHHBIX U YTBEPXKIECHHBIX B YCTAHOBICHHOM MOPSJIKE
MeToukax. [Imanel 1 MmeToaukn oTOopa Npod OJIKHBI ObITH 00OCHOBAHHBIMH.

8.35. BHyTpunpou3BoJICTBEHHbIH 0TOOp NpoO JOKEH MPOBOAMTHCS C HMCIOJIB30BaHHEM
METOJUK, MpeAyCMaTpUBAIOIIMX MPEAOTBpAIllEHUE 3arpsA3HEHUs MaTepuaioB M JPYIrHUx
OpoMeXyTouHbIX mpoaykTtoB uin AdC. IlpumeHseMble MeTOIbl JIOJDKHBI OOecleYnBaTh
IEJIOCTHOCTH TPO0 TociIe ux oTdopa.

8.36. Ecnu mpu mnpoBepke W/MWIM HalaJKe TEXHOJOTMYECKOro Mpolecca pe3yibTaThl
BHYTPHIIPOU3BOACTBEHHOTO KOHTPOJII OKaXyTCsI HE COOTBETCTBYIOUIMMH TpeOOBaHHUAM
cneuruKkanuii, To IpoOBEACHNE aHAIN3a IPUYMH OTKJIIOHEHUH, KaK MpaBuiIo, He TpeOyeTcs.

8.4. CMmelaHHbIe CEPUH TPOMEXYTOUHBIX MPOAYKTOB N ADC

8.40. B ngaHHOM pYKOBOJCTBE CMEIIMBAHHUE MATEPHAIOB OIpPEACNSIeTCS KaK Ipolecc
0o0BeAMHEeHN MaTepHalioB B paMKaxX OAHOW cHeruguKaluu A MPOU3BOJCTBA OJHOPOIHOTO
OpoMeXXyTouHoro mnponaykra win APC. BHyTpUNpOU3BOACTBEHHOE CMEIIMBaHUE (paKIHUi
ONIHOW cepuu (HampuUMep, OOBCAMHEHHE HECKOJbKHX 3arpy30K UEHTPU(PYTH U3 OJHOU
KPUCTAUTU3AI[MOHHON Ccepur WiM oObenuHeHHe (Gpakuuié M3 HECKONbKHX CEepUi Juis
JAIbHENIIero MPOM3BOJACTBA) PAacCMATPUBAETCS KaK YacTh TEXHOJIOTMYECKOTO Mpoliecca U He
CUMTAETCS CMEIINBAHNUEM.

8.41. He nomyckaercs cMemMBaHUE CEPHHM, HE YIOBJICTBOPAIONICH TpeOOBaHUAM
cneunuKanuy, ¢ OpyruMu cepusimu. Kaxmas cepus, BHOcMMas B CMeECh, JOJDKHA OBITh
MPOU3BE/IEHA COTJIaCHO YCTAaHOBJIEHHBIM TpeOOBaHMSIM, HWHIWBUIYaJlbHO UCIBITaHA, U €€
COOTBETCTBUE CIIEIU(PHUKAIINU JOJKHO OBITh MOJITBEPHKACHO JO CMEIIUBAHMUA.

8.42. Kak mpaBWIo, CMEIINBAIOTCS:

- MaJIble CEpPUH ISl YBEIMUEHUS €€ pa3Mepa;

- OCTaTKH (T.e. OTHOCUTEIHHO MaJble KOJUYECTBA BBIIEJICHHOIO MaTepuana) U3 cepuil
OJTHOT'O ¥ TOTO € MPOMEXKyTOYHOT0 npoaykra wim ADC mis hpopMupoBaHUs OJTHON CEpUHL.

[Ipu HE0OXO0IMMOCTH JOMYCKAIOTCA U APYTHE CIIy4au CMEIIMBaHUs MaTEPHAJIOB.

8.43. IIporiecchl CMEIIMBaHUS CIEAyeT KOHTPOIUPOBATh U OQOPMIIATH B TIOKYMEHTAILHOM
BUJIE, @ CMEIIaHHas cepusi JIO0JDKHA ObITh, MPH HEOOXOAMMOCTH, UCIBbITAaHA HA COOTBETCTBUE
YCTaHOBJICHHBIM TPEOOBaHUSM.

8.44. B mpoToKoJie HA CEpHUI0, MOTYUYEHHYIO MOCJI€ CMEIIMBAHUA, TOJIKEH MPOCIEKNUBATHCA
IpoIiecc MPOU3BOJCTBA WHANBUIYAJIBHBIX Cepuil, HOPMUPYIOMIKUX 3Ty CMEIIAHHYIO CEpPHIO.

8.45. Ecim ¢usmueckue xapakrepucTukn ADC SABISIOTCA KPUTHYSCKUMH (HAIIPUMED,
A®C mpeaHa3HayeHa AJIsi MCIOJIB30BAHUS B TBEPIBIX J03MPOBAHHBIX (hopMax Uil HMPUHATHS
BHYTpPb WJIM B CYCIIEH3MSX), TO ONEpally MO0 CMEIIMBAHUIO JTOJDKHBI OBITH aTTECTOBAHBI AJIS
HOJTBEPKICHUST OJHOPOJIHOCTH OKOHYATEIBbHOM cepuu. ATTecTanus JOJKHA BKIIOYATh B ceOs
UCIBITAHUE KPUTHUYECKUX IapaMeTpoB (pacmpeiesieHue dYacTHUll IO pa3Mepy, OObeMHas
IUIOTHOCTh TIPH CBOOOJHOM 3aChIlIKe M yJA€ibHAas IUIOTHOCTh NMPHU YIJIOTHEHHH), Ha KOTOpBIE
MO>KET MOBJIAATH MPOLECC CMEITUBAHUSA.



8.46. Ecnu cMemmBaHHe MaTEpUATIOB MOXKET OKa3aTh HEOJIAarompHsITHOE BO3JIEHCTBHE Ha
CTa0MJIBHOCTh TMPOAYKIMH, TO CIEIyeT MPOBECTH HCIBITaHHS CTaOMIBHOCTH OKOHYATEIHHOM
CEepHH.

8.47. Cpox roJHOCTH WM JaTa MPOBEAECHUS MOBTOPHOTO KOHTPOJIS CMEIIAHHOW cepuu
JIOJDKHBI OBITH OCHOBAHBI Ha JJaT€ IPOM3BOJICTBA CaMOii CTapoi ()paKIMU MIIK CEPUH B CMECH.

8.5. KonTpo:ns 3arps3Henuit

8.50. [lomyckaeTcss MEepeHOCHTh OCTATKM MaTepuajoB B TOCIEAYIOLIUE CEPUH TOTO KE
IPOMEXYTOUHOTO mnponaykra uiau APC mpu HalMYuU COOTBETCTBYIOLIETo KOHTpois. K Hum
OTHOCSITCSI OCTaTKH, MPHIMMAIOUIME K CTEHKAM HW3MEIbYMTENS, CIOM BIIAXKHBIX KPHUCTAILIOB,
OCTAIOMIMKCS B IEHTpu(yre IMocie pasrpy3Kd, W HENOJHOE YNAJCHUE >KUIKOCTEH WIH
KPUCTAIJIOB M3 TEXHOJOTHYECKOW EMKOCTH TMOCie IMepelayd MaTephalia Ha CIEAYIONIyIo
TEXHOJIOTMYECKYI0 CTaauio. Takod MepeHOC He JOHKEH NPHUBOJUTH K MEPEHOCY IPOAYKTOB
pacmazia WiId MHUKPOOHOTO 3arpsi3HEHHs, KOTOPhIE MOTYT OKa3aThb OTPHUIATENbHOE BIUSHUE HA
yncrtoty ADPC.

8.51. Ilpu BHIMOTHEHUH TEXHOJOTHYECKHUX OIEpalfii He CIeIyeT MOMyCKaTh 3arps3HEHUS
IPOMEXYTOUHBIX TPOAYKTOB Wi ADPC npyrumu MarepragaMu.

8.52. Ilocme mpoBeAeHHs OYUCTKH OOOpPYAOBaHUS  CIEIyeT TMPUHATH  MEPHI
MIPETOCTOPOKHOCTH, UTOOBI N30exkaTh 3arpsizHeHuss ADC.

9. VnakoBka u mapkupoBka ADPC u npoMeKyTOUHBIX IPOAYKTOB

9.1. O6mue nonoxeHus

9.10. Cnenyer pa3paboTaTh M JOKYMEHTAIBHO O(POPMUTH METOJUKHA Ha TMOJIyYECHHUE,
UACHTH(DHUKAINIO, KapaHTHHHOE XpaHCHHWe, OTOOp Mpo0, MPOBEJCHHWE WCCIICIOBAHUS H/WIN
UCIIBITAHUS U BBIIa4y pa3pellieHus] Ha HCIOIb30BaHKe, a TAKXKE Ha 0OpaIleHne ¢ yIaKkOBOYHBIMU
U NICYATHBIMU MAaTCpUaJIaMH.

9.11. Marepuanbl 1y yHOAKOBKM W MAapKUPOBKH  JOJDKHBI  COOTBETCTBOBATH
YCTaHOBJICHHBIM TpGGOBaHI/IHM. MaTepI/IaJII:I, HC COOTBCTCTBYIOIIHUEC 3THUM TpGGOBaHI/IHM, JOJI?KHBI
OTKJIOHSITBCSL ISl TMPEAOTBpALLEHUS MX MCIIOJNB30BAHMUS B OMNEpalusx, s KOTOPbIX OHHU
HCIIPUT'OJAHBI.

9.12. Cnenyer XpaHWTh MPOTOKOJbl Ha KaXAYI IMOCTABKY IE€YATHBIX M YMaKOBOYHBIX
MaTepUasoB, cofepxKalire HHPOpPMAIHIO O TTOCTaBKE, OCMOTPE WIIM KOHTPOJIE ITOTO MaTepuaa,
a TaKKe 3aKJII0UYEHUE O Pa3pellieHNH ero UCIOIb30BAHMSI TN OTKJIOHEHUS.

9.2. YakoBOYHbIE MAaTepHUAIIbI

9.20. YmakoBka JoipkHA 00ecrieunBaTh HAUICKAILYO 3AIIUTY MPOMEXKYTOYHOTO IPOTyKTa
wim APC oT mnopyd WIH 3arpsA3HEHUs, KOTOPbIE MOTYT TMPOM30MTH B TMPOILECCE UX
TPAHCIIOPTUPOBAHUS WU XPAHEHUS.

9.21. VYmakoBKM JOKHBI OBITH YHCTBIMH U, €CIM 3TO OOYCJIOBIICHO BHUIOM
OpOMEXyTouHOro mnpoaykra win ADC, IOMKHBI MPOUTH 00pabOTKy (Ie3MH(EKIHI0) s
o0ecreyeHns UX MPUTOJHOCTH ISl JaJIbHEHIIIET0 UCIONb30BaHMs. Y IaKOBaHHbIE MaTepUasbl HE
JOJKHBI BCTyNaTh B XUMUYECKHE PEAKIMHU U 00JalaTh aJJUTHBHBIMUA UIU a0COPOUPYIOIUMU
CBOMCTBaMH, YTOOBI HE JOMYCTUTh U3MEHEHHS Ka4eCTBa MPOMEXYTOUHOTO npoaykTa win ADPC
3a YCTaHOBJICHHBIE MPEJIEIIbI.

9.22. Ilpu MOBTOPHOM MCIOJIb30BAaHUHU YIAKOBKH JOJIKHBI OBITH OUHIIEHBI B COOTBETCTBUH
C YTBEP)KJICHHBIMU UHCTPYKIUSMHU, a BCE MIPEABIAYIINE STUKETKU y1aJICHBI.

9.3. BhlllyCK ¥ KOHTPOJIb IIEYAaTHBIX MaTEpUAJIOB
9.30. locTyn K MecTaM XpaHEHHS MEYaTHBIX MaTEPHAIIOB JIOJDKEH OBITh Pa3pelieH TOJbKO
JiaiaM, UMCIoIUM COOTBETCTBYIOIIUC MTOJTHOMOYUS.



9.31. Tlopsnox ompeneneHuss COOTBETCTBUS MEXIYy KOJWYECTBOM OTIYLIEHHOIO,
UCTIONIb30BAaHHOTO M BO3BPAIIEHHOTO MEYaTHOTO MaTephaja M OLEHKH PACXOKICHUH MEXKITy
KOJINYECTBOM MAapKHPOBAHHBIX YNAKOBOK M BBIIAHHBIX STHKETOK TOJDKEH OBITh yKazaH B
MHCTPYKIMU. DaKThl HECOOTBETCTBHS JTOJDKHBI PACCIIEOBATHCS, a PE3YJIbTaThl paccieI0BaHMs
JIOJKHBI OBITH YTBEPKICHBI OTIEIIOM KOHTPOJIS KauecTBa.

9.32. Bech HEHWCIIONIB30BAHHBIN IEYATHBI MaTepHaj, COACpKAIIMH HOMEp CEpHUU HIIH
JIpyTyI0 TeYaTHYI0 HWHPOPMALUI0O O CEpPHH, JOJDKEH OBITh YHHYTOXKEH. BO3BpalieHHBIH
NeYaTHBIH MaTepHal JOJDKEH XPaHHUTBCS TaKUM o00pa3oM, 4YTOOBI MPEJOTBPATHTH €ro
nepenyThIBaHNE M 00ECTICUNTh HAIIEKAITYIO HACHTH(PHUKAIIHIO.

9.33. Bpimenmmuii U3 ynoTpeOieHUss U yCTapeBIIUM MMEYaTHBIH MaTepHan JODKEH OBITh
YHHUYTOXEH.

9.34. Cnenyer opraHu3oBaTh KOHTPOJb 32 pabOTON yCTPOWCTB, MpeJHA3HAYCHHBIX IS
NeYaTaHusl ITUKETOK JUIS YIaKOBOYHBIX OIEpanuii, YTOOBI rapaHTHPOBATH COOTBETCTBHE BCEX
OTTHCKOB ITPOTOKOJTY Ha CEPHIO MPOTYKIIHH.

9.35. Cnenyer opraHu30BaTh TIIATEIbHBIH KOHTPOJIb ATUKETOK, OTHEYAaTaHHBIX ISl CEpUH,
Ha WX COOTBETCTBUE JIAHHOW CEpUH W YCTAaHOBICHHBIM TpeOoBaHUSAM. Pe3ynbpraT KOHTpOIIS
JOJKCH OBITH O(OPMIICH TOKYMEHTAJIBHO.

9.36. OOpazer; uCHONB3YEMOW OTHEYATAHHOM HTUKETKHU JOJDKEH OBITh BKIIOYEH B
MPOTOKOJI CEPUH MPOIAYKIINH.

9.4. Onepanyu 1o yrnakoBKe U MapKUPOBKE

9.40. Cnenyer pa3paboTaTh ¥ JOKyMEHTAIEHO O(DOPMHUTH HHCTPYKIIUH IO MCTIONIb30BAHHIO
YIaKOBOYHBIX U M€YaTHBIX MaTEPHAJIOB.

9.41. Cnenyer pa3paboTaTh WHCTPYKLHHU MO BBITOJHEHUIO MapKUPOBKH, HCKIIIOUYAIOIIUE
NepenyThiIBAHUE  T€YaTHBIX  MarepuasioB. Omepanuu 1O  MapKUPOBKE  pa3iMuYHBIX
MPOMEXKYTOUHBIX MTPOAYKTOB uian A®DC 1omKHBI OBITh pa3rpaHUYEHbl (PUINYECKU WU
IIPOCTPAHCTBEHHO.

9.42. DTUKETKH, UCIOIB3YEMbIE€ Ha YMAaKOBKax MPOMEKYTOYHBIX MPOoayKToB mwin ADC,
JIOJDKHBI COZIepKaTh HAUMEHOBAHUE WM MICHTH(PHUKAIIMOHHBIN KOJ, HOMEpP CEpUu MPOAYKTa H
yCIIOBUSL XpaHEHUA (B TOM cllydae, Korja 3Ta HHQpOpMaus SBISETCS KPUTUYECKOW st
o0ecrieyeHHs KayecTBa MPOMEKYTOuHOro npoaykra uiaun ADC).

9.43. Ecnu npomexyTouHbld mpoayKT uian APC npegHa3HayeHbl Ui MEpenadd 3a
Ipelenbl 30HbI JEHCTBUS CHCTEMBbl KOHTPOJISI MX IPOU3BOJUTENEM, TO MapKHPOBKA TaKKe
JOJKHA COo/AepKaThb HAaWMEHOBaHHE U aApec NPeaIpUATUSA-TIPOU3BOIUTENS, KOJIUYECTBO
COJICPKHUMOTO, CIEIHATIbHBIC YCIOBUS TPAHCIOPTUPOBaHMA W JI0ObIe Jpyrue TpeOoBaHMA,
MpeyCMOTPEHHbIE HOPMAaTUBHON JOKyMeHTanueil. Eciau st mpoMexyTOYHBIX MPOIYKTOB HIIN
A®C ycTaHOBIEH CpPOK TOAHOCTH, TO OH JOJDKEH OBITh yKa3aH Ha MAapKHUpPOBKE U B
aHaIUTHYECKOM Tmacnopre. s mpoMmexyTouHblx wmatepuanoB win ADPC, npomeamumx
MOBTOPHBIA KOHTPOJIb, JaTa MOBTOPHOTO UCHBITAHUS JIOJKHA OBITh yKa3aHa HAa MAapKUPOBKE U B
AQHAIUTUYECKOM MAaCIOpTE.

9.44. VYmnakoBoyHOe W TeYaTHOe OOOpYJIOBaHHWE JODKHO  OBITh  IPOBEPEHO
HEIMOCPEACTBEHHO Mepe]l UCIIOJIb30BAHUEM JIJISl TApAaHTUHU TOTO, YTO BCE MaTEpHAalIbl, HE HYKHbIE
JUIA TIOCJENYIOUIeH YNakoBKM, OBLIM yJAaleHbl. OTa NpPOBEpKa JOJDKHA OBITh yKa3aHa B
IIPOTOKOJIE HAa CEPHIO MPOAYKIINH, KypHaJie 000pyI0BaHUS WU APYTOil TOKyMEHTALIUH.

9.45. B cocraB omnepanuii 1o ynakoBKE BXOIUT INPOBEPKAa MPaBUJIBHOCTH MapKHPOBKHU
MEPBUYHBIX U BTOPUYHBIX YMAKOBOK MPOMEKYTOUHBIX NMPoayKToB uiu ADC. Pe3ynbraThl 3THX
IPOBEPOK JOJDKHBI OBITh YKa3aHbI B IPOTOKOJIAX HAa CEPUIO MPOAYKLUHU WM KOHTPOJb KauyecTBa
MPOIYKIIHH.

9.46. IlpomexyTounble mpoaykThl Wi APC, oTnpasisieMble 3a IPEIENbl 30HbI KOHTPOJISA
MIPOU3BOJUTENSA, JODKHBI OBITH OIeYaTaHbl TaKUM 00pa3oM, YTOOBI MPH TMOBPEXKIECHUU HIN
OTCYTCTBUH N€YaTH MOTy4aTeab 00paTuil BHUMaHUE Ha BOZMOKHOCTB 3aMEHBI CO/IEPKUMOTO.



10. Xpanenue u peanuzanus

10.1. XpaneHue Ha ckiaje

10.10. B mnomemieHusx [Uig XpaHEHHUS MAaTepUANIOB JOJDKHBI OBITh IPEAYCMOTPEHBI
COOTBETCTBYIOIIUE YCIOBUS (HApuMep, MOIICP)KUBAHUE 3aIaHHON TEMITEpaTyphl U BIAKHOCTH,
npu HeobxomumocTH). CreayeT BEeCTH IMPOTOKOJbI YCIOBHM XpaHEHHUs, €CIM OHU SBISIOTCA
KPUTHUECKUMH ISl COXPAHEHHSI CBOWCTB MaTEpUasIOB.

10.11. Bo wusbexaHue ciay4aHOrO WJIM HECAaHKUMOHHUPOBAHHOIO HCIIOJIBb30BaHMS
HaxoodAmuxXcsa B KapaHTHUHC, OTKIOHCHHBIX, BO3BPAIICHHBLIX HJIM OTO3BAHHBLIX MAaTCPHAJIOB
JIOJDKHBI OBITH BBIJCNICHBI OTAEIBHBIC 30HBI JUII MX BPEMEHHOTO XpaHEHHs A0 NPUHATHA
penieHust 00 UX JaJIbHEHUIIIEM UCTIOIB30BaHUU (€CITH IPYTOoe HE YKA3aHO B JOKYMEHTAIUH).

10.2. Peanusanus

10.20. Peanmuzanusa APC u npoMeKyTOYHBIX MPOLYKTOB TPETHUM CTOPOHAM JOITYCKAeTCs
TOJIKO TOCJIE TIOJIYUYEHHs pa3pelieHns OT/ea KOHTPOJIsl KayecTBa Ha UX BBINYCK. B ycrnoBusx
kapantuHa A®C U [pPOMEXYTOYHbIE NPOAYKTBI MOTYT OBITh NEpEeBEACHbl B JApPYyroe
noJpa3fielicHue MNpU HAJIWYUHM pa3pelieHus OTJela KOHTPOJIS KadecTBa, COOTBETCTBYIOILIEH
JOKYMEHTALUN U OPTaHU3a1H HAAJIEKAIEr0 KOHTPOJIS.

10.21. Tpancnoptupoanne ADC u NpoMeKyTOUHBIX NPOAYKTOB HE JOKHO OKa3bIBaTh
BJIMSIHUS HAa UX KaYeCTBO.

10.22. OcoOsie ycnoBusi TpaHcmoptupoBaHus u xpaHeHHss ADPC U TPOMEKYTOUHBIX
HPOAYKTOB JJOJDKHBI OBITh YKa3aHbl HA 3TUKETKE.

10.23. IlpousBomuTENs NOJHKEH YOSAWUTHCS B TOM, YTO MOIAPSIYHK, OCYIIECTBIISIOIIIIA
tpancnoptupoBanue AD®C u MpoMeXyTOUYHBIX MPOJYKTOB IO KOHTPAKTY, 3HAET M COOJIIOJaeT
TpeOyeMble yCIOBUS TPAHCIOPTUPOBAHUS U XPAHEHUS.

10.24. Jlna obecneueHHs] BO3MOXKHOCTHU OBICTPOrO OT3bIBA KaKIOW CEpUU HPOIYKIHH
JI0JKHA OBITh OPraHU30BaHa CUCTEMA OTCIIC)KMBAHUS 3a €€ pealn3ainei.

11. JlaBopaTOpHBIil KOHTPOIIb

11.1. O6muii KOHTPOJIb

11.10. Cny>x0a KOHTPOJISI Ka4eCTBa JOHKHA UMETh B CBOEM PACIIOPSHKEHUH HEOOXO0IUMBIE
n1abopaTopHbIe MOMENICHUS U 000pyI0BaHUE.

11.11. Cnenyer pa3paboTaTh U JOKYMEHTaJIbHO OGOPMHUTH METOAMKH OTOOpa Tpoo,
MPOBEJICHUS MCIIBITAHHUM, BEIIAYN Pa3pelICHHs Ha UCIIOJIb30BAHNE WIIH OTKIOHEHUE MAaTepHAIOB,
perucTpal M XpaHEeHHsI JaHHbBIX, MOJYyYEHHBIX B Jabopartopuu. BeneHue MpoTOKOIOB H
OTYETOB JIOJKHO COOTBETCTBOBAThH TPEOOBAHUSM 6.6.

11.12. Bece cnenudukanuy, miaHel 0TOOpa MpoOd W METOAWKH TMPOBEICHUS HCIBITAHUI
JOJKHBI OBITh HAYYHO 0OOCHOBAaHHBIMU U TaPAHTUPOBATH, UTO Chiphe, ADC U MPOMEKyTOUHBIC
IOPOAYKTHI, a TaKXe IeYaTHbIe W YMaKOBOYHbIE MaTepHallbl COOTBETCTBYIOT YCTaHOBJICHHBIM
CTaHJapTaM KadecTBa W/WiM YUCTOTHL. Crenupukanud W METOAVKU HWCHBITAHUN OJKHBI
COOTBETCTBOBAaTh TPEOOBAHUSAM, YCTAHOBJICHHBIM TPU TOCYJAAPCTBEHHOW PETUCTPALIMU.
JlomyckaeTcsi HCIOJNB30BaTh CHENH(PUKAIUN, HE BXOMAINIUE B PETUCTPAIMOHHOE J[OCHE.
Crneundukanuu, miaHel oréopa Mpod W METOAMKH HCHBITAHWN, B T.4. U3MEHEHUS K HUM,
JIOJKHBI  OBITH  pa3paboTaHbl  COOTBETCTBYIONIMM  TOJpAa3lelICHUEM, pACCMOTPEHBl U
COTJIACOBAHBI CO CITYK00# (OTACIIOM) KOHTPOJISI KauecTBa.

11.13. Cneundukamun m11 ADC pomxHbl OBITH pa3paboTaHbl B COOTBETCTBUH C
JNEHCTBYIOIIMMHA HOPMaMU M TEXHOJIOTMYECKUM IPOLIECCOM M BKJIIOYATh B CeOsl KOHTPOJb 3a
npuMecsMH (HAmpuMep, OPTaHUYECKUMU U HEOPTaHWYECKUMHU MPUMECSIMH U OCTaTOYHBIM
comepxanueM pactBoputeneit). Ecmu  mus ADC  mpegycMoTpeHBl  TpeOOBaHUA K
MUKPOOHOIOTUYECKON YUCTOTE, TO B CHEIU(PUKALNN JTOJDKHBI OBITh YCTAHOBIICHBI JTOITYCTUMBIC
npenensl Juis OOIIero Yucia MUKPOOPTaHM3MOB W HEXeNaTelbHBbIX MHUKpoopraHuzMoB. Ecnu



st AOC nperyCMOTpeHbI TPEOOBaHUS K alUPOT€HHOCTH, TO B CHEIU(UKAIIMN JTOJKHBI OBITH
YCTaHOBJIEHBI JOITYCTUMBbIE IPEEIIbI K YPOBHIO 3H/I0TOKCUHOB.

11.14. Bce omeparuy KOHTPOJISI B JIAOOPATOPUSIX JAOKHBI IPOBOJAUTHCSI B COOTBETCTBUH C
YTBEPKIACHHBIMU METOJIUKAMU (MHCTPYKIUAMHU) U OQOPMISATHCS B MUCHBMEHHOM BHJIE
HEINOCPEACTBEHHO IOCIIE UX MpoBeieHus. JItoOble OTKIOHEHUS OT YKa3aHHbBIX METOAMK JOJIKHBI
OBITH 00OCHOBAHBI.

11.15. JlroOble pe3ynbTaThl, BBIXOJAIIME 32 paMKu crenupuKanui, JOHKHBI OBITh
pacciefoBaHbl U OQOPMIIEHBI B COOTBETCTBUU C MPUHATON METOAMKOH, MpeayCcMaTpUBAOIIEH
IIPOBEJICHUE aHAJIN3a JaHHBIX, OLIEHKY CYIECTBEHHOU MPOOJeMbl, ONpeesieHue MyTel pelieHus
9TOM TpoOsieMbl U (OPMYyJIHPOBAaHHE BHIBOJIOB M3 TMPOBEACHHOTO paccienoBanus. [locre
NOJYYCHHsI PE3yJIbTATOB, BBIXOJIIMX 32 PAMKH CIEIU(HUKAINNA, MOBTOPHBIE OTOOpPHI TPOO
W/WIA TIOBTOPHBIE WCIBITAHHUS JOJDKHBI TPOBOJUTHCS B COOTBETCTBUU C MPUHATHIMU
METOIUKAMHU.

11.16. PeakTuBBI U CTaHAAPTHBIE PACTBOPHI TOJKHBI IPUTOTABINBATHCA U MAPKUPOBATHCS
B COOTBETCTBUHU C MPUHATOW METOJIUKOM. [[JI1 aHAIIUTUYECKUX PEAKTUBOB U PACTBOPOB CIEAYET
MPUMEHATHh MapKUPOBKY "Hcnonb3oBaTh 10"

11.17. Ans npousoactea ADC HeoOX0IUMO UMETh NMEPBUYHBIE CTaHJAPTHBIE 00pa3Lbl U
JOKYMEHTAIMIO O MPOUCXOXKIACHUM KaXKJIOTO CTaHAapTHOro oOpasma. JlaHHble O XpaHEHUHU U
UCIIOJIb30BAaHUU KaXXJI0TO IEPBUYHOIO CTaHAAPTHOrO o0pa3la COIJIaCHO PEKOMEHIALUsIM
MOCTaBIMKA JOJKHBI OBITh TPHUBEACHBI B COOTBETCTBYIOMIMX MpoTokonax. [lepBuuHbIe
CTaHJApTHBIE 00Pa3IIbl, TOTYYCHHBIC U3 O(UIINATEHO TPU3HAHHBIX HCTOYHUKOB U XPAHAIINECS B
COOTBETCTBUU C PEKOMEH/IALIMSAMHU MOCTABIIUKA, UCTIOIB3YIOT O0€3 MPOBEACHUS UCTIBITAHUH.

11.18. Ilpu HEBO3MOXXHOCTH TOJY4YEHHUsS TEPBUYHBIX CTaHAAPTHBIX OOpPa3LOB U3
opUIMATBFHO TPU3HAHHBIX HMCTOYHHKOB CIEAYeT pa3paboTaTh BHYTPEHHHE CTaHAApPTHHIC
oOpa3upl mnpousBoauTens. Jlyig yCTaHOBIEHWS MOUIMHHOCTM W YHCTOTHl EPBUYHOIO
CTaHJapTHOrO oOpa3na Tpedyercss MpPOBEACHHE COOTBETCTBYIOIIETO KOHTpois. [IpoBenenue
KOHTPOJIS TOJHDKHO OBITH 0(hOPMIIEHO TOKYMEHTAJIBHO.

11.19. Cnenyer pa3paboTaTh MOPSAOK H3TOTOBIICHUS, YCTAHOBJICHUS, WACHTHU(UKAIUH,
UCTIBITAHWHN, YTBEPXKIEHUS W XPaHEHUS BTOPUYHBIX CTaHOApTHBIX 00pasuoB. [IpuromHocts
KaKIOW CepUuM BTOPUYHOIO CTAaHAAPTHOro oOpaslia JOHKHA OBITH ONpezesieHa 10 MOMEHTa
NIEPBOTO UCIIOJIB30BAaHUS IIyTEM €ro CPaBHEHUS C MEPBUYHBIM CTaHIAPTHBIM oOpa3noM. Kaxnas
cepus BTOPHUYHOTO CTaHAAPTHOrO o00pa3lia JO0JDKHA MEPUOAMYECKH IPOXOAUTH IPOBEPKY
(aTrTecTanuio) B COOTBETCTBUHU C YTBEPKICHHON METOIUKOM.

11.2. IIpoBeieHNE UCTIBITAHUM TPOMEXKYTOUHBIX TPOIYKTOB U ADC

11.20. Jns moATBEpKIAECHUSI COOTBETCTBUSI KAXIOM CEpUM MPOMEKYTOYHOTO MPOAYKTa U
ADC TpeboBaHUAM crieun(UKAUN JTOIKHBI OBITh MPOBEICHBI HEOOXOAUMBIE Ja0OpaTOpHbIE
UCIIBITAHUSI.

11.21. [Jna xaxgor ADPC gomkeH ObITh  ONpeNeleH COCTaB  IpuMecei
(naeHTUPUIUPOBAHHBIX W HEUJCHTU(OUIIMPOBAHHBIX), MPHUCYTCTBYIOIIUX B OOBIYHON CEpHH,
IIPOM3BENEHHOM B XOJI€ KOHKPETHOIO KOHTPOJIMPYEMOI'O TEXHOJIOIMYECKOIo Ipoliecca.
Onucanne npuMeced [OJDKHO BKIIOYaTh B ce0sl UX WACHTU(DUKALMIO WIM KaKue-TuOo
KaueCTBEHHBIC aHAIMTUYECKHE MapaMeTphl, MO3BOJSIONINE €€ MACHTU(UIIUPOBATh (HAIPUMED,
BpeMsl YIEp)KMBaHHWA), JHANa30H COJAEp)KaHUS KaXJAOW BBISABICHHOM TNpUMecH M HX
KJIaccuukanuio (HeopraHudeckasi, opranndeckas, pactBopurens). CocTaB mpumMeceil 00bIYHO
3aBUCHUT OT TexHojorudeckoro mpouecca u npupoabl ADPC. Jlng ADC, nomydaeMblx u3
PaCTUTENILHOTO CBHIPhSI MM M3 TKaHEH JKUBOTHBIX, OMpEJENICHHE COCTaBa MpuMeceld 0ObIYHO He
Tpedyercs. TpeboBanus k ADPC, mosrydaeMbIM OMOTEXHOJOTUYECKHM ITyTEM, JOHKHBI OBITH
YCTaHOBJICHBI B COOTBETCTBYIOILIEH HOPMATUBHOM JOKYMEHTAIIUH.

11.22. Jlna BeisiBneHus: uaMeHeHuii B ADPC, mpoucxoAsuux BCIEACTBHE MU3MEHEHUUM B
ChIpbe, O00OpYyNOBaHMH, pabOYMX TNapamMeTpax WIM TEXHOJOTHYECKOM IPOLECcCce, COCTaB
npuMecell MepUOJUYECKH CIIeIyeT CpaBHUBAaTh C COCTaBOM IpUMeEcel, YKa3aHHBIX B



JOKYMEHTAIuM, OQOpPMIISIEMONH TIPU TOCYAAPCTBEHHOW pPETUCTpAIMH, WIM C JAHHBIMH,
HIOJTy4EHHBIMH paHee.

11.23. Cnenyer mnpoBOAUTh KOHTPOJIb MMKPOOHOM YHCTOTHI KAaXKIOW cepuu
npomexyTouHoro npoaykra 1 AD@C B COOTBETCTBUU C YCTAHOBIEHHBIMU TPEOOBAHUSMHU.

11.3. ATTecTanus aHaTUTUYECKUX METOAMK (CM. pazaen 12)

11.4. Ananutuueckue nacnopra

11.40. Ha xaxayro cepuro mpoMexyTouHoro npoaykra u/min AD®C MomKeH BBIIABATHCS
NOJUIMHHBIN aHATUTUYECKUN TacTIOpT.

11.41. AnamuTHyecKWil MacmopT AOJDKEH COAepKaTh HMH(GOPMAIMIO O HAUMEHOBAaHUH
OpOMEXyTouHOro npoaykra win APC, B T.4. 0 ero YUCTOTEe, HOMEpPE CEpUM M JaTe BBIMYyCKa.
Jns mpoMexyTouHbIX MpoaykToB U APC ¢ yCTaHOBIIEHHBIM CPOKOM TOJHOCTH MOCJEIHUMN
JIOJDKEH OBITh yKa3aH B MapKHpPOBKE M aHAJUTUYECKOM nacropre. s mpoMexyTOUYHBIX
npoaykTtoB uian AD®C ¢ naToil MOBTOPHOTO KOHTPOJIS 3Ta JaTa TakKe JOJKHA ObITh yKazaHa B
MapKHUPOBKE /WM aHATUTUYECKOM acropre.

11.42. B aHaiuTHYeCKOM NacHOpPTE MAOJKHBI OBITh IEpEYMCICHbl BCE HCIBITAHUS,
IPOBE/ICHHBIE B COOTBETCTBUM C HOPMATUBHBIMU JIOKYMEHTaMH WM TPeOOBAHUSAMU 3aKa34yMKa, B
T.4. KpUTEPUU IPUEMIIEMOCTHU U MOJTYUYEHHbIE KOJIMYECTBEHHbBIE PE3YIIbTAThI (IIPU UX HAIUYUH).

11.43. B aHanuTUYECKOM TMacmopTe [o/KHa OBbITh YyKa3zaHa JaTra W MOJIHUCH
OTBETCTBEHHOTO JIMIIAa OT/ENa KOHTPOJSI KadecTBa, a TaKKe HaMMEHOBaHHE, aJpec W TeleoH
HNEPBUYHOTO TMpeanpuaTus-nponsBoautens. Eciaum ananmu3 Obul IpoBeleH Ha BTOPUYHOM
OPEINPUITUN-YIAKOBIIUKE WIM MPOU3BOAUTENE, AHATUTUUECKUNA NAclopT JOJDKEH COJIEpiKaTh
HalMEHOBaHHUE, aJpec, Tele(hOH BTOPUUHOTO NPEANPUATHS-YTAKOBIIMKA WIA TPOU3BOJUTENS U
HaUMEHOBAHUE NIEPBUYHOTO MPOU3BOAUTEIS.

11.44. HoBble aHaNUTHYECKHE NACIOpPTa, BBIMYCKAEMble BTOPUYHBIM HPEANPUATHEM-
YHAKOBIIMKOM WJIHM TNPOU3BOAMUTEIEM, NOCTABUIMKAMU WJIU JHUIAMH, JECUCTBYIOUIMMH OT HX
UMEHH, JOJDKHBI COEP KaTh HAUMEHOBaHUE, aJjpec U TesnedOoH J1abopaTopuu, MPOBOAUBIICH 3TH
aHanmu3bl. B HHMX Takke JOJDKHBI OBITh yKa3aHbl HAaMMEHOBAaHHUE, aJpeC MEPBUYHOTO
IPOM3BOJUTENS M OPUTMHA [TACTIOPTa HA ITY CEPUI0 MPOTYKIMH C MPUIIOKEHUEM €r0 KOIHUU.

11.5. Kontpoas crabunbaocTH ADC

11.50. Cnenyer pa3paboTaTb U JAOKYMEHTAIbHO O(GOPMHUTH MPOTpamMMy HENPEPHIBHOTO
KoHTposst crabmibHOCcTH A®DC, pe3ynpTaThl KOTOPOTO JOJKHBI HCIOJB30BAaThCSA IS
MOJITBEPIK/ICHUST YCIIOBUN XpaHEHUs MPH MEPEeCMOTPe CPOKa TOAHOCTH WIIM CPOKa MPOBEICHUS
MOBTOPHOT'O KOHTPOJISL.

11.51. Meroauky UCTIBITAHUA HA CTAOUIHLHOCTD JOJKHBI OBITh ATTECTOBAHEI.

11.52. TIIpob6bl myiss KOHTpOJSI CTAaOMIBHOCTH CIIEIYyeT XpaHWUTh B  YIIAKOBKax,
UMUTHPYIONINX KOMMepueckue ynakoBku. Hampumep, mis ADC, mocTaBisieMbIX B MEIIKaX,
MOMEIICHHBIX B KapTOHHBIE OapabaHbl, MPOOBI I KOHTPOJIS CTAOMJIBHOCTH MOTYT OBITh
yIaKOBaHBI B MEIIKU U3 TOTO K€ MaTepuana, MoMEIIeHHbIe B 0apabaHbl, MEHbBIIINE TI0 pa3Mepy U
M3TOTOBJICHHBIE M3 MOXOXKEro WM TaKoro e marepuana, kak u g ADPC, moctynaronmx B
peanu3aiumio.

11.53. JIns moaTBep KACHUS AaThl TPOBEACHUSI TOBTOPHOTO KOHTPOJIA WJIM CPOKA TOJAHOCTH
A®C mepBble Tpu peamu3yeMble CEpHH, KaK IMPaBWIO, JOJDKHBI OBITh HCHBITAaHBI Ha
ctabunbHOCTh. Ecau pe3ynbTaThl MpeAblAyIIuX HCIBITAHUN MOKA3bIBAIOT, YTO JaHHAs Cepus
A®C Oyaer COXpaHATh CTaOWIBHOCTH €IIe HE MEHee JBYX JIeT, JOIMYCKAeTCs HCIOJIb30BaTh
MEHEE TPEX CEpHUil.

11.54. B nporpamMmmMy KOHTPOJIsi CTAOUIBHOCTH €XKETOTHO JTOJDKHA BKIIIOYATHCS, MO KpaiiHen
Mepe, XoTs Obl ojiHa cepust mpousBoarMoir ADC (3a UCKITIOUEHHEM CITydaeB, KOTJa B 3TOT TOJ
€€ MPOU3BOJICTBO HE OCYIIECTBIISIIOCH).



11.55. dnsg ADC ¢ KOpOTKHM CPOKOM TOJTHOCTH HCHBITAaHUS CIEAYET MPOBOAUTH Yallle.
Hampumep, nns 6uorexnonornueckux/ononorunueckux u apyrux ADC co cpokoMm XpaHeHUs
OJIMH TOJl M1 MEHee MPOOBI HAa CTAOMJIBHOCTBH CJIEIYET OTOMPATh M HMCHBITHIBATH €KEMECIYHO B
TEUEHHUE NEPBBIX 3 MEC. U 3aTEM C UHTEPBAJIOM B 3 MecC.

[Ipu HanmMUMM NaHHBIX, TOATBEPKIAIOIMNUX COXpaHeHUe cTabuiIbHOCTH ADC, MOXKET OBITh
paccMOTpeH BOMpoC 00 YBEIWYEHHH MEPUOJUYHOCTH HCIBITAaHWKM (HAmpuMep, MpPOBEACHUE
UCIIBITaHUH "epe3 9 mec.).

11.56. YcnoBusi xpaHeHUs TpU MPOBEICHUU UCTBITAHUN Ha CTaOWIBHOCTH JOJIKHBI, 110
BO3MOYKHOCTH, COOTBETCTBOBAaTh TPEOOBAHUSM HOPMATHBHOM JOKYMEHTAIIMH K TPOBEICHUIO
9TUX UCIIBITAHUH.

11.6. Cpok rogHOCTH U JaTa IOBTOPHOTO KOHTPOJIS

11.60. Ecnu mpoMexyTOUHBINH TPOAYKT TMpeAHa3HayeH ISl TMEePEeMEIICHUs 3a TPEaeiibl
30HBl JEHCTBUS CHUCTEMBl YIPABIEHUS KAadeCTBOM NPOU3BOAMUTENS M JJIs 3TOr0 MPOAYKTa
YCTAHOBJIEH CPOK TOJHOCTHM WJIM JlaTa MPOBEACHUS MOBTOPHOI'O KOHTPOJISI, TO CIEAYyeT UMETh
JaHHBIE TO0 €ro CTa0WIBHOCTH (HampuMep, OIMyOJWKOBaHHYIO WH(GOpPMAIUIO, PE3yJIbTaThl
WCIIBITAaHU ).

11.61. Cpok rognoctu ADC u nata MOBTOPHOTO KOHTPOJIS JOJKHBI OBITh OCHOBAaHBI Ha
pe3ynbTarax aHajlu3a JAaHHBIX, [TOJIYYEHHBIX MPU HUCHBITAHUAX HA CTaOMIBHOCTb. OOBIYHO IS
A®C ucnosbp3yroT AaTy NOBTOPHOI'O KOHTPOJIA, & HE AaTy CPOKA TOJHOCTH.

11.62. OnpeneneHue MpeABAPUTEIHHOTO CPOKA TOAHOCTH HIIA J1aThl TOBTOPHOT'O KOHTPOJIS
A®C MOKET OCHOBBIBATHCS HA JAHHBIX TPOU3BOJCTBA ONBITHBIX CEPUI B CAEAYIOMIMX CIyYasx:

1) nmpu mNpOU3BOJACTBE OIBITHBIX CEPUM HCIIOJIB30BAIUCH METOAbl, MOJCIUPYIOIINE
TEXHOJIOTMYECKUI TIPOLECC MTPU MPOMBIIIEHHOM ITPOU3BOCTBE;

2) xauectB0O ADPC COOTBETCTBYET Ka4eCTBY MPOAYKIMU, KOTOpast Oy1eT MPOU3BOIUTHCS B
MPOMBIIIICHHOM MaciiuTade.

11.63. Jlns mnpoBefeHHsT MOBTOPHOTO KOHTPOJS JOJDKEH HCHOJIB30BAaThCs 0Opasel,
peNpe3eHTAaTUBHBIN ISl TOM CEPUH.

11.7. ApxuBHbIe 00pa3Ibl

11.70. YmakoBka W XpaHEHUE ApXMBHBIX OOpaA3LOB IpeIHa3HAUYEHBI JJIS BO3MOXKHOM
orieHkH KadectBa cepuit ADC B OyaymieM, a He ISl TPOBEACHHS UCIIBITAHUN 3TUX 00pa3IloB Ha
CTaOUITBHOCTb.

11.71. MapkupoBaHHbIe apXUBHbIE 00pa3isl u3 kKaxaon cepun ADC craegyer cCOXpaHsITh
HE MEHee OJIHOIO Toja IMOCJI€ MCTEYEHHs CpOKa TOJHOCTU JIaHHOW CEepuH, ONpPENeNIEHHOTO
IIPOU3BOAUTEINIEM, WJIM B TEUEHHUE TPEX JIET MOCIE AAThl PEANN3allii 3TON CEpUH, B 3aBUCHUMOCTHU
OT TOTrO0, Kakoi cpok Oousbure. {ns ADPC ¢ naToil HOBTOPHOT'O KOHTPOJISI aHATIOTUYHbIE apXUBHBIC
o0pa3lipl ClIelyeT XpaHUTh B TE€UYEHHE TpeX JIET MOCJe TOro, Kak 3Ta cepusi Oblla MOJTHOCTHIO
peanu30BaHa MPOU3BOIUTEIIEM.

11.72. ApxuBHble 00pasmbl TOJDKHBI XPAaHWUTHCS B TaKOW XK€ WM B SKBUBAJCHTHOMN
ynakoBke, ucnonbszyemoit 1t AD®C, nubo B ynmakoBke, Oojee 3alUIIEHHOW, YeM yITaKoBKa, B
KOTOpOW peanu3yercd 5Ta mnpoxaykuus. KojamdecTBo apXMBHBIX O0pa3loB JOKHO OBITh
JOCTAaTOYHBIM JIJI1 TPOBEACHUS HE MEHee JBYX I[IOJHBIX aHAJIM30B B COOTBETCTBUU C
TpeboBanusiMu Papmakorien au00, B Clydae OTCYTCTBHS COOTBETCTBYIOMIEH (hapMakomeitHoMi
CTaThH, IBYX MOJHBIX aHAJIM30B COTJIACHO CICIH(PUKAIUH.

12. Attecranus (MCTIBITAHUS)

12.1. TlonuTuka NpoBEAEHUS aTTECTAUHU (MCIIBITAHUI)

12.10. O6murast moMUTHKA TPEANPHUATHSA, TN U TIOJIX0I K IpolieccaM aTTeCTaIluu, B T.4. K
aTTECTallMd TEXHOJOTWYECKUX MPOLIECCOB, METOJOB OUYMCTKH, AHAIUTUYECKHX METOJIOB,
METO/JIOB TPOBEJCHUS BHYTPUIPOU3BOJCTBEHHOTO KOHTPOJS, CHCTEM C KOMITBIOTEPHBIM



yIOpaBICHUEM W KOHTPOJEM | JIMI, OTBETCTBEHHBIX 3a pa3paboOTKy, paccCMOTpEHHE,
COIJIaCOBaHME M OQOpPMIIEHHE KaXAO0H cTaauu aTTecTaluy (MCIBITaHWM), IOJKHBI OBITh
0(QOpMIIEHBI B MTUCBMEHHOM BUJIE.

12.11. Kak mpaBuio, B xoJe pa3pabdOTKH IMpolecca (MIU MO HMEIOMIMMCS TaHHBIM)
JOJKHBI OBITH ONpPENIENCHbl KPUTHYECKHE MapaMeTpbl (XapaKTEpUCTUKH) U TpeAenbl HX
U3MEHEHUH, HeoOXoauMmble i obecredeHus HaaexHoil paboTtsl. K Takum mapamerpam
OTHOCSITCSL:

- KPUTUYECKHE XapaKTepPUCTUKHU, KOTOPbIE JOKHBI ObITh YKa3aHbl JJIS JAHHOTO MPOIyKTa
(ADC);

- TEXHOJOTMUECKHE IapaMeTpbl, KOTOpble MOTYT TIOBIMATH Ha KpPUTHYECKHE
xapakTtepucTuku kadecrsa ADC;

- TpefebHble U3MEHEHUSI KaXKA0ro KPUTUYECKOTrO MapaMeTpa Ipolecca, KOTopble OyayT
UCIIOJIb30BAThCS B XOJ€ TEKYLIETr0 MPOU3BOICTBEHHOTO KOHTPOJIS.

12.12. Onepanuu, KOTOpbIE CUUTAIOTCS KPUTHUYECKUMU IJI1 KadecTBa U 4UCTOTHI ADC,
MOJIJIEKAT aTTeCTaLlUU.

12.2. JlokyMeHTaIus 0 aTTecTaluy (UCIIBITAHUSIM)

12.20. [Ing xaxaoro mpolecca, MOAJEKAIIEro aTTecTaluy, cilexyeT pa3paboTaTh
METOAMKY TPOBEIEHUS aTTECTAlMH, COTIIACOBAHHYIO MEXIY CIIy)kKOOW KadecTBa W JIPYTHMHU
OTJieJIaMH, UMEIOIIUMU K HEH OTHOLICHHUE.

12.21. B meTtoamke aTTeCTallM JOJDKHBI OBITH OMNPEACTCHBl KPUTHYECKUE OMNEepaIiy
(cTazauu) TEXHOIOTHYECKOIo Mpoliecca U KpUTEpUHU MPUEMIIEMOCTH, a TaKKe BUABI aTTECTALUU
(HarpuMep, PeTPOCHEKTHBHAsA, NMEPCIEKTUBHAS, TEKyIlas) U KOJWYECTBO IPOU3BOJCTBEHHBIX
IIUKJIOB, HEOOXOAMMBIX JJIsl IPOBEJCHUS aTTECTALUH.

12.22. Ot4er O MHpOBENEHUM AaTTECTALMU JOJDKEH COJEpP’KaTh CCBUIKY Ha METOJUKY
aTTecTallMu (C yKa3aHMEM BCEX 3aMEUEHHBIX OTKJIOHEHHUIl) U BBIBOJBI C PEKOMEHJALMSIMU IO
YCTPAaHEHUIO HEIOCTATKOB.

12.23. JlroObie OTKIOHEHUS OT TPEOOBAHWI METOJWKH AaTTECTAllUU JOJDKHBI OBITh
0(opMIICHBI B TUCBbMEHHOM BHJIE U YTBEPKICHBI.

12.3. Dransl arTecTanuu (UCTIBITAHUI)

12.30. JIo mpoBeneHust paboOT MO aTTECTAI[MU MPOIECCOB CIEAYET MPOBECTH ATTECTAIIUIO
KPUTUYECKOTO OOOpYIOBaHMS W BCIOMOTATENbHBIX CHCTEM B HeoOxogumoMm oObeme. Kak
MIPAaBUJIO, TAKYIO aTTECTAILIUIO MMPOBOSAT B HECKOJIBKO ITAIOB:

- arrectanms npoekta (Design Qualification; DQ) - mokymeHTanbHOE MOITBEPKICHUE
TOT0, YTO MPOEKT MPOU3BOJCTBA (B T.4. MOMEUICHHs, 00OpyJOBaHHE WM BCIOMOTIaTeJIbHbIC
CUCTEMBI) COOTBETCTBYET 3aJaHHIO HA MPOCKTUPOBAHKE U ACHCTBYIONIUM HOPMaM;

- arrectamus ycraHoBieHHOro oOopymoBanms (Installation Qualification; 1Q) -
JTOKYMEHTaJIbHOE TIOJATBEPKICHUE TOTO, YTO YCTAHOBJICHHOE WM M3MEHEHHOE 00OpYIOBaHHUE,
MOMEILEHUSI WJIM BCIIOMOTaTelIbHbIE CHUCTEMBl COOTBETCTBYIOT YTBEPXKACHHOMY IPOECKTY,
3a/IaHUI0 HA TIPOCKTUPOBAHUE U IEHCTBYIONINM HOPMaM;

- arrectanus (pyHKIMoHMpYytomero obopynoBanus (Operational Qualification; OQ) -
JIOKYMEHTaJIbHOE TOJATBEPKICHUE TOTO, YTO YCTAHOBJICHHOE WM M3MEHEHHOE 00OpYIIOBaHHUE,
MOMEIIEHUSI WJIM BCIOMOTaTelbHbIE CUCTEMBbl (DYHKUMOHHPYIOT HaAJIeXKalluM o00pa3oM B
TpeOyeMoOM peKume;

- arrecranus B dkcrutyatanuu (Performance Qualification; PQ) - moxymeHTanbHOE
MOJTBEPXKJICHUE TOTO, YTO OOOpYyJAOBaHWE, MOMEIIECHUS U BCIIOMOTATENBHBIE CHUCTEMBI MOTYT
paboTaTh COBMECTHO C HYXHOH (DPEKTUBHOCTHIO M BOCIPOM3BOJUMOCTHIO B COOTBETCTBUU C
YTBEPKIACHHBIMU TPEOOBAHUSAMHU U XapaKTEPUCTUKAMH TEXHOJIOTHIECKOTO Mpolecca.

12.4. Attectanus (McObITaHUsI) IIpoliecca



12.40. Attecrauus (McnblTaHUs) MpoIecca - JOKYMEHTaIbHOE MOJATBEPXKJIEHUE TOr0, YTO
npoliecc, NpOTEeKaroIui B MpeJieax yCTaHOBJICHHBIX MapaMeTpoB, obecreunBaeT 3¢ (HeKTUBHOE
U BOCIIPOU3BOJIMMOE IMPOU3BOJICTBO NMPOMEKYTOUHBIX MPOAYKTOB U ADPC, yIOBIETBOPSIOMINX
YCTaHOBJICHHBIM TPeOOBAHUSAM U MTOKA3aTesAM KauecTBa.

12.41. U3 Tpex BHIOB aTTeCTallMM MPEINOYTUTEIBHBIM SBISETCS IEPCHEKTUBHAS
aTTecTalus.

12.42. TlepcneKTUBHYIO aTTECTAllMI0 NPUMEHSIOT JUIsl BCEX IPOLECCOB IPOU3BOJCTBA
A®C, omnpenenennsix B 12.12. IlepcnexTtuBHas aTTecTanusi, UCIOJb3yeMas Ui Ipolecca
npousBogcTBa A®PC, nomxHa OBITH 3aBepllieHa JO BBIIYCKA Ha pPBIHOK TOTOBOIO
JIEKapCTBEHHOTO CPEeJICTBA, POon3BeAeHHOro u3 3Toit ADC.

12.43. Texymas aTTecTalus MOXKET MPOBOAMUTHCS MPU OTCYTCTBHM JAHHBIX O MOBTOPHBIX
TEXHOJIOTUYECKUX IUKJIaX. OTO MOXeT ObITb OOYCJIOBJICHO IPOU3BOACTBOM  TOJBKO
orpanuueHHoro uwucia cepuii A®PC, HeperyaspHbIM IpousBojacTBoM cepuili ADPC wunu
npou3BoJicTBOM ADC ¢ UCMOIBb30BaHUEM aTTECTOBAaHHOTO MPOLIEcca, B KOTOPBIN ObIIIM BHECEHBI
u3MeHeHus. Jlo 3aBepuieHust Tekyumedl arrecrauuu cepund AD®C MOryT ObITh BBIIYILIEHBI U
UCIIOJIb30BaHbl JUIsl MPOU3BOJICTBA TOTOBBIX JIEKAPCTBEHHBIX CPEACTB Ul MX peaau3aliy Ha
pPBIHKE Ha OCHOBAaHUU TUIATEJIBHOTO HEMPEPBIBHOIO KOHTPOJS M MPOBEJIEHUS WCIBITAHUN 3TUX
cepuii ADC.

12.44. PeTpoCHEKTUBHYIO aTTECTALMI0 MPUMEHSIOT KakK HWCKIIOYEHUE MJIs XOpOLIOo
OTJIaKEHHBIX MPOLIECCOB, KOTOPbIE HE MpPETepIeBANIN 3HAYUTEIbHBIX M3MEHEHUH AJIs KayecTBa
A®C wu3-3a HU3MEHEHHUH CBIPbsl, OOOpPYIOBaHUS, CUCTEM, YCTPOWCTB WM HPUMEHSIEMOIO
TEXHOJIOTUYECKOr0 Iporecca. DTOT BUJ aTTECTAllMM MOXKET HCIOJIb30BaThCS B TOM Cllyyae,
€CJIU:

1) ompeneneHbl KPUTHYECKHE XAPAKTEPUCTHKHM KauyecTBa M KPUTHYECKHUE MapaMeTpsl
nporecca;

2) yCTaHOBJIEHBI COOTBETCTBYIOIIME BHYTPUIIPOU3BOICTBEHHbBIE KPUTEPUU TPUEMIIEMOCTH
Y KOHTPOJIS;

3) OTCYTCTBOBAJIM CYIIECTBEHHbIE COOM B XOje mporecca (KadyecTBE MPOAYKIIMH) TIO
NPUYMHAM, HE CBSI3aHHBIM C OIIMOKaMH OIepaTopa WK OTKa3aMu 000pYJOBaHUS;

4) ycTaHOBJICH COCTaB mpuMecei s cymecTByromux ADC.

12.45. Cepun mpoAyKiuu, OTOOpaHHBIC AJII TIPOBEACHHS PETPOCTICKTUBHOM aTTECTAIINH,
JIOJKHBI TIPECTABIATh COOOM PENpe3eHTaTUBHYIO BBIOOPKY M3 BCEX CEpHil, IPOU3BEICHHBIX 3
paccMaTpuUBaEeMblil NEpUOJ] BpPEMEHH, B T.4. BCEX CEpUl, KOTOpPbIE HE COOTBETCTBOBAIM
TpeboBaHusM crenudukanuid. Yucmo 3THX cepuil  JTOHKHO OBITh JIOCTATOYHBIM IS
NOJTBEPKIECHUST CTaOMIBHOCTH TMporecca. llpu mpoBeneHHMH PEeTPOCHEKTUBHON aTTeCTaluu
JIOITy CKAa€eTCs UCII0JIb30BaTh apXUBHBIE 00pa3LIbI.

12.5. TIporpamma arrectanuu (MCIIBITAHUHN) TIpoIiecca

12.50. Yucno npou3BOJCTBEHHBIX ILHUKJIOB JJisi MPOBEACHUS aTTeCTallu (UCIBITAaHUN)
3aBHCHUT OT CJIOHOCTH TpoIlecca WIM XapaKTepa H3MEHEHHs MapameTpoB mporiecca. s
MPOBEJICHUS MEPCICKTUBHOW W TEKYIIEH aTTecTalluu CJIeAyeT HUCIOIb30BaTh HE MEHEe TPex
MOCIIE0BATENbHO MPOU3BEACHHBIX CEPUM MPOAYKIMH Hajajexaiero kadecrsa. OJIHaKO MOTYT
OBITH CITy4au, MPU KOTOPBIX IS JJOKA3aTEIbCTBA CTA0MIBHOCTH MPOIlecca MOTYT OTPeOOBaTHCS
JOTIOTHUTEJIbHBIE TIPOU3BOJICTBEHHBIE IIUKIIbI (HAIPUMED, CIOKHbBIE WIH AJIUTEIbHBIE TPOLECCHI
npousBoacTBa ADC). [Ipu peTpOCTIEKTUBHBIX MCTIBITAHUSIX JUIS MMOATBEPKICHUS CTAOUIBLHOCTH
nponecca ucciaenyot nanHeie 10 - 30 mocienoBatenbHbIX cepuil npoaykuuu. [Ipyn Hammunm
000CHOBaHUS 3TO YHCIIO MOXKET OBITh YMEHBIIICHO.

12.51. B xome arrectanmuu (MCHBITAHUNA) TIpoIecca CIEAYyeT KOHTPOJIUPOBATH €r0
KpUTHYECKHe mapameTphl. [lapameTpbl mporiecca, He CBsS3aHHBIE C KAaueCTBOM TMPOAYKIIHU
(HampuMep, pacxod SHEPTHH WM CPOK HCIOJIL30BaHMS O0OpYIOBaHUS), MOMYCKaeTCs He
BKJIIOYATh B MPOIIECC ATTECTAIIHH.



12.52. Arrecranusa Tipoliecca JOJDKHA TOATBEPIUTh, YTO YCTAHOBJICHHBIH COCTaB
npumeceii ADOC HaxoauTcs B AOMyCTHUMBIX mpeaenax. CoctaB mpumeced (KaueCTBEHHBIM U
KOJIMYECTBEHHBIN) JOHKEH ObITh aHAJIOTWYEH WM Jy4Ylle cOoCTaBa MPUMECEH, YCTaHOBIEHHOIO
M0 TMPeAbIAYIIUM JaHHBIM, WIH, T/A€ MNPUMEHUMO, OBITh Jy4Yllle CcOCTaBa MPHUMECEH,
YCTAHOBJICHHOTO TPU Pa3pabOTKE TEXHOJOTHYECKOTO Tpolecca, Win mnpoduis mpumecerd B
CepUsX MPOIYKIUH, MPEIHA3HAYCHHBIX ISl TPOBEACHUS KIMHUYECKUX WM TOKCUKOIOTHUECKHUX
UCCIIEA0BaHUMN.

12.6. [lepuoanueckas OLIEHKa aTTECTOBAaHHBIX (MCIBITAHHBIX) CUCTEM U MPOIIECCOB

12.60. Cuctembl U NpOILECCHl CIEAYET MEPUOAMYECKH OLIEHMBATh IS MOATBEPKIACHUS
TOTO, YTO OHU IPOJIOJDKAIOT padoTaTh B aTTECTOBAHHOM pekume. [loBTOpHas arrecranus He
TpeOyeTcs, eClTi B CUCTEMY WJIM MPOoLiecC He ObUIO BHECEHO HUKAKUX CYIIECTBEHHBIX W3MEHEHUN
¥ aHaJ3 KadecTBa MPOIYKIMH TMOATBEPXKIAET, YTO ATa CHUCTEMa WM MPOILECC CTAOMIHHO
MPOU3BOJAT MPOAYKIIHIO B COOTBETCTBUU C YCTAaHOBIEHHBIMU TPEOOBAHUSIMHU.

12.7. Atrectanusa METOOOB OYUCTKHU

12.70. Kak mnpaBuio, ciieayeT NPOBOAUTH AaTTECTAIMI0O METOJ0B OYUCTKH. OOBIYHO
aTTeCTalliI0 METOJOB OUYWCTKHA MPOBOMAT B CIIydYasX, KOT/Ia 3arps3HEHHE WKW TepeHocC
MaTepUajoB MPEACTaBIAOT HamOodbui puck ans kadectBa ADC. Hampumep, Ha paHHHX
CTaAMuAX TPOM3BOJACTBA MOMKET OKa3aThCS HEHY)XHOM aTTecTalsi METOJOB OYHUCTKHU
000pyI0BaHus, €CJIM BCE OCTATKU yAAJSIOTCS MOCIEAYIOUIMMH ONEPALUIMUA OUYHUCTKH.

12.71. Artrectamusi METOJOB OYHUCTKM JIOJDKHA OTpakaTh (aKTUUYECKHIl XapakTep
UCTIONIb30BaHUsl 00opynoBaHus. Eciu Ha OZHOM W TOM K€ OOOPYIAOBAaHUH IPOU3BOISTCS
paznuunbie ADC uiau mpoMeXyTOUHBIE MPOAYKTHI U OYUCTKA 3TOT0 000PYI0BaHUS IPOBOAUTCS
OJJHUM H TEM K€ CIocoOoM, TO g aTTeCTalldd OYHUCTKH MOXET OBITh BBIOpaH
penpe3eHTaTUBHBIN 00pa3er NpoMeKyToyHoro npoaykra uiu ADC. IToT BeIOOp TOKEH OBITH
OCHOBaH Ha CBOMCTBaX pPAacTBOPUMOCTH BEIIECTBA W TPYAHOCTH €Tr0 OYHCTKH, a TAaKXKE Ha
pacuere JIOMYCTUMBIX TMpEAETbHBIX 3HAUYEHUH OCTAaTKOB HAa OCHOBE €ro akTUBHOCTH,
TOKCUYHOCTH M CTAOMIIEHOCTH.

12.72. Metonuka aTTeCTAllMd OYUCTKA JOJDKHA  COAEPXKaTh  XapaKTEPUCTUKY
000pyI0BaHUs, MTOJIEKAIIETO OYUCTKE, MOPSIIOK OYHCTKH, TIEPEYCHh MAaTEPUAIIOB, TOITYCTUMBIC
npeleibHble 3HAYEHUS YHUCTOTHI, IapaMeTpbl, KOTOpble CJelyeT KOHTPOJIUPOBaTh, U
MPUMEHSEMbIE aHAIMTUYECKHE METOMABI. B MeToauKke Takke cleAyeT yKa3aTh BUJ OTOHPAEMBIX
po0, METO/IBI X 0TOOpA U MAPKUPOBKH.

12.73. Jlna ompeneneHuss pacTBOPUMBIX M HEPACTBOPUMBIX OCTaTKOB INPH OTOOpE IMpod
ClelyeT HUCIOJb30BaTh TAaKHME€ METOJbI, KaK B35THE Ma3KOB, CMBIBOB WJIM albT€pHATHBHbBIC
METOJIbI (HAmpuMep, MPSIMYI0 SKCTpakiuio). Mcrnomp3yembie MeTOIbI O0TOOpa Mpod TOMKHBI
MO3BOJIATH MPOBOJUTH KOJIMUECTBEHHOE OIpe/ieJIeHNe OCTaTKOB Ha MOBEPXHOCTH 000pYA0BaHUS
nocie ero o4ucTki. OT6Oop Npod MmyTeM B3SATHS Ma3KOB MOXKET OBITh HE BCET/1a IPUMEHHUM, €CIIU
MOBEPXHOCTU KOHTaKTa C MPOAYKTOM SBISIOTCS TPYIHOAOCTYIHBIMH U3-32 OCOOEHHOCTEH
KOHCTPYKIIMKM OOOpYIOBaHWS W/WIM OTpaHWYEHUH Tmpolecca (HampuMep, BHYTPECHHUE
MOBEPXHOCTU LUIAHIOB, TPyO, COCYOB, PEaKTOPOB C MAJCHBKHUMH OTBEPCTUSIMH) WIH MpU
paboTe ¢ TOKCHYECKUMHU MaTepUallaMi, a TAKXKe C MaJIOra0apUTHBIM CJIIOKHBIM 000PYI0BaHHEM
(HarpuMmep, ¢ U3MENbUUTENSIMH U TICEBAO0KIKUTEISIMH).

12.74. CnemyeT HCIOJNB30BaTh ATTECTOBAHHBIC AHATUTHYECKHE METOJbI, 00JaJaroIiue
JOCTaTOYHOM YYBCTBUTEIBHOCTBIO JI OIpPEAENCHHUs] JOMyCTUMOIO YPOBHS OCTATKOB WIIH
3arpsisHeHuM. JJ1s KaXk10ro MeToja ClIelyeT ONPEAeIUTh €r0 BOCIPOU3BOANMOCTD. [IpenensHbie
JOTYCTUMbIE KOJIMYECTBA OCTATKOB JIOJDKHBI OBITh PEATIbHO JOCTHKUMBIMU, MPOBEPIEMBIMHU U
OCHOBBIBaThCSl Ha OCTaTKe Hamboyiee OmacHOro BemiecTBa. lIpeaenbHble TOMyCTUMBIE YPOBHU
OCTaTKOB MOTYT YCTaHaBJIUBATbCA HA OCHOBE MHHHMMAJILHOW HM3BECTHOM (hapMaKOJIOTHUYECKOM,
TOKCHKOJIOTMYeCKOW miu (pusnonorndeckoit aktuBHOCcTH ADC uiam ee Hambosee OMAacHOTO
KOMITOHEHTA.



12.75. [nst mporeccoB, B KOTOPBIX CYIIECTBYET OTrpaHWYCHHE Ha 00IIee MHKPOOHOE
3arpsi3HEHUE WU YPOBEHb YHAOTOKCHHOB B ADC, Uiu Ipyrux MpoIECcCOoB, AN KOTOPBIX TaKoe
3arpsi3HEHUE MOJKET IMPEJICTaBIATh OMACHOCTh (HAlpUMeEp, IPU MPOU3BOJICTBE HECTEPHIIbHBIX
A®C, wucnonb3yeMblX B TPOM3BOACTBE CTEPWIBHBIX MpENaparoB), AaTTECTalUsl OYUCTKU
(mesuH(DeKI) 000pyIOBAaHUS OJIKHA BKIIFOUATh B CeOS ONpeIeTIiCHUE YPOBHS 3arpsi3HEHUS 110
MUKPOOPTaHU3MaM U YHIOTOKCHHAM.

12.76. Ilocne mpoBeneHUsi aTTeCTallMM METOJbl OYMCTKH JOJDKHBI KOHTPOJIMPOBATHCS C
OTpEACIEHHOW MEePHUOJUYHOCTHIO I TOATBEPXKIEHUS TOro, YTO OHH COXPAHSIOT
3 PEKTUBHOCTH MTPH UCTIOIH30BAHNH B TEKYIIEM POU3BOJACTBE. UNCTOTY 000pYIOBaHUS MOXKHO
KOHTPOJIMPOBATh aHAIUTUYECKUMHU METOJIaMH, a €CJIH 3TO JOMYCKaeTCs, - MyTeM BU3YalIbHOTO
ocMmoTpa. BusyanbHbII OCMOTP TO3BOJISIET OMPEETUTH OOJBIINE CKOIJICHUS 3arps3HEHUN Ha
MaJbIX ITUIOMIAJAX, KOTOpPhIe MOTYT OCTaBaThCsl HEOOHApYXKEHHBIMU MpHU OTOOpe mMpod u/miu
POBEJCHUH aHAJIU30B.

12.8. ATTecTalys aHaTUTHYECKUX METOIOB

12.80. Cnenyet npenycMaTpuBaTh aTTECTALMIO AHAIUTUYECKUX METOOB, 33 UCKIIIOUEHHEM
(dhapMaKOIEeHHbBIX WIH APYTHX YTBEPKIACHHBIX METOAOB. B Kak710M KOHKPETHOM CJIydae CJIeayeT
MNOATBEPAUTh U O(QOPMHUTH  JOKYMEHTAIbHO TMPUTOJHOCTh  KaXKIOTO  MPUMEHSIEMOTo
AHAJIUTUYECKOr0 METOA.

12.81. Ilpu arrecTtanuy aHAJIUTHYECKUX METOJOB CJEAYyET MPOBEPSATh XAPAKTEPUCTUKH,
BKtoueHHbIe B PykoBogctBo ICH mo arrecramum aHamuThdeckux MeToqoB. OObeM
UCCJIEOBAHUM, BBIMOJHSAEMBIX IPU  aTTECTAlMM  AHAJUTUYECKUX  METOJOB, JOJIKEH
COOTBETCTBOBATH IEJISIM aHAIM3a U CTaAuH mporecca mpousBoacTa ADC.

12.82. Ilepen HauamoMm aTTeCTalMd AHAIUTHUYECKUX METOJIOB CIIEAYyET IPOBECTH
aTTECTAIUIO COOTBETCTBYIOMIETO AaHATUTHIECKOTO 000pYI0BaHUS.

12.83. IIpoTOoKOIBI BCEX U3MEHEHUW, BHOCUMBIX B ATTECTOBAHHBIN aHAJIMTHUYECKUI METOJ,
CIIelyeT COXpaHsTh. B MpOTOKONaX IOHKHBI OBITh yKa3aHbl MPUYHHA, U3-32 KOTOPOU OBLIO
BHECEHO MW3MEHEHWE, M JaHHbIE, I[OJTBEPKAAOIIME, YTO TOYHOCTh U JIOCTOBEPHOCTh
pe3yJbTaToOB,  MOJYYEHHBIX  IIOCI€  BHECEHUS  ATOr0  W3MEHEHHUS, COOTBETCTBYIOT
XapaKTepPUCTUKaM aTTeCTOBAaHHOIO METO/IA.

13. KoHTpoJib n3MEHEHU

13.10. Ha nmpeanpusitTuu 10KHA OBITH BBENIEHA W JOKYMEHTAIBHO O(OpPMIICHA CHCTEMa
KOHTPOJISI M3MEHEHHUH, CIIOCOOHBIX BIMATH HAa MPOU3BOJCTBO M KAYECTBO MPOMEKYTOUHBIX
npoaykToB u ADC.

13.11. JlokymeHTanbHOE OQOpPMIICHHE, PACCMOTPEHHE M YTBEPXKACHHUE HW3MEHEHHUU B
ChIpbE, crienuuKanmsIX, aHATUTHYECKUX METO/IaX, MOMEIIEHUAX, BCIIOMOTaTEIbHBIX CUCTEMAX,
00opyaoBaHUU (B T.4. B KOMIBIOTEPHOM 00OPYJOBaHHUH), TEXHOJIOTHUECKUX CTAIUSAX, IEUATHBIX
U YNaKOBOYHBIX MaTepHajiaXx M KOMIBIOTEPHBIX MporpamMMmax JOJDKHBI BBINOJHATHCS IO
YTBEPKJACHHBIM UHCTPYKLIUSIM.

13.12. Bce mnpemioxxeHus TO HM3MCHEHHSIM, KacaroIIUMCS COONIOACHUS TpeOOBaHMI
HACTOAIIETO CTaHAApTa, JOJDKHBI OBITh MOATOTOBICHBI, PACCMOTPEHBI W COTJIACOBAHBI C
COOTBETCTBYIOIIMMH MOIPA3/ICIICHUIMU U CITy>k00i1 KauecTBa.

13.13. Cnenyer OouUEHUTh BO3MOXHOE BIMSHUE NPEIJIOKEHHBIX M3MEHEHUN Ha KayecTBO
MPOMEXKYTOUHBIX TpoAykToB W ADC. [Ipm >TOM MOXET MNPOBOAUTHCS KiacCUpUKAIUS
W3MEHEHUW s ompeaeneHuss o0bema pabOT mpu arrectanuu. VI3MeHeHUs MOryT OBITh
KJIaCCU(UIIMPOBaHbl (HapUMep, KaK HE3HAUUTEIbHbIE WM CYIIECTBEHHBIE) B 3aBUCHUMOCTH OT
UX XapaKTepa U CTENEeHU BIUSHUS, KOTOPbIE 3T U3MEHEHHsSI MOTYT OKa3aTh HA IaHHBIN MpoILIecC.
Crnenyet omnpenenuTh U 000CHOBaTh, KaKH€ TOMOJHUTEIbHbIE WCIBITAHUS U aTTECTallMOHHBIE
WCCJICIOBaHMSI HEOOXOIAMMBI [UISI TOJATBEPXKIEHUS BO3MOXHOCTH BHECCHUS H3MCHEHHHA B
aTTECTOBaHHBIN MPOLECC.



13.14. Ilpu BHECEHHMHM H3MEHEHHI CIIEIyeT NPUHITH MEPhl IO TEPECMOTPY BCEX
JIOKYMEHTOB, Ha COJIep)KaHNEe KOTOPBIX BIUSIOT 3TU NU3MEHEHUS.

13.15. Tlocne BHeceHMsI M3MEHEHMH CIEeAyeT OLEHUTh KayecTBO IMEPBBIX Cepuid
MPOAYKIIMH, TPOU3BEICHHBIX WIH UCIBITAHHBIX C YYETOM 3TUX U3MEHEHUII.

13.16. Cnenyer OUEHUTh BO3MOXHOCTb BIMSIHMS KPUTHUYECKMX HM3MEHEHMM Ha
YCTaHOBJICHHBIE CPOKM TOJHOCTH WM JaTy MOBTOpHOTrO KoHTpons. [lpum HeoOxommmoctu
00pa3ibl MPOMEKYTOUHBIX MPOIyKTOB Wi ADC, MpOU3BEACHHBIX 1O MOIU(PHUITUPOBAHHOMY
MPOIECCy, MOTYT OBITh BKJIIOYEHBI B MPOrpaMMy YCKOPEHHOTO OTpeeNieHUs CTaOMIBbHOCTU
W/WIIK B IPOTPaMMy HETPEPHIBHOTO KOHTPOJISI CTAOMITBHOCTH.

13.17. Bce mpou3BOOUTENH TOTOBBIX JIEKAPCTBEHHBIX CPENCTB, KOTOPHIM TMOCTABISIOT
A®C, nmomxHbl OBITh W3BEIICHBI 00 M3MEHEHHUSX YCTAaHOBJICHHBIX METOJIOB MPOU3BOJICTBA H
KOHTPOJIS KauecTBa, CIIOCOOHBIX OKa3aTh BiHsHHE Ha kKauyecTBO ADC.

14. OTkioHeHHe U epepaboTKa MaTepHuajoB

14.1. OTxknonenue

14.10. CnenyeTr BBINOJIHUTE MapKUPOBKY IPOMEXYTOUHbIX MpoaykToB U A®DC, He
YIOBJIETBOPSIOMIMX TPeOOBAHUAM creUUUKALMMA, 1 TOMECTUTh UX Ha KAPAaHTUHHOE XpaHEHHE.
Otu npoMexyTouHble MpoyKThl © ADC MOTyT ObITh BHOBb MCIIOJIb30BaHbl B TPOU3BOJCTBE WU
HalnpaB/IeHbl Ha TepepadOTKy B NPHUBEIEHHOM HMXke mopsake. OKOHYATeNbHOE pelieHue 00
UCIOJB30BaHUU (YTWIM3AlMM) OTKJIOHEHHBIX MAaTe€pHalloB JOJDKHO OBbITh  0(OpMIIEHO
JOKYMEHTAJIBHO.

14.2. TToBTOpHast 06paboTka

14.20. Kak mnpaBuio, [IOMyCKaeTcs TIOBTOPHOE HCIOJIb30BAaHUE MPOMEKYTOUHBIX
npoaykToB 1 ADC (B T.4. MaTepualoB, HE YIOBIECTBOPSIIONINX TPEOOBAaHUAM crieliM(PHUKAIIIN) B
IPOM3BOJICTBE M HMX MOBTOpHAs 00pa0OTKa MyTEeM MOBTOPEHHS CTAJUHM KPUCTAJUIM3ALUU WU
Ipyrux (PU3NUECKHX WIM XUMHUYECKHX CTaAuil o0paboTku (Hampumep, AUCTHUIUIALINS,
¢unpTpanus, Xxpomatorpadusi, H3MeIbYeHUE ), BXOIAIINX B TEXHOJIOTHUECKU# nporecc. OaHako
B TOM cllydyae, €CJId TaKue OIepaluud NPOBOAST IMPH MPOU3BOACTBE OOJBIIMHCTBA CEepUi
IPOAYKIUHN, OHU JOJDKHBI ObITh BKJIIOUYEHBI B MPOU3BOJACTBO B KAaueCTBE OTACIBHOW CTaauU
MPUHATOTO TEXHOJIIOTUYECKOTO Mpoliecca.

14.21. [Iponomxenue TE€XHOJIOTHYECKON CTaIuu rnocie TOTO KakK
BHYTPHUIIPOU3BOJCTBEHHBIH KOHTPOJIb TIOKa3ajJ, YTO JTa CTagus elle He 3aBeplleHa,
paccMaTpUBalOT KaK 4acTh MPOLecca U He CYMTAIOT ITOBTOPHON 00pabOTKOM.

14.22. BBeneHue He BCTYIUBIIETO B PEaKIMI0 MaTeprUalia BHOBb B MPOIIECC U MOBTOPEHHUE
XUMHUYECKON peaKkIMU CYUTAIOT MOBTOPHOH 0OpabOTKOHM, ecnu Takas onepauus HE SBISETCS
YaCThIO TEXHOJOTUYECKOTro Tporiecca. Takoi MoBTOpHOM 00pabOTKe TOJDKHA MPEIIIeCTBOBATH
TIIATEJIbHAs OLEHKA, FapaHTUPYIOLIAsi, YTO KayeCTBO MPOMEXYTOUHBIX NMpoaykToB u ADC He
YXYALIUTCS BCJIEACTBUE BO3MOXKHOTO OOpa30BaHHSA MOOOYHBIX MPOAYKTOB M BEILIECTB MpHU
JAJIbHENIIEM POTEKaHUM PEAKLIUU.

14.3. TlepepaboTka

14.30. TIlepen mpuHsATHEM pelieHUsT O TepepaboTKe Ccepurd MPOAYKIMH, HE
COOTBETCTBYIOIIEH yCTaHOBIIEHHBIM TPeOOBAHUSM, CIEIyeT MPOBECTH paccieoBaHHE MPUYUH
TaKOro HECOOTBETCTBUSI.

14.31. lns cepuii mpoAyKIUH, OTYYSHHBIX B pe3ysbTaTe nepepaboTKu, CIeAyEeT MPOBECTH
€€ OILIEHKY, HCIBbITaHUS U, NpU HEOOXOIUMOCTH, - UCHBITAHUS Ha CTaOWUIBHOCTH C
JOKYMEHTAJIbHBIM O()OPMIICHHEM JJIsi TOATBEPIKIEHHUS COOTBETCTBHS €€ KauyecTBa KadecTBY
MPOIYKIIMK, TMPOU3BEACHHOW MO 0a30BOil TexHonoruu. s MeToauk mepepaboTKH MOKET
UCTIONIb30BaThCSl MOAXOJ TEKyIIeH arrecTaudd. OTO TO3BOJIAET OTpadOTaTh METOIUKY U



ONpPEeNeNIUTh  OXXKHUJaeMble  pe3ynbTaThl.  JlomyckaeTcss — eJMHWYHBIA  BBIYCK  CEpHHU
nepepadoTaHHOM NMPOJYKIIMK HAa OCHOBAaHUM OTYETa O €€ MPOU3BO/ICTBE.

14.32. Cnenyet pa3paboTaTh METOJAMKH CPaBHEHHUS COCTaBa MPUMECEH B KaXJOW CEepuu
nepepaboTaHHON MPOJIYKIMU C COCTAaBOM IPHUMECEH B cepHsX MPOLYKIHH, IPOU3BEACHHBIX IO
Oa3oBoii TexHonoruu. Ecnu uist onucaHusi XapakTepUCTUK CEpUM MepepabOTaHHON MpOayKLINU
HEI0OCTaTOYHO  OOBIYHOrO  Habopa  aHATUTHYECKUX  METOJOB,  CIEAyeT INPUMEHATh
JIOTIOTHUTEIbHBIE METOIBI.

14.4. Perenepanust MaTepuagoB U pacCTBOPUTENCH

14.40. JlomyckaeTcst pereHepanus peakTUBOB, MPOMEXYTOYHBIX NpPoayKToB nuian ADPC
(HampuMmep, U3 MAaTOYHBIX PaCTBOPOB WM (DPUIBTPATOB) NMPU HAIWYUH YTBEPKICHHBIX METOIAMK
pereHepalii W COOTBETCTBUSl KauyecTBa PEreHEepPUPOBAHHBIX MAaTEPUATIOB YCTAaHOBJIEHHBIM
TpeOOBAHUSIM.

14.41. [lomyckaercsi pereHepanus U MOBTOPHOE MCIIOJIb30BaHUE PACTBOPUTENICH B TOM WM
JpyroM Mpolecce NpU YCIOBHM KOHTPOJIS IPOLECCOB UX PETEeHEpaldyd M MOATBEPKICHUS
COOTBETCTBUS PaCTBOPHUTENIEH YCTAaHOBICHHBIM TPEOOBAHUSAM J0 UX NOBTOPHOT'O UCHOIb30BAHUS
WIM CMEUIMBAaHUS C IPYTMMH MaTepHaiaMu.

14.42. Jlomyckaercsi CMEIIMBaHHE CBEXENPHUIOTOBIEHHBIX M  pPEreHepHupOBaHHBIX
pacTBOpUTENEH M PEAKTHBOB, €CIM INPU HCHBITAHUAX OblIa yCTAaHOBJEHA BO3MOXKHOCTb HX
IPUMEHEHHUS BO BCEX TEXHOJIOTHYECKUX MPOLECCaX, B KOTOPBIX OHU MOTYT MCIIOJIb30BaThCSL.

14.43. Vcnonbp30BaHUE pPEreHEPUPOBAHHBIX PACTBOPUTENEH, MAaTOYHBIX PacTBOPOB U
JPYTUX pereHepUPOBAHHBIX MaT€PHAJIOB JOKHO OBITH 0(OPMIIEHO JOKYMEHTAIBHO.

14.5. Bo3Bpar

14.50. Bo3BpaiieHHble TpOMeXyTouHble MNpoaAykThl win A®DC [TODKHBI HMETh
COOTBETCTBYIOIIYIO MaPKUPOBKY U IOMEIIATHCS HA KAPAHTUHHOE XPaHEHHE.

14.51. Ecnu ycnoBusl, B KOTOPBIX XPaHWIMCh WM TPAHCIOPTHPOBAINCH BO3BpALICHHBIE
pOMeXyTOouHble MpoaAyKThl win ADPC 1mo win B mpolecce WX BO3BpaTa, UM COCTOSHHE HX
YIIaKOBOK BBI3bIBAIOT COMHEHUSI OTHOCHUTENIFHO KauecTBa 3TUX MAaTEPUAJIOB, TO BO3BPAILICHHBIC
npoMexxyTounble TpoayKThl Wi ADC nomxHBI OBITH TIEpepabOTaHbl, TOBTOPHO 00pabOTaHbBI
WIM YHUYTOXXCHBI B YCTAHOBIIEHHOM TOPSIJIKE.

14.52. Cnenmyer XpaHUTb TMPOTOKOJBI 000 BCEX BO3BPAICHHBIX MPOMEKYTOYHBIX
npoaykrax win A@C. ITpoTokosn kax10ro Bo3Bpara JOHKEH CONEPKATh:

- HAMMEHOBaHHE U aJJpec TPy30MoIyyaTes;

- HAaUMEHOBAHME NPOMEXKYTOUHOro nponykra mwin APC, HoMep cepur U BO3BpAIEHHOE
KOJIMYECTBO;

- IPUYHMHY BO3BPATa;

- YKa3aHHe Ha HCMOJb30BaHUE WM YHHUYTOXKEHHE BO3BPAIIEHHOIO IMPOMEXYTOYHOTO
npoaykra uinu ADC.

15. Pexmamannu 1 OT36IBBI

15.10. Bce peknamanuu 1o KauecTBY, MOJyYE€HHBbIC B YCTHOM MM MUCBMEHHOH (opme,
JIOJKHBI PETUCTPUPOBATHCS M pacciieloBaThCs B COOTBETCTBUM € YTBEPKIACHHOM HHCTPYKIMEH.

15.11. ITpoTOKOJIBI pacCMOTPEHUS PEeKJIAMAIMA JOJKHBI BKIIOYATh B CEOsI:

- UM, OTYECTBO U (PAMUIIMIO, & TAKXKE aJIPeC JIULA, IPEIbIBUBILEIO PEKIaMaLUIO;

- UM, OTYECTBO U (paMHIIUIO, & TAKXKE TOJDKHOCTb M HOMEp Tese(hoHa JIMIA, TPUHSABIIETO
peKIaMaluio;

- CyTh peKjlaMaluu (¢ yka3zaHueM HauMeHoBaHus U HoMepa cepun ADC);

- JaTy MOCTYIUIEHUS peKIaMalluy;

- IEPBOHAYAJIBHO IIPUHATHIE MEPHI (C YKa3aHUEM OTBETCTBEHHBIX JIUI[ U 1aThl);

- JaJbHEUIINE JESHCTBHUS;



- OTBET Ha peKJIaMaltio (C yKa3aHUEM J1aThl OTIPAaBKU OTBETA);

- OKOHYATEJIbHOE PELICHUE N0 CEPUU WU apTUH MPOMEXKYTOUHOro matepuana nuin AOC.

15.12. TIpoTOKOJIBI PACCMOTPEHHUS PEKIaMaIlUi CIIEyeT XPaHUTh JIJIsl OLICHKU TCHICHIIHM,
YaCTOThl M CEPhE3HOCTU pEKIamMaluil MO JAHHOMY NMPOAYKTY U NMPUHATUS JOMOJIHUTENbHBIX U
CPOYHBIX MEp TI0 YCTPAHEHUIO HEIOCTATKOB.

15.13. Pemenue o0 OT3bIBE CleAyeT MPUHUMATh HA OCHOBE MHCTPYKIIMH, OMPEICSIomen
YCJIOBHUSI OT3bIBA.

15.14. B MHCTPYKIMH MO OT3bIBY MPOAYKIIHUU TOJKHBI OBITh YKa3aHbI U1, YYaCTBYIOIINE
B aHaIM3e IMOCTYNHBIICH WHQPOPMAIUHU, MPOIEIYyPhl Hadajda OT3bIBAa MPOAYKIIMH, KPYT JIHII,
KOTOPBIX CJeIyeT MPOMH(POPMUPOBATH 00 OT3bIBE, W MOPSIOK HCIOJIB30BaHUS (YyTHIIM3AIINN)
OTO3BaHHOI'O MaTepuaa.

15.15. B cnyuae cepbe3HOM WM MNOTCHLHMAIBHOW ONACHOCTH Jisl YKU3HU HAaCEJCHUS
cienyeT MponH()OPMHPOBATH MECTHBIC, HAIIMOHALHBIC /MU MEKyHAPOIHBIC KOMITCTCHTHBIC
OpraHbl M 00PaTUTHCS K HUM C MMPOCHOO 0 COICHCTBHM.

16. PaboTa no KOHTpakTy (B T.4. MIPOBEICHHE aHATTN30B)

16.10. Bce mpousBoauTenu, padoTarouiye M0 KOHTPAKTy (B T.4. JJaOOPAaTOpPHH), TOJDKHBI
BBITIOJIHATH TpeOOBaHMs HacTosmero crangapra. Ocoboe BHHMaHUE OJHKHO OBITH YJIEIIEHO
BOIPOCAM MPEJI0TBPAILECHUS IEPEKPECTHOTO 3arpsi3HEHUS U 00ECIIEYEHHIO MTPOCIIEKUBAEMOCTH.

16.11. 3aka3uMK JOKEH OLIEHUTH CIIOCOOHOCTh MOJAPSAYMKA OCYIIECTBISTH HA MECTE
JIeNIerTUpOBaHHbIE €My OIEpallii B COOTBETCTBUU C TPEOOBAHUSAMH HACTOALIETO CTaHIApTa.

16.12. OTBeTCTBEHHOCTh 3aKa3uuMka M NOApSAYMKAa 3a coOnrofeHue TpedoBaHUN
HACTOSILEro CTaHgapTa, B T.4. MO OOECHEYEHMIO KadecTBa, JIOJDKHAa OBITh OIpeneleHa B
KOHTPAKTE (JOrOBOPE) MEXKTY HUMH.

16.13. [loroBop JOKEH TO3BOJATH 3aKa3udKy HPOBOJUTH ayAWT HPOHU3BOJCTBA
NOJPSATYMKA HA €r0 COOTBETCTBUE HACTOAIIEMY CTAaHAAPTY.

16.14. Ecnu pomyckaetcst paboTaTh 1O JIOTOBOPY CyOMoapsiia, TO MOAPSAYUK HE JAOTIKEH
nepeaaBaTh TPETbel CTOpPOHE HHUKAKOW YacTH pabOThl, MOPYUYEHHOW eMy 3aKa3dhkoM, O0e3
IPEBapUTEILHOIO COIVIACOBAHUS C HUM.

16.15. TIpousBoacTBeHHBIE U JTAOOPATOPHBIE MPOTOKOJIBI JOJDKHBI XPAaHUTHCS B MECTax
IPOBE/ICHUS 3TOTO BUA NESITEIBHOCTH U OBITH JIETKO JOCTYIHBIMH.

16.16. He npgomyckaercsi BHECEHME W3MEHEHUH B TEXHOJOTMYECKHI Ipolecc,
o0opyi0BaHue, crenu@uKanuy, METOIbl HCIIBITAHUN U JIp., OTHOCALINECS K IPEMETY TOTOBOPA,
0e3 corimacoBaHMs C 3aKa3YHKOM.

17. Peanu3anus, XxpaHeHUE, IepeyNnakoBKa U IepeMapKUpOBKa

17.1. OGnacTh NpUMEHEHUS

17.10. DTOT pa3gen OTHOCHTCS K JIFOOBIM JIEHCTBHUSIM (32 MCKIIOUYEHHWEM IPOHU3BOCTBA),
CBSI3aHHBIM C pealM3aliei, XpaHEHUEM, IIEPEyIIaKOBKON U NIEPEMapPKUPOBKON IPOMEKYTOYHBIX
npoaykToB uinu ADC.

17.11. Bce nuna u opraHusanyi, CBsI3aHHbIE C pealu3alUeii, XpaHEHUEM, NIEPEyaKOBKON
U TIEPEMapKUPOBKON MPOMEKYTOUHBIX NMPpoaykToB win ADC, momkHbl coOM01aTh TPEOOBAHUS
HACTOSALIETO CTAHApTa U, B YACTHOCTH, IaHHOT'O PyKOBOJICTBA.

17.2. IIpocnexnBaeMOCTb pean3yeMbIX IPOMEXYTOUHBIX TPOAYKTOB nian ADC

17.20. Ilpm peanuzanuu, XpaHEHWHU, TMEPEYINAKOBKE M IEPEMapKHPOBKE HEOOXOIUMO
00eCTeYnThb MOJIHYIO MPOCISKUBAEMOCTh PEAIN3yEeMbIX MPOMEXYTOUHBIX MPoaAyKToB 1 ADC.
Jl1s1 3TOTO ciaeyeT UMETh U XPaHUTb CIIETyIOIUE TOKYMEHTHI:

- PEKBU3UTHI IEPBUYHOTO NPEANPUATUA-TIPOU3BOAUTENS;

- aJipec MEePBUYHOTO MPEAIPUATHS-IPOU3BOANUTEIIS;



- 3aKa3bl (JOTOBOPHI) HA MOCTABKY;

- HaKJIaJ{Hble (TPAHCIOPTHBIE JOKYMEHTBI);

- TOKYMEHTHI O ITOJIyYEHUH I'PY30B;

- HAUMEHOBaHMS WK 0003HAYEHHS TPOMEKYTOUHBIX MPOIyKTOB min ADC;

- HOMEp CepHH NPOAYKIHUH, YKA3aHHON IIPOU3BOAUTEIIEM;

- TOKYMEHTALIMIO Ha TPAHCIIOPTUPOBAHKUE U PEATU3aALIUIO;

- BCE MOJUIMHHBIE aHAJIUTHUYECKUE IACIOPTa, B T.4. MACIOPTa MEPBUYHOTO MPEAIPHUITHI-
IIPOU3BOAUTEIIS,

- 1aTy TIPOBEIECHHUS IIOBTOPHOTO KOHTPOJIS WIIM CPOK T'OJTHOCTH.

17.3. ObGecnieuenne KauecTna

17.30. Peanmuzamusi, XpaHCHHE, IEPEyNaKOBKAa W TEPEMAPKUPOBKA TPOMEKYTOUHBIX
npoaykToB uian ADC nomKHbI NPOBOJUTHCS B COOTBETCTBUU C JIOKYMEHTAJIbHO O(OPMIICHHON
CHCTEMOI yIpaBJICHUS KaueCTBOM (cM. 3.2).

17.4. TlepeynakoBka, epeMapKupoBKa W OOpalleHHe ¢ MPOMEKYTOUHBIMU MPOAYKTaMH
nin AOC

17.40. Bo wu30exaHue TmepenyThIBaHUA M YXYALICHUS KadyecTBa U  YHMCTOTHI
IPOMEXYTOUHbIX HpoAykToB win A®PC mnepeynakoBka, NEpeMapKUpOBKa, OOpalleHHe ¢
IPOMEXYTOUYHbIMM mponykTamMu uiau A®C M uX KOHTpOIb JOJDKHBI TIPOBOJUTHCS B
COOTBETCTBUU C TPEOOBAHUSAMU JAHHOTO CTaHJApPTA.

17.41. Bo u3z0exaHue npsMOro M MEPEKPECTHOTO 3arpsi3HEHUs NepeynakoBKa MpOIyKIUH
JIOJKHA ITPOBOJIUTHCS B YCTAHOBJIEHHBIX YCIOBHSX OKPYKAIOIIEH CPEbI.

17.5. CTaOuAbLHOCTH

17.50. Jlns mOATBEp)KICHHS YCTAHOBJICHHBIX CPOKOB TOJHOCTH WJIHM JaThl IMOBTOPHOTO
KOHTPOJISI MCCIIEOBAHUS CTa0WJIBHOCTH JIOJDKHBI TPOBOAUTHCA B ciiydasx, eciu ADC wim
MIPOMEXKYTOUHBIM MPOIYKT MEPEYMaKOBBIBAIOT B YIAKOBKY JIPYroro THIA, OTIHYAIONIYIOCS OT
UCTIONIb3YEMOU MTPOU3BOIUTEIICM.

17.6. Ilepenaua uapopmanuu

17.60. Ilpu peanuzaunu, XpaHEHUH, MEPEYNAKOBKE W MEPEMAPKUPOBKE MPOMEKYTOUHBIX
npoayktoB wiu ADC crneayer mepeaaBarh 3aKa3udKaM BCIO MH(OPMAIUIO, MOIYy4aeMylo OT
npousBoauTenss AOC uim NpoMeXyTOUHBIX NMPOAYKTOB, KAaCAIOIIyOCs KauecTBa MPOLYKIMH U
pelIeHN YIOJTHOMOYEHHBIX OPraHoOB, a TaKXke MepelaBaTh MPOU3BOIUTENSAM UHPOPMALUIO OT
3aKa34MKOB.

17.61. Ilpu peanuzanuu, XpaHEHUH, NEPEyNAKOBKE M MEPEMAPKUPOBKE MPOMEKYTOUHBIX
npoayktos win A®C cineayeT NpeAoCTaBlIATh MOTPEOUTENI0O HAMMEHOBAHUE IEPBUYHOIO
npeanpustus - npousBoautesns APC wiaM  NPOMEXKYTOYHBIX TPOJYKTOB UM HOMEpa
MIOCTABJIIEMBIX CEPUI MPOAYKIUH.

17.62. I1o TpeGoBaHMIO YIOIHOMOYEHHOTO OpraHa JOKHA MPEAOCTABIATHCS HH(OPMAITHS
O NEPBUYHOM MPEINPUATUH - TPOU3BOAMUTENE NPOMEXKYTOUHbIX HpoaykTtoB wmwim ADC.
[lepBuuyHOE mMpeANPHUATHE-TIPOU3BOIAUTEIb MOKET KOHTAaKTHPOBATh C  YHOJIHOMOYEHHBIM
OpPraHOM HENOCPEJCTBEHHO WM Yepe3 CBOUX MIPEJCTABUTENEH.

17.63. Cnenyer coOmronaTh crenuaibHble TPeOOBAaHUS K AHAINTHUECKUM IACIOpTaM,
npuBeacHHbIE B 11.4.

17.7. Pabora ¢ pexiamaIusMi U OT3bIBAMH

17.70. Bce nuia u opraHusanyi, CBsI3aHHbIE C pealu3alueii, XpaHEHUEM, [IEPEyaKOBKON
U TEePEMapKUPOBKON MPOMEKYTOUHBIX NPOAYKTOB Wiu ADC, AOKHBI XpaHUTh MPOTOKOJIbI
BCEX MOCTYNHBIIMX PEKJIAMAaIllMii ¥ OT3HIBOB B COOTBETCTBUM C TPEOOBAHUSMU, YKA3aHHBIMH B
pazzaene 15 HacTosIero craniapra.



17.71. Ilpu HEOOXOTUMOCTH 3T JIUIA U OPTraHU3aINH, a Takxke mpou3BoauTeasr ADC wim
MPOMEKYTOUHOTO TPOAYKTA MOJKHBI PACCMOTPETh PEKIaMAlMIo AJIsi MPHHITHUS PEHICHUS O
JMATbHEHIINX JEHCTBUSX, B KOTOPHIX MOTYT y4acTBOBATh APYrHE MOTPEOUTENH (3aKa3uWKH),
nonydaBimue 3T0T ADC wiM mpoMeXyTOYHBIN MPOAYKT, YIMOJTHOMOUYEHHBIM OpraH WM Bce
3aMHTEPECOBAHHbIE CTOPOHBL. (COOTBETCTBYIOUIEH CTOPOHOM JOJKHO OBITH IPOBEIEHO
pacciefloBaHHe pPEeKIaMallid WIH OT3bIBa MPOAYKIHHU, PE3YyJIbTaThl KOTOPOTO MOJKHBI OBITH
0(OpMIIEHBI IOKyMEHTAJIBHO.

17.72. Ecnu pexnaManus kacaercs npousBoautens ADC uiu mpoMeKyTOUHOTO MPOAYKTa,
IIPOTOKOJI pacCieIOBaHMsl JOJDKEH COJEp)KaTh JII0Oble JaHHbIE, IOJIyY€HHbIE OT JAaHHOTO
npousBogutenss ADPC wWIM MOPOMEKYTOYHOTO Mpoaykra (B T.4. JaTy M HEOOXOAUMYIO
UH(GOPMAIIHIO).

17.8. Pabora ¢ Bo3BpaTamu

17.80. PaboTy ¢ BO3BpaTOM MPOIYKIUHU MPOBOAST B COOTBETCTBUU ¢ TpeOoBaHusIMU 14.52.
Bce numa u opraHuzanuu, CBsI3aHHBIE C peajdu3alueil, XpaHEHUWEM, I[EepEeyNakoBKOW U
epeMapKUPOBKON MPOMEKYTOUHBIX NPoayKTOB Wi ADC, NOKHBI BECTH JOKYMEHTAIMIO 110
Bo3BpaiieHHbIM ADC 1 MpoMeKyTOUHBIM IPOAYKTAM.

18. A®C, npou3BoAUMBIE ITyTEM KYyJIbTUBUPOBAHUS
KJIETOK ((hepmMeHTAIINN)

18.1. OO011HE TTOTOKEHUS

18.10. B HactosimieM paszgene NpHUBENEHBbI CIELMaIbHbIE IpaBWila IPOU3BOJCTBA U
KoHTponst kadectBa ADC wIM MPOMEKYTOUHBIX MPOAYKTOB TMYTeM KyJIbTUBHUPOBAHUS
(bepmeHTaIMM) KIETOK C HMCIOJNB30BaHUEM MPHUPOJHBIX WM PEKOMOWHAHTHBIX OPTraHU3MOB,
KOTOpbIE HE OBbUTM B JIOJDKHOM MEpe yKazaHbl B MPEIbIAYIIMX pasfenax. DTOT paslien Helb3s
OTJENUTH OT OOLIEro COJEpKaHHUs HACTOSIIEro cTanaapTa. Bece TpeOGoBaHMs, yCTaHOBJICHHBIEC B
HACTOALIEM CTaHJapTe, ocTaloTcs B cuie. CienyeT oOpaTuTh BHUMAHUE HA TO, YTO MPUHIUIIBI
depMeHTanuy i "KIacCHYECKUX'" MPOLIECCOB MOTyYEHHUs] HU3KOMOJIECKYJISIPHBIX COSMHEHUN U
MPOLIECCOB, HCIOJB3YIOIUX PEKOMOMHAHTHBIE M HEPEKOMOMHAHTHBIE OPraHuU3Mbl IS
NOJTy4YeHUs1 OCJIKOB W/WIIM TOJUIIENTHIOB, OJUHAKOBBI, XOTS IIPH 3TOM YPOBEHb KOHTPOJS 3TUX
nporeccoB OyaeT pa3nuyHbIM. B ciywae, eciau 3To MMeeT 3HayeHHe, B JAHHOM pasfelie
YKa3bIBAIOTCSA 3TH pa3inuusa. B 1enoM ypoBeHb KOHTPOJS OMOTEXHOJOTHYECKUX MPOIIECCOB,
HCIOJIb3YEMBIX ISl IPOU3BOJCTBA OENIKOB M MOJUIEHTHIOB, JODKEH ObITh 00JIee CTPOrUM, YeM
KOHTPOJIb HaJl KIIACCHYECKUMH IMPOIecCCaMu (pepMEHTAIIUH.

18.11. TepmuH "OHOTEXHOJIOTHYECKHUH TIpoliecc” OTHOCHUTCS K UCIIOIh30BAHUIO KIIETOK WU
OpraHu3MoB, KoTopble ansi npousBoiacTBa ADPC ObUIM MOTYYEHBI WM MOJU(PHIMPOBAHBI C
ucrosip3oBanueM pekoMmOnHanTtHol JIHK, rubpumomMHoi win kakoi-1m0o Apyrod TEXHOJOTHH.
A®DC, npousBeieHHbIE OHOTEXHOJOTHYECKHMHU METOAaMH, OOBIYHO TPEACTAaBIAIOT COOOit
BBICOKOMOJIEKYJISIDHBIE COEAMHEHHUS, TaKue Kak OCNKM U MOJUIMENTHBI, ISl KOTOPhIX B 3TOM
paznene npuBeneHsl crenuduyeckue TpedoBaHus. C MOMOIIBI0 TEXHOJIOTUH PEKOMOMHAHTHOM
JIHK moryT 6bITh Takxke npousBeneHbl HekoTopble ADC ¢ HU3KMMH MOJICKYJIIPHBIMH MacCaMH,
HanpUMep, AHTUOMOTUKH, AMHUHOKHUCIIOTBHI, BUTAMHUHBI W YTJIEBOJLL. YPOBEHb KOHTPOJIS 3a
takumMu APC [O0IKEH COOTBETCTBOBATh IpaBUjaM, NPHUMEHSEMBIM I KJIACCHYECKOU
depmeHTanINN.

18.12. Tepmun "kmaccuueckas GpepMeHTarus" OTHOCHTCS K MPOIEcCaM, MCTOIb3YIOIIIM
st npousBoactBa APC  MUKpPOOpPraHuM3Mbl,  CYLIECTBYIOIIME B IPUPOJE  WIH
MOIU(ULIIMPOBAHHBIE TPAIUIMOHHBIMM METOAaMU (paauanueidl, XUMUYECKUM MYTareHe30M).
ADC, momyuyaemble METOAOM  "Kiaccuyeckod  QepMeHTanuu'", OOBIYHO  SBISIOTCS
HU3KOMOJIEKYJISIPHBIMU COSMHEHUSIMH, TAKUMU KaK aHTUOMOTHUKH, aMUHOKHUCIIOThI, BUTAMUHBI U
YTJIEBO/BI.



18.13. Ilonyuenne ADC M NpOMEKXYTOUHBIX MNPOIYKTOB W3 KyJIbTYpbl KJIETOK WU
METOAOM (epMEeHTallMu BKIOYaeT B ce0s Takue OHOJOrMYECKHE IpOLECChl, Kak
KyJIbTUBHUPOBAHUE KJIETOK MJIM SKCTPAKLIMS U OUMCTKA BELIECTB U3 )KUBBIX OpraHu3MoB. Cienyer
0o0paTuTh BHUMAHUE Ha TO, YTO MOTYT CYILECTBOBAaTh M JONOJHHUTEIbHbIE CTAJUM (HAIpUMED,
¢u3uKo-XxuMHUYecKass MOAU(UKALINS), KOTOPbIE SBISIOTCA YaCThIO TEXHOJIOIMYECKOTO Mpoliecca.
Hcnonb3yemble MCXOJIHBIE MaTepuaibl (IUTATENbHbIE CPelbl, KOMIIOHEHTHl Oydepa) MOryT
oOecrieunBaTh BO3MOXHOCTh POCTa MUKpPOOHBIX 3arps3HeHH. B 3aBUCHMMOCTH OT NpUpPOIbL,
METOAa MPUTOTOBIEHUA M Lened ucnoib3zoBaHusd ADC winm nmpoMexyTOYHOro NMPOJYyKTa Ha
ONpEAENIEHHBIX CTaAMsIX MPOU3BOACTBA MOXET MOTPeOOBAThCA MPOBEACHUE KOHTPOJIS
MHUKPOOHOT0, BUPYCHOT'O 3arpsi3HEHUS U/UIH YPOBHSI SHAOTOKCUHOB JJAHHOM MPOAYKLIUH.

18.14. Ins obecneuenust kauectBa ADC 1 MpOMEKyTOUHBIX MPOAYKTOB HA BCEX CTAIUAX
IPOM3BOJICTBA JOJDKEH OBITh YCTAHOBJIEH HAJJIEKAIIUA KOHTPOJb. Tak Kak HacCTOAMIMN
CTaHJapT HAYMHAETCS CO CTaJUU KyJIbTHUBUPOBAaHUS KIETOK ((epMmeHTayu), NpeaplIyline
cTaguu (HampuMmep, MOJAEpKUBaHHME OaHKa KIETOK) OJDKHBI IMPOBOAWUTHCS NPU HAIWYUU
Ha/JIeXKAIllero BHYTPUIIPOM3BOJCTBEHHOIO KOHTposs. Hacrosimuit cranmapr onuchIBaeT
nporecc KyJIbTHUBUpPOBaHUS ((epMEHTalMM) KIETOK C MOMEHTa, Koraa u3 OaHKa KIETOK
MOCTYIAeT EMKOCTh C KYJBTYpPOU KJIETOK JJIsl UCIIOJIb30BaHUS B IIPOM3BOCTBE.

18.15. Jns cBemeHus puUCKAa 3arps3HEHUS K MHUHUMYMY CIEQyeT MCIIOJIb30BaTh
HeoOxoaumMoe o0Opy/noBaHUME U TPOBOJUTH KOHTPOJb OKpysKaroueil cpenbl. Kputepun
IPUEMJIEMOCTH KadecTBa M MNEPUOJUYHOCTh MPOBEACHUS KOHTPOJS OKpY’KaloIled cpessl
3aBUCST OT TEXHOJOTMYECKOW CTaAuM M YCJIOBMM NPOM3BOACTBA (OTKPBITAas, 3aKpbITas WIN
3aMKHYyTasi CUCTEMA).

18.16. B niennom, TeXHOJIOTMYECKUI KOHTPOJIb 10JIKEH YUUTHIBATH!

- oJIZIepKMBaHuE B paboueM COCTOSHUM pabouero 0aHka KIETOK;

- IPaBUWJIbHYIO HHOKYJISALIUIO U Pa3BUTHE KYJIBTYPhI KJIETOK;

- KOHTPOJIb KPUTUYECKUX pab0YMX MapaMeTpoB BO BpeMs (hepMeHTalUN/KyJIbTUBUPOBAHUS
KJIETOK;

- HENpPEepbIBHBIA KOHTPOJb IIpoliecca pocTa KIETOK, HMX KU3HECHOCOOHOCTH (JUIs
OOJIBIIIMHCTBA MPOLIECCOB KYJIbTUBUPOBAHUS KJIETOK) M MIPOAYKTUBHOCTH;

- MeToJbl cOOpa M OYUCTKH, NMPH KOTOPBIX HNPOMCXOJUT yAAJICHHE KIIETOK, KJIETOYHOTrO
neOprca U KOMIIOHEHTOB MHTATENbHOW Cpebl ¢ OJHOBPEMEHHOM 3aIlUTON MPOMEKYTOUHOTO
npoaykra uiau APC oT 3arpsi3HeHHs (B YAaCTHOCTH, MHKPOOHMOJIOTHYECKOTO XapakTepa) W
NOTEpPU KAa4yeCTBa;

- HENpPEepbIBHBI KOHTPOJIb MUKPOOHOIO 3arpsi3HEHHUs M, MPU HEOOXOTUMOCTH, YPOBHS
HH/I0TOKCUHOB Ha OINPEAEIECHHBIX CTaUsAX IPOU3BOJICTBA U

- BOMPOCHI 3aIIMTHl OT BUPYCHOTO 3arpsisHeHUs, onrcanHbie B PykoBomctee ICH Q5SA <*>,

<*> PykoBoactBo ICH QS5A "KadecTBo OHOTEXHOJOTHMYECKHX NPOIYKTOB. OlieHKa
0€30MacHOCTH BUPYCHOTO 3apakKeHHs OMOTEXHOJIOTMYECKUX MPOAYKTOB, MPOU3BEIACHHBIX U3
KJIETOK YeJIOBEYECKOT0 U KUBOTHOTO TpoucxoxkaeHus” #(Quality of Biotechnological Products:
Viral Safety Evaluation of Biotechnology Products Derived from Cell Lines of Human or
Animal Origin)#.

18.17. Ilpu HeoOXOAMMOCTH CJIEAYeT IMOKa3aTh, YTO OCTATKU Cpelbl, OCTKH KICTKH-
XO035IMHA, JPYTHe MPUMECH U 3arpsA3HEHUS, CBS3aHHBIC C TEXHOJIOTUYECKHM IPOIECCOM,
yIaJICHBI.

18.2. TlognepxuBanre 6aHKOB KJIETOK M BEJCHHE TIPOTOKOJIOB
18.20. Joctyn k OaHKaM KJIETOK AOJKEH OBITh OTPAaHHWYEH JIMIAMM, UMEIOLUIMMU Ha 3TO
MOJTHOMOYHSL.



18.21. baHkM KIJIETOK JOJIKHBI XPAaHUTHCA B CIELMAIBHO pa3pabOTaHHBIX YCIOBHSIX,
o0ecrneunBaroIuX MOAJCPKUBAHUE KU3HECIIOCOOHOCTH W MPEJOTBPALIAIOIINX 3arpsi3HEHHUE
KJIETOK.

18.22. Cnenyer BecTH M COXpaHATh MPOTOKOJIBI MCIOJIB30BaHMUSA OOpas3loB W3 OaHKOB
KJIETOK U YCJIOBUS UX XPaHEHUS.

18.23 baHkM KJIETOK [OJDKHBI MEPUOJUYECKH MPOXOIUTh KOHTPOJIb MPHUTOJHOCTH HX
UCIIOJIb30BaHUs.

18.24. bonee moapoOHas uHpOpMalMs MO COAEPKAHMIO OAHKOB KIIETOK HU3JI0XKEHA B
PykoBoactee ICH Q5SA <*>.

<*> PykoBozactBo ICH Q5A "KayecTBO OMOTEXHOIOTHYECKHX NMPOAYKTOB. Bhinenenue u
XapaKTepUCTHKA KJICTOYHBIX cyOcTpaTos, UCIIOJIb3YEMBIX e IPOM3BOJICTBA
O6uotexHonornueckux/ononornyeckux npoaykroB" #(Quality of Biotechnological Products:
Derivation and Characterization of Cell Substrates Used for Production of
Biotechnological/Biological Products)#.

18.3. KynpTuBHpOBaHuE KJIETOK ((hepMeHTaLIs)

18.30. 3akpbIThie CUCTEMBI CIIETyET MPUMEHSTh, 110 BO3MOXKHOCTH, B TE€X CIydasx, KOraa
HE0O0X0IUMO J00aBIATh KIETOYHblE CyOCTpaThl, cpelpl, Oydep M Tra3sl B acCeNTHYECKHX
ycnoBusax. Eciy nmepBuyHast HHOKYJISIHS, TOCTEAYIOMNN IepeHoc Wi 1o0aBku (cpeabl, Oydep)
IPOBOJATCS B OTKPBITHIX COCYJ1aX, AJIsl CHUKEHUS PUCKA 3apayKEeHUS JJOJKHBI ObITh pa3paboTaHbl
Y TIPUMEHEHBI COOTBETCTBYIOIIME METO/IbI U MTPOBEJIEH KOHTPOJIb.

18.31. Ecnu MukpoOHOe 3arps3HEHHE MOXET OKa3aTb BIUsSHME Ha KkauecTBo ADC,
OlEpalii C WCIOJB30BAHUEM OTKPBITBIX COCYJIOB CIIEAYeT NPOBOJUTH B OMOOE30MacHBIX
mkadax (Ookcax) MIM JPYyTrUX YCTpoilcTBax, oOecneyuBaromUX KOHTPOJIb YCIOBHUMH
OKPYXaIOIIEH CPebI.

18.32. IIpu paboTe ¢ KyJabTypaMu KIETOK MEpPCOHal JOJKEH ObITh OJIET B CIELHUAIBHYIO
OISy U COOIIOAATh CIeHATbHBIE MEPHI MIPEIOCTOPOKHOCTH.

18.33. CregyeT npoBOJUTh HENPEPBIBHBIM KOHTPOJIb KPUTHUECKUX pabO4YMX MapaMeTpoB
(Hammpumep, Temmepatypsl, pH, ckopocTtu nepemMenuBaHus, 100aBIEHUS Ta30B, AABJICHUSA),
KOTOpBIM IO3BOJISIET TapaHTHPOBATh COOTBETCTBHE YCIOBHH YCTAHOBJIEHHBIM IapaMeTpam
nporuecca. Cieyer TakKe MOCTOSHHO KOHTPOJIMPOBATh POCT KJIETOK, XKU3HECIOCOOHOCTh (AJ1s
OOJBIIMHCTBA KYJbTHUBUPYEMBIX KJIETOK) M WX HPOAYKTUBHOCTb. B 3aBUCHMMOCTH OT THMNa
nporecca KPUTUIECKHE MapaMeTpbl MOTYT H3MEHATHCS, a B CIIy4dae KJIIACCHYECKOW (hepMeHTaInu
HEKOTOpbIEe TapaMEeTPbl MOYKHO HE KOHTPOJIUPOBATh (HAPUMEp, KU3HECTIOCOOHOCTh KIIETOK).

18.34. Ob6opynoBaHue, UCTIOIB3YEMOE JUISI KYJIbTUBUPOBAHUS KIETOK, IMOCIIC OKOHYAHUS
npolecca JOJDKHO ObITh OYMINEHO W cTepuin3oBaHo. OOopyaoBaHue JUIsl IMPOBEICHUS
(depMeHTaNH TaKXKe TOJHKHO OBITH OYHILEHO, Ne3UH(HUIIMPOBAHO UM CTEPUITH30BAHO.

18.35. Jlns mpenoTBpalieHusi HeOIaronpusaTHOro BiIUsHMA Ha kayecTtBo ADC cremyer
CTEpUIIN30BaTh Cpebl KyJIbTHUBUPOBAHUS NIEPE UCIIOJIb30BAHNUEM.

18.36. Meroauku O0OHapy)XEHUS 3arpsA3HEHUsT M TNPUHATHS COOTBETCTBYIOLIMX MeEp
JIOJIKHBI OBITH O(POPMIIEHBI TOKYMEHTaIbHO. K HUM OTHOCSTCSI METOAMKH OIPEIEICHUSI BIUSHUS
3arps3HEHUs] Ha MPOJYKIMIO, METOAbl OYUCTKH 000pYA0BaHMs U MPUBEACHHUS 000pYyaA0BaHMS B
COCTOSIHUE TOTOBHOCTH JUIsl JajbHEHILEro ucroib3oBaHus. IlocTopoHHME MHUKpPOOpPraHU3MBL,
oOHapy’KeHHbIE B Ipolecce (pepMeHTalUU, JOJKHBI ObITh MIEHTHU(GULIUPOBAHBI, a BIUSIHUE UX
Ha KauyecTBO NPOIAYKIMUU JOJDKHO OBbITh ompeneneHo. [lpu pemeHun Bompoca o cynab0e
HPOM3BEAECHHON MPOLYKIUH PE3YJIbTAThl TAKUX OLICHOK JIOJIKHBI IPUHUMATHCSI BO BHUMAHUE.

18.37. IIpoTOKOBI O CAyYasX 3arpsi3HEHUS CIEYET COXPAHSITh.

18.38. [locne OYMCTKM yHHBEpCAJIBLHOIO OOOpPYNOBaHMA MEXIY LMKJIAMHU HPOU3BOJCTBA
pPa3IMYHON NPOAYKIIMM MOXET MOTPeOOBaTHCS MPOBEAEHHUE JONOJHUTENIBHBIX HCIBITAHUNA C
LIEJIBI0 CHIPKEHMSI PHCKa MEPEKPECTHBIX 3arpsi3HEHUH.



18.4. COop, BBIJICIICHHE U OYUCTKA

18.40. Onepanuu no cOopy MaTepuaina (yAaleHUIO KIETOK MM KJIETOYHBIX KOMIIOHEHTOB
WM cOOpYy KJIETOYHBIX KOMIIOHEHTOB MOCJE pa3pyILIEHHUs] KIETOK) JOJKHBI MPOBOAUTHCS Ha
00OpyJIOBaHMM M B 30HAX, MNPOEKT (KOHCTPYKIMS) KOTOPBIX JOJDKEH IpeaycMaTpuBaTh
CHID)KEHHE PHCKa 3arpsA3HEHUs O MUHUMYMA.

18.41. Cnenyer pa3paboTaTh METOAMKHU cOOpa U OYMCTKHU, NMPUBOJAIINE K YIAICHUIO UIIH
MHAKTHBALMM OPTaHW3MOB-TIPOJYLIEHTOB, KJIETOYHOTO Jaedpuca W KOMIIOHEHTOB CpPE.Ibl
(oKa3pIBalOIMX MPH TOM MHHHUMAJIbHOE BIMSHME Ha Jerpajalyio, 3arpsS3HEHHE M IMOTEpro
KayecTBa) W TapaHTHUPYIOIIME BBIXOJA HPOMEXYTOUHOro mnpoaykra u APC Haamexaliero
Ka4yecTBa.

18.42. Ilocne ucronp30BaHus 000pyI0OBaHHUE JOKHO OBITH OYHIIEHO U 1e3WH(HUIIMPOBAHO
B YCTAQHOBJICHHOM mopsjake. IIpoM3BOACTBO HECKOJIBKUX IOCIEAOBATEIbHBIX  CEpUi
npoMexyTouHoro npoaykra u ADC 6e3 mpoMexyTOUYHON OUYHUCTKH 000pYIOBAHHUS JTOITYCKACTCs
TOJILKO B TOM CJIydae, €CJIM 3TO HE OKa3bIBAET BIMSHUS HAa UX KaYECTBO.

18.43. Ilpu Ucronb30BaHUU OTKPBITHIX CUCTEM OUYUCTKA JAOKHA IPOBOJAUTHCS B YCIOBHSIX,
o0ecrneynBaroIuX COXpaHEHHE KauyecTBa POy KIUH.

18.44. Ecnu o000pynoBaHHME WCHOJIB3YETCS IS TMPOU3BOJICTBA PA3IMUHBIX BHUIOB
OPOAYKLUUH, TO MOTYT TPUMEHATHCS JIOMOJHUTENIbHBIE BUABI KOHTPOJS, Takue Kak
UCIIOJIb30BAaHUE CIIELUATBbHBIX XpOMAaTOrpaUyecKux CMOJI WM MPOBEACHUE JTOMOIHUTEIbHBIX
UCIIBITAaHU.

18.5. Y nanenue BupycoB (CTaul HHAKTUBALIMN)
18.50. bonee momnas nadopmarus npuseneHa B Pykosoacrse ICH Q5A <*>.

<*> PykoBoactBo ICH Q5A "KauectBo OHOTEXHONOrHMYECKHX MPOAYKTOB. OrieHKa
0€30MaCHOCTH BHPYCHOTO 3apaXCHHs OMOTEXHOJIOTHYECKUX TPOIYKTOB, MPOM3BEIACHHBIX W3
KJIETOK YeJIOBEYEeCKOro U KUBOTHOTO mpoucxoxaeHus" #(Quality of Biotechnological Products:
Viral Safety Evaluation of Biotechnology Products Derived from Cell Lines of Human or
Animal Origin)#.

18.51. Cramguu ynaneHus W WMHAKTHBAIMM BHUPYCOB SIBISIOTCS KPUTHUECKUMHU IS
HEKOTOPBIX TEXHOJOTMYECKUX MPOLECCOB U JODKHBI NMPOBOJUTHCA B paMKax IapaMeTpoB,
YCTaHOBJICHHBIX MPHU UX aTTeCTAlUU (HUCTIBITAHUSIX).

18.52. Crnengyer mpeayCMOTpPETh MEpbl MPEJOCTOPOKHOCTH ISl  MPETOTBPAIICHHS
MOTECHLIUATBHOTO 3apaXCHUs BUpPYCaMH, HA4MHasg CO CTaAud [0 H TOCie YyJalleHus
(vHaKTUBAIMK) BHPYCcOB. OTKpHITas 00paboTKa JOJKHA MPOBOAMUTHCS B 30HAX, OTAEICHHBIX OT
JIPYTUX TEXHOJIOTHMYECKUX OMEPAlUi U UMEIOIIHUX OTICIbHYIO CUCTEMY BEHTHIIALINU.

18.53. Kak mpaBwio, Juisi pa3iWYHBIX CTaJUA OYUCTKH HE HUCIOJB3YIOT OJHO U TO XKE
obopynoBanue. Ecnu o0opymoBaHue HCMONB3YIOT Ui Pa3HBIX CTaAMA OYUCTKU, TO TMeEpen
NOBTOPHBIM ~ HCIIOJB30BAHWEM OHO JIOJDKHO OBITh  OYMIICHO U AC3MH(DHUIHNPOBAHO
COOTBETCTBYIOIIMM o0OpazoM. Crenyer mpeanpuHUMATh MEphl, MPEAOTBPAILAONIUE MEPEHOC
BHUPYCOB C MPEeAbIAYIIUX CTaANN (HanpumMep, yepe3 000py10BaHUE WU OKPY>KAIOILYIO CPELY).

19. A®C, npeaHa3HaueHHBIE JIs IPOBEACHUS
KIMHUYECKUX HCCIIENOBAHUI

19.1. OO01HE TTOTOKEHUS

19.10. Ilpu npousBonctBe HOBBIX ADC, UCHOIB3YEMBIX AJISl MPOBEIEHUS KIMHUYECKHX
UCCIIEIOBAaHUM, TpU MX pa3paboTKe MOIyT TPUMEHATBCS HE BCE BUABI KOHTPOJI,
pacCMOTpEeHHbIE B TPEBIAYIIMX pa3fenax JaHHOTO CcTaHjgapra. B HacTosmem pasnene
IpUBECHBI clielanbHble TpeOoBaHus K 3TuM ADC.



19.11. Kontpons mnpousBoactBa ADPC, mnpeaHa3sHAUYCHHBIX Ui KIMHUYECKUX
UCCJIETOBAHMM, JOKEH COOTBETCTBOBATh TOW CTAaIMU pa3pabOTKU JIEKApCTBEHHOTO CPECTBA, B
COCTaB KOTOPOTO OHAa BXOIUT. METOIBI TPOU3BOACTBA W KOHTPOJs KadecTBa Takux ADC
JOJKHBI OBITh JOCTATOYHO TUOKHUMU JIJISl TOTO, YTOOBI MPEAYCMOTPETh U3MEHEHHUS, BHOCUMBIE B
HUX [0 Mepe TOJyYeHHUS HOBBIX 3HAHWK O TEXHOJOTHYECKOM IMpOIecce W TPOABMKCHUU
JICKaPCTBEHHOT'O CPEJICTBA C JAOKIMHUYECKHX CTaAUi K KIMHUYECKUM CTAIMSIM UCCIEIOBAHHIA.
Ecnu paspaboTka JieKapCTBEHHOTO TMperapara JAOCTUraeT cTaauu, Ha kotopoil sta ADC
MPOU3BOIUTCS JJIsi TPUMEHEHHUS B JIGKQPCTBEHHOM TMpemnapare, NpeJHa3HAYeHHOM s
MPOBEJCHUS KIMHHYECKUX WCCICAOBAHUN, TPOU3BOIUTEIN JOJDKHBI TapaHTHPOBATh, YTO
MPOU3BOJCTBEHHBIE MOIIHOCTH, COOTBETCTBYIOIIUE METOJBI TMPOM3BOACTBA U KOHTPOIs
obecrieunBaroT HeoOxoaMMOe KauecTBo 3Toil ADC.

19.2. KauecTBoO

19.20. K npouzsoactsy APC, npenHa3Ha4eHHBIX Ul UCIIOJIB30BAHMS IIPH NPOBENCHUN
KIIMHUYECKUX WCCICAOBAaHUM, TOJKHBI TMPUMEHSATHCS TPEOOBAaHUS HACTOSIIETO CTaHAApTa C
Ha/JIeXKallel IpoIeaypoi BblIaul pa3pelieHrs Ha peaan3auio Kaxa0u Cepuu.

19.21. Jlns BeImaum paspeuieHus Ha peain3aliio WK OTKJIOHEeHHE Kaxaou cepun ADC,
npeIHa3HaYeHHOW 7S HWCIOJIb30BAHHUA B KIMHUYECKUX HCCIENOBAHUIX, IOJDKEH(bI) OBITH
00pazoBaH(bl) 0TI (bl) KOHTPOJIS KaueCTBa, HE3aBUCHUMBIH(€) OT TPOU3BO/ICTRA.

19.22. OtnenbHbIe pabOTHI MO MPOBEACHUIO KOHTPOJS, OOBIYHO BHITIOJIHSEMBIE OTIIEIOM
KOHTPOJIS Ka4e€CTBa, MOTYT MPOBOJAUTHCS B APYTUX MOAPA3ACICHUSIX.

19.23. MeponpusTusi M0 KOHTPOJIIO KauecTBa JODKHBI BKIIOYaTh B ceOsl MPOBEACHUE
KOHTPOJII MCXOJHBIX M YIMAKOBOYHBIX MAaTE€pUAJIOB, a TaKXe MPOMEKYTOUHBIX MPOIYKTOB U
ADC.

19.24. Cnenyer mpoBOAWTH aHATHN3 JIIOOBIX 3aTPYAHEHUH, CBA3aHHBIX C TIPOU3BOJCTBOM H
KayeCTBOM MPOTYKIUH.

19.25. MapkupoBka A®DPC, uCMONB3yEMBbIX B KIMHUYECKUX MCCIECIOBAHUAX, JIOJKHA
KOHTPOJIUPOBATHCSI YCTAaHOBJIEHHBIM 00pa3oM M cojep)kaTh HMHGOPMAILMI0O O TOM, YTO 3TO
BEILECTBO MPEJAHA3HAYEHO JIJISl UCCIIEI0BATENbCKUX LIETEH.

19.3. OGopynoBanue

19.30. IIpm mpoBeaeHWM BCEX CTaAMA KIMHUYECKUX pa3paboTok (B T.4. TIpH
UCTIOJIb30BaHUM  OMBITHBIX YYacTKOB WM Jiaboparopuii) mans  mpousBoactBa ADC,
NpPEJHA3HAYCHHBIX [UI1 MCIOJb30BaHHUA B KJIMHUYECKUX HCCIEIOBaHMUAX, JOJDKEH OBITh
YCTAHOBJIEH MOPAJOK MPOBEACHUSA KAJTUOPOBKH U OYUCTKH OOOpPYAOBAaHHUS U METOAMKH OIICHKH
€ro COOTBETCTBHS CBOEMY HAa3HAYECHHUIO.

19.31. Iopsimok sKcruTyaTanuu 000pyAOBaHUs JOJDKEH rapaHTHPOBATh, YTO MPHU padoTe C
MaTepHalaMH PUCK 3arpsi3HEHUS U IEPEKPECTHOT0 3arpsi3HEHUs OyIeT MUHUMaJIbHbIM.

19.4. KOHTpOJIb UCXOAHBIX MATEPUATOB

19.40. Ucxonnble MaTtepualibl, IpuMeHseMble 11 npou3BoacTsa ADC, nmperHa3HauYEeHHbIE
JUISL UCTIOJIb30BAHUS B KIIMHUYECKUX HCCIIEIOBAHUSAX, JOJKHBI OBITh MCHBITAHBI WM JOJIKHBI
MMETh AHAJUTUYECKUU TMAaCMOpPT IOCTaBIIMKA M MPOBEPSAThCA HA NOATMHHOCTH. Hanuuue
AQHAIUTUYECKOTO MACIopTa MOCTABIIMKA JOCTaTOYHO IS OATBEPKICHUS KauecTBa MaTepuana,
MPEACTABIISIIOLIETO ONAaCHOCTb.

19.41. B HEKOTOpBIX CIydasX MOJITBEPKIACHUE MPUTOJHOCTH MCXOIHOIO0 MaTepuana Ijist
€ro HCIIOJIb30BAHHUS MOKET OBITh OOOCHOBAaHO HE TOJBKO pE3yJbTaTaMd aHAJTUTHYECKOTO
KOHTPOJISI, HO U YIPOIIEHHBIMH METO/IaMH (Harmpumep, pOBEPKOM MPUTOAHOCTH).

19.5. IIpousBoacTBo
19.50. TIIpouecc mnpousBojactea ADC, mnpenHa3HaueHHBIX JJIs HUCIOJNb30BAHUS B
KJIMHUYECKUX HCCIIEJOBAHUSX, JOJDKEH OBITh 3aperucTpUpOBaH B JIAOOPATOPHBIX JKypHajax,



MPOTOKOJaX CEPUHM WM TYTEM HCIIOJIBb30BAHUSA JAPYTUX CPEACTB. DTH JOKYMEHTHI JTOJKHBI
BKIIIOYaTh B cebs wuHbopManuioo 00 HCMONb30BAaHUM TEXHOJOTHYECKUX MAaTepUaNOB,
000py1I0BaHUU, TEXHOJIOTUUECKOM IMPOIIECCE M HAYYHBIX HAOIIOCHUSX.

19.51. Oxunaembie BBIXOJBI MPOAYKIMU MOTYT pa3nuyarbcsi Ooyiee 3HAUUTENbHO U OBITh
MEHEE OMPENICTCHHBIMH, Ye€M OXKHJIA€MbIE€ BBIXOABI MPOIYKIHUU MPOILIECCOB, BHITIOJHIEMBIX B
MPOMBIIIIEHHOM Maciitade. HeT HeoOXOAMMOCTH TPOBOAUTH H3YUYEHHE Pa3UYHsl BBIXOJIOB
MIPOJTYKITHH.

19.6. AtTectauus (MCIbITaHUS)

19.60. Kak mpaBmio, He TpeOyeTcs NPOBOAUTH aTTeCTaluio (MCIBITAHUS) IMpolecca
npousBoacTBa ADC, nmpenHa3HauYEHHBIX JUISl UCIIOJIBb30BAHMS B KIMHUYECKUX HCCIETOBAHUIX,
ecnu npousBoautcs oaHa cepust ADC niaM u3-3a U3MEHEHHH, BHOCUMBIX B TEXHOJIOTMYECKUN
nporecc mpu pazpadborke ADC, MOBTOPHOE M3TOTOBICHUE CEPHH SIBISCTCS 3aTPYAHUTEIEHBIM
WM HeTouHbIM. B a3ToT mepuox paspaborku kadectBo ADC olecrieuuBaercs codyeTaHHEM
KOHTPOJIsl, KaTMOPOBKYU (IIOBEPKHU) U aTTECTAllMM 000PYJOBaHMSL.

19.61. Atrecrauuio mpouecca B COOTBETCTBUHM C pa3leioM 12 HacToALIero craHgapTa
cienyer npoBoauTh ans cepuil ADPC, mpenHa3HAYEHHBIX JIS peaju3alluy, JaXe €ClId TaKkue
CepuU NMPOU3BOAATCS Ha OMBITHOM MJIM MEIKOMACIITAOHOM NPOU3BO/ICTBE.

19.7. U3meHeHus

19.70. V3meHeHus cienyer BHOCUTh MO Mepe NpUOOpPETeHMs HOBBIX 3HAHUKW U poOCTa
MmaciTaba npous3BoAcTBa. Kaxoe n3aMeHeHre TeXHOJIOTHH MTPOU3BOICTBA, CIeHUpHUKALMNA WIn
METOAMK UCIBITAHHUIA JOJDKHO OBITh 3apETUCTPUPOBAHO YCTAHOBIICHHBIM 00pa3oM.

19.8. JlaGopaTopHbIii KOHTPOJIb

19.80. HecmoTpst Ha TO, YTO aHAIUTUYECKUE METO/IbI, HCIIOIb3yEeMbIE JIJISl OLIEHKHU KauecTBa
cepun ADC, npeTHa3HAYECHHBIX IS KITMHUYECKUX UCCIIeIOBAaHUI, HE MOTYT OBITh aTTECTOBAHBI,
OHH JIOJDKHBI OBITh HAYYHO 0OOCHOBAHBI.

19.81. JlomkHa OBITH OPraHU30BaHA CUCTEMa XPAaHEHHs apXMBHBIX OOpa3IOB BCEX CEpHid
A®C, obecreunBaronias XpaHEHHE KaXKIOTO U3 apXMBHBIX OOpa3IoOB B JOCTaTOYHOM
KOJIMYECTBE M HAJUICKAIUX YCIOBHUSIX B TEUCHHE YCTAHOBJICHHOTO IMEPHOJIa BPEMEHHU IOCIe
MOJIYYCHHUST pa3pelicHUs] Ha peau3aluio, 3aBEepIICHUs KIMHHUYECKOTO WCCICIOBAHUS WU
OT3bIBA 3asIBKM Ha HOBOE JICKAPCTBEHHOE CPEJICTBO.

19.82. Cpok rogHocTM W Jara MOBTOPHOTO KOHTPOJIS, yKazaHHble B 11.6 HacTosmiero
PYKOBOJCTBA, MPUMEHUMBI K cyiiecTByomuM ADC, npegHa3zHauye€HHbIM ISl UCIIOJIb30BaHUS B
KIMHUYECKUX ucciaenoBanusax. st HoOBbIx A®DC, HaxomSIMIMXCS HA pPaHHUX CTaAUSIX
KJIIMHUYECKUX UCCIeA0BaHUH, mojoxenus 11.6, kak mpaBuio, IPUMEHUMBI.

19.9. loxymeHnTanus

19.90. Cuctema moKyMEHTAIlMU J0HKHA TapaHTHUPOBATh, YTO WH(MOpMAIIUs, TIOJyYCHHAS B
xoJie pa3paboTtku u nmpousBojcTBa ADC, mpeaHa3HAYCHHBIX JJI UCIOIB30BaHUS B KIMHUYECKUX
uccleoBaHusIX, OyaeT odopmileHa TOKyMEHTaJbHO MAODKHBIM 00pa3oM M JOCTyNHA MJis
HCIIOJIb30BAHUS.

19.91. PazpaboTka W TNpUMEHEHHE AaHATUTHYECKUX METOJIOB, HCIOJB3yEMBbIX IS
noATBepkaeHus Bbiycka cepun ADC, npenHa3HaueHHOM MM KIMHUYECKHX HCCIIEIOBAHUM,
JIOJDKHBI OBITH 0(OPMIIEHBI IOKYMEHTAJIILHO.

19.92. JlomxeHn ObITH pa3pabOTaH W BHEAPEH MOPAJOK XpaHEHHS MPOTOKOJIOB
MPOMU3BOACTBA U KOHTPOJIsl KauecTBa ADC 1 COOTBETCTBYIONIEH TOKYMEHTAUH. DTOT MOPSIOK
JOJKeH o0ecreunBaTh XpaHEHHWE MPOTOKOJIOB M JOKYMEHTOB B TEUCHHE YCTAHOBJICHHOTO
nepuoaa BpEMEHHU Mociie TOIyUYeHHUs pa3pelleHrs] Ha pealn3alllio, 3aBepIIeHUs] KIMHUYECKOTro
MCCJIEI0BAHMS WIIM OT3bIBA 3asIBKM Ha HOBOE JIEKAPCTBEHHOE CPEICTBO.



20. TepMuHBI 1 onpeaeneHus

AxrtuBHas ¢apmaneBtrueckas cyocrannus; ADPC (active pharmaceutical ingredient; API):
a1000€ BEUIECTBO WJIM CMECh BEILIECTB, MPEAHA3HAUEHHBIC ISl MPOU3BOJICTBA JIEKAPCTBEHHBIX
CpPEeZICTB, KOTOPBIE B TPOIIECCE MPOU3BOACTBA JIGKAPCTBEHHOTO CPEJCTBA CTAHOBSTCS AKTUBHBIM
UHTPEANEHTOM JTOTrO JICKapCTBEHHOTO cpelacTBa. Takue BellecTBa MpeJHA3HAYECHBI s
NpOsIBIICHUS  (DPAPMAKOJIOTHYECKON aKTHBHOCTH WM JApPyroro mnpsmMoro 3ddekra mpu
TUArHOCTHKE, JICUCHUHW, OOJEerdYeHHH CUMMOTOMOB WM MpoduaakTuke OONEe3HH WIH IS
BO3JICHCTBUS HA CTPYKTYPY WK (DYHKITUIO OpraHu3Ma.

Atrectanust  (qualification): mokymMeHTanpbHOE TOATBEPXKICHHE TOTO, YTO METOJUKA,
nporiecc, 000pyIoBaHHe, MaTepUal MM CUCTEMa COOTBETCTBYIOT 3aJJaHHBIM TPEOOBAHMIM U UX
UCTIONb30BaHUE 1a€T OKUIAeMbIe Pe3yJIbTaThI.

buonornueckass Harpyska (bioburden): ypoBeHb WM THI (HampuMmep, MATOTCHHBIX WU
HEMATOTeHHBIX) MHUKPOOPTaHMU3MOB, KOTOpPbIE MOTYT MPHUCYTCTBOBAaTh B ChHIPbE, HMCXOIHBIX
matepuanax ADC, npomexyrounsix mnponaykrax win A®dC. buonornueckas Harpys3ka He
paccMaTpuBaeTCsl Kak 3arpsA3HEHHEe, €CIM €€ YPOBHM He TMPEBBIIIAIOT YCTaHOBIICHHBIC
npelenbHbIe 3HAYCHUS WJIH HE TPOUCXOJUT OOHAPYKEHHUS ONPEICIICHHBIX IMaTOTeHHBIX
MUKPOOPTaHU3MOB.

BHyTpUIIpOU3BOICTBEHHBII KOHTPOJIb (TEXHOJIOTMYECKHH KOHTpoub) (in process control
(or process control)): KOHTPOJIb, TPOBOAUMBIN B XOZ€ TEXHOJIOTHYECKOTO IMpOIlecca C IENbI0
MIPOBEPKU COOTBETCTBHSI MMPOMEKYTOUHOTO mpoaykra win ADC yCTaHOBICHHBIM TPEOOBAHUSM,
0 pe3yJIbTaTaM KOTOPOT0 MOTYT KOPPEKTHPOBATHCS MapaMeTphl TEXHOJIOTHYECKOTO MpoLiecca.

Bcmomorartenbapie  cpenctBa  (process  aids):  marepuanbl (32 MCKJIFOUYCHHUEM
pacTBOpHUTelNeit), UCIOIb3yeMble B KadecTBE J00aBOK IMPH IMPOU3BOJCTBE MPOMEKYTOYHOTO
npoaykTa win ADPC, KOTOpbIe caMy HE YYAaCTBYIOT B XMMHUECKON WITH OMOJIOTHYSCKON peaKiuu
(Hampumep, TOPOIIOK AJist GUIBTPOBAHUS, AKTUBUPOBAHHBIN yTOJb U T.1I.).

Brixon oxunaemsrii (yield, expected): Komu4ecTBO WM MPOICHT TEOPETHUECKOTO BHIXOJ1A
MaTrepuana, 0)KHJIaeMbld Ha JTIOOOW COOTBETCTBYIOIIEH CTaJWH MPOU3BOJICTBA, OMpPEAEIsIeMbIi
HAa OCHOBAaHWU NIaHHBIX, MPEABAPUTENIBHO MOJYYCHHBIX MPU MPOU3BOACTBE ATOr0 MaTepuaia B
71a00PaTOPHBIX, OMBITHBIX UM MPOMBIIIEHHBIX YCIOBHSIX.

Brixon Teopernueckuii (yield, theoretical): komudecTBo, KOTOpoe OBUIO OBI MONYYEHO HA
J1000M COOTBETCTBYIOLIEH CTaAuM MPOU3BOJCTBA, PACCUUTAHHOE HAa OCHOBE KOJMYECTBa
UCIIONB3YEMOT0 MaTepualia B MPEANONIaraeMbIX YCIOBUSX OTCYTCTBUS JIOOBIX MOTEpPh WU
omMOO0K MpHu (HaKTHIECKOM MPOU3BOJICTBE.

Jlatra moBTOpHOTO KOHTpOJsA (retest date): mata MPOXOXKACHHUS MaTEpHUAIOM MOBTOPHOU
MIPOBEPKU AJIsl MOITBEPKICHUS €r0 MPUTOJHOCTH AJIs AaJIbHEHIIIET0 UCIIOIb30BaHNUS.

3arps3HeHue (contamination): HeXeNaTeIbHOE BHECEHHE MPUMECEH XUMHYECKOro WU
MUKPOOHOJIOTUYECKOTO MPOUCXOXKACHHS WM TTOCTOPOHHETO MaTepuala B UCXOAHBIA MaTepHall,
npoMexyTouHbI mpoaykt win ADC B xoxe MpOHW3BOJACTBA, OTOOpa MpoO, YMAKOBKH WU
nepeynakoBKU, XpaHEHUS WU TPAHCIOPTUPOBAHUSI.

Wuctpykuus, Meronuka, mnpouenypa (procedure): JOKYMEHT, COACpIKAIIMA YKa3aHHs IO
BBITMIOJTHEHHUIO OT/AEIBHBIX BUJIOB OIEpaluiil (Hanmpumep, Mo OYUCTKE, EPEOIeBAHUIO, KOHTPOIIIO
OKpYXaloIIe cpeapl, 0TOOPY MpoO, MPOBEACHUIO UCIBITAHUH, YKCIUTyaTallud 000PYIOBAHMS ),
KOTOPBIN IPSIMO MJIM KOCBEHHO CBSI3aH C MPOU3BOJICTBOM IIPOMEKYTOUHOTO MpoaykTa min ADC.

Ucnwiranus (validation): cuHOHUM TepMuHa "aTTecTarnus’.

Ucxonnsiit matepuan ADC (API starting material): ceipbe, MPOMEKYTOYHBINA MPOAYKT WU
A®C, kotopsie ucnonb3ytores npu npousBoactse ADC u BHeapsitoTcs B cTpykTypy ADC B
KaueCcTBE CYIIECTBEHHOro anemeHTa. Mcxomnwni marepuan ADPC MOXeT OBITH MPOIYKTOM
(MaTepualioM), TMOJy4aeMbIM OT OJHOTO WM 0Oojiee TOCTaBIIMKOB IO KOHTPAKTY
(KOMMepYeCKOMY COTJIAIICHUIO), WM MaTepuajoM, MPOU3BOJMMBIM Ha CaMOM MPEIIpUSTHH.
Kaxk mpasuio, anst mpousBojctBa ADC HCIONB3YIOTCS UCXOAHBIE MaTepUalbl ¢ KOHKPETHBIMU
XMMHYECKUMH CBOMCTBAMHU U CTPYKTYPOH.



KamuOporka (tioBepka) (calibration): cMm. o0mue TepMUHBI U OTIPEICTICHHSL.

Kapantun (quarantine): cTaTyc MarepuasioB, W30JMPOBAHHBIX (U3MUECKH WIA WHBIM
00pa3oM Ha BpeMs JI0 BBIHECEHHS PEIICHHS 00 MX BBITYCKE WIH OTKIIOHCHUH.

Konrtpons kauectBa (quality control; QC): mpoBeneHHe NPOBEpOK WM HUCHBITAHUNA Ha
COOTBETCTBUE TPEOOBAHUSM CTICIU(DUKAIIIA.

Kpurepun mnpuemiemoctn (acceptance criteria): YHCIOBBIE TIpeNENbHBIC 3HAYCHHS,
JIMaTia30Hbl WU IPYTHE KPUTEPHH, TIPUMEHSIEMBbIC IJIsl IPUEMKH PE3yJIbTATOB HCIIBITAHUH.

Kpurnueckwuii (critical): cTaguy TEXHOIOTHYECKOTO MpoIecca, TpeOOBaHUS K UCTIBITAaHHSM,
CYIIIECTBEHHBIM IMapaMeTpaM WM YCIOBHSIM, KOTOPBIE CIEAYET 3a1aTh M KOHTPOIMPOBATH IS
obecrnieuenns coorBeTcTBUS ADPC TpeOOBaHHUAM CrieIH(pUKAIIH.

JlexapctBennast cyoOcrannus (drug substance): cHHOHUM ~TepMUHA  "aKTHBHAS
dapmaneBTuyeckas cyocTaHmus'".

JlexapcTBeHnblil (MenunuHCKmid) npemapar (drug (medicinal) product): mo3mpoBanHas
dopMa NeKapCTBEHHOTO CpEJCTBA B MEPBUYHONW OKOHYATEIHFHON YNaKOBKE, MPEAHA3HAUYCHHOM
JUTSL TIPOJTAXKH.

Matepuan (material): cblpbe (MCXOAHBIE MaTepuaibl, PEaKTUBBI, PACTBOPUTEIH),
TEXHOJIOTHYECKHE NT00aBKH, NMPOMEXKYyTOUHbIE MpOoAyKThl, ADC, ymnakoBOYHBIE W TI€YATHBIC
MaTepuaIbl.

Marounsiii  pactBop (mother liquor): ocTtarouHass KHIKOCTh IIOCIIE IPOIECCOB
KPHUCTAJUIN3AIMN ¥ BBIICIICHHUSI.

[Ipumeuanue - MaTo4HbIl paCTBOP MOXKET COAEPKATH HENPOPEATNPOBABIINE MATEPHUAIIBI,
npoMexXyTouHble MPpoAykTel, ADPC w/uiam mpumecH B CYIIECTBEHHOM KOJHYECTBE, a TaKKe
MCIIOJIB30BATHCA VIS TalIbHEHIIe 00paboTKy.

Mertoauka arrecranuu (ucnsitanuii) (validation protocol): moKkyMeHTanbHO 0GOPMIIEHHBII
IUTaH, yCTAHABIMBAIOIIUN TOPSAIOK aTTecTaluu (MCIBITAaHWA) W OMNpENeNAIOmUid KpUTepUun
PUEMIIEMOCTH.

[Ipumeuanne - Hampumep, Meroawka arrecTaniud (MCTBITAHUNA) TEXHOJOTHYECKOTO
npolecca, KOHKPETHO ONpEeNsionias TEXHOJOTHYeCKoe 000pyaoBaHHE, KPUTHYECKHE
TEXHOJIOTHYECKHUE TapamMeTpsl (pabouune auana3oHbl), XapaKTEPUCTUKU MPOAYKIIUH, 0TOOP Mpoo,
JMaHHBIC WCTBITAHUN, KOTOpBIC IOJDKHBI OBITH COOpaHBl, KOJWYECTBO IMKJIOB AaTTeCTAlUU
(McTIBITaHMI) ¥ IPUEMIIEMbIE PE3YJIbTaThl UCTIBITAHHM.

Homep cepun (maptum) (batch number or lot number): onpenenennoe coueranue U,
OyKB W/MJIM CHMBOJIOB, OOO3Hayamomiee cepuio mpoaykiuu. [lo HOMepy cepuu MOXKeT OBITh
MPOCJIEKEH BeCh Mpoiiecc mpou3BoictBa cepun ADC u ee peanuszanuu.

Obecnieuenue kauectBa (quality assurance; QA): o0rmiasi COBOKYITHOCTh OPTaHU3AIIMOHHBIX
MEPOTIPUATHIA, TMPOBOJUMBIX C IIENbI0 oOecnedueHuss Tpedyemoro kadectBa Bcex ADPC wu
MOJIICP)KUBAHUS CUCTEM KauecTBa Ha JIOJDKHOM YPOBHE.

Cnyx06a (otmenm) kadectBa (quality wunit(s)): opraHu3almoHHOE TOJpa3/eiCHUE,
HE3aBUCHMOE OT MPOM3BOJICTBA, KOTOPOE HECET OTBETCTBEHHOCTH 3a 0OecreueHre U KOHTPOJIb
KauyecTBa, MpeCTaBIIAoIIee co00i OTaeNbI KOHTPOJI U 0OecrieueHus KayecTBa JIN00 OHO JHUIIO0
WM TPYIIY, B 3aBHCUMOCTH OT pa3Mepa M CTPYKTYPbI OpraHH3aI[|H.

Otkmonenue  (deviation):  OTCTyIJIeHHE OT  YTBEP)KIACHHOW  HMHCTPYKIHH  HIIH
YCTaHOBJICHHOT'O CTaH/AapTa.

[TepexpecTHOE 3arpsi3HEHUE (Cross-contamination): 3arpsi3HEHHE MaTepHalia WIIA MPOIYKTa
JIPYTHM MaTEPHAIOM UJIH MPOTYKTOM.

[Tepepabotka (reworking): oOpaboTka mpomexkyTouHoro mnpoaykra wm ADPC, He
YAOBIETBOPSIONIUX TPeOOBAHUSM CTAHIAPTOB WM CHENU(UKAINNNA, C MOMOIIBIO OJHOW WU
HECKOJIbKMX TEXHOJIOTUYECKUX CTaIHi, OTIUYAIOIINXCS OT YCTAaHOBJIEHHOTO TEXHOJIOTHYECKOT0
mporecca, ¢ IeNbi0 MOTYYeHHs MPOMEKyTodHOro mpoaykra uiu ADC npuemiaeMoro KauecTna
(HampuMep, MEePEKPUCTAIITA3AIMUS C IPYTHUM PACTBOPUTEIIEM).



[ToBTopHast 0O6paboTka (reprocessing): MOBTOPHOE BBEACHUE MPOMEKYTOYHOTO MPOIYKTa
win ADC (B T.4. HE yJIOBJIETBOPSIOMIUX TpeOOBaHUAM crieli(UKaluii) B Ipoliecc U MOBTOPEHUE
CTaJIMM KPUCTAJUIM3ALMM WM APYTOd COOTBETCTBYIOLIEH CTaAMM XMMHMUYECKON WU (pu3nuecKoin
00paboTKu (Hampumep, AUCTUIUIALNU, (UIBTPAINK, XpoMaTtorpaduu, U3MeNIbueHus), KoTopas
ABJIIETCS ~ YaCThIO  YCTAHOBJIIEHHOTO  TEXHoJormueckoro  mpouecca. IIpogomkenue
TEXHOJIOTMYECKON CTaJuM IOCJIE€ TOrO KaK BHYTPUIIPOM3BOACTBEHHBIA KOHTPOJb MOKA3all, YTO
OHAa €lIe HE 3aBEeplIeHa, CYMTAETCS YacTbl0 TEKYLIEro Ipolecca IPOU3BOJACTBA M HE
paccMaTpuBaeTcs Kak MOBTOPHasi 00paboTKa.

[Toxmuck (cormacoBanue) (signature (signed)): cMm. TepMuH "cornacoBanue’.

[Mompsimuuk  (contract manufacturer): NPOM3BOAUTENb, BBINOJHSIONIMA HEKOTOPHIE
IIPOM3BOJICTBEHHBIE ONEPALIMN OT UMEHH NIEPBOHAYAIBHOIO IPOU3BOIUTES.

[Tpumecs (impurity): KOMIIOHEHT, IPUCYTCTBYIOIIUI B MPOMEXKYTOUYHOM NPOIYKTE HIIU
A®DC, KOTOPBIH SIBISETCS HEXKETATSIBHBIM ISl 3TOTO MPOIYKTA.

ITpousBoncTBO (manufacture): omepanMu W BHUIBI KOHTPOJS, CBSI3aHHBIE C 3aKyNKOH
UCXOJIHBIX MAaTEpUaOB, MX TNPHUEMKOH, O0OpabOTKOMW, YMAaKOBKOH, BBHITYCKOM B pPEaHM3alHIo,
XpaHeHueM u otrpyskoi ADC.

[TpomexyTtounbrii  mpoaykr (intermediate): wmaTepuan, TOJNy9aeMblii Ha  CTaAHsIX
npousBogactBa ADC, KOTOpBIM NpeTeprneBacT AANbHEHIINE MOJIEKYJISIPHbIE W3MEHEHUs WIN
OUUCTKY A0 TOro, kak oH MoxkeT cuutarbcsi ADC. IlpomexyTouHble MPOAYKTHI MOTYT HE
BBIJIETIAITHCS B KAYECTBE YUCTBIX NMPOyKTOB.

[Ipumeuanue - Hacrosmumii cTraHgapT pacHpoCTPaHAETCs TOJNBKO Ha IPOMEKYTOUYHBIE
IPOAYKTHI, MPOU3BOJICTBO KOTOPBIX HAYMHAETCS CO CTAaJWH, SABIAIOIIEHCS, MO JOKYMEHTaM
IPOU3BOJUTENS, HauajaoM mpousBoacTea ADC.

PactBopuTens (solvent): HeopraHndeckast MM OpraHHYECKasi )KUIKOCTh, UCIIOJIb3yeMas B
KauyeCTBE HOCHUTENsl [JIs MPUTOTOBIEHUS PACTBOPOB WM CYCHEH3UH MpH MPOU3BOJCTBE
IIPOMEXYTOUHOT0 npoaykra wim APC.

Cepus (maptus) (batch or lot): onpeneneHHOE KOTMYECTBO MAaTEPUAIIOB, POU3BEICHHBIX B
OTHOM WJIM HECKOJBKHX TEXHOJIOIMYECKHX TIpoleccax TaK, YTO HMX MOXHO CUYUTATh
OJIHOPOJHBIMH B paMKaxX YCTaHOBJIEHHBIX mpesenoB. [Ipu HenmpepbIBHOM MPOU3BOCTBE MOHSATHE
CepUU  MOXKET OTHOCHTBCA K ONpPEICNCHHOH 4YacTh MNPOAYKIHMH, XapaKTepu3yeMowu
OJTHOPOAHOCTBIO. Pa3smep cepunm MOXKeT ObITh YCTaHOBJIEH MO (PUKCUPOBAHHOMY KOJUYECTBY
OPOAYKIUH JUOO IO KOJMYECTBY HPOAYKIUH, MPOU3BOAMMON 3a YCTAHOBJICHHBIH MEPUO
BpPEMEHH.

Cuctema ¢ KOMIBIOTEPHBIM YIIpaBJIEHHEM U KOHTposieM (computerized system): cucrema,
BKJIFOYArOIass B ceOsi BBOJ JaHHBIX, MX JJICKTPOHHYIO OOpaOOTKYy W BBIBOJ HH(OPMAIIHH,
UCTIOJIb3YEMOM JJISl PeruCTPallui UM aBTOMAaTHYECKOTO KOHTPOJIS.

CornacoBanme (moanuchk) (signed signature): MOAMKCH JINIIA, BHITIOTHSIIONIETO KOHKPETHOE
neiicTBue win 0030p, B BUAE COKPALICHHOMN WM MOJTHON (paMUIIMK U MHUIMAJIOB, CJICTaHHOM OT
PYKH, JIMYHOW MEYaTH WM aBTOPU30BAHHOM Y 3alIUIIIEHHON AJIEKTPOHHOMW MOIUCH.

CoctaB  mpumeceit  (impurity  profile):  omnucanume  WACHTUPUIMPOBAHHBIX U
HEUJECHTU(OUIIMPOBAHHBIX PUMECeH, MPUCyTCTBYONMX B ADC.

Crnenudukamus (specification): mepedeHb WCHBITAHUA, CCBUIOK HAa aAHAIUTUYCCKUE
METOJIUKA M COOTBETCTBYIOLIUE KPUTEPUHM MPHUEMIIEMOCTH, YCTaHABIMBAIOIIME YHCIIOBBIC
TPaHUIbI, AWAMA30HbI WU JPYTUE KPUTEPUHM [UIsl YKa3aHHBIX HCObITaHud. Crnenudukanus
YCTaHABIIMBAET KPUTEPUU, KOTOPHIM JOKEH COOTBETCTBOBATH MaTepuaj AJil TOTO, YTOObI €ro
MOXHO OBIO TPUMEHATh TI0 Ha3HAYCHHMIO. Marepuan COOTBETCTBYET TpeOOBaHUAM
cnenuuKaluy, €ecid TpPHU HCHBITAHUSAX IO TMPUHATHIM AHAIUTHYECKUM METOJaM OH
YJIOBJIETBOPSIET YCTAHOBICHHBIM KPUTEPUSAM MPUEMIIEMOCTH.

Cpox romnoctu (expiry date or expiration date): gaTta, yka3piBaeMasi Ha YITaKOBKE/ITHKETKE
ADC, obozHauvaromasi MEpUOJl BPEMEHH, B TEUCHHE KOTOPOTO TapaHTHUPYETCs] COXpaHEHHE



cBoiictB A®C B paMKax YCTAHOBJIEHHBIX cleUHM(UKAIMA NpU XpaHEHUH B OMNPEECIECHHBIX
yCIIoBUSX U nociie kotToporo nanHas ADC He JOMKHA UCTIOb30BATHCA.

Ceippe (raw material): HWCXOIHBIE MaTepHallbl, PEAKTUBBI H  PACTBOPHUTEIIH,
npeIHa3HauYeHHbIE Il U3TOTOBICHUS MTPOMEKYTOUHOTO TpoaykTa min ADC.

Texnonornueckuii KOHTposb (process control): cM. TepMUH "BHYTPUIPOU3BOACTBEHHbIN
KOHTpOJIb".

Texnomornueckuii mpomecc (production): omepamuu, BKIIOYAONIHE B ce0s MPUEMKY
UCXOIHBIX MaTEepPHAIIOB, X 00PabOTKY, YIAKOBKY U mosydeHue rotopoid ADC.

YnakoBouHslii Marepuan (packaging material): 110001 MaTepuan, npeTHa3HAYCHHBIN s
3aIUThI TPOMEKYTOUHOTO TpoaykTa i ADC npu XpaHEHUU U TPAHCTIOPTUPOBAHUH.

DTaloOHHBIA  CTaHOapT, BropuuHbld (reference standard, secondary): BemecTBO
YCTAaHOBJICHHOT'O KAaueCTBAa M YMCTOTHI MO pe3yJbTaTaM CpPaBHEHUS C MEPBUYHBIM ATATIOHHBIM
CTaH/JapTOM, HCIOJb3yEMOE B KAaye€CTBE CTaHAApTa CpPaBHEHUS MIJs TEKYLIUX J1a00paTOpPHBIX
AHAJIU30B.

DTanoHHBIA CTaHIApT, NepBUYHBINA (reference standard, primary): BemecTBo, MPU3HAHHOE
MNOJJIMHHBIM ~ MaTepHalioM BBICOKOM CTEMEHH YHUCTOTHI MO pe3yJdbTaTaM  OOIIMPHBIX
AQHAJTUTUYECKUX UCIHBITAaHUN. DTOT CTaHAApPT MOXET ObITh: 1) monydeH u3 oQUIHATBHO
MPU3HAHHOTO HWCTOYHHWKA; 2) MPUTOTOBJICH IyTeM HE3aBUCHUMOIO CHHTE3a; 3) TOIydYeH u3
MMEIOLIETOCs] MPOMBIIIJIEHHOTO MaTepuana BbICOKOM CTENEHU YUCTOThl WM 4) NPUTOTOBIIEH
MyTeM JallbHEHIIe OYUCTKH CYIIECTBYIOUIETO MPOMBIIIIEHHOTO MaTepHara.

[Ipunoxenue 1
I[MPOU3BOACTBO CTEPWIBHBIX JIEKAPCTBEHHBIX CPEJICTB
[TpunIUTIBEI

K npom3BoACTBY CTEpHMIBHBIX JICKAPCTBEHHBIX CPEACTB MPEIBABISIIOTCS  OCOObBIE
TpeOOBaHUS, KOTOpBbIE HANpaBICHbl Ha CBEJEHHE K MHHUMYMY pHCKa 3arpsi3HCHHS
MHKpPOOpPTaHU3MaMH, YacTHIAMH W HHPOTeHaMH. BeimonmHeHme 3THX TpeOoBaHWII BO MHOTOM
3aBHCUT OT ONBITA MEpPCOHANa, €ro MOATOTOBKUM M OTHOIIEHUS K paboTe. OCOOEHHO BBICOKHE
TpeOOBaHMS TPEOBABISIIOTCS K OOECICUCHHIO KAauecTBa, MOJTOTOBKE U BBIOJHEHUIO
TEXHOJIOTUYECKUX TPOIECCOB, MX TIIATEIbHOM OTpabOTKE M arTecTauuu (UCIBITAHUAM).
KoHTposns 3aBepuaromeil cTagiuu Npou3BOACTBA WM KOHTPOJIb TOTOBOM MPOIYKINH HE MOXKET
paccMaTpuBaThCsl KaK EIUHCTBEHHOE CPEICTBO OOECMEUEHUs] CTEPHIIBHOCTH WM JPYTUX
HOKa3aTesiel KauecTBa MPOTyKIUH.

[Tpumeuanue - Hactosmmii cTaHgapT HE YCTaHABIMBAET METOJBI ONPENEICHUS YUCTOTHI
BO3/lyXa, IIOBEPXHOCTEH | Tp. IO MUKPOOPTaHW3MaM M 4acTHLAM. DT TpeOOBaHUS MPHBEICHBI
B APYyTUX HOpMaTUBHBIX ToKyMmeHTax (ctanaaprax EH, MCO, 'OCT P UCO u np.).

O0LIme moJI0KEHUS

1. TIpou3BOACTBO CTEPUIBHON NPOAYKIHMHU JOKHO OBITh OPraHM30BaHO B YHCTHIX
MOMEIICHHUAX (30HaX) ¢ BO3MYIIHBIMU IUTIO3aMH ISl 0OSCIIEYCHHS JIOCTyMa MepcoHana W/ Win
nepeMeIeHust o0opyloBaHMS M MaTepHalioB. B UYHCTBIX NOMEIIEHUsAX (30HAX) JOJDKEH
NIOJ/ICP’KUBATBCSI YPOBEHb YHCTOTHI IO COOTBETCTBYIOIIEMY CTaHIAPTy, a BO3AYX JOJKCH
noJaBaTbcs yepe3 QUIbTPhl HE00X0AUMOM F(PPEKTUBHOCTH.



2. TlogroroBka HUCXOAHBIX MAaTEpUANOB, IPUTOTOBICHHE NPOAYKIMH U HAIOJIHEHUE
JOJDKHBI  BBIMOJIHATBCS B OTAEIBHBIX 30HAaX (MOMEIEHMSX) B Ipelenax YUCTOH 30HBI
(momerieHus).

ITporiecchl MpOU3BOJACTBA CTEPHIIBHBIX JIEKAPCTBEHHBIX CPEJICTB MOJPA3JENIAIOTCS HA JBE
KaTeropuu:

- mpegycMaTpuBaroliie GUHULIHYIO CTEPUIN3ALMIO (T.€. CTEPUIM3ALMI0O B T€PMETUYHOM
NEPBUYHON yIaKOBKE);

- IPOBOJIUMBIE B ACENITUUECKUX YCIOBUAX HAa OJJHOM WJIM BCEX 3Tamax MpOU3BOJICTBA.

3. UYucrble mnoMmemieHus (30HbI) AN NPOM3BOJACTBA  CTEPUWIIBHOM  MPOIYKIUU
KJaccu(uUIUpPyOTCs B COOTBETCTBMM C TpeOOBaHUSAMHU K OKpyxawomeil cpene. Kaxnas
IIPOM3BOJICTBEHHAs Omepalus TpeOyeT ONpeIeIeHHOIO YPOBHS YUCTOThI OKpY Karolle cpeabl B
9KCIUTyaTUPYEMOM TOMEIIEHUH (30HE) C LIEbI0 CBEACHUS K MUHUMYMY DPHUCKa 3arpsi3HEHHs
IPOAYKTa UM MaT€pHaJIOB YaCTULIAMU WJIM MUKPOOPTraHU3MaMHU.

Jns oOecrieueHHsl COOTBETCTBHMSI UYUCTBIX IOMEIIEHHH (YMCTBIX 30H) TpeOOBAaHUSAM,
IPEIbSABISIEMBIM K SKCILUIyaTUPYEMOMY COCTOSIHMIO, IMPOEKTOM JOJDKHO IperycMaTpuBaThCS
COOTBETCTBUE 3a/IaHHBIM KJIACCaM YMCTOTHI BO3yXa B OCHALLICHHOM COCTOSIHUU.

OcHallleHHOE COCTOSIHUE - COCTOSIHME, B KOTOPOM YHCTOE€ MOMEUIEHHE IOCTPOEHO U
(YHKLIMOHUPYET, TEXHOJIIOTHYECKOEe 000py10BaHHE MOJHOCTHIO YKOMIUIEKTOBAHO, HO MEPCOHAT
OTCYTCTBYET.

OKCIUTyaTUpYyEMOE  COCTOSIHUE - COCTOSIHME YUCTOrO TIOMEUICHMs, B KOTOPOM
TEXHOJIOTHYECKOe 000pyIoBaHUE (YHKIMOHHPYET B TPeOyeMOM PEXUME C 3aJaHHBIM YHCIIOM
paboTaroliero nepcoHasa.

TpeboBaHMsI K OCHAIIEHHOMY U 3KCIUIyaTUPYEMOMY COCTOSIHHUIO JOJDKHBI  OBITh
YCTAHOBJIEHBI 17151 KXKJ0T'0 YUCTOI'O TIOMEIIEHHUS MM KOMIUIEKCA YHCTBIX MOMELICHUH.

YucTtble 30HBI IPU MPOU3BOACTBE CTEPUIIbHBIX JIEKAPCTBEHHBIX CPEJCTB MOJPAa3IEIIAIOTCS
Ha YeThIpe THIIA!

A - jokanpHas 30Ha JUIS MPOBEACHMS ONEPALMN, NPEICTABIISIIOIIMX BBICOKMM PUCK IS
Ka4yecTBa NMPOAYKINHU, HAIPUMED, 30Hbl HAIIOJHEHUS, YKYIIOPKHU; 30HBI, [J1€ aMITyJIbl ¥ ()JIaKOHBI
HAXOJATCS B OTKPBITOM COCTOSIHUM W BBINOJHSIOTCS COEAMHEHHS 4YacTe 00OpyIOoBaHUS B
acenTu4eckux ycioBusax. Kak mnpaBumino, B TakuxX 30HaX MCIOJB3YIOT OJHOHAIpPaBICHHBIN
(JTaMUHApPHBII) MOTOK BO3MyXa, 0OECIEYMBAIOIINNA B HE3aMKHYTOW YUCTOW 30HE OJHOPOIHYIO
ckopocth 0,36 - 0,54 m/c (pekomeHnayemoe 3HaueHue). [loanepkuBanue OJHOHANPABICHHOCTH
BO3/IYIIHOTO MOTOKA JOJHKHO OBITh MOATBEPKACHO MPHU aTTECTAllMU (MCTIBITAHUAX). B 3aKphITHIX
U30JIMPYIOIIMX ~ YCTPOMCTBAX W MNEpyaTOYHbIX OOKCcax  JOIyCKAaeTcs  HCIOJIb30BATh
OJIHOHAIIPABJICHHBIN MIOTOK BO3/yXa C MEHBIIEH CKOPOCTHIO;

B - 30Ha, HENOCPEACTBEHHO OKpYy»XKarollas 30Hy A U IpeAHa3HadeHHas AJIs aCeNTUYECKOTO
IIPUTOTOBJIEHUS U HAIIOJHEHUS;

C u D - yucTble 30HBI JUIsl BBIOJHEHHUS MEHEE OTBETCTBEHHBIX CTaJUi IPOM3BOJCTBA
CTEPWIBHOU ITPOTYKIIHH.

Knaccudukanus 9uCcThIX MOMEIIEHUH 1 YUCTBIX 30H

4. UncTble MOMENICHHWSI M YUCTBIE 30HBI cieayeT kinaccudunuposare nmo 'OCT MCO
14644-1.

[Topsimok moATBEpKIE€HUSI KJlacca YMCTOTHI MPU aTTecTalud (MCHBITAHWM) U TOPSIOK
TEKYIIEro KOHTPOJIA pa3iuyHbl. MakcUMajabHO JOMyCTUMasi KOHILIEHTPALMsS a’pO30JIbHBIX
YACTHII JUTSI K&KIOW 30HBI IPUBEJICHA B TA0JIHIIE.

3oHa | MakcuManbHO JOIyCTUMOE YHMCIIO YyacTHll B 1 Ky0. M Bo3ayxa
IpY pa3Mepe YacTUll, pAaBHOM HJIM OO0JIbIIEM

B OCHAILIEHHOM B AKCILUTYyaTUPYEMOM COCTOSIHUU
COCTOSIHUU




0,5 MKM 5,0 MKM 0,5 MKM 5,0 MKM
A 3520 20 3520 20
B 3520 29 352000 2900
C 352000 2900 3520000 29000
D 3520000 29000 He pernamentupyercs He pernamentupyercs

5. Ilpu arrectanuu 30H A Ha KJIACC YUCTOTHI 00BEM OTOMpaeMol MPOOBI BO3yXa TOJDKEH
OBITH HE MEeHee | KyO. M JIJIs KaKI0M TOYKHA 0TOOpa 1poo.

30He A COOTBETCTBYET Kjacc YHCTOTHI Bo3ayxa 4, 8 UCO, onpenensieMblii TpeboBaHHEM K
KOHIIEHTpAIlMH YaCTHI] C pa3MepamMu >= 5,0 MKM.

3oHe B B ocHamieHHOM cocTOosiHMM cOOTBeTcTBYeT kiacc 5 MCO s o0oux 3HaYeHUi
MOPOTOBBIX Pa3MEPOB YACTHII.

3one C (OCHAILIEHHOE M KCILUIyaTUPYEMOE COCTOSIHUE) COOTBETCTBYIOT KJIACCHI UUCTOTHI 7
NCO un 8 UCO cOOTBETCTBEHHO.

3one D (ocHamieHHOE COCTOsTHUE) COOTBETCTBYET Kiacc yucTotsl 8 MCO.

st neneit knaccudukaruu 'OCT UCO 14644-1 ycraHaBnMBaeT METOJUKY OMPEICTICHUS
MUHHMMaJIBHOTO YHCIa TOYEK OTOOpa mpoOd M oObema MpoObl B 3aBUCUMOCTH OT MpeAeTIbHO
JOTYCTUMOW KOHIIEHTPALMHM YacTHUI[ ¢ HAHOOJIBIIUM MOPOTOBBIM Pa3MEpPOM U METOAbl OLEHKU
MOJTyYEHHBIX JTaHHBIX.

6. Ilpum arrecTanMy YUCTHIX IMOMEIICHUH HAa KJIACC YHUCTOTHI CJIEAYET HCMOJIb30BATh
NepeHOCHbIe (NepeABIKHBIC) CUETUYUKM YAaCTUL[ C KOPOTKUMH MPOOOOTOOPHBIMU TpyOKamH,
MOCKOJIBKY B CHUCTEMax C yJaJIEHHBIMH TOYKaMH OTOOpa mpoO anuHa TpyOOK BeIHKa M BBICOKA
BEPOSITHOCTH OCAXKACHUS YACTHII C pazMepaMu >= 5,0 MKM Ha CTEHKaX TpyOoK.

[Ipu cuere wyacTull B OJHOHANPABICHHOM IIOTOKE BO3JdyXa CJeAyeT MPUMEHAThH
U30KUHETHYECKHE IPOOOOTOOPHUKH.

7. ATtTecrauus B OJKCIUIyaTUPYEMOM COCTOSIHUM MOXET TPOBOJUTHCS B YCIOBHUAX
NEHCTBYIOIIET0 TEXHOJIOTUYECKOTO IMpollecca, MMHUTAIMU Tpollecca WM TPU HAMOJTHEHUU
cpenamu, eci TpeOYIOTCsS WCHBITAaHHUSA JUISI HAWXYZIIIEro cCiiydas. YKa3aHHs 10 MPOBEACHHUIO
UCTIBITAHUUN JJI TOATBEPIKICHUS HEMPEpPhIBHOTO COOTBETCTBUS 33JaHHOMY KJIacCy YHCTOTHI
npusenenbl B 'OCT P UCO 14644-2.

Tekymuii KOHTPOJIb YUCTHIX MOMEIICHUI U YUCTHIX 30H

8. CreryeT mpoBOAUTh TEKYUIUH KOHTPOJb YUCTBHIX MOMEMICHUH U YHCTHIX 30H B MEPUOJ
uXx dKcIuryatanuu. Touku or6opa mpol [Uisl TEKYIIero KOHTPOJIS BHIOUPAIOT Ha OCHOBE aHaJIHM3a
pHUCKa U pe3yIbTaTOB, OJYUYCHHBIX TIPH ATTECTAIMH WM UCITBITAHUHA YUCTHIX IOMEIICHUN W/WITH
YHUCTHIX 30H.

9. KoHTposib KOHIIEHTpAIIMU YaCTHUIl B 30HAX A JOJKEH MPOBOAHUTHCS B TEUEHUE BCETO
BPEMEHH BBHITIOJTHEHHSI KPUTUUYECKUX MPOIIECCOB, BKIIIOYas onepanuu cOOpku 000pyAoBaHus, 3a
WCKIIIOUEHHEM CIIy4yaeB, KOTrJa 3arps3HEHUsi MOTYT TOBPEAUTh CUETYMK YacTHI] WU
MPEJICTaBIATh COOON OMACHOCTH (HAMpUMEp, KUBbIE OPraHU3MbI M PaJHOaKTHBHBIC BEIIECTBA).
B 31Hx city4asix KOHTPOJIb MPHU MOJATOTOBKE 0O0OPYIOBAHHS CIEAYET MPOBOAMTH IO TOSIBIICHUS
pucka. KoHTponb cremyeT Takke MPOBOAWTH MPH HMHUTAIUMU mporecca. llepuoanyHocTh
KOHTPOJISI 30H A U 00heM P00 JOJHKHBI OBITH TAKUMU, YTOOBI BBISIBHTH BCE BMEIIATEIBCTBA U
nro0ble HapylieHus B paboTte. [Ipu npeBbiieHny 3HaYSHUI TTPEIETIOB MPEeIyIPEKACHUS TOIKHBI
MO/IABaThCSl CUTHAJBI TPEBOTH. JlOmycKaeTcs, 4TO HE BCErJa MOXKHO PETHMCTPUPOBATh HU3KHE
YPOBHHU KOHIICHTpAIMil yacTHIl ¢ pazMepamu >= 5,0 MKM BOJM3U TOYEK HATOJHEHHS B XOJE
Mpoliecca HaoOJHEHUS W3-3a 00pa30BaHUs YaCTHUIl WM KalleJIeK B X0/I€ CaMOoro mpoiiecca.

10. PexomeHnayeTcss MCHOIB30BaTh TaKOW KOHTPOJb M Uisl 30H B, HO mepuoanyHOCTH
KOHTPOJISI MOKET OBITh YBEJIMUEHA. AKTYyaIbHOCTh KOHTPOJISI KOHIIEHTPAIIMHM YaCTHI] 3aBUCUT OT
s dexTuBHOCTH pasneneHus cMexHbIX 30H A u B. [lepuognunocts KOHTpos U 00beM mpod B
30HaxX B MOMKHBI OBITH TAKHMH, YTOOBI OOHAPYKUTH JTI000€ H3MEHCHHUE YPOBHEH 3arpsi3HEHUS U



mo0oe HapyuieHue B pabore. [Ipu mpeBBIICHUH TPEAETOB MPEAYNPEKACHUS TOJKHBI
M0J1aBaThCsl CUTHAJIBI TPEBOTH.

11. Cuctema KOHTPOJIS a3PO30JIbHBIX YACTHUI] MOKET UMETh Pa3HbIC UCTIOTHCHHUS:

- COCTOATh U3 HE3aBUCHUMBIX CYETUNKOB YACTHIL;

- 00pa3oBBIBaTh CETh TOYEK MPOOOOTOOPA, KOTOPHIE MOCIEIOBATEIHHO MOAKIIOYAIOTCS K
pPa3BETBUTEINIO, a YEPE3 HETO - K CUETYHKY YACTHII,

- SIBJISITHCS KOMOWHAIIMEH MTEPBHIX JIBYX.

[Ipu BBIOOpE CHCTEM KOHTPOJIA ClIeAyeT YYUThIBaTh TpeOOBaHUA K pazMepaM vactuil. [lpu
WCIIOJIb30BAaHUU CHUCTEM C YJaJE€HHBIMH TOYKaMU OTOOpa TPOoO CIEAyeT YYHMTHIBATH JIUHY
TpyOOK M paauychl M3rHOOB TPyOOK C y4eTOM BO3MOXKHOCTH OCENaHWs YacTHUIl Ha CTEHKU
TpyOok. Ilpu BBIOOpE CHCTEMBI KOHTPOJIS CIEAYET TaKKE YUYUTBIBATh PHUCK, UCXOJSALIIUNA OT
MaTepUajoB, HCIIOJIb3YEMbIX B TEXHOJOTHYECKOM Ipoliecce, HampuMep, HaTudHhe KUBBIX
MHUKPOOPTAaHU3MOB HJIA PAAMOAKTUBHBIX (PapMarieBTUYECKUX MPETIapaToB.

12. IIpu ucnonab30BaHUN aBTOMATU3UPOBAHHOW CHCTEMBI TEKYIIET0 KOHTPOJsS 00beM mpod
3aBUCHT, KaK MPaBUJIO, OT CKOPOCTH 0TOOpa mpod. OOBeM Mpod MpH TEKYIIeM KOHTPOJIE MOXKET
OTIUYAThCA OT 00beMa MPOO MPU aTTECTAIMU YUCTHIX TOMEIIEHUI U YUCTHIX 30H.

13. Tekyuuit KOHTPOJIb KOHIIEHTPALIUUA YACTHUIl ¢ pazMepamu >= 5,0 MKM B 30Hax A u B
uMeeT oco0oe 3HaUYeHUE, MOCKOIbKY OH Ba)KEH IS PAaHHETO BBISBICHUS HAPYIICHUN B paboTe.

CyeTYrK YacTHI] MOXET JIaBaTh OMIMOOYHBIC MTOKA3aHUS O HATMYHH YacTHIl >= 5,0 MKM U3-
3a cy4alHbIX (PaKTOPOB: AJIEKTPOHHBIX IIYMOB, PACCESHHOTO CBETA, OIIMOOK COBMAACHUS U T.1.
OnHako eciy CYETYUK MOBTOPHO M CUCTEMATUYECKU PETUCTPUPYET MAJIO€ YHCIIO YACTHII, TO 3TO
yKa3bIBaeT Ha BO3MOXHOCTh 3arps3HEHHs], UYTO TpedyeT paccienaoBaHus. Takue cOOBITHS MOTYT
SBJISITHCSl PAHHUM TIPEIYTPEKICHUEM 00 OTKa3e CUCTEMbl BEHTUJISIIUUA U KOHAUITMOHUPOBAHMUSI,
YCTaHOBKH HAIIOJIHEHUSI WM CBUJETENHCTBOBATh O HAPYIICHUH MPABWJI BHITIOJTHEHHS] MOHTAaXa,
MyCKOHAIAJ0YHBIX PAaOOT WM SKCIUTyaTalllu.

14. CooTBeTcTBHE KOHIIGHTpAIlMM YaCTUI[ B OCHAIIEHHOM COCTOSHHUHM 3aJaHHBIM
TpeOoBaHUSAM (CM. TaOIUILY) AOKHO JTOCTHTAThCS TOCIE KOPOTKOTO BPEMEHH BOCCTAHOBIICHUS
15 - 20 mMuH. (peKOMEHIyeMOe 3HAuCHHE) MPU OTCYTCTBUU IMEpPCOHANIA TOCIE 3aBEpIICHUS
paboThI.

15. Ilpu TtexkymeMm koHTposie 30H C u D B 3KCIUTyaTUPYEMOM COCTOSIHUU CIEAYET
UCIIONL30BAaTh METOJI aHajin3a PUCKOB. TpeOoBaHMS W TPENeNbl MPEIyNpekKIACHUS U TPEBOTU
3aBUCAT OT OCOOCHHOCTEM  omepanuii, HO ciexyer oOecreynBaThb COOTBETCTBUE
PEKOMEH1yeMOMY 3HAYEHUIO0 BPEMEHH BOCCTAHOBIICHUSI.

16. TpeGoBaHus K APYTrUM MapaMeTpaM, HapUMeEpP K TEMIIepaType U BIAKHOCTH, 3aBUCST
OT TPOJYKTa M XapakTepa BBIMONHSAEMBIX omnepanuii. ObecrnieueHue TpeOOBaHUN K ITUM
napaMeTpam He JOJKHO BJIHMSTH Ha BBIOJHEHHE TPEOOBAHUHN K YHCTOTE.

17. Hwke npuBeneHbl HpUMEpHI OIEpaIlii, BHIMOIHIEMBIX B PA3IMYHBIX 30HAX (CM.
TabnuIly u pasaensl 28 - 35 ganHoro [punoxenus).

[Tpumeps! oreparwii, BHITIOMHAEMBIX B 30HAX PAa3IHYHBIX TUIOB, MPUBEICHBI B TaOIHIIAX
(pazmensr 28 - 35):

3oHa |IIpumeps! onepauunii A1 NPOAYKIMH, MOATEKAIIEH GUHUITHON
crepmmsanuu (pazzaensi 28 - 30)

A Hanosxenune npoxykTom, KOria €ro Heslb3si NOABEPraTh pUCKyY
3arps3HEHUS

C [IpurorosneHue pacTBOPOB, KOI'la UX HENb3s IIOABEPIaTh PUCKY
3arpasHeHus. HarmonHeHue npogykrom

D [IpurorosneHue pacTBOPOB U ITOATOTOBKA IIEPBUYHOM YIIAKOBKH,

MaTepHaJIOB | JIP. JIJIsl TOCIEYIONIETO HAITOJTHCHUS

3ona | [Ipumeps! onepanuii Ui aCeNTUYECKOTO TPUTOTOBICHUS
(pazmensl 31 - 35)




Acentnyeckoe IIPUT'OTOBJICHUC W HAIIOJITHCHHUC
[TpuroroBiieHNe pacTBOPOB, MOIISKAUX (DUIHTPALIUN
Onepaiuu ¢ MaTepraJlaMu OCJIE MOUKHI

o>

18. B acentudyeckoM NPOM3BOJACTBE HEOOXOAMMO JOCTATOYHO YAcTO MPOBOJIUTH
MI/IKp06I/IOJ'IOl"I/I‘~I€CKI/II71 KOHTPOJIb C UCITOJIb30BAHUEM MCTOAOB CCAMMCHTAIlMU HA YalllKH, 0T60pa
npod B o0beMe BO3/AyXa M C MOBEPXHOCTEH (HampuMep, CMBIBbI U KOHTAKTHbBIE IUIACTHHBI).
Metoas! oTO0opa MpoO, UCMOIB3yeMbIe B HKCIUTYyaTHPYEMOM COCTOSIHUHM, HE JIOJDKHBI BHOCHUTH
IOMEeX B 3alIUTy 30HBL. Pe3ynbTaTbl KOHTPOJIA CIEQYeT YYHMThIBaTh MHpPU PACCMOTPEHUU
JIOKyMEHTAllU Ha CEpPHUI0 NOTOBOW IMPOAYKIMH M BbIJAYE pa3pelieHus Ha ee BbIIycK. Ilocne
BBITOJIHEHHUSI KPUTHYECKUX OIepanuil cielyeT NpPOBOAMTH MHKPOOHMOJOTHYECKUH KOHTPOJIb
IIOBEPXHOCTEN U NIEPCOHAIA.

Crnenyer Takke IpPOBOJUTH JONOJHUTENbHBIM MHKPOOHMOIOTHYECKUN KOHTPOJIb BHE
TEXHOJIOTMYECKOI0 Mpolecca, HampuMep, I[Ocie aTTecTauuu (UCHbITaHUI) 000pyJOBaHMUA,
BBINOJIHEHHS OUHUCTKHU U JIE3UH(PEKIHH.

19. PexomeHayeMble TpeneibHbIC 3HAYEHUS JOIMyCTUMOTO MHKpPOOHOTO 3arpsi3HEHHS
YHCTBIX 30H B KCIUTyaTUPYEMOM COCTOSHUM ITPUBEJCHBI B Ta0IHUIIE.

3oHa | PexomeHayemble mpeenbHble 3HaUCHUS
MUKpPOOHOT0 3arpsi3HeHus <a>
B BO3nmyXe, Cenumenrtanust Ha | KoHTakTHbIE OtneyaTok
KOE/ky6. M |49amky n1uamMeTpoM | IJIaCTHHBI MepYaTKu
90 mm, KOE JIUAMETPOM 55 MM, (5 manbue),
3a 4 g <b> KOE/nnactuna KOE/nepuarka
A <1 <1 <1 <1
B 10 5 5 5
C 100 50 25 -
D 200 100 50 -

<a> YKazaHbl CpeIHUE 3HAUYCHUSI.
<b> JlomyckaeTcsi 3KCIIOHUPOBAHUE OT/EIBHBIX CEIUMEHTAIIMOHHBIX
IJIACTHH MeHee 4 4.

20. B 3aBHUCHMMOCTH OT pe3yJbTaTOB MPOBOAUMOIO KOHTPOJS CIEAYeT YCTAaHOBUTH
NpEaACIIbHBIC 3HAUYUCHUA JId HOPCAYIPCKACHUA U I[efICTBPISI JJIA oKa3aTeliel 3arpsA3HCHUA
YacTHIIAMU U MHKPOOpPraHH3MaMH, a TakXe NpPeIyCMOTPETh B MHCTPYKIUSX WM METOJUKaX
MOPSIOK BBIMTOJIHEHUS KOPPEKTUPYIOIUX NEUCTBUM B Cillydae IPEBBIIICHUS 3TUX MPEIEIbHBIX
3HAYCHHH.

N3onupyronias TeXHOIOTHS

21. IlppuMeHeHnE M30JHUPYIOMIEH TEXHOJIOTUUA CBOAUT K MUHUMYMY BJIMSHHE YEJIOBEKAa Ha
TEXHOJIOTMYECKHUE 30HBI. B acenTuueckoM IPOU3BOACTBE HTO MO3BOJISIET 3HAYUTEIBHO CHU3UTH
PUCK MUKPOOHOTO 3arpsi3HEHUs IPOAYKIMU U3 OKPY’KarOIIeN Cpeibl.

B wn3onsatopax M nepesaToOdYHbIX YCTPOMCTBaX BCEX THUIIOB JOJDKHBI BBIIOJHATHCS
yCTaHOBJIEHHbIE TpeOOBaHMsA K KadecTBY Bo3ayxa. Ilpu 3ToM criemyer y4yuThIBaTh, B Kakou
CTETIEHH BO3MOXKHBI YTEUKH (TIOBPEKICHHUS), BBI3BAaHHBIE OCOOCHHOCTSMHU KOHCTPYKIMH WU
MaTepHuanoB u3ossropa. Ilepenatounsie ycTpoilcTBa MOTYT OBITh Pa3HBIMU: OT KOHCTPYKIMH C
ONMHAPDHOM WM  JBOMHOM JABEPbI0 [0 IIOJIHOCTBIO T'€PMETU3UPOBAHHBIX  CHUCTEM,
IIPElyCMaTPUBAIOIIUX ITPOBEICHUE CTEPUIIA3ALINH.

22. Tlpouecc mepenaun MaTepualioB BHYTPb U HApY)Ky H30JSTOpa SBISETCS OAHUM M3
HauOoJiee CHIBbHBIX MOTEHIMAJIbHBIX MCTOYHMKOB 3arpsi3HeHuil. V3onarop mpeaHasHadeH Juis
IIPOBEICHUS Ollepalui, MPEACTaBIAIOIIMUX BBICOKUN PUCK JUIS KayecTBa IpoayKuuu. B To ke



BpeMs JIOMYCKaeTCsl OpraHu3alusi pabodnx 30H BHYTPH H30JIATOpa 0€3 OXHOHANPABICHHOTO
(JTaMHHApHOTO) MOTOKA BO3/AyXa.

23. TpeOoBaHMS K YHUCTOTE BO3/AyXa B Cpele, OKpYXKAaloUIeH H30JATOp, 3aBUCIT OT
KOHCTPYKLIMU H30JIITOpa M €ro Ha3HaueHWs. DTy cpeay cileayeT KOHTPOJIMpOBaTh, W IJis
aCeNTUYECKOro MMPOU3BOCTBA OHA JIOJKHA COOTBETCTBOBATH, 110 KpanHel mepe, 30He D.

24. W3onsTopsl MOTYT OBITh BBEIEHBI B SKCIUIyaTalMIO TOJBKO IIOCIE 3aBEpIICHUS
aTrectaliui  (MCUBITAHWK), KOTOpas JIOJDKHA YYHTHIBAaTh BCE KPUTHYECKHE (AKTOPHI
U30JIUPYIOIIEH TEXHOJOIMH, HallpUMep Takue, KaK KayecTBO BO3JyXa BHYTPU M CHapyXu
U30JITOPA, OPSI0K 00padOTKU M30IATOPA, TEXHOJOTHIO MEPEJaud M LEIOCTHOCTD U30JISATOPA.

25. Caenyer yCTaHOBUTD MOPSIOK TEKYLIETO KOHTPOJISI, BKIIOYAIOMIUK B ce0sl TOCTaTOYHO
4acToe MPOBEJCHWE HWCTBITAHWN Ha HAaJMYME YTEYEeK B HM30JATOpPE W CUCTEME 'NepyaTKH -
pykaBa".

TexHomnorus "BblAyBaHUE - HAIOJTHEHUE - T€pMETU3aLH "

26. VYctpoiicTBO "BBIAYBaHHE - HANOJHEHHE - TepMeTu3alus" TMpeAcTaBiIseT coOoi
YCTPOICTBO CHENMATBbHOM KOHCTPYKLHH, B KOTOPOM B TEUYEHHWE OJHOTO0 HENpPEPhIBHOIO
TEXHOJIOTUYECKOTO IIUKJIA M3 TEPMOIIACTUYHOIO IpaHyJsIsaTa (OPMHUPYIOTCS YIAKOBKH, KOTOpPbIE
HAIOJHAIOTCS MPOAYKTOM U TepMeTH3HpyloTcsi. Bce 3TH omepanuu MmpoBOASTCS B Ipeaenax
OJIHOTO aBTOMaTU4YECKOr0 KOMILJIEKCA. Y CTPOWCTBO "BBIAYBAHUE - HAIIOJIHEHHE - TepMeTH3alus",
UCTIOJIb3YEeMOE B aCENTHYECKOM IPOM3BOJICTBE M MMerolee 30Hy A ¢ 3PPEKTUBHBIM MOTOKOM
BO3/1yXa, MOXKET OBbITh YCTAaHOBJIEHO, IO KpaiiHell Mepe, B 30He C MpU YCIOBUU UCHOIb30BAHUS
NEPCOHAIIOM OJEX/bl, MpUMeHseMol B 30HaX A u B. Okxpyxaromas cpena B OCHalIEHHOM
COCTOSIHUM JIOJDKHA COOTBETCTBOBATh YCTaHOBJEHHBIM TpeOOBaHUSAM [0 4YacTULAM U
MHUKpPOOpPraHu3MaM, a B DOKCIUIyaTUPYEMOM COCTOSIHUHM - TOJBKO IO MHUKPOOPraHHU3MaM.
YerpoicTBO "BBIIyBaHME - HANOJIHEHHE - IE€pMETU3aluA’, HCIOIb3YyEMOE B IPOHU3BOJCTBE
IPOAYKTOB, MOJUIeKAIUX (DUHUIIHONW CTEPUIIM3ALNH, TOJHKHO YCTaHABIUBAThCA, MO KpailHen
Mepe, B 30He D.

27. YuutbiBast 0COOCHHOCTHU 3TOM TEXHOJIOTHH, CIEAYeT 00paTUTh 0c000e BHUMAaHHE Ha:

- KOHCTPYKIIMIO U aTTeCTaluI0 000py10BaHHUS;

- aTTECTAIlMI0 U BOCIIPOU3BOJIMMOCTD MPOLECCOB "ouncTKa Ha MecTe" U "cTepuin3anus Ha
Mecte'";

- MapaMeTphl YUCTOTO MOMELICHHUS, B KOTOPOM YCTAHOBIICHO 00OPY/I0BaHUE;

- 00yueHHe OMepaTopoB U UX OJIEKIY;

- JICHCTBUS B KPUTHUYECKOW 30HE OOOPYNOBaHUS, B T.Y. BBIMOJHEHHUE MOJICOCAUHECHUN U
cOOpPKH B aCENTUYECKUX YCIOBUAX J0 Hayaya HaloOJIHEHHUs.

[TponykTsl, moanexamue GUHATITHONW CTEPUITH3AIIIN

28. TloaroroBka KOMIIOHEHTOB TIEPBUYHOM YHNAKOBKM M JIPyTMX MATEpHATIOB H
NPUTOTOBJICHUE OOJBIIMHCTBA MPOAYKTOB JOJDKHA MPOBOAUTHCS, 1O KpaiiHel mepe, B 30HE D,
yTOOBl O00ECHEeYnuTh JOCTATOYHO HHU3KUA YPOBEHb 3arpsA3HEHHUs MHUKPOOpraHU3MaMu U
YaCTHIIAMH TIepel CTagusMu (QUIbTPAMU W CTepwin3anuu. [Ipu TOBBIIIEHHOM pHUCKE
3arpsi3HEHUS] MUKPOOpraHU3MaMu (HalpuMep, Korja MPOIyKT SIBISIETCS XOpoIled MUTaTeabHON
cpeioi st MUKPOOPTaHU3MOB WJIM OH JIOJKEH XPAHUTHCS B TEUCHUE IJIUTEIBLHOTO BPEMEHHU /10
CTepWIM3alluy, WU TMpoOIecC IMPOBOASIT, B OCHOBHOM, B HE3aKPbHITOM O00OPYIOBaHHM)
TEXHOJIOIMYECKHE ONepaluy ClIeAyeT IPOoBOAUTh B 30HE C.

29. HanomHeHue TPOAYKTaMH, TMOICKAMUMA (UHUITHOW CTEPHIIM3AIUU, JTOJDKHO
IIPOBOAMTHCS, IO KpaliHel Mepe, B 30He C.

30. IIpy MOBBIIEHHOM PUCKE 3arpsA3HEHHS MPOJIYKTa OT OKPY’KaIOUIEH Cpeibl, HapUMED,
€CJIM ONepali HANOJHEHUS MPOXOJAT MEAJEHHO WIM YIMaKOBKH UMEIOT IHUPOKOE ropio, Wid
UX HEOOXOIMMO JepKaTb OTKPBITBIMU OoJjiee HECKOJbKHX CEKyHJ [0 TepMEeTHU3alllu,



HAIOJIHCHUE JIOJDKHO TPOBOJIUTHCA B 30HE A, HaxosIIeics, mo KpaiHeid mepe, B 30He C.
[IpuroroBieHue ¥ HaMOJIHEHUE Ma3siMHM, KpPEMaMH, CYCHEH3USAMH U HMYJbCUSIMHU MepeN
(UHUIITHON CTepUITU3AIMEH ClIeyeT, KaK MpaBuiIo, MpoBoAUTh B 30HE C.

Acenrtrueckoe Mpou3BOACTBO

31. Onepanuu ¢ KOMIIOHEHTaAMM MEPBUYHOM YMAKOBKH M JIPYTMMH MaTepHallaMd IOCie
MOWKHM JOJDKHBI IPOBOJAUTBCS, IO KpailHeW Mmepe, B 30He D. Omnepanum co CTepUIbHBIMU
VCXOJHBIMU MaTepHaJlaMM M KOMIIOHEHTAaMH, €CJIM Ha IOCJIEIYIOIMX CTAaaWAX Ipolecca He
OpeIyCMOTpEHa MX CTepuiau3anus Wi  QuiabTpanus dvepe3 (GWIBTPHI, yAEp>KUBarOIINe
MUKpPOOPraHU3MBbI, TOJIKHBI IPOBOAUTHCS B 30HE A, Haxosuleics B 30He B.

32. llpuroroBieHre pacTBOPOB, KOTOPBIE B XOJI€ TEXHOJIOIMYECKOIO IIpoLecca MOJIeKaT
crepwimsylomeil  punbrpanmu, nomKHO TpoBoAuThCs B 30He C. Ecnmm ¢dunprpamms He
IIPEyCMOTPEHA, NPUTOTOBJIECHUE MATEPUAIOB U NPOAYKTOB JOJKHO NPOBOIUTHCS B 30HE A,
HaxoJsmencs B 30He B.

33. Omepauuu 1o nepepabOTKE U HAMOJHEHUIO NPUTOTOBICHHBIX B aCENTHYECKUX
YCJIOBUSX MPOAYKTOB CJIEIYET MPOBOAUTH B 30HE A, HaxXosIIencs B 30He B.

34. TpancnopTHpOBaHHE YacCTHYHO 3aKpBITBIX IEPBUYHBIX YIAKOBOK, HAIpUMEp, INpHU
TMOQWIBHOW CYIIKE, JOJDKHO 10 3aBEpIICHHs] YKYIOPKHA TPOBOAMTHCS JHOO B 30HE A,
HaxoJjsulelcss B 30He B, MO0 BBINOIHATBCA B TEPMETHUYHBIX MEpelaTOYHBIX YCTPOWCTBAX,
nepemMeniaeMelx B 30He B.

35. IIpurotoBiieHHE M HAINOJIHEHUE CTEPUIIbHBIX Ma3ed, KPEMOB, CYCIIEH3UN U AMYJIbCUU
JOJKHO TIPOBOJUTHCS B 30HE A, Haxonduleiics B 30He B, B Tom ciydae, koraa HpOAYKT
HAXOJUTCS B OTKPBITOM BHUJIE U HE MOAJIEKUT MOCIEAYIOMIEN GUIbTPaLUN.

[Tepconan

36. B uncThIX 30HAaX JOIMYyCKaeTcs HAaXOXKICHHE TOJIbKO MHUHUMAJIBHOIO HEOOXOIMMOTO
KOJINYECTBA MepcoHana. IT0 0COOEHHO Ba)KHO JUIS aCENTUYECKOro Mpou3BoACTBa. [IpoBepku u
KOHTPOJIbHBIE OIEpaluu CcleAyeT, MO BO3MOXXHOCTH, MPOBOJUThH, HAXOASCh 3a MpeiesiaMu
YUCTHIX 30H.

37. Becp mepcoHanm (B T.4. TeEpCOHAN, 3aHATHIH OYHCTKOM W TEXHUYECKUM
oO0CIy)KUBaHUEM), palOTAOMMK B TaKWX 30HAX, JOJDKEH TMPOXOIUTh CHCTEMATHYECKOE
oOydeHre Mo BOIpocaM MPOHU3BOJACTBA CTEPUIIBHBIX MPOAYKTOB, BKJIIOYAs TMUTHEHY U OCHOBBI
Mukpo6uosnioruu. Cremgyer oOpatuth o0co00oe BHHMaHHE HAa HMHCTPYKT@X M KOHTPOJb 32
paboTHUKAaMHU, HE MPOILIEAIINMU O0yUEHHs, HO KOTOPBHIM HEOOXOAMMO BXOJUTH B YHUCTYIO 30HY
(Hampumep, JIUIaM, 3aHSATHIM B CTPOUTEIHCTBE UM TEXHUYECKOM OOCTY)KUBAHUH ).

38. He momyckaercs BXOJ B 30HBI CTEPUIILHOTO MPOU3BO/ICTBA MEPCOHANA, pabOTAIOMIETO C
MaTepuajaMi H3 TKaHEH J>KMBOTHBIX WM KYyJIbTYpaMH MHKPOOPTAHHU3MOB, KOTOpBIE HE
HCIIOJIB3YIOTCS B TEKYILEM TEXHOJIOTMYECKOM IpPOIECCe, 3a UCKIIOUEHHEM OCOOBIX CIy4aeB, Mpu
KOTOPBIX HEOOXOANMO COOMIOACHHE CIIEIUATBHBIX HHCTPYKIUN AJI BXOJIA B 3TU 30HBIL.

39. Heobxoaumo BBITIONHATE TpeOOBaHUSA K JIMYHOM TUTHEHE W uucToTe. llepconarn,
3aHATHI B TMPOM3BOJCTBE CTEPUIIBHBIX MPENApPaTOB, JOJKEH 3HATh MOPSIOK OIMOBEIICHUS
PYKOBOJCTBA (CITy>KOBI KauecTBa) O JHOOBIX (PaKkTopax, KOTOPHIE MOTYT MPHUBECTH K TTOBBIIICHUIO
YPOBHSI 3arpsi3HEHHs] CBEpPX JIOMYCTUMOM HOpMBI (Kak 1O KOJMYECTBY, TakK M IO
pazHoBuAHOCTAM). ClenyeT opraHu30BaTh KOHTPOJIb COCTOSIHUS 370POBbsI IIepcoHasa. Pemenue
0 Mepax B OTHOIICHWM I[I€PCOHANA, KOTOPBI MOXET CTaTh HMCTOYHUKOM MHKPOOHOTO
3arpsi3HEHUS, TOJKHO MPUHUMATHCS CIIEUAIBHO HA3HAYEHHBIM JIUIIOM.

40. B uucThIX 30HAaX MEPCOHANY 3aMpellaeTCsl HOCUTh HAPYYHbIE Yachl U IOBEJIHMPHBIE
yKpallleHus, a TaK)Ke MPUMEHSITh KOCMETHUKY .



41. IlepeoeBaHme U MBIThE CJIETYET BHITIOIHATH B COOTBETCTBHU C MHCTPYKIUSIMH, YTOOBI
CBECTM K MHUHUMYMY PHUCK 3arps3HEHHUS] OJEKIbl, MPEAHA3HAYEHHOM IS YHUCTBIX 30H, U
BHECEHUS 3arpsA3HEHMS] B YUCTHIE 30HBI.

42. Opexna M ee KaueCTBO JOJDKHBI COOTBETCTBOBATh TEXHOJOIMUECKOMY MpoIecCcy U
TUIy 30HBI. E€ Hy’)KHO HOCHTB TaK, YTOOBI 00€CIIEUNTH 3AIIUTY MPOAYKTa OT 3arps3HEHUH.

43. K onexne, npeiHa3HaueHHON U1 30H Pa3IMUHBIX TUIIOB, MPEABABISIOTCS CIeIyIOIue
TpeOOBaHUS:

- 3oHa D: ronoBHO# yOop AOJKEH 3aKpbIBaTh BOJOCHL. bopona (mpu ee Hanuuum) Takxe
JIOJKHA OBITh 3aKphliTa CrelMadbHOW Mackoil. CieayeT HOCUTH 3alllUTHBIA KOCTIOM OOILIEro
Ha3HAueHUs, COOTBETCTBYIOIIYI0 OOYBb WM OaXwuibl, HajeBaeMble MoBepX OOyBH. JlOIKHBI
OBITh MPUHATHI MEPHI ISl TIPEAOTBPAIICHUS IPOHUKAHUS JIIO0OOTO 3arpsS3HEHUSI B YHUCTYIO 30HY
U3BHE.

- 3ona C: rojoBHOM yOOp IOJIKEH 3aKpbIBaTh BOJOCHL. bopona m ycsl (Ipu UX HATUYMN)
TaKXe JOJDKHBI OBbITh 3aKphIThl. CleyeT HOCUTh KOCTIOM (KOMOMHE30H WIN KypTKa - OpIOKn),
IUIOTHO OOJICTAIOUINI 3aIsICThsi, ¢ BOPOTHUKOM-CTOWKOH M COOTBETCTBYIOIIYIO OOYBb WIIH
6axwmibel. Ozexnia 1 00yBb HE JJOJKHBI BBIJIEIATh BOJIOKOH MJIM YACTHIL.

- 30HbI A 1 B: ronoBHo# yOop 10/IKEH MOJHOCTBHIO 3aKphIBaTh BOJIOCHI, & TaKXKe Oopony U
ycbl (pu ux Hanuuuu). Kpas rosnioBHOro yoopa 10JKHbBI ObITh yOpaHbI 110JI BOPOTHUK KOCTIOMA.
Crnemyer HOCHTH MacKy, 4YTOOBI MPENOTBPATHTh PACIpPOCTPAHEHHE Kamellb, CTepUIIbHBIC,
HEONyJIpEHHbIE  PE3MHOBBIE  WJIM  TOJMMEpHbIE  IEpYaTKu UM CTepuibHble (WK
Ne3uH(pUIUPOBaHHbIE) Oaxwibl. HWKHSS YacTh IITaHWH JOJDKHA OBITH 3alpaBlieHa BHYTPb
0axui1, a pyKaBa OAEKAbI - B IepUaTKU. 3alUTHAs OJEKa HE TOJDKHA BBIJEIATh BOJIOKOH WU
YaCTHII U JOJKHA YJIEP’KUBATh YaCTULIbI, OTAEISIOUINECS OT TeNa.

44. HapysxHas ofexJa He JOJDKHA MOoNajaTh B KOMHATHI AJIsl epeoJieBaHMs, BeIylie B
30Hbl B u C. Kaxnpiii paboTHUK B 30Hax A u B nomxeH ObITh 0OecriedeH YUCTON CTEpUIIbHON
OJIeXI0N (CTEPUIIM30BAHHOW WIIM TpOIIeNnieil HeoOXoauMyo 00paboTKy) Ha Kaxayl CMEHY.
Bo Bpemst paboThl IepUYaTKu CEAYeT PEryIsipHO 1e3UH(UIMPOBATh. MacKu U MepUaTKH CIeayeT
MEHSTh, IO KpailHEN Mepe, KAKIYI0 CMEHY.

45. Tlpu obOpaboTke U OOpallleHUH C OJEKION NI YUCTBIX MOMEIIEHUN IOHKHO OBITh
UCKJIIOUEHO HAKOIUIEHHE 3arpsi3HEHUH, KOTOpble MOTYT OT HE€ BIIOCIEICTBUHU OTAEIUTHCA. DTH
olepanyy CIEAYeT BBIIOJIHATH B COOTBETCTBUM C MHCTpyKuUusMHU. JKemareabHO HMETh
OTJENbHBbIE YYacCTKM JUIsl TOATOTOBKM TakKOM ofexasl (mpaueussie). Ilpu HempaBuiibHOU
HOJTOTOBKE OZEKABI MOTYT MOBPEXAATHCS BOJIOKHA TKAHM M yBEITUYMBACTCS PUCK OTACICHHUS
YacTull.

ITomemenns

46. JInst TOro 4TOOBI CBECTH K MUHUMYMY OTAEJICHHE YAaCTHIl MJIM MHUKPOOPTaHU3MOB HIIH
UX HaKOIUICHHE, OOECIEeYUTh BO3MOXKHOCTh MHOTOKPAaTHOH OOpabOOTKM MOIOUMMH U
Ne3MH(UIHUPYIOIINMHE CPEJICTBAMH, BCE OTKPBITHIC TIOBEPXHOCTH B YHCTHIX 30HAX JOJIKHBI OBITh
IJIAAKUMH, HETIPOHUIIAEMbIMH, 0€3 TPEIH U U3JIOMOB.

47. YTtoObl YMEHBIINTh HAKOIUICHHE IBUIM M OOJETYUTh OYHCTKY, B TIOMEIICHUH HE
JOJDKHO OBITh TPYAHONOCTYMHBIX JIi OYUCTKH MeCT. KoiM4yecTBO BBICTYMAIOUIMX YacTel
00OpysOBaHUs, TMOJOK W CTEJIaXKed IOIDKHO OBITh MHUHUMAaJIbHBIM. KOHCTpyKIust nBepeit
JIOJDKHA TIPeyCMaTpUBaTh OTCYTCTBUE TPYAHOMOCTYIHBIX U1l OYUCTKH MecT. [1o 3Toif mpuuune
NPUMEHEHHE Pa3ABIKHBIX IBEPE MOKET OBITh HE)KENaTeIbHBIM.

48. TlonBecHble TOTOJKU JOJDKHBI OBITh TEPMETHYHBIMH C IENBIO TPEIOTBpAIICHUS
HONaIaHKs 3arPsI3HEHUS U3 IPOCTPAHCTBA HAJl HUMH.

49. MoHTtax TpyOOIPOBOIOB, BO3AYXOBOJAOB U JPYroro oOOpPYJOBAaHUS CIIEAYyET
BBITIOJHATH TaK, YTOOBI HE OBUIO TPYAHOMOCTYITHBIX JUISl OYUCTKU 30H M MTOBEPXHOCTEH, a TaKKe
HErepPMETHUYHBIX MECT.



50. 3ampemiaeTcs ycTaHaBIMBAaTh PAKOBHHBI U CIIMBBHI B 30HaX A U B, NCHONB3yeMbIX IS
acenTU4ecKoro IMpou3BOACTBA. B npyrux 3o0Hax ciemyeT MpeaycMaTpuBaTh pa3pbiB CTpYH
MEXTy OOOpYIOBaHHMEM W KaHAIM3AIMOHHOW TpyOoii (BopoHKoi). [Ipm ynameHWu CTOKOB B
YHCTBHIX OMEIIEHUSAX 00JIee HU3KHUX KJIaCCOB CIENyeT MpelycMaTpuBaTh Tpaibl (THAPO3aTBOPHI)
IS TIPEIOTBPAIIEHHSI 00PaTHOTO MOTOKA.

51. KoMHaTs!l (momereHust) Ui MepeoieBaHusl JOJKHBI IPOSKTUPOBATHCS MO MPUHLIUITY
BO3IYIIHBIX [UTI030B. OHU JOJDKHBI 00ECTIeYrBaTh (PH3MUECKOE pasesieHe Pa3IUIHbIX TAIoOB
nepeojieBaHus, 4TOObl CBOAUTH K MHUHUMYMY 3arps3HEHHE TEXHOJIOIMUYECKOW OJEXK/Ibl
YacTUIIAMH W MHKPOOPraHM3MaMH, U J(PQPEKTHBHOE OOTEKaHWE IOMEIIEHHH ITOTOKOM
OT(UIBTPOBAHHOIO BO3J1yXa. 30HA IMepe] BbIXOJOM U3 KOMHAThl (IIOMEUICHUs) JUis
nepeo/IeBaHMsI B OCHAIICHHOM COCTOSIHUW JTOJDKHA MMETh TOT K€ KJIACC YHCTOTHI, YTO U 30HA, B
KOTOPYIO OHa BeJeT. B HEKOTOphIX ciyyasx Ajs BXOJa B YHCTBIE 30HBI M BbIXOJA M3 HHUX
11e71ecO00pa3HO UMETh OT/IEJIbHBIC KOMHATHI (IIOMEIICHNS) AJIsl IepeoeBaHus. Y CTPOUCTBA IS
MBITBSl PYK CIIEAyeT, KaK IpaBUJO, yCTaHABIMBATh TOJBKO B IEpPEeIHEH YacTM KOMHAThI
(momerieHys) A NEPEoCBaHMsL.

52. O6e nBepu BO3AYIIHOIO IIIK03a HE JOJDKHBI OBITh OAHOBPEMEHHO OTKPBITHI. Jliis
NpeOTBPALICHNUS OTKPHIBaHUS O0JIee YeM OTHOM JIBEPU OJTHOBPEMEHHO CJIeIyeT MPEIyCMOTPETh
cUCTeMy OJIOKMPOBKH HJIM OTOBEIICHHUS (BU3YaJIbHYIO U/UITU 3BYKOBYIO).

53. Cuctema BEHTWISIIAU JTOJDKHA TTOACPKUBATD TTOJIOKUTEIBHBIN TIepera] JaBIeHUs 110
OTHOILIEHMIO K OKPY’KalOIIKUM 30HaM 0oJjiee HU3KOro Kjiacca U COOTBETCTBYIOLIHMMA MOTOK BO3AyXa
Opyd BCEX YCIOBUSAX (YHKIMOHHPOBAaHUS, a Takke d((EeKTUBHOE OOTEKaHHWE BO3TYXOM
KOHTpOJHpyeMoil 30HbI. CoceiHue MOMELICHHUs PAa3IMYHbIX KJIaCCOB JOJKHBI UMETh Iepenasn
nasienus 10 - 15 Ila (pekomenayemslii nuanazoH). Ocoboe BHUMaHUE CIEYET YIACISITh 3alluTe
30H ¢ OOJIbIlIEH CTEMEHBIO PUCKA, T.€. HEMOCPEICTBEHHOMY OKPYXXEHHMIO OTKPBITOIO MPOIYKTa
WM KOMIIOHEHTOB, KOHTAaKTUPYIOUINX C MpoaykToM. IIpu paboTe ¢ HEKOTOPBIMU MaTepHaIaMu
(MaTOreHHbIMM, BBICOKOTOKCUYHBIMM, PAJMOAKTUBHBIMM M Tp.) WU JKUBBIMH BHUpPYCaMH,
OaKTepHsIMH M TIperapaTaMy U3 HUX MOTYT MOTPeOOBaThCs CHelHaIbHble CIOCOOBI OATOTOBKU
BO3/lyXa U oOecriedyeHus nepenajaa naBieHus. s HEeKOTOPhIX omnepanuii MOXXeT MoTpedoBaThes
JIEKOHTaMHHALUS 000pyAOBaHUs U 00pabOTKa yJalIsieMOro BO3AyXa.

54. Crnenyet HarJIiJHO NIOKa3aTh, YTO HAIIPABJICHUE BO3IYLIHBIX IOTOKOB HE MIPEICTABISAET
pUCKa JUIs 3arps3HEHUs MPOAYKTa, HANpHUMEp, CIEeAYeT YIAOCTOBEPHUTHCS, YTO B 30HY,
NPECTABIAIOIIY0 HAauOOJIBIIMN PUCK JJI KadecTBAa IPOAYKTa, ¢ BO3AYIIHBIM ITOTOKOM HeE
NOCTYMAIOT YacTUIbl, HCTOYHUKAMHU BBIACICHHUS KOTOPBIX SIBISIOTCS  OOCITY>KHMBAIOIIMNA
IIEpCOHAJ, BBINOJIHsAEMAs! onepalys Wik 000pyI0BaHHUE.

55. Cnenyer mpeaycMOTPETh CHUCTEMY AaBapUIHOTO OIOBEIICHUS 00 OTKa3e CUCTEMBI
IOJrOTOBKH BO3/lyXa, YCTAHOBUTh JATUMKH INEpenaga AAaBJICHHUsS MEXIy 30HAMHM TaM, TOE 3TO
UMeeT Ba)KHOE 3HaueHHe. 3HAUCHUS Iepernaaa JaBIeHUS HEOOXOIUMO PEryJspHO 3aluChiBaTh
WIN T0KyMEHTUPOBATh UHBIM CIIOCOOOM.

Ob6opynoBanue

56. JIeHTBI KOHBEWEPOB HE JOJKHBI TIEpeceKaTh pa3AeIUTEIbHbBIN Oapbep MEXIy 30HaMH A
i B 1 Ipou3BOACTBEHHON 30HON C MEHBIIEH YUCTOTOM BO3yXa, €CJIM TOJIBKO CaMa JICHTA He
MOJIBEPraeTcsi HEMPEPHIBHON CTepUIIM3AINK (HaIpUMEp, B TYHHEINIE CTEPUITU3AIUN).

57. KoHCTpykuMs, YCTaHOBKAa M pacloyiokeHHe o0opylnoBaHUs, (QHUTUHTOB (MECT
COCIMHEHMUS) M 30H OOCIYyXHBaHHUS MJOJDKHBI IPEeIyCMaTpUBaTh BO3MOXKHOCTH PalOOTHI €
000pyIOBaHHEM, €r0 TEXHHYECKOTO OOCIYy)KMBAaHUS W PEMOHTA CHApyXW YHUCTOM 30HBL. B
cily4ae He0OOXOJIMMOCTH MPOBEICHUS CTEPUIIN3ALIUH €€ CIeAYET BBIITOIHATh MOCIe MaKCUMaIbHO
NOJTHOM pa300pKu 060pyA0BaHMS (HACKOIBKO 3TO BO3MOXKHO).

58. Ecnu mpu mpoBeICHUHM TEXHUYECKOTO OOCITYKHMBAaHUS WJIM PEMOHTa O0OpYyJAOBaHMS,
HAXOJSIIETOCs B YHCTOM 30HE, ObUT HAapyLIEeH YPOBEHb YUCTOTHI (CTEPHIIBHOCTH), TO TEpen



BO300OHOBJICHHEM  TIPOM3BOJACTBA  CJICAYET  BBINOJHATH  COOTBETCTBYIOIIYIO  OYHCTKY,
Ne3uH(EKINIO W/IIK CTEPUIIH3AIUI0 3TOr0 000pyA0BaHuUs (30HbI).

59. TlomyueHue BOJBI TPeOyeMOTO KadecTBa JOJDKHO IPEAYCMATPHUBATHCS IPOCKTOM,
KOHCTPYKIIMEH, MOHTQXOM U TEXHHUYECKUM OOCITY)KUBAaHHEM CHUCTEM TIOJATOTOBKH U
pacnpeneneHus BoApl. He momyckaercst SKCIuTyaranus 000pyJOBaHHS ITOATOTOBKH BOJBI CBEPX
NPOCKTHONH MOITHOCTH. [IpUTOTOBJICHME, XpAaHCHHWE W PACIPECICHUE BOJBI IS WHBCKIMN
CJIEyeT BBINIOJMHATH TaK, YTOOBI HCKIFOYUTH POCT MHKPOOPTAaHHW3MOB, HANpHMEp, 3a CUET
MOCTOSTHHOW IUPKYJISLWU BOJIbI Tpu TemrepaType Boitie 70 °C.

60. Bce kpuruueckoe o00OpyAOBaHHE (CTEPWIN3ATOPHI, CHUCTEMBl MOJATOTOBKU U
(GUIBTpauK BO3AyXa, BO3MYIIHBIC H Ta30BbIe (PHIILTPBI, CHCTEMBbI TIPUTOTOBJICHUS, XPaHCHHS U
pacnupe/eieHust BOJBI | TIP.) TIOJUICKUT aTTecTaluy (MCIIBITAHUSAM) U TUTAHOBOMY TEXHHUYECKOMY
o0ciry)xuBanuio. Ero moBTOpHBINM BBOJ B JICHCTBHE JOJDKEH OBITh pa3pelicH B YCTAHOBJICHHOM
TOPSITKE.

Ounctka u ae3nHpeKuus

61. Ocoboe 3HaueHue nMeeT 0OpabOTKAa YMCTHIX MOMEUICHHM, KOTOpbIE TOJIKHBI OBITh
TIIATEJIHO OYMIIEHbI B COOTBETCTBMM ¢ HMHCTpykuueil. IIpu mpoBepeHuu nesuHgpexkuuu He
CJIEZlyeT OTpaHUYMBATHCS MPUMEHEHHEM TOJBKO OJHOTO JAe3MH(UIMpyromero cpeacrsa. s
OoOHapy’KeHHUs] YCTOHYMBBIX IITAMMOB MHMKPOOPTaHM3MOB B IIOMEIIEHUM CJIEIyeT MPOBOAMUTH
PeryJIIpHBII KOHTPOJIb.

62. Cnenyer KOHTPOJIMPOBATh MUKPOOHOE 3arps3HEHUE MOIOIIMX U JAE€3MH(DUIUPYIOMNX
cpenctB. PacTBOpHI JMOJDKHBI HAaXOAWUTHCS B MPEIBAPUTEIILHO OOpaOOTaHHBIX KOHTEHHEpax.
XpaHeHUe pacTBOPOB, JUIsI KOTOPbIX HE MpPEeIyCMOTpPEHa MOCHIeAyIoUas CTepHIn3amus,
JIOITyCKAETCS TOJBKO B TEUEHHE OIPENEICHHOr0 nepuoaa BpeMeHu. B 30Hax A u B cienyer
IPUMEHSTH TOJIBKO CTEPUIIbHBIE MOOIIIME U AC3UH(DULIMPYIOIINE CPEACTBA.

63. C 1enpl0 yMEHBIICHUS MUKPOOHOTO 3arpsi3HEHHUST HEJOCTYIHBIX JJISl OYMCTKH MECT
MOKET MCTIOJIB30BaThCs Ta30Bas Ae3uHpexius (hymurarus).

TexHonornyeckuu mporece

64. Ha Bcex craausx mpou3BOJACTBA, B T.U. HAa CTAUSX, MPEAIIECTBYIOIINX CTEPHIIN3ALINH,
cleayeT mpeayCMaTpuBaTh MEPHI MO MPEAYNPEKACHUIO 3arpsI3HEHHUS.

65. He pomyckaeTcsi MPUTOTOBJICHHUE JICKAPCTBEHHBIX CPEIACTB MHUKPOOHOJIOTHYECKOTO
MPOUCXOKICHHSI WM HAMOJIHEHUE MU B 30HAX, MCIOJB3YEMbIX IJisi MPOU3BOACTBA JAPYTHX
JeKapCTBEHHBIX cpencTB. Omnepauuy HANOJHEHHs] BaKIUHAMH YOHUTBIX OpPraHHU3MOB WU
AKCTPAKTaMH OAKTEpUH MOCIe WX MHAKTUBAIMN MOTYT OBITh TIPOBEICHBI B T€X KE TOMEIICHHSIX,
YTO U OIEpalvy HAMOJHEHUS APYTUMHU CTEPUIIbHBIMU JIEKAPCTBEHHBIMU CPEICTBAMHU.

66. Ilpu arrecrauuu (MCHBITAaHUSIX) ACENTUYECKOTO MpOIEcca CIEAYET NMPOBOIUTH €r0
MMUTAIUIO C HCIIOJIb30BAaHWEM MHTATEbHOW cpeanl (HamonHeHue cpemamu). [Ipu BwIOOpE
MUTATENILHOW CpEebl CIIEyeT YYWUTHIBATh BHJI JICKAPCTBEHHOH (OPMBI U CEIEKTHBHOCTb,
MPO3PAYHOCTh, KOHLIEHTPALIUIO U IPUTOJAHOCTh 3TOM MUTATENBHON CPEIbl Ui CTEPUITU3ALIUU.

67. NUMurarusi mpoiiecca JT0JDKHA KaK MOXHO 0ojiee TOYHO OTpakaTh TEKYIUH IMpolecc
ACeNTHYECKOro IMPOU3BOJICTBA M BKIIOYATh B ce0s BCE €ro KPUTHUECKHUE CTaJWM, a TaKKe
YUUTBIBATh PA3JIUYHbIC BO3JCMCTBUS Ha MPOLECC, KOTOPbIE BO3HUKAIOT B TEKYIIEM
MPOU3BOJICTBE, U CUTYALlMHU "HAaUXYIIETo ciydas'.

68. IMuTanuio npouecca ¢ UCHOIb30BaHUEM MUTATENbHBIX CPEJl CIeAYyeT NPOBOAUThH MPU
NEepBOHAYAILHOM aTTecTallud Tpollecca CTepUIM3alMd, B XOA€ KOTOPOW JOJDKHBI OBITh
MOCJIEIOBATEIBLHO MPOBEACHBI TPU YCHENIHBIX MCHBITAHUS JUISl KaXKJI0M CMEHBI orneparopos. B
JaNbHEUIIeM CleyeT IMOBTOPATh HCIBITAHUSA Yepe3 OIpejesieHHble HHTEpBaJIbl BPEMEHH, a
TaK)Ke TOCTe IOOBIX CYNMIECTBEHHBIX M3MEHEHUI B CHCTEME BEHTWIISIIINK U KOHAUIIMOHUPOBAHUS
BO31lyXa, O00OpYIOBaHHM, MpOLECCe WU KojiudyecTBe cMeH. Kak mnpaBuiio, HCIHBITaHUSA C



WCIIOJIb30BAHUEM MMUTATEIBHBIX CPEJ CIEAYeT MOBTOPSTH JBa pa3a B TOA IS KaXIOM CMEHBI
OTIepaTOPOB M KaXKJOTO Mpoliecca.

69. Uncno nepBUYHBIX YIAKOBOK C MUTATEIBLHOW CPEION JOKHO OBITH JTOCTATOYHBIM JIJIS
MONy4YeHHUs] JOCTOBEPHOW OIeHKU. [l Majblx cepuil YUCIO TEPBUYHBIX YIAKOBOK C
MUTATEILHON Cpeol NOJDKHO OBITh, KaK MHUHHUMYM, PaBHO pa3Mepy CEpUU MPOIYKIIHUH.
HcnpiTanus mpoBOASTCS C LENbI0 MPOBEPKU OTCYTCTBHSI POCTa MUKPOOPTaHU3MOB, MPU ITOM
JTOJKHBI BBITIOTHATHCS CIEAYIONINE YCIOBUS:

- mpu HanonmHeHun MeHee 5000 en. MPOAYKIUMU HE JODKHO OBITh HH  OJHOMN
KOHTAMUHHUPOBAHHOW €IMHHMIIBI;

- npu HanonHeHuu ot 5000 no 10000 ex. npoaykuu:

a) MPOBOAMTCS HKCCIEOBAHWE MPUYMH U TOBTOPHOE HAIMOJHEHHE C HCIOJIb30BAHUEM
MUTATENFHOM Cpeibl, €ClIM OOHapy>KeHa 0JIHa KOHTAMHUHHUPOBaHHAS €IMHUIIA;

0) MPOBOIUTCS WCCIEAOBAHWE MPUYMH W TOBTOpPHAs aTTecTanus (UCIBITAHUS), €CIU
0oOHapy >KeHBI IB€ KOHTAMUHUPOBAHHBIE €IUHUIIBI;

- pu HanostHeHUH 6osee yem 10000 exn. mpoayKuuu:

a) MPOBOJIUTCS HCCIEAOBaHWE NPUYUH, €CTU OOHapyXeHa OJHa KOHTaMHUHHpPOBaHHAas
CIUHUIIA;

0) MpOBOAUTCS HCCIEAOBaHWE MPUYMH W TOBTOpHAs aTTecTanus (UCHBITAHUS), €CIU
0OHapyKeHbI 1B€ KOHTAMUHUPOBAHHbBIC €IMHUIIBI.

70. Ilpu mo6oM uuciae MEPBUYHBIX YMAKOBOK C MUTATENBHON Cpefod MEepHOAMYECKOe
MOSIBICHUE MHUKPOOHOW KOHTAaMWHAIIMM MOXET yKa3blBaTh Ha HaJIM4Ue HEOOIBIINX
3arpsi3HEHUN, KOTOpbIe JOJDKHBI OBITh paccienoBaHbl. [Ipu oOHapyXeHHH 3HAYUTEIHHOU
MHUKPOOHOW KOHTAaMUHAIIMM CJIEYET PACCMOTPETh MX BO3MOXKHOE BJIUSHHE HA CTEPHIBHOCTH
CepHii, BBIMYIIEHHBIX TOCTE MPOBEACHUS MOCIEIHUX YCIEHIHBIX HCIBITAHUH C HAMOJTHEHHUEM
MUATATEILHBIMU CPEJIAMH.

71. TIlpoBemenue aTTtectauMu (UCIBITAHWN) HE JOMHKHO BHOCHTH TIOMEXH B
TEXHOJIOTHYECKUN MPOLECC.

72. VIctouHMKM BOJOCHaOXeHMs, 000pyAOBaHHE MOJATOTOBKM BOJABI M IMPUTOTOBIECHHAs
BO/JAa TIOJUICKAT PETYJSIPHOMY KOHTPOJIO Ha HAIMYME XUMHUYECKHMX ¢ OHOJOTHYECKHX
3arpsi3HEHUN M, B HEOOXOAMMBIX CIIy4asiX, Ha SHIOTOKCHHBL. JlomkHa OBITH OpraHuzoBaHa
CUCTEMa JOKYMEHTUPOBAHHUS PE3YJIbTATOB KOHTPOJIS U JIIOOBIX MIPEIMTPUHUMAEMBIX JCHCTBHMA.

73. B 4mCTBIX 30HAaX, OCOOEHHO B XOJIe TPOIlecca aceNTUYECKOro MPOU3BOJACTRBA, Jt00as
NESTENIbHOCTh JIOJDKHA OBITh CBEJACHA K MHHHUMYMY; TEPEABIKCHUS TMEpPCOHANA OJIKHBI
COOTBETCTBOBAaTh YCTAHOBJIEHHBIM IIPaBWJIaM M KOHTPOJIMPOBATHCS C LENbI0 H30EKaHUs
BBIICTICHUS] YaCTUI[ U MHUKPOOPTaHU3MOB BCJIEACTBHE IMOBBIIICHHOW AaKTHBHOCTH MEPCOHAIA.
VYuureiBasg crenuduky OPUMEHSIEMON TEXHOJIOTHUYECKOM OJEeXIbl, CcleayeT oO0ecneunuThb
nepcoHary KOM(GOPTHBIC YCIOBUS TI0 TEMIIEPATypPe U BIAKHOCTH.

74. MukpoOHOE 3arpsi3HEHHE CBHIPbSI W HMCXOAHBIX MAaTE€pPUAJIOB JOJDKHO OBITH
MUHUMaNbHBIM. Crnenudukanuy Ha HHX JOJDKHBI BKIOYaTh B ce0s TpeOoBaHUS K
MHUKPOOHOJIOTHUECKOM YUCTOTE, €CIM HEOOXOIUMOCTh 3TOTr0 Oblla YCTaHOBJIEHA B TPOIECCE
KOHTPOJIS.

75. Wcnonb3oBaHWE B YHCTBIX 30HAX Tapbl (YMAaKOBOK) W MaTEpHAIOB, CIOCOOHBIX
BBIJICTISITH BOJIOKHA, IOJKHO OBITh MUHUMAJIBHBIM.

76. Crnenyer NmpuUHMMaTh MEpbl MO MPEIOTBPAIICHUIO 3arpsA3HEHHUS TOTOBOIO MPOIYKTA
YaCTHIIAMHU.

77. Ilpm pabore ¢ pa3ITUYHBIMH JETAISAMH, Tapoll W OOOpPYyIOBaHWEM IIOCIE UX
OKOHYATEJIbHON OYUCTKU M 00pa0OTKH OKHO OBITh UCKITIOYEHO X MTOBTOPHOE 3arpsi3HEHHE.

78. UaTepBasibl BpEMEHH MEXKy MOWKOM, CYIIKOM U CTEpHIN3ALNUEH YIIAKOBKH, JeTajlei 1
000pyI0BaHUs, a TAKKE MEXKIY UX CTEPUIU3ALMEH U HCIIOIb30BAHUEM JIOJIKHBI OBITh CBEICHBI K
MUHUMYMY. JITUTENBHOCTh 3THUX HMHTEPBAJOB JIOJDKHA OINPEACNATHCA C YUYETOM YCIOBUMH
XpaHEHUSI.



79. Bpemsi MexIQy HadajJoOM NpPUTOTOBICHHS pAcTBOpa W €ro CTEPHIM3AIUeH WM
CTepuiIn3ytomiel ¢puiabTpanueil ToMKHO ObITh MUHUMAIBHBIM. J[J151 KaXKI0TO MPOAYKTa CIeAyeT
YCTaHOBHTh MaKCUMAJILHO JIOITyCTUMOE BPEMsI C yUETOM COCTaBa MPOIYKTa U YCTAaHOBJICHHOTO
MOpsIKA XpaHEHUSI.

80. Tlepen crepunuzamueii cieayeT OMPEACIUTh HCXOIHOE MHUKPOOHOE 3arpsi3HEHHE
MaTepuana (IpOAYKTa), MOJexaiiero crepuin3anuu. CreayeT YCTaHOBHTH IpeleibHbIe
3HAQUCHHS 3arps3HEHHs MaTepuana (MPOAYyKTa) HEMOCPEACTBEHHO Tepe/ CTepUIU3aIHeH,
KOTOpBIE 3aBUCAT OT 3(PPEKTUBHOCTH NPUMEHSEMOTO METOAa CTepUIH3AlUU. YPOBEHb
HCXOHOTO 3arpsi3HCHHS CIEAyeT ONpPEACNATh IS KaXIOH CepuH TNPONYKIHH KakK JJis
ACeNTHYECKOT0 MPOU3BOJCTBA, TaK U AJIS MPOU3BOJCTBA MPOIYKIUH, MOANeKamed GUHAITHON
crepunm3anuu. Ecnm juid mpouecca crepwin3allid OPOAYKLIMM, MoJuIekaied (QUHUITHON
CTEpUJIN3alliH, YCTaHOBJIECHBI OoJiee KecTkhe mapaMeTpsl (¢ 3amacom - overkill), To mpoBepku
HCXOJTHOTO 3arpsi3HEHUS] MOTYT IPOBOJIUTHCS MEPUOJUYECKH B COOTBETCTBHH C TpaguKOM
npoBepok. [lpu BeIMycke NPOAYKIMH IO TapaMeTpaMm CIeyeT IMPOBEPATh HCXOIHOE
3arps3HEHUE Ui KaKAOH  Cepuu  TNPOAYKUUH,  BKIOYMB €€ B CHCTEMY
BHYTPHUITPOU3BOJCTBEHHOTO KOHTPOJs. [Ipr HEOOXOAMMOCTH ClieyeT MPOBOIUTH UCTIBITAHUS HA
MUPOTCHHOCTh. Bce pacTBopbl (0COOCHHO WH(Y3HOHHBIE PACTBOPHI OOJBIIUX OOHBEMOB)
nojaiexxar  (GUIBTPOBAHHIO  uepe3  (QWIBTPBI,  YICP)KUBAIOIIME  MHKPOOPTaHU3MBI U
yCTaHaBJIMBaEMbIE, 10 BO3MOKHOCTH, HETIOCPEICTBEHHO TIEPE/T HATIOJTHEHUEM.

81. Jlertanu, KOMIOHEHTHI MEPBUYHON YMAaKOBKHU, OOOpYIOBaHME U IPYyTHE MPEIMETHI,
UCTIONIb3YeMbIE B YHCTBIX 30HAX ACENTHYECKOrO IMPOW3BOJCTBA, JOJDKHBI CTEPHIM30BATHCS U
MOCTynaTh B UYHCTYIO 30HY 4Yepe3 MPOXOAHbIE CTEPHIN3AaTOPbI, TEPMETHYHO BCTPOCHHBLIC B
CTEHBI, JTMOO TepeaaBaThCsl IPYTHMM CIOCOOOM, 3AINMIIAIONIAM OT BHECCHHS 3arps3HEHUI.
Heroproune rasbl 10JKHBI TPOXOIUTH uepe3 GUIbTPHI, 3aeP>KUBAIOIINE MUKPOOPTaHU3MBI.

82. DddexTBHOCTE IFOOOTO HOBOTO TIpollecca JOHKHA OBITh MOATBEPIKICHA IPHU
atTectauuu (ucnbiTaHusix). Ee pe3ynpTaThl MOMKHBI MOATBEPKAATHCS Yepe3 OINpeaelcHHbIC
UHTEpBAJIbl BpPEMEHH, OCHOBBIBAACh Ha OMNbITe pabOThl, HIM TPU BHECEHHH JHOOBIX
3HAYUTENbHBIX U3MEHEHUH B MPOIIeCcC UIN 000pYyI0BaHHE.

Crepuim3zanus

83. Bce mporecchl cTepwiM3aniyd  JOJDKHBI OBITH aTTECTOBaHBL. 1pedyercs ocoboe
BHUMAaHHE, €CJIM MPUMEHSAEMbI METOJI CTEPUIIN3ALlMA HE ONMCAH B JeUCTBYOIIEH Dapmakoree
<*> yIu UCHoNb3yeTcs A MPOAYKTa, HE SIBISIOMIETOCS MPOCTHIM BOJHBIM WM MAcCISTHBIM
pactBopoM. IIpennmouTUTENBHBIM SIBISETCS METOJA TEPMUYECKOW crepwim3anuu. B moboom
CIydae MeETOJ CTEpUJIM3alMu JODKEH COOTBETCTBOBATh JIMIIEH3WM HA IPOU3BOJACTBO U
pETUCTPALIMOHHOMY JI0ChHE.

<*>#B GMP EC yka3ano - B EBponeiickoii ®apmakoneet.

84. lna mo0oro mpolecca CTepUIM3alUU CleAyeT MOoKa3aTh (C MOMOIIBIO (PU3MUYECKUX
U3MEPEHUI U, €CIM BO3MOXKHO, OMOJIOTHUECKUX WHIWKATOPOB) €0 MPUTOIHOCTH JUIS JaHHOU
OPOAYKUUH U 3PPEKTUBHOCTD IS JOCTHXKEHUS! TpeOyeMbIX YCIOBHUH CTEpHIIM3ALMM BO BCEX
YJacTAX KaxJoro THuma 3arpy3kd. COOTBETCTBHE TIpoIecca YCTAHOBICHHBIM TpPEOOBAHHIM
clleflyeT MOJTBEPXkJaTh 4epe3 OIpeJesIeHHbIE HWHTEpPBAlbl BPEMEHU COTJacHO rpaduky (He
MEHEee 4YeM OJIMH pa3 B roJl WJM IOcJe JIIOObIX CYHIECTBEHHBIX M3MEHEHUH 000pYIOBAaHMUS).
[TpoTOKOJIBI BCcEX UCHBITAHUN CIIEYeT XPaHUTh.

85. Iporecc crepunm3anyy JOHKEH oOecriednBaTh 3()(HEKTUBHOCTh CTEPHIIN3AIIUN BCETO
o0beMa 3arpysKu.

86. Jlns Bcex MpOLIECCOB CTEPUIM3ALMU JIOJKHBI OBbITh pa3pabOTaHbl U ATTECTOBAHBI
(MCTIBITaHbI) CXEMBI 3aTrPY3KH.



87. buonornueckue WHAMKATOPHI CIEAYET paccMaTpUBaTh B KadeCTBE JIOTIOIHUTEIHLHOTO
METOJa KOHTPOJS CTEpWIM3alUU. bBHONOTMYECKHEe WHIWKATOPBI JIOJDKHBI XPAHUTHCS U
HCIIOJIB30BATLCA B COOTBCTCTBHMM C HHCTPYKIUAMH H3TOTOBUTCIIA, a4 HUX KA4YCCTBO JOJIKHO
KOHTPOJIMPOBATHCS C TOMOINBIO METOJOB TO3UTHBHOTO KOHTpOJIA. [Ipu HCMOIB30BaHUU
OHMOJIOTHYECKHUX HHAUKATOPOB CJICAYCT HNpPCAyCMOTPEThH MEPbI, MCKIIOYAIOIINE BO3MOXHOCTDH
MHUKPOOHOJIOTUYECKOTO 3arpsI3HEHHS OT CaMHUX OMOJIOTHYECKUX WHIUKATOPOB.

88. Cremyer YeTKO OINpENeNIuTh MEpHl, OOECIEUYMBAIONINE pAa3/EICHUE MPOAYKTOB,
NpPOIIEAINX W HE NPOIIEANNX CTeprin3anuio. Ha kaxmol Kop3wHE, JIOTKE WIH APYrou
CMKOCTH JId MPOAYKTAa WM KOMIIOHCHTOB JOJI’KHA 6I)ITI) YeTKad 3THKETKa ¢ HAMMCHOBAHHUEM
MaTepualia, HOMEPOM CEpUHM M YKa3aHHEM, MpOIIe]T OH CTepWwiu3alui win Her. s
0003HaUeHMsI, MPONLIA JU cepusi (MK TOACEpUs) MPOIECC CTEPUITU3ANNKN WA HET, MOXXHO
UCIIOJIB30BaTh TaKWE HWHIUKATOPHI, KaK aBTOKJIABHAs JICHTAa, HO OHHM HE JAalOT HAJACKHOTO
MOATBCPKACHUSA TOI'0, YTO CCPHUA HeﬁCTBHTCHBHO CTCPUJIbHA.

89. Jlns KaxJoro IMKJIA CTEPHIU3AIMH CleAyeT OQOPMIATH IPOTOKOJBI, KOTOPBIC
JOJI?KHBI OBITH YTBCPIKACHBI U BXOAWUTH COCTaBHOM YAaCTHIO B JOKYMCHTAIlMIO Ha CCPUTIO TOTOBOH

MPOIYKITHH.
Tepmuyeckas crepunmn3anus

90. Kaxxplit UK TEPMUYECKON CTEPUIIN3ALUU JA0JKEH OBbITh 3alycaH B BUAE JUArpaMMbl
"Bpems - Temmeparypa' B JOCTaTOYHO OOJBIIOM MacHiTade WM OBITH 3apETUCTPUPOBAH C
HE0O0X0IMMOW TOYHOCTBIO C NMPUMEHEHHEM ApYyroro obopyaoBaHus. PacnosnoxeHue naTYUKOB
TEMIIepaTypbl, MCIOJIb3yEMbIX Ui KOHTPOJS W/WIM 3allUCH, JOJDKHO OBITH ONpEAETICHO BO
BpeMs aTTecTaluM (UCHBITAaHUN) M, IPU HEOOXOAWMOCTH, NMPOBEPEHO C MOMOUIbIO JIPYroro
HE3aBUCHMOTO JITaTYMKa TEMIIEPATYPBI, PACTIOJIOKEHHOTO B TOM K€ MECTE.

91. JlomyckaeTcs MCIOJIb30BaTh XUMUYECKHUE U OMOJIOrMYECKHe MHIUKATOPbI, HO OHH He
JIOJKHBI 3aMEHSATH MTPOBEACHNE PU3NUECKUX U3MEPEHUH.

92. JlomxHO OBITH MPEAYCMOTPEHO IOCTATOYHOE BpeMs, YTOOBI BEChb O0BEM 3arpy3Kd
JOCTUT HEOOXOMMOM TeMIepaTypbl O TOro, Kak OyZeT HayaT OTCUET BPEMEHH CTEPHIIM3AIIH.
OTOT nepuoj 10JKEH ObITh ONPEAEIICH Ul KaX10r0 TUIIa CTEPUIN3YEMON 3arpy3Ku.

93. Ilocne 3aBepIIeHUs] BBICOKOTEMIIEPATYPHOU (ha3bl LIMKIIAa TEPMUYECKON CTEPHIU3AIIH
clleflyeT NPUHATb MEpbl INMPOTHB 3arpsi3HEHUs 3arpy3ku B Iepuon oxjiaxiaeHus. Cruenyer
CTEpHJIN30BaTh JIIOOYI0 OXJIQXKJIAIOMIYI0 JKUAKOCTh HIJIM Tra3, BCTyNAlOIIME B KOHTAKT C
IPOAYKTOM, KPOME CIIydaeB, KOTJa BO3MOXKHOCTb MCIIOJb30BaHHMsS HETEPMETHUYHBIX YHNaKOBOK
UCKIJIIOUEHA U TIPUBEACHBI COOTBETCTBYIOIINE T0KA3aTENILCTBA.

Bnaxxnoe Temo (map)

94. Ilpu crepunuzanny BIaXKHBIM TEIUIOM (IIapOM) CIEAYET KOHTPOJIUPOBATH TEMIIEPATYPY
u pasneHue. Kak mpaBmiio, cpencTBa YNpaBi€HHs JOJIKHBI ObITh HE3aBHCHUMBI OT CpEACTB
KOHTPOJISI M 3alIMCBIBAIOIIMX yCTpocTB. Eciu ams 3TOH Leau MCHOJIb3yIOTCS aBTOMaTHYECKUE
CHCTEMBI YNpaBJICHUs] U KOHTPOJIs, OHU JOJKHBI ObITh aTTECTOBAHBI, YTOOBI rapaHTUPOBATh UX
COOTBETCTBUE KPUTHYECKMM TpeOoBaHUsAM mporecca. Hapymienus B xone mporiecca JOKHBI
pEruCTpUpOBaTbCS CUCTEMOM M KOHTPOJIMPOBATBCS — omepaTopoM. B xonme mpouecca
CTEpUIIM3ALMU [T0KA3aHUs HE3aBUCUMOIO AaTYMKa TEMIIEPATyPhl TOJKHBI TIOCTOSIHHO CBEPSATHCS
C JJaHHBIMH arpaMMbl 3alMCBIBAIOLIETO yCTPOUCTBA. I CTEpUIN3aTOPOB, UMEIOLINX CTOK B
JTHE KaMephl, MOKET BO3HUKHYTh HEOOXOAMMOCTb PETUCTPALlMM TEMIIEPAaTyphl B ATOH TOYKE B
TEYEHUE BCEro LHMKIa cTepwiM3anuu. Ecim B LUKI  CTEpUIM3allMd  BXOAUT  ITall
BaKyyMHpOBaHMs, TO CIEAyeT JOCTaTOYHO YacTO INPOBOAUTH IIPOBEPKM KaMepbl Ha
TFepPMETUYHOCTb.

95. Crepunuzyemble NMpeAMETHI, HE HAXOMAALIUECS B INEPMETUYHBIX YIIAKOBKAX, JOJDKHBI
OBITh 3aBEpHYTHI B MaTepHUall, IPOIyCKAIOIINI BO31yX U Map, HO MPeJOTBpAIa0IINii TOBTOPHOE



3arpsi3HEHUE ITHX MPEIMETOB Tocie cTepuim3anui. HeoOxomauMo oOecredynTh KOHTaKT BCEX
YyacTel 3arpy3Ku cO CTEPUIIM3YIOIIMM areHTOM pU 3aJJaHHBIX TeMIIepaType U BpEMEHH.

96. Ilna crepunM3aluy JODKEH HCIOJIb30BaThCSl Map COOTBETCTBYIOIIETO KayecTBa, HE
COJIeprKaliil MOCTOPOHHUX BKJIIOYEHHI B TAKOM KOJIMYECTBE, MIPH KOTOPOM MOXKET MPOU3OUTU
3arpsi3HEHUE MPOIYKTa WIH 000PYyT0BAHHUS.

Cyxoe Tero (xap)

97. Ilpu cTepuiaM3alMi CyXUM TeIUIOM (KapoM) JOJDKHBI OBITh IPETYyCMOTPEHBI
LUPKYJIALUSA BO31yXa BHYTPU KaMepbl U MOJEPKUBAHUE H30BITOUYHOIO AABICHHS C IIEJIbIO
NPEOTBPALICHNS TTONalaHUsl BHYTPh HECTEPHIILHOTO Bo3ayxa. JIFo0oi mocTymaromuid BHYTPb
BO3/yX JIOJDKEH MPOXOAuTh uepe3 GpuiubTpsl BeicOKOH 3 dexktuBHOCTH (HEPA-bunbtp). Ecnu
CTEpHIIN3AIUS TIPEyCMaTPUBACT yCTPAHEHUE MHUPOTEHOB, TO MPU aTTECTAlWHU (MCIIBITAHUSX)
clleZlyeT MPOBOAUTH NMPOBEPKY HA HATMYKE 3HJOTOKCHHOB.

Panuanuonnas crepuin3anus

98. PagManimoHHYyI0 CTEpMJIM3ALMIO HMCIIOJIB3YIOT IJIABHBIM 00pa3oM Ui CTEPHIU3ALUH
TEPMOYYBCTBUTEIbHBIX MaT€pUAJIOB U MPOAYKTOB. MHOIHME JEKapCTBEHHbIE CpEACTBA U
HEKOTOpBIE YIIAKOBOYHBIE MaTepUaibl YyBCTBUTEIbHBI K HOHU3UPYIOLIEMY U3Iy4YeHMIO. B cBia3n
C OTUM JaHHBI METOJ JOIyCKaeTCsi TOJBKO Ul S3KCHEPUMEHTAIBHOIO MOJITBEPKICHUS
OTCYTCTBUSL €r0 OTPHUIATENBHOrO BIMAHUS Ha npoaykT. Kak mnpaBuio, o6myuyeHue
yIbTPadUOIECTOBBIM U3TYYCHUEM HE SBISETCS MPUEMIIEMBIM METOIOM CTEPHIIH3AIIHH.

99. Bo Bpems mpolecca CTEpUIM3aLUKM JOJDKHO MPOBOIUTHCS MU3MEPEHHUE IOIJIOIMIEHHON
J103bl MOHU3HMPYIOIIET0 M3NyudeHus. st 3Toro cienyer MCHojiab30BaTh JO3UMETPHI, OKa3aHUs
KOTOPBIX HE 3aBUCAT OT HUCIIOJIb3YEMON MOIIHOCTU JO3bl U3JIyYEHUS, HO KOTOPBIE ONpPENEISAIOT
KOJIMYECTBEHHOE 3HAYECHME IOIJIOLIEHHOM 03Bl HEIOCPEACTBEHHO B MPOAYKUHUHU. [[1s Kaxmon
3arpy3Kd B CTEPHIM3YyEMOW MPOAYKUUH JOJDKHO HAXOAUTHCA JOCTATOYHOE KOJIUYECTBO
JIO3UMETPOB, PACIIOIOKEHHBIX TAKUM O0pa3oM, 4TOOBI B 00JIydaeMoOll 30HE BCerja HaXOIMIICS
nosumetp. IlonnMepHsle TO3UMETPBI MOKHO NPHMEHATH TOJIBKO B TEUEHUE YCTAHOBICHHOIO
CpOKa JEWCTBUS KATUOPOBKU C U3MEPEHUEM HMX ONTHYECKOH IUIOTHOCTU B TEYEHHUE KOPOTKOTO
BPEMEHH TOCJIE 00TyUEHUSI.

100. B xadectBe cCpelaCTBAa JIOMOJIHUTEIBHOIO KOHTPOJSI MOTYT HCIOJB30BaThCs
OHoJIOrnYecKre NHANKATOPBI.

101. Meroapl arrecTanMy (UCHBITAHWN) JOJDKHBI TapaHTUPOBAaTh YYET BO3MOYKHBIX
M3MEHEHUH TUIOTHOCTH YKJIAIKU CTEPUIN3YEMOM MPOLYKIHH.

102. IIpu npoBeaeHuU mpouecca pagualliOHHON CTEPUIN3aLUN HE JOJKHO MPOUCXOIUTH
CMEITMBaHUs OOJy4eHHOW M HEOOJydeHHOW mpoaykuuu. Ha kakmod ymakoBKe JOKHBI OBITh
HAHECEHbl YYBCTBUTEIbHBIC K M3TYUYCHUIO LBETOBBIC MHIUKATOPHI JJIS TOTO, YTOOBI Pa3InYUTh
YIAaKOBKH, IPOILIEAIINE U HE MPOIIEIINE 00IyUeHHE.

103. CymmapHasi TOTJIONICHHAs 7032 H3Iy4YeHHsS [OJDKHAa ObITh HaOpaHa B TeueHHE
BPEMEHHM, OTBEICHHOTO HA NIPOLIECC CTEPUIN3ALUH.

CTepI/IJ'II/ISaHI/Iﬂ OKCHJOM 3THJICHA

104. Meton cTepwiM3alMyd OKCHUJIOM ATHUJIEHA MOXET HCIOJIb30BaThCS TOJBKO B TOM
cnyqae, €CJIN HCJIb3s HpI/IMeH}ITL ,upyrﬂe METOAbI CTepI/IJII/I3aI_II/II/I. HpI/I HpOBe,Z[GHI/II/I aTTrecralnun
(McTIBITaHMI) CIIEyET MOKa3aTh, YTO MPOIECC CTEPHIIM3AIMN OKCHIOM JTHIJICHA HE OKa3bIBAET
BpCILHOI‘O BJIINAHUSA HA HpO,Z[yKI_[I/IIO, a 3aIaHHBIC yCJIOBI/IH U JJIUTCIIBHOCTH Af€Tra3alilii ITO3BOJIAKOT
CHU3HUTh OCTAaTOUYHYIO KOHIICHTPAIMIO Ta3a W MPOJYKTOB PEAKIIMU JI0 JOMYCTUMBIX YPOBHEH,
OHpeI[eHCHHBIX JJIA JaHHOT'O BHUJ1a HpOIIyKI_[I/II/I NN MaTepI/IaHa.



105. CymecTBeHHOE 3HAUY€HUE MMEET HEMOCPEICTBEHHBIM KOHTaKT MEXIy TIa3oM U
MUKpoopranuzmamu. Cneayer MNpHHATE Mepbl  MPEIOCTOPOKHOCTH  OT  BKIIIOYECHHUS
MHUKPOOPTaHU3MOB B MaTepuall (HalpuMep, B KPUCTAIUTBI WK JTHOQMIN3UPOBAHHBIN Oenok). Ha
IpolecC CTEPWIM3AlMM OKCHAOM S3THJIEHA MOTYT OKa3aThb CYLIECTBEHHOE BJIMSHUE BUJA U
KOJIMYECTBO YIIAaKOBOYHOI'0 MaTepHalia.

106. TemnepaTypy U BIQXHOCTb 3arpy3Ku mepex o0OpabOoTKOM ra3oM clieyeT MPUBECTH B
COOTBETCTBUE C TpeOOBaHMSIMM Mpolecca. Tpedyemoe [uisi 3TOro BpeMsl JOJKHO ObITh, MO
BO3MOXHOCTH, MUHUMAaJIbHBIM.

107. Kaxapli LMK CTepUIM3alMM JODKEH KOHTPOJIMPOBATHCA C HCIOJIb30BAHHUEM
COOTBETCTBYIOIIUX OMOJIOIMYECKHX MHIUKATOPOB, pacIpeeICHHbIX B JOCTATOYHOM KOJIMYECTBE
no BceMy oOwvemy 3arpy3kd. llomydennas wuHpOpMamus gomkHa OBITE odopmieHa
JOKYMEHTAJIbHO U BXOJUTh COCTaBHON YaCThIO B POTOKOJ HA CEPUI0 TOTOBOW MPOIYKIIUH.

108. Jlnmsg Kaxmoro IMKJIA CTEPUIM3AIMHA JIOJDKHBI OBITh O(QOPMIICHBI TMPOTOKOJIBI,
coJiepXallye JaHHble O JUIMTENbHOCTH 1MKIIA, TaBJICHUH, TEMIepaType U BIAXHOCTH B KaMepe
BO BpeMs Ipolecca, KOHIEHTpAlluu raza ¥ JaHHble 00 O0IlIeM KOJIMYECTBE HCIIOJIb30BAHHOTO
raza. JlaBneHue u Temmeparypa [JOJDKHBI PErMCTPUPOBAaTHCS B TEUYEHUE BCEro IUKIIA
CTEpUJIM3alMU Ha AMAarpaMMe. DTH JJaHHBIE TOJIKHBI BXOJIUTh COCTABHOM YacThiO B IMIPOTOKOJ Ha
CEpUI0 TOTOBOM MPOAYKIIUH.

109. Tlocne cTepunu3aiy 3arpy3Ky ClIeayeT XpaHUTh MOJl KOHTPOJIEM B BEHTUIIUPYEMBIX
30HaX, 4T00bl 00ECIEUNTh CHUKEHHE OCTaTOYHON KOHIIEHTPALMH ra3a U NPOAYKTOB PEaKIHH 10
OTIPEJIETICHHOTO YPOBHA. DTOT MPOLIECC MOJICKUT aTTECTAIIMU (MCIIBITAHUSIM).

q)I/IJ'H)TpaIII/ISI JICKAPCTBCHHBIX CPEACTB, KOTOPLIC HE MOTYT OBITH CTCPUJTIM30BAHbI B
OKOHYaTeJIbHOMI YIIaKOBKE

110. IIpoBenenue crepunusyromield (GUIbTPALMU HE SIBISETCS JOCTATOUYHBIM YCIOBHEM
CTEpUJIM3ALlMU, €CJIM BO3MOXHO IPOBEIECHUE CTEPUIM3AaLUU MPOAYKIUH B OKOHYATEIbHOU
ynakoBke. [IpennouTuTenbHbIM SBJISIETCS METOA cTepwin3anuu napoM. Ecnu crepunmmsanus
NpOJyKTa B OKOHYATEJIIbHOM YMAaKOBKE HEBO3MOXKHA, TO IEpE]] HAMOJIHEHHEM PACTBOPOB WIIU
KUAKOCTEH B MPEABAPUTENBHO CTEPUIM30BAHHYIO OKOHYATENbHYIO YIAKOBKY HX CIEIYyeT
IPOMYCTUTh Yepe3 CTEpPHUIIbHBIC (MIBTPHI C HOMUHAJIBHBIM pazmepoM mop He Oornee 0,22 MKM
WIH C SKBUBAJICHTHBIMU CBOMCTBAMU IO YAEPKAHUIO MUKPOOPraHu3MoB. Takue GuibTpel MOTYT
3a/Iep)KUBaTh OOJNBIIYI0 YacTh OaKTepUil WM TUIECHEBHIX TpHOOB, HO HE BCE BUPYCHI WU
MUKOIUIa3Mbl. [lo BO3MOXXHOCTH Tmpouecc GUIbTpAlMU CIEAyeT IOMOJHATh TEPMHUYECKON
00paboTKOiA.

111. B cBs3u ¢ Tem, uTo MeTOH (UIBTPAIMH MOXET BHOCHTH OTOJHUTEIBHBIN PHUCK
3arpsi3HEHUsT TPOAYKIIMA MHUKPOOPraHU3MaMy TI0 CPaBHEHHIO C JAPYTUMH crocobamu
CTepUJIN3AllUH, HETIOCPECTBEHHO Mepe]l HANOJHEHHEM PEKOMEHIYETCsl MPOBOJIUTH TTOBTOPHYIO
bunbTpanMio  TPOAYKTa 4epe3  JAOMOJHUTENBHBIN  YIEPKUBAIOIIUKA  MHUKPOOPTaHU3MBI
crepun3ytomuii puiabTp. OKOHYATENbHYIO CTEPUIU3YIONTYI0 (PUIIBTPALMIO TPOAYKIMH CIEAYyEeT
MPOBOJMUTH KaK MOXKHO OJIMKE K MECTY HATIOJTHEHHUSI.

112. Caenyet ucnonb30BaTh GUIBTPHI ¢ MUHUMAIBHBIM OT/ICJICHUEM BOJIOKOH.

113. TIlepen wucmonb30BaHHWEM CTEpHIM3yIOMETOo (uibTpa W cpa3dy Tocie ero
HCIIOJIb30BaHUS CIIEAyeT MPOBEPATH €ro LEeJTOCTHOCTh TAKUM METO/IOM, KaK pOBepKa Ha "TOUKy
my3bIphKa", MeTOOM AU(PY3MOHHOTO MOTOKA WIIM UCTIBITAHUEM TIO]] IaBIICHUEM.

[Ipu arrectanuu ciemayeT ONpeAensTh Bpems, HeoOxoaumoe ais (uiIbTpaluu pacTBOpa
3alaHHOTO 00beMa, W Tepenaj AaBieHus Ha (uibTpe. JIF0ObIe 3HAYWTENbHBIC OTKIOHEHUS B
Ipolecce IMPOU3BOJCTBA OT AaTTECTOBAHHBIX TIOKa3aTelleld cleayeT perucTpupoBaTh U
aHATM3UPOBATh. Pe3ynbTaThl 3TUX MPOBEPOK JOJKHBI OBITH BKIFOUEHBI B TIPOTOKOJBI HA CEPUI0
npoaykiuu. Cpasy mocje HCIOJIb30BaHUS CeAyeT MOATBEPKAATh HEIOCTHOCTh KPUTHUYECKHX
ra30BBIX U BO3AYIIHBIX GUIBTPOB. LlenocTHOCTE pyrux GuiIbsTpoB HEOOXOAUMO MOATBEPKAATH
Yyepe3 COOTBETCTBYIOILIUE HHTEPBAJIbI BPEMEHHU.



114. He momyckaeTcsi MCIONB30BaTh OJWH W TOT k€ (PUIBTP B TedeHHE 0Oo0Jiee OTHOTO
pabodero mHS, 3a MCKIIOUYEHHEM CIlydyaeB, KOTJa BO3MOXKHOCTh 0ojiee JIUTENBHOTO €ro
UCIIOJIb30BaHUs IOJITBEPKI€HA aTTeCTAalel (MCIIBITAHUSAMN).

115. ®unpTp HE [NOMKEH OKa3blBaThb BIWAHME HA MPOAYKIUIO, 3aJEpKHUBasi €ro
HWHTPCAUCHTBI UJIW BBIACIIAA B HET'O Kakue-amuoo BCIICCTBA.

3aBeplIarolie onepalnny N0 MPUroTOBICHUIO CTEPUIIBHON IPOAYKIIMU

116. YacTrnuHO yKymopeHHBIE (hIaKOHBI MOCIE 3aBEPUIICHHUS JTHO(MUIHHOTO BBICYIIUBAHHS
JIOJKHBI HAXOJIUTHCS B 30HE A 710 MX HOJHOTO YKYIOPHUBAaHUS MPOOKOIA.

117. EnuHunbel NpORyKIMH [TOJDKHBI YKYIIOPUBATbCA aTTECTOBAaHHBIM MeTonoM. Ilpum
WCIIOJB30BaHUM METOJA 3allaiiKy, HalpUMEp, CTEKISHHBIX WM IIACTMACCOBBIX aMIlyJl, BCs
nponykius nomiexuT 100%-HoMy KOHTpPOJIIO Ha LENOCTHOCTh. B Apyrux ciydasx KOHTPOJIb
LIEJIOCTHOCTHU MPOAYKIMH JOJLKEH IPOBOAUTHCS YCTAHOBIEHHBIMU METOJAMHU.

118. Cucrema ykynopuBaHusi (pJIaKOHOB, HAIlOJIHEHHBIX B ACENTHYECKHUX YCJIOBUAX, HE
SBJISIETCS TOJIHOCTBIO IIEJIOCTHOH 110 TE€X IOp, MOKAa Ha YKYNOPEHHOM NpOOKOH ¢uiakoHe He
Oynet oOar (3aKaTaH) aJIOMUHHUEBBIM KOIMAYoK (KpbIliKa). B cBA3M ¢ 3TUM 00KUM KoOJIIayKa
10CJI€ YKYTIOPUBAHUS TPOOKON ClIeyeT BBIIOIHATh KaK MOXKHO paHblIIe.

119. Tlockombky Tpu OOXKHME KOJIAYKOB MOXET BBIIEIATHCS OONBIIOE KOJIUYECTBO
HE)KU3HECIIOCOOHBIX YacTHUll, 00OpyJOoBaHHE il OOKUMa clleyeT pa3MellaTb OTAEIbHO HU
CHA0XKaTh €ro CUCTEMOM BBITSKKH BO3yXa (MECTHBIMH OTCOCAMHU).

120. YcraHoBka M O0XHMM KOJINAYKOB MOTYT MPOBOAMTHCA KaK YacTh acCENTHYECKOTrO
mpolecca C HCHOJIb30BAaHUEM CTEPUIIbHBIX KOJIMAYKOB WJIM KaK YHUCTBIM IPOLECC BHE
acenTu4eckoil 30Hbl. B mocienHem ciydae (IakoHbl JOJKHBI OBITH 3alllUILEHbl 30HOH A 10
TPaHUIIBl ACENTHYECKOW 30HBI. 3aTeM YKyNOpeHHBIe NpPOOKOH (DIaKOHBI JOJKHBI OBITH
3alUILIEHBI BO3LYIIHON Cpeaoi, COOTBETCTBYIOIIEH 30HE A, 10 00)KMMa KOJIIauKa.

121. ®nakonbl 6€3 MPOOKH WM CO CMEIICHHON MPOOKOW clemyeT yHalsiTh 0 00KuMma
kosmadka. Ecnm ans oGxuMa TpeOyeTcsi BMEIATENbCTBO YEJOBEKa, CIEAYeT HMPEedyCMOTPETh
MEphl, MCKIIOYAIOIIME €ro MpsSMOM KOHTAKT C (IaKOHAMH M CBOJSIINE K MHUHHUMYMY
BO3MOXHOCTb BHECEHHSI MUKPOOHBIX 3arps3HEHUI.

122. D@QeKTUBHBIM CpPEACTBOM 3alIUTHl MOTYT OBITH Oapbepbl HIH H3OISATOPHI,
OrpaHUYMBAIOLINE JOCTYI B pabOUyl0 30HY, oOecreynBaroIue TpeOyeMble yCIOBHS U CBOJAIINE
K MUHHMYMY TPSIMOM JIOCTYII YeIOBEKa K ONepalu 00Kuma.

123. TlepBuuHbIE YITAKOBKH, TEPMETH3NPOBAHHBIC 10/ BAKYYMOM (BaKyyMHBIE YIIaKOBKH),
JOJDKHBI TIPOBEPATHCS HA COXPAHEHHE BaKyyMa IIOCIIE 3apaHee OIPEAEICHHOTO IPOMEXYTKa
BPEMCHH.

124. TlepBuyHbBIE YNAKOBKU C MPOAYKIUEH IS MapeHTEpaIbHOTO BBEACHUS HEOOXOAUMO
IPOBEPATh MHAMBHUIYAJIbHO (IOLITYYHO) HAa HAJM4YUE MOCTOPOHHHUX BKJIIOUECHMH WMIIM APYTUX
nedexToB. BusyalbHbBIH KOHTPOJb CIEAyeT MPOBOAUTH IPU YCTAHOBJIECHHBIX YPOBHSX
OCBELIEHHOCTU U (oHe pabouero nousid. Criexyer peryjsipHO NMPOBEPATh 3PEHUE ONEPaTOPOB,
BBITNOJIHAONIMX BU3YalbHBIH KOHTPOJb (€CIM ONepaTopbl HMCHOJIb3YIOT OYKH, TO IIPOBEpKa
3peHHs MPOBOAUTCS B OyKax). B Xoae BHU3yalbHOTO KOHTpPOJS MPOAYKLIHMU PEKOMEHIyeTCs
JIOCTAaTOYHO YacTO OPraHU30BBIBATH INEPEPBIBEI B paboTe omepaTopoB. llpu ucnosnb30BaHUH
JPYTUX METOJ0B KOHTPOJIS 3TOT IPOILECC HEOOXOIUMO aTTECTOBATh; COCTOSHUE 000PYAOBaHMUS
CleflyeT TEepHOAMYECKH TPOBEPATh. Pe3ynbTaThl BU3YalbHOIO KOHTPOJS JIOJKHBI OBITH
0(opMIIEHBI TOKYMEHTAJIBHO.

KonTponb kauecTBa
125. HcnbiTanue TOTOBOM MPOAYKIHMH HAa CTEPHIBHOCTH CJEAYET paccMaTpuBaTh Kak

3aBEepIIAIONINIA ATal B MOCIEAOBATEILHOCTH Mep, 00ECIeUNBAIOIINX CTEPHILHOCTD MPOAYKTA.
[TpoBepka cTepuUIbLHOCTH NPOAYKIMU JODKHA OBITH aTTECTOBAHA JIJISl MPOAYKIUU KaXKI0ro BUJA.



126. B cnyuasix, korjga HOJy4Yy€HO pa3pelIeHHE Ha BBINYCK CTEPHIIBHOM MPOAYKIMH IO
napametpam (IIpunoxxenue 17), cienyer ynenuts ocoboe BHUMaHHUE aTTeCTAUK (MCIIBITAHHSIM)
Y KOHTPOJIIO BCEr0 TEXHOJIOIMYECKOr 0 IIpoLecca.

127. OGpa3upl NpOAYKLUUHU, KOTOpble ObUIM OTOOpaHBI JJsl MPOBEAEHUS HCHBITAaHUS Ha
CTEPUIIbHOCTD, JIOJIKHBI OBITh PENPEe3eHTATUBHBIMU JJIsl BCEH CEpUM MPOIYKIUU, OCOOEHHO AJIs
TeX 4acTeil cepuu, BEpPOSITHOCTh 3arpsi3HEHHs] KOTOPBIX MaKCUMalIbHA, HAIIPUMED:

a) JJs POAYKTOB, pac(hacOBAHHBIX B ACENITUYECKHUX YCIIOBHSX, B OTOOpPAaHHBIC OOpa3IIbI
JIOJDKHBI BXOJMTh MEPBUYHbIE YIIAKOBKM, HANOJHEHHbIE B Hayaje W B KOHIE CEpPUH, U MOCIe
1:000r0 CYIECTBEHHOTO BMENIATEIbCTBA B X01€ TEXHOJIOIHYECKOT0 IIPOLIECCa;

b) 11 MPOAYKTOB, MPOLIEAIINX TEIUIOBYIO CTEPUIM3AIMIO B IEPBUUHON yIaKOBKe, 0c000e
BHUMAaHHE CJIEYeT YICIUTh O0TOOPY OOpas3loB M3 MOTEHIMAIBLHO HamboJiee XOJIOJHOW YacTh
3arpy3KH CTepHIIn3aTopa.

[Ipunoxenue 2
IMPON3BOACTBO BUOJIOTMYECKHUX JIEKAPCTBEHHbBIX CPEJICTB

KauecTBO OHOJOTrMYECKHX JIEKAPCTBEHHBIX CPEICTB M MOPSAIOK UX KOHTPOJS BO MHOTOM
OTIPENIENAIOTCS TEXHOJIOTHEH IMPOU3BOJCTBA, OT KOTOPOW B 3HAYUTEIBHON CTETIEHH 3aBUCHT
OTHECEHHE OMOJOTUYECKUX JIEKAPCTBEHHBIX CPEACTB K TOMY WIM HHOMY BuAy. B nanHOM
[IpunoxeHnn paccMaTpUBAIOTCS CIEAYIOIMAE OHOJOTHYECKHE JICKApPCTBEHHBIE CpEICTBA
(MeIUIMHCKHE OMOIOTHYECKHE MTpernapaThl):

a) MHKPOOHBIE KYyJIbTYphl, 3a HCKIIOYEHHEM TIOJYYEHHBIX TI0  TEXHOJOTHH
pekomOunantHoi JIHK;

b) MUKpOOHbIE W KJIETOYHBIE KYJIBTYpPbI, MOJy4YeHHble MO pekomOuHaHTHON JIHK
TEXHOJIOTHH UM METOAOM THOPUIN3ALINN;

C) OKCTPAKTHI U3 OMOJIOTHYECKUX TKAHEH;

d) »xuBBIE areHTHI, BHIPAIICHHBIE B YMOPHOHAX WJIH KUBOTHBIX.

K Takum MemuIMHCKUM OHOJIOTUYECKUM IIpernapaTaM OTHOCSTCS: BAKIMHBI, UIMMYHHBIC
CBIBOPOTKH, aHTUT€HbI, TOPMOHBI, IUTOKUHBI, (PEPMEHTHI U IpyrHe MPOayKThl pepmeHTanu (B
TOM YHCJIe MOHOKJIOHAJIbHBIE aHTUTEJIA U MTPOAYKTHI, oJTy4daeMble u3 pekomounanTaoil JJHK).

K mnpoaykram, ykazaHHbBIM B MepedyuciceHuWH "a", NMpPUMEHHMBI HE BCE TpPeOOBAHMS
Hacrosuiero Ipuioxenus.

[Tpumeuanue - [Ipy moAroToBKe HACTOSIIErO CTaHAApTa ObUIH yUTEHBI 001IMe TpeOOBAHNUS,
npeabaBisieMble  BcemupHol  opranmsanumeil  3apaBooxpanenuss (BO3) k  opranuzanuu
IIPOU3BOJICTBA U KOHTPOJIBHBIM JIA00PATOPHUSIM.

B Hacrosmem craHmapre HE TpPUBENCHBI TpeOOBaHUS K CHEIU(GUYECKHM BHUAAM
Omosorndeckux npemnapatoB. TpeOOBaHUS K HUM yCTAaHOBJICHBI B CHEIMATBHBIX HOPMATHUBHBIX
JIOKyMEHTax.

OO01Me moJI0KEHUS

[Tpon3BOACTBO MEIUIIMHCKUX OWOJIOTMYECKUX MpenaparoB HMEET CBOI creuuduky,
OMpENIETAEMYIO XapaKTEPOM MPOAYKIMH U TEXHOJOTHEH mpou3BoacTBa. [Ipu mpousBoacTee u
KOHTpOJIE MEAMIIMHCKOW OMOJIOrHMYecKON MpOAYKLUHWHU HEOOXOAMMO MPUHUMAThH ClelHaIbHbIe
MepBI MPEAOCTOPOKHOCTH.



B oriaumume OT OOBIYHBIX JIEKAPCTBEHHBIX CPEACTB, KOTOpPbHIE MPOU3BOJATCS C
UCIIOJIb30BAaHUEM XUMHUYECKUX U (U3UYECKUX METOJI0B, 00ECHEUNBAIONIMX BBICOKYIO CTEIEHb
CTaOUJIBHOCTH, MPOU3BOJACTBO MEAMLMHCKUX OHOJOTMYECKMX IpEenapaTroB CBA3aHO C
OMOJIOTMYECKMMHU TpolleccaMi M MaTepuallaMH, TaKUMH KakK KyJbTUBHPOBAHHME KJIETOK HWIIU
OKCTPAKIMsl MaTepuana M3 OKUBBIX OpPraHW3MOB. OTH  OHOJIOTMYECKHE  IPOLECCHI
XapaKTepU3yTCsl BapHaOeNbHOCTBIO, YTO NMPHUBOJUT K HEMOCTOSHCTBY CHEKTpa U NPHUPOJIBI
COIyTCTBYIOIIMX MPOAYKTOB. boylee TOro, Marepuanbl, HCIONB3YyEMBIE B IpoLEccax
KyJIbTUBUPOBAHMS, CAMHU TI0 ce0e SIBIIAIOTCS CyOcTpaTaMu JIIsl pocTa MUKPOOPTaHU3MOB.

KoHTponb MenuuuHCKuX OMOJIOTMYECKUX IpenapaToB BKIKOYAET B ceds OHoioruyeckue
aHAJIUTUYECKHE  METO/bl, KOTOpBbIE  XapaKTepHU3yIOTCs  0Oojiee  BBICOKOH  CTENEHBIO
BapHaOENbHOCTH, YeM (QHU3UKO-XMMHUYECKHE aHaJuTH4Yeckue Meroabl. I[lostomy mpm
IPOM3BOJICTBE MEAMLMHCKUX OMOJIOTMYECKUX IpErnapaToB 0co00e 3Hau€HUE HUMEIOT METOb
BHYTPHUIIPONU3BOJACTBEHHOTO KOHTPOJIS.

IIepconan

1. Bce cotpyanuku, paboTtaronipe B 30HaX MPOW3BOACTBA MEAUIIMHCKUX OMOJIOTHYECKUX
npemnapaToB (B TOM 4YHCIE€ MEPCOHAN, 3aHATHIM OYMCTKOM, OOCIYyXKMBaHHEM WU KOHTPOJEM
KayecTBa), JAOJDKHBI IPOXOJIUTH JIOMOJHHUTENbHOE OOy4YeHHE B COOTBETCTBHUM C HX
00SI3aHHOCTSIMU U OCOOCHHOCTSIMH TPOU3BOAUMON TpoAyKiuu. COTPYyAHUKH IOJDKHBI HUMETh
JIOCTaTOYHYIO TOJArOTOBKY B 00JIaCTH JINYHOW TMTMEHBI U MUKPOOUOJIOTHH.

2. Jlnsg yCHENIHOTO BBIMOJHEHUS CBOMX OO0S3aHHOCTEW JHIlIaM, OTBETCTBEHHBIM 32
IPOU3BOJCTBO M KOHTPOJIb KauyecTBa MPOAYKLUH, Hapsy C JOCTaTOYHBIM MPAKTUYECKUM
OTIBITOM CIIeAyeT UMETh HEOOXOJUMYI0 0a30BYI0 MOATOTOBKY MO OaKTEPHOIOTHH, OHMOJIOTHUH,
OMoMeTpHuH, XMMUHU, MEIUIHHE, (papmanuu, (apMaKoJIOTHH, BUPYCOJOTHH, UMMYHOJOTHH WU
BETEpUHAPUHU.

3. Jlna obecrieyeHus: 0€30MAaCHOCTH MPOU3BOAUMON MPOIYKIMHU CIEAYET YUYUTHIBAThH
MMMYHHBII CTaTyC COTPYIHHUKOB. Bce COTpyIHHKH, 3aHSAThIE B IPOU3BOACTBE, TEXHUYECKOM
00CITy’)KHBaHUH, TPOBEJACHNU UCTIBITAHUHN U YXOJ€ 32 )KUBOTHBIMHU (B TOM YHCJIE U KOHTPOJIEPHI),
JNOJDKHBI, IO Mepe HEOOXOAMMOCTH, TMPOXOJUTh BaKIMHALMIO, a TaKXKe peryyspHoe
MenuIuHcKoe obcnenoBanue. [loMrMMO OueBHAHON HEOOXOIMMOCTH 3alUTHI MEPCOHAIa OT
MHOUIUPYIOIIUX AareHTOB, CUJIbHOJACHCTBYIOIIUX TOKCHHOB WM aJJIEPr€HOB, CIEAyeT
OpeOTBpalIaTh 3arpsi3HEHUE CEepUM MPOAYKUMH MHPHUIMPYIOUMMH areHTamu. Kak mpasuio,
JIOTTYCK MOCTOPOHHUX JIUI B IPOU3BOICTBEHHBIE 30HBI IOJIKEH ObITh CTPOrO OTPaHHYEH.

4. Heo0X0AMMO MCKITIOYHUTH JOMYCK B MPOU3BOACTBEHHYIO 30HY COTPYJHHKOB C KaKMMHU-
1100 U3MEHEHUSIMU UIMMYHHOT'O CTaTyca, KOTOPbIl MOXET OTPULIATEIbHO MOBIUATH HA KaYECTBO
pOM3BOIUMOrO npoaykra. B mpousBonactse Bakuuubl BIDK u npenaparos TyGepkynuHa MOTYT
OBITH 3aHATHl TOJIBKO COTPYJHHKH, KOTOpBIE PErYyJSPHO MPOXOJAT MPOBEPKH HMMYHHOTO
cTaTyca WK peHTreHorpadudyeckoe oociae10BaHue TPy IHON KIETKH.

5. B TeueHue pabouero BpeMEHU HE JOMYCKAaeTCs MEPeXo] COTPYAHHKOB W3 30H, TIe
BO3MO>XEH KOHTAaKT C >KMBBIMH MUKPOOPTraHM3MaMU WM KUBOTHBIMH, B 30HBI, [JI€ MPOBOJIATCS
paboThl ¢ APYTOM MpOIyKUMEH WK APYTUMU MHUKpoopraHuzMamu. Eciau mogoOHBIX mepexooB
n30ekaTh HEBO3MOXKHO, IEPCOHA, 3aHATHIM B TAKOM MPOU3BOJICTBE, JJOJKEH CTPOTO BHITIOIHATH
TpeOOBaHUS TO JEKOHTAMHUHALlMM, B TOM 4YHCI€ CMEHY OJeXAbl u O00yBH, U, INpHU
HEOOXOIMMOCTH, TPUHUMATD Y.

[Tomerienus 1 06opypoBaHME
6. TpeGoBaHHs K YHUCTOTE MPOU3BOACTBEHHBIX IMOMEUICHUH IO MHUKPOOpPTaHU3MaM H

JacTuaaM 3aBHCAT OT BHAA IMPOAYKIHU U TEXHOJIOTHYCCKON CTafjuyd C YUYCTOM YPOBHsA
3arpsA3HCHHA UCXOAHBIX MATCPUAJIOB U OITACHOCTH 3arpsA3HCHUA TOTOBOM MpoOAaAYKIHH.



7. BBHOy ONAacHOCTH TMEPEKPECTHOTO 3arps3HEHHsS METUIIMHCKAX OWOJIOTHYECKUX
mpenapaToB, 0COOEHHO Ha CTagUSAX PalbOTHI C KUBBIMH OpPraHU3MaMH, MOTYT MOTpPeOOBaTHCS
JIOTIOJTHUTEIbHBIE ~ MEPBl  MPEIOCTOPOKHOCTH, HANpPUMEp, HCIOJIB30BAHUE  CIIEHHAIBHO
MpeIHa3HaYeHHOTO O0OpYIOBaHUS U TMOMEIIECHUM, OpraHu3aius MPOU3BOACTBA MO MPUHIIUITY
OTIENBHBIX LHUKJIOB pPAa0OTBI M HCIOJB30BAHWE 3aKPBITHIX CHCTEM. YPOBEHb pa3/ieieHHs,
HEOOXOMUMBIA I TPEJOTBpPALICHHS TEPEKPECTHOTO 3arps3HEHHs], OMpEAeNseTcs BUIAOM
IPOAYKTa U apaMeTpaMH UCTIOIb3yEeMOTO 000y IOBAHHUS.

8. Hna mnpomsBoactBa BakuuHbl BI[XK u paboThl ¢ XKUBBIMM MHKPOOpPTaHH3MaMH,
UCTIONIb3YEMBIMH B TIPOM3BOJICTBE TMPEMApaTOB TYOEpKYyJWHA, KaK TMPABWIIO, HEOOXOIMMO
MPUMEHSATDH TOJBKO CIEIHATbHBIC TOMEIIEHUSI U 000pyI0BaHHE.

9. Ilpu pabore c¢ Bacillus anthracis, Clostridium botulinum u Clostridium tetani 10
3aBeplUICHUs Tpollecca WX HHAKTHBAIMM HEOOXOAMMO HCMOJIb30BaTh TOJBKO CIeUAIbHBIC
MOMEIIEHUS ¥ 000PYIOBAHHE.

10. JIns apyrux crnopooOpa3yrolux OpraHM3MOB MOXKET HMPUMEHSATbCS OpraHU3alus
MPOM3BOJICTBA TIO MPUHIIMITY OTAEIBHBIX IHKIOB MPU YCIOBUH, YTO MPH ITOM HCHOIB3YIOTCS
MOMEIIEHUSI U 000pyJAOBaHUE, CIEIHAIBLHO MPeAHa3HAYCHHBIE 7S 3TOW TPYNMbl MPOIYKTOB, U
OJTHOBPEMEHHO MTPOU3BOANUTCS MPOTYKIHS TOIBKO OJHOTO BHJA.

11. JIns Takux MpoOIyKTOB, KAK MOHOKIJIOHAJIbHBIE aHTUTENA U MPOIYKThI, TPOU3BOJUMbBIC
no pexomOuHanTHoW JIHK-TexHosoruu, nomyckaercs HUX OJHOBPEMEHHOE MPOM3BOACTBO B
OJIHOI 30HE C UCTOJIH30BAHMEM 3aKPBITHIX CUCTEM OMOPEPMEHTATOPOB.

12. Tlocme craguy BBHIpAIIMBAHUS TOCIEAYIONINE TEXHOJIOTMYECKHE CTaJud MOTYT
MPOBOAMUTHCS MMl Pa3HBIX MPOIYKTOB OJHOBPEMEHHO B OJHOW IMPOU3BOJICTBEHHOW 30HE MpHU
YCIIOBHH TPUHSATHS AJCKBATHBIX MEp IO NMPEIOTBPAIIECHHUIO MEPEKPECTHOTO 3arpsi3sHeHus. s
yOUTBHIX BaKIWMH U aHATOKCHHOB TaKO€ MapaieIbHOE MPOU3BOACTBO BO3MOXKHO TOJBKO IMOCIIE
WHAKTHBALIUHU KYJIBTYPBI HIIH ITOCIIE €€ JETOKCHKAIIHH.

13. Jlns mpou3BOACTBA CTEPUIILHOW MPOIYKIUHU CIIEAYeT HCIOJIB30BaTh MOMEIICHUS C
U30BITOYHBIM JaBleHHEM. JIJsi mpeJoTBpalleHUs pPaclpOCTPAHEHHs 3arpsA3HEHHs 3a IpPeIeiibl
CIEIHMANIbHBIX 30H, MOJBEPracMbIX BO3JEHCTBUIO IMATOT€HOB, B 3TUX 30HAX CIIEAYET CO3/1aBaTh
OTpUIATENLHBIN Mepenal JaBICHUS.

Bokchl ¢ oTpuLiaTeabHBIM NEPENagoM JaBICHHs, UCIIOJIb3YeMble 711 paboThI C MaTOreHaMu
B AaCENTUYECKHX YCIOBHAX, CIEAYeT OKpY>KaTb CTEPHIbHBIMH 30HAMHU C H30BITOUYHBIM
JTaBJICHUEM.

14. Tlpu BeIOOpe oOOOpynmoBaHMs mAns (UIbTpAIMKM BO3AyXa CJIEAyeT YYHUTHIBATh
0COOEHHOCTH MPOM3BOACTBEHHBIX 30H. Kak mpaBuio, He cliefyeT MPUMEHSTh PELUPKYIISIUI0
BO3/1yXa U3 30H, B KOTOPBIX MPOBOAATCS pabOTHI C )KUBBIMH NAaTOI€HHBIMU MUKpPOOPTaHU3MaMU
(3a UCKITFOUeHHEM 00OCHOBAHHBIX CITy4YaeB).

15. TlnanupoBKa MPOM3BOJICTBEHHBIX 30H W KOHCTPYKUHUS OOOPYAOBAaHHS JOJDKHBI
obecrieunBaTh BO3MOXKHOCTh MpOBeleHUA HX I(POEKTUBHONW OYUCTKU, N€3UHGEKIUU WU
CTepHIIN3aLUH (HapUMeEp, C UCTIOJIb30BaHUEM METoa (PyMUTAIIUN). DTH METO/IbI IOJKHBI OBITh
aTTECTOBAHBI (MCIIBITAHBI).

16. Konctpykius 000pyAOBaHUs, HUCHOIB3YEeMOTrO Jisi  pPabOTBl C  YKUBBIMHU
MUKPOOPraHU3MaMH, JOJHKHA UCKITI0YaTh BO3MOKHOCTD 3arpSI3HEHUS STUX KYJIbTYP U3 BHEUTHUX
HCTOYHUKOB B X0JI€ TEXHOJIOTUYECKOT0 Tpoliecca.

17. Konctpykiusi TpyOONpOBOJOB, BEHTWICH M (DUIBTPOB OYHUCTKH BO3AyXa JIODKHA
oOecrieunBaTh y100CTBO MX OYMCTKU M CTEpUIIM3AaLUU. PeKOMEHyeTcsl NCIOIb30BaTh CHCTEMBI
"ourictka Ha Mecte" (clean in place) m "crepunumzamus Ha Mecte" (sterilize in place).
Konctpykuust BeHTuneil Ha QepMeHTaTOpax [ODKHA MpeaycMaTpuBaTh BO3MOXKHOCTh HX
creprm3anuy napom. UIbTpel TOJDKHBI OBITh TUAPO(YOOHBIMH, CPOK MX CITYKOBI JTOJDKEH OBITh
OTIpeJieJIeH B MPOLIECCe aTTecTalluy (MCTIBITAHUI ).

18. KoHCTpyKIMS TEPBUYHONW HM3OJISIIMUA JOJDKHA MCKIIIOYaTh PUCK YTEUKH, YTO JIOJIKHO
OBITH TIOATBEPKICHO PE3yJIbTaTAMH UCIILITAHUN.



19. XXunkue oTX0abI, KOTOPBIE MOTYT COJIEPXKATh MTATOTEHHBIE MUKPOOPTaHU3MBI, TOJKHBI
IPOXOIUTH 3P PEKTUBHYIO T1e3UH(EKITHUIO.

20. BcnenctBue BapuaOENbHOCTH OHMOJOTHYECKHX MPOIYKTOB WM TIPOLIECCOB B XOIE
TEXHOJIOTUYECKOTO MpOIecca MOXET BO3HMKHYTh HEOOXOAMMOCTb OTMEPUBAaHUS WM
B3BCIIMBAHHUA KaKUX-THOO M00AaBOK WJIM WHTPENUEHTOB (Hampumep, OydepoB), ModTOMYy B
IPOM3BOJICTBEHHOM 30HE JIOMYCKAeTCs XPaHUTh HEOOJIbIINE 3aachl 3TUX BEIIECTB.

BI/IBapI/II/I " yXO0/[ 3a )KUBOTHBIMH

21. JKuBOTHBIE MCIIONB3YIOTCS JUIsI NMPOU3BOACTBA Psila MEIUIMHCKMX OHOJIOTHYECKUX
[IPENapaToB: BaKIMHbI MPOTHB IMOJHOMUENNUTA (00€3bsSHBI), CHIBOPOTKH MIPOTHB SI0B 3Mel
(Jlomanu U Ko3bl), BAaKLIMHBI IPOTUB OEIIEHCTBA (KPOJIMKH, MBIIIA M XOMSKH) U CHIBOPOTOYHBIN
roHajgorponus (nomanu). JKWBOTHBIE HCHONB3YIOTCA TakKe M KOHTPOJISL KadecTBa
OOJBIIMHCTBA CHIBOPOTOK M BaKLMH, HAlPUMEpP, MBIIIH (BaKLIMHA MPOTHUB KOKJIIOIIA), KPOJIUKU
(1151 MPOBEICHUS UCIIBITAHUN Ha MUPOTE€HHOCTH), Mopckue cBUHKM (BLDK-BakiuHa).

22. OO6mue TpeboBaHMs K OpraHM3allMM BUBApUEB, YXOAY 3a JKUBOTHBIMHU M KapaHTHHY
IPUBEIEHb B COOTBETCTBYIOIIEH HOPMAaTUBHOM JOKyMeHTauuu. BuBapum, B KOTOpBIX
coJiepXkKarcs )KUBOTHBIE, UCIOIb3yEeMble JJIsl TPOU3BOICTBA U KOHTPOJIS KaueCTBa MEAMLIMHCKUX
OMOJOrMYECKUX MpEernapaTroB, JOJDKHBI OBITH OTHEIEHBI OT 30H INPOM3BOJACTBA M KOHTPOJIS
kadectBa. COCTOSIHME 3/10pOBbsI JKUBOTHBIX, KOTOpbIE CIyXaT MCTOYHHKAMHM HCXOIHBIX
MaTepUajIoB WIN UCIONb3YIOTCS JUIsl KOHTPOJI KadecTBa NPOAYKIMH U IIPOBEAEHUS UCIIBITAHUN
Ha 0€30MacHOCTh, JOJDKHO KOHTPOJUPOBAThCSA, a Pe3yJbTaTbl KOHTPOJS (UKCUPOBATHCA B
JOKyMeHTanuu. J[is mepcoHana, 3aHSATOrO B 3TUX 30HAX, JOJDKHBI OBITH IPETyCMOTPEHBI
KOMHATBhl Ul IEpPeo/ieBaHUsl M COOTBETCTBYIOIIas pabouas onexna. [Ipu ucnoiabzoBaHUU
00e3bsiH JJ1 MPOU3BOACTBA WM KOHTPOJISL Kaue€CTBAa MEIULIMHCKUX OMOJIOTHYECKUX MpEnapaToB
HE0O0X0IMMO yUUTBIBaTh 0coOble TpeOOBaHUs, yKa3aHHbIe B AeicTByromux "Hopmarusax BO3
Juts ouosiornyeckux Bemects" N 7.

JlokymeHTanus

23. B cmnenudukanud Ha WCXOAHBIE MaTEpUalbl IS MPOU3BOJCTBA OHMOIOTHYECKUX
MEIMIUHCKUX MPENnapaToB ClIeAyeT BKIIOYaTh JOMOJHUTENBbHYIO MH(pOpMaIuo 00 UCTOYHHUKE,
IIPOUCXOXKIECHUH, METOJE IPOU3BOJACTBA M INPUMEHSEMBIX METOJaX KOHTPOJS KauecTBa, B
YaCTHOCTH, MUKPOOHOJIOIHYECKOTO KOHTPOJISL.

24. Kak mnpaBwio, crneuupuKanuu TpeOyloTcs TakkKe [UIs MPOMEKYTOUHBIX U
Hepac(hacOBaHHBIX MEAULIMHCKUX OMOJIOTHYECKUX MIPENapaToB.

Hcxonubpie Matepualibl

25. Caemyer 4eTKO ONpEACIsATh UCTOYHHUK, MPOUCXOKICHUE W IMPHUTOJHOCTh MCXOIHBIX
MaTCpHraJIOB IJIA UCIIOJIb30BaAHU. Ecnu MMPOBCACHUC HeO6XO,Z[I/IMI:IX UCHBITAHUH 3aHUMAaeT MHOI'O
BPEMEHH, JIOIyCKAeTCs HaYMHATh OOpa0OTKYy WCXOJHBIX MAaTEpUANOB OO0 TOJIYYCHHUS
pe3yJbTaTOB 3TUX MCIBITAaHWW. B Takux cilydasx pa3pelleHUEe Ha BBIIYCK CEPUH T'OTOBOH
MPOAYKIIUH 3aBUCHUT OT TTOJIOXKUTEIBHBIX PE3yJIbTATOB UCIIBITAHUI HCXOIHBIX MaTepPHAJIOB.

26. HpI/I HCO6XO,[[I/IMOCTI/I CTCPpUIIN3allUU HCXOAHBIX MATCPpUAJIOB MPCANOUYTUTCIIBHBIM
SBISICTCS  TEIUIOBOM  MeToA. Jlyis WHAKTHBAaNMK  OHMOJIOTMYECKHX MAaTepHajoB  MOTYT
UCIIOJIb30BaThCSl  IPyTHe JIOMYCTHMBIE METOAbl (Hampumep, oO0paboTKa HOHU3UPYIOIIUM
U3ITYYCHHEM).

Cucrema IMoCeBHBIX MaTCpHraioB U 0aHKOB KJIETOK



27. Jlas TpenoTBpaIICHUS HEXKENATEIbHOTO W3MEHEHHUS CBOWCTB, KOTOPOE MOXKET
MPOU3ONTH BCIIEJCTBUE MHOTOKPATHBIX TIEPECEBOB WM OOJBIIOTO YHWCIA TeHEepaluin
(maccaxkeit), MPOU3BOJICTBO MEIUIIMHCKAX OWOJOTHUECKUX TMPErapaToB, IOIy9aeMbIX W3
KyJIbTYpP MUKPOOPTAaHU3MOB, KyJbTYp KJIETOK WJIH Pa3MHOXEHHEM B SMOpHOHAX M KHBOTHBIX,
JIOJDKHO OBITh OCHOBAHO HA CHUCTEME TJIABHOTO M pabodero O0AaHKOB MOCEBHBIX KYJIBTYp H/HIH
KJIETOK.

28. KonnuecTtBo reHepauuil (yIBOCHMI, Maccakeil) MeXIy MOCEBHBIM MaTepUaoM WU
0aHKOM KJIETOK M TOTOBOW MPOIYKIMEH TOJKHO COOTBETCTBOBATH TPEOOBAHHSIM HOPMATHBHOMU
JOKYMEHTAIUN U TPEOOBAHUSAM, YCTAHOBJIEHHBIM IPU PETHCTPALAHU JIEKAPCTBEHHOTO CPEJCTBA.
MacmrabupoBanue mpoliecca He JOHKHO U3MEHSTh 3T0 (yHIaMEHTAIbHOE COOTHOIIICHHUE.

29. IloceBHble MaTepuaiabl U OaHKH KIETOK HEOOXOAMMO COOTBETCTBYIOIIMM OOpa3oM
XapaKTepU30BaTh U MPOBEPSITh HA OTCYTCTBHME KOHTAMUHAIMK. B manmpHeiieM uX NpurogHoCTh
JIOJDKHA OBITH TOATBEPIKICHA CTA0MIIBHOCTBIO XapaKTEPUCTUK M KAYECTBOM ITOCIIETOBATEIBHBIX
cepuii mpoaykiuu. [loceBHble MaTepuanbl U OaHKHU KIETOK CIEAyeT co37aBaTh, XPaHUTh U
WCIIOJIb30BaTh TaKUM 00pa3oM, 4YTOOBI PHUCK UX 3arpsA3HEHUST WIM W3MEHEHUs ObLI
MUHUMAJbHBIM.

30. IloceBHBIE MaTepHasbl U OaHKK KJIETOK HEOOXOIMMO CO37aBaTh B KOHTPOJIHPYEMOI
cpene, obecreynBaronieil 3aluUTy MOCEBHBIX MAaTEPUAIOB U OAHKOB KJIETOK M pabOTaIOUIEro ¢
HUMH TiepcoHana. [Ipu co3maHMm MOCEBHOTO MaTepuaia M OaHKa KIETOK HE JOIyCKaeTCs
OJIHOBpPEMEHHas paboTa B OJHOM 30HE WM OJHUM M TE€M K€ MEPCOHAIOM C APYTUMU KUBBIMU
WM MTHQHUIUPYIOUIMMA MaTepraiamMu (HarpuMep, BUPYCaMH, JTMHUSMH WM IITAMMaMH KIIETOK).

31. [lanHble, MOATBEpPXKAAOIINE CTAOMIBHOCTh U BOCIPOHU3BOAMMOCTH IOCEBHBIX
MaTepuaioB M OaHKOB KIJIETOK, HEoOXomumo o¢opMisiATh B BHUAE JOKyMEHTOB. EMKocTH,
npeIHa3HaYeHHBIE U1 UX XPAHEHUS, TOJDKHBI ObITh TePMETHYHBIMH, YETKO MAPKHUPOBAaHHBIMU U
XpaHUTBCS TIPU HeoOXonuMmon Temreparype. HeoOxoaumo TmaTenbHO BECTH JOKYMEHTATbHBIN
y4eT XpaHSIMIUXCS eMKOCTed. B XOIOAMIBHBIX YCTAaHOBKaX TEMIEpaTypy XpaHEHHUS CIETyeT
HETPEPHIBHO PETHUCTPHPOBATh, @ B YCTAHOBKAX C JKUIAKUM a30TOM - KOHTPOJHPOBATH
COOTBETCTBYIOIIUM o0Opa3oM. Bce OTKIOHEHHS mapaMeTpoB XpaHEHHs 3a YCTaHOBJICHHbBIE
TPaHUIIBI U BBITEKAIOIINE U3 ATOTO KOPPEKTHPYIOIIUE NEHCTBUS TOKHBI OBITH O(POPMIICHBI B
BUJIE POTOKOJIA.

32. PaboTa ¢ MOCEBHBIMU MaTepUaiaMy M OaHKaMM KJIETOK JIOJIKHA BBITOTHATHCS TOJBKO
CHEIMaIbHO Ha3HAYEHHBIM MEPCOHAJIOM IIOJ KOHTPOJIEM OTBETCTBEHHOro Jjuna. loctym k
XPaHAIIMUMCS TTOCEBHBIM MaTepuanaM U OaHKaM KJIETOK CJIeIyeT KOHTPOJIUpOBaTh. Pasnnunble
MOCEBHbIE MaTepUalbl U 0aHKU KJIETOK CIeAyeT XpPaHUTh TaKUM 00pa3oM, YTOOBI MCKIIOYAIacCh
BO3MOXXHOCTh WX IOJMEHBI WM TEPEKPECTHOTO 3arps3HeHus. PekoMeHayeTcs pas3nensirb
MIOCEBHbIE MaTepuasbl U OAHKHU KJIETOK, U pa3Hble YACTH XPAaHUTh OTIEIBbHO BO M30€kKaHHE HX
HOTEPH.

33. Onepanuu O BCEMU €MKOCTSIMHU, COJIEP)KAIIMMHU TJIaBHBIA U pabounii OaHKW KJIETOK H
MIOCEBHBIX MaTEPUAJIOB, CIEAYET MPOBOAUTH B OJHOM MOpPsIKe. EMKOCTb, OHAX/bI B3ATYIO U3
XpaHWINILA, HE TOIyCKAaeTCsl BO3BPAIIATh B XpPaHUIIMILE TTIOBTOPHO.

[TpunHtUTIEI pabOTHI

34. Cnenyet npoBEPSThH POCTOBBIE CBOMCTBA CPEAbI KyJIbTUBUPOBAHUA.

35. JloGaBieHue maTepuagoB WM KyJbTYp B (hepMEHTATOPHI U APYTHE COCY[bI, a TaKXKe
oTO0p Mpo® W3 HUX HEOOXOAMMO NPOBOAUTH B TIHIATEIHFHO KOHTPOJIHMPYEMBIX YCIOBUSIX,
o0ecreynBaroIuX HEBO3MOKHOCTh BHECEHUS 3arpsisHeHuil. [Ipu BHeceHnn 100aBOK MM 0TOOpE
po6 He0OXOIMMO KOHTPOIMPOBATH MPABMIIBHOCTH MOJCOETUHEHUS COCYIOB.

36. Ilpouecchl LEHTpUPYTUPOBAHHUS WM CMELIMBAHMUA TNPOJYKTOB MOTYT TNPHUBECTH K
00pa30BaHUIO a’pO30JICH, MOITOMY BO HM30€KaHHE IEPEHOCA KUBBIX MHKPOOPTaHM3MOB 3TH
IPOIIECCHI CIIEYET MPOBOAUTH B M30JIMPOBAHHBIX 30HAX.



37. I1o BO3BMOXKHOCTH, Cpelia KyJIbTUBUPOBAHMS JOJIKHA OBITH CTEPUIIN30BaHa Ha MecTe (in
situ). [Ipu momaue B depMeHTATOPHI TA30B, Cpell, KUCIOT UM IIeN0Yei, MeHoracuTeNnel u T.1I.,
10 BO3MOXXHOCTH, CJIEJye€T HCIIOJIb30BaTh CTEPWIIM3YIONIHE (WIBTPHI, BCTPOSHHBIE B JIMHHUU
MOJIaYH.

38. Ocoboe BHHMMaHHME HEOOXOIMMO YIENATh aTTecTallH (WUCIBITAHUAM) METOJI0B
yAaNeHUs UM MTHAKTUBAIIUU BUPYCOB (CM. COOTBETCTBYIOILYI0 HOPMATHBHYIO IOKYMEHTAILIUIO).

39. Ilpy WHAKTHBAMU WJIM YyJAJCHUW BUPYCOB B XOJ€ IPOU3BOJICTBA HEOOXOAUMO
NPUHUMATh MEpPHI MPOTHUB MOBTOPHOTO 3arpsi3HEHUS 0O0paOOTaHHOW MPOIYKIUH CO CTOPOHBI
HeoOpaOOTaHHOH TPOTYKIIHH.

40. Ilpm npuMeHeHHH XpoMmaTorpauuecKux METOJOB HCIHONB3YIOT pa3Hble BHUbI
00OpyIOBaHUS, KOTOpOE, KaK MpPaBHJIO, JODKHO OBITh CHEIHMAIbHO MpPEeIHA3HAYCHO IS
MPOBEJICHUS OYUCTKU OJJHOTO TUIA MPOAYKIMH. MexXTy cepusiMu IpOoAyKIIMU 3TO 000pyA0BaHKE
JIOJDKHO TIPOXOIUTH CTEPIITU3AINIO WK Ie3uH(peKio. He pekoMeHIyeTcsl UCTIoNb30BaTh OJTHO
U TO ke 000pyZOBaHKE Ha Pa3HBIX TEXHOJOTHYECKUX cTamusax. CiaeayeT yCTaHOBUTh KPUTEPUU
PUEMIIEMOCTH, CPOK CITYKOBI U METOJIbI CTEPUITM3AIINHN HITH 1e3WH(PEKIINN KOJIOHOK.

KoHntpois kauecTBa

41. lnst obecniedeHus: CTaOMIIBHOCTH KauecTBa MEIUIIMHCKUX OMOJOTMYECKHX MPETapaToB
ocoboe 3HaueHHE HUMEET BHYTPUIPOM3BOJCTBEHHBIM KOHTpOIb. KOHTpoJbHBIE oOmepanuu,
MMEIOLIHIE pelIaollee 3HaYeHUE JUIsl KaueCcTBA MPOIYKIUH (HallpUMep, OTCYTCTBHE BUPYCOB), HO
KOTOpble HE MOTyT OBITh HpPOBEAECHBI Ha TOTOBOH MPOMYKIHMH, CIEIYyeT HPOBOIUTH Ha
COOTBETCTBYIOIINX MPOMEKYTOUHBIX CTAIUSAX MPOU3BOJICTBA.

42. OO6pa3upl MPOMEXYTOUHBIX MPOIYKTOB HEOOXOIUMO XPAaHUTh B COOTBETCTBYIOIIMX
YCIIOBHSAX, M MX KOJHMYECTBO JOJDKHO OBITh JTOCTaTOYHBIM JUISI TIOBTOPESHUS MITH TIOATBEPIKICHHS
UCTIBITAHUH 110 KOHTPOJIIO KaYeCTBa CEPUU NMPOTYKIIHH.

43. HekoTopble TEXHOJIOIMYECKHE IMpPOIECChl, Hampumep, ¢epMeHTanus, TpeOyroT
HENPEPbIBHOIO KOHTPOJI MapaMeTpoB. DTU JaHHbIE JOJKHBI BXOJIUTh COCTAaBHOW 4acThiO B
IIPOTOKOJI Ha CEPUI0 MPOAYKIIHH.

44. Ilpu ncnonab30BaHNU B MPOU3BOACTBE NEPEBUBAEMBIX KYJIBTYp UX CHELU(UKY CIEeAyeT
YUUTBIBAaTh B TPEOOBAHUAX K KOHTPOJIIO Ka4ecTBa.

[Ipunoxenne 3
IMPOU3BOJACTBO PAJJUODAPMALEBTUYECKUX ITPEITAPATOB
OO011HeE TOJI0KEHNS

[Tpou3BoncTBO paanodapMaleBTUIECKUX MNpPEnapaToB JOHKHO OBITh OPraHHM30BaHO B
cooTBeTcTBUU ¢ [IpaBumamMu mpor3BOICTBA M KOHTPOJIA KauyecTBa JEeKapCTBEHHbIX cpeacts GMP
(wactu 1 u II nHacrosmiero crangapra). [lannoe Ilpunoxenue ycTaHaBiIMBaeT TpeOOBaHMA,
cneruduUecKue sl MPOU3BOJICTBA painodapMalleBTUYECKUX MPEnapaToB.

IIpumeuaHnus:

1. Jannoe [Ipunoxenue HE pacnpocTpaHsTcs Ha MPUTOTOBJICHUE
paanodapManeBTHYeCKUX IpenapaToB B CHCHUAIM3UPOBAHHBIX —anTekax (B JIe4eOHBIX
YUPEXKICHUSAX WM JEUCTBYIONIMX CaMOCTOSITENIbHO) C HCIOJIb30BAaHUEM PaJHOHYKIHIHBIX
TeHEepaTopoB M HAOOpOB pPEAareHTOB B COOTBETCTBUM C JHUICH3MEH (PEerucTpaliMOHHBIMU
JIOKyMEHTaMH ).



2. B cooTBeTcTBUM C TpeOOBaHUSMHU paJWalMOHHON OE30MaCHOCTH OTBETCTBEHHOCTH 3a
OpUMEHEHHE pagualid B MEAMLMHCKUX LENAX JIEKHUT Ha JIeYeOHBIX YUpexKIeHHSIX (Bpadax).
[Ipn npumeHeHuu  paauopapMalleBTUYECKUX  IpenapaToB B JAUArHOCTHMYECKUX U
TepaneBTHUECKUX LENAX JOJKHA OBITh OOecledeHa BO3MOXKHOCTb Y4YacTHs CHELUAINCTa IO
MEIUITUHCKON (PM3UKE U BBITIOJIHEHBI IPYTHE TPEOOBAHUSI.

3. Hannoe IlpunoxeHue pacmpocTpaHseTcs TaKke Ha paauodapManeBTHUECKUE
IIpenaparsl, UCIOJIb3YOUINECS B KINHUYECKUX UCIIBITAHUSAX.

4. TpancnoptupoBaHue paauodapMaleBTUUYECKUX  IPENapaToB  BBIIOJHIETCA B
COOTBETCTBUH C TPEOOBAHUSAMU IO PATUANMOHHON Oe30macHOCTH MeXayHapoaHOTO ATEHTCTBA
no atomHo# 3Heprun (MAI'ATO) u HalMOHANBHBIMU TPEOOBAHUSIMH.

5. MoryT wnCnonbs30BaTbCsl METOABI, OTIMYAIOIIMECS OT IPUBEICHHBIX B JIAHHOM
[TpunoxeHnn, HO MO3BOJSIONIME BBINOJIHUTH TpPeOOBaHUS MO OOECHEUYEeHUI0 KayecTBa
npoaykuuu. [lpu TpUMEHEHWH STHX METONOB CJeIyeT IO0Ka3aTh, YTO OHU OO0ECIEYHBAIOT
YPOBEHb KauecTBa, SKBUBAJICHTHBIH, 110 KpaiiHell Mepe, TpeboBaHusAM faHHOro IIpunoxenus.

Bsenenue

1. TIpousBonactBo paanodapMaleBTHUECKUX TpernapartoB U OOpalleHHe C HUMHU
MPEACTABISIET TOTEHIIMAIBHYIO OINACHOCTh. YPOBEHb PHCKA 3aBUCHT OT THUIA H3JIyYCHUS,
SHEPTrUU W3IyYeHHUs M TMepuoja Moiypacnaga paauoHykiuaoB. Ocoboe BHUMaHHE CIETYyeT
YVACIUTH MPEJOTBPAIICHUIO TIEPEKPECTHOTO 3arps3HEHUs, HAJTUYHIO OCTATKOB PaJMOAKTHBHBIX
MaTepUasoB U yIaJeHHUIO OTXOOB.

2. U3-3a TOrO YTO PAAMOHYKIHIBI HMMEIOT KOPOTKHH CpPOK XpaHEHHUS, IOMYCKAeTCs
BBIMYCKaTh HEKOTOpBIE paguodapManeBTUUYECKUe MpemapaThl A0 3aBEPIICHUS KOHTPOIS
KauecTBa. B »TOM ciyuae B cHeIMaibHOM WHCTPYKIMU JODKEH OBITh YETKO M TMOAPOOHO
orpezieNieH MOPSAIO0K BBITyCKa MPenapaToB, BKIIOYast OTBETCTBEHHOCTh MEpCoHaNa U TpeOoBaHuUs
K HETPEPbIBHOH OIEeHKE 3()(HEKTUBHOCTH CUCTEMBI 00ECTIEUCHHUSI KaUeCTBa.

3. OOnactet0o mnpuMeHEeHHs JaHHOTO  [IpuiokeHHss  SIBISETCS  JACSATEIBHOCTH
NPOMBILIUICHHBIX MPEANPUITHH, SACPHBIX UEHTPOB, HMHCTUTYTOB U [I9T-uentpoB mo
MIPOU3BOJICTBY U KOHTPOJIIO KauecTBa:

- paarodapMareBTHUECKHUX MPernaparos;

- paguodapmaneBTuueckux mnpemapatroB st [I9T  (mO3UTPOHHO-DMUCCHOHHOM
ToMorpadun);

- PpaaMOaKTUBHBIX MPEIIIECTBEHHUKOB [UIsl TMPOM3BOACTBA paanodapMareBTHUECKUX
penaparos;

- PaAMOHYKJIMIHBIX T€HEPATOPOB.

Bun npoussoacrsa IIpaBuna GMP | Cnenyer BBIIOIHATH TPeOOBAHUS HACTOSIIETO

HE pacnpo- cranaapta. Yactu Il u I (mo mepe

CTPaHAIOTCSI NpUOJIMKEHUS CTaJUM ITPOU3BOICTBA K TOTOBOMY

<> IPOAYKTY U COOTBETCTBYIOLINE PUITIOKEHUS])
Pagnodapmanentuye- [Iponyxkuus Xumnue- |Craguu | IlepepaboTka, Acentuueckoe
CKUe€ Ipernaparsl PEaKTOpOB M | CKHH OUUCTKU |(OpMHUpOBAHME, |MPOU3BOJICTBO
Pagnodapmanentuye- LIMKJIOTPOHOB | CHHTE3 YIIaKOBBLIBaHUE win GUHUIITHAS
CKUe IIpernapaTsl s (HamonHeHue, CTEpUIN3ALNL

IIUKJIOTPOHOB

19T ¢bacoBanue)
PannoaxkTuBHEIC

MPEAIIECTBEHHUKH

Papnonyknuaneie [Tponyxums TexHonornuecKkui mpouece
re€HEPATOPBI PEaKTOpOB U




<*> MuIlleHb U CHCTEMa Mepeavr OT IIUKIOTPOHA K YCTAHOBKE CUHTE3a MOTYT
paccMaTpUBaThCS Kak MepBasi CTaaus MPOU3BOJICTBA AKTUBHBIX (hapMaIleBTHYCCKIX
cyOCTaHIIMIA.

4. Tlpom3BoauTellb TOTOBOTO paarodapMaleBTHYECKOTO IMpernapara JJODKEH HMETh
OMHMCAaHUE TEXHOJOTMYECKOr0 TpoIllecca MPOM3BOJACTBA aKTHBHOW  (hapMarieBTHYEeCKON
CcyOCTaHIIMHM, TOTOBOTO JICKAPCTBEHHOTO CPENICTBA M yKa3aTh, kKakue TpedoBanus GMP (dactp |
win II) HacTosmiero craHgapra paclHpoCTPaHSIOTCS HAa pa3jMYHblE TEXHOJIOIMUYECKHE
OTICPAIINH/CTA/IUH.

5. TlpomsBoacTtBo paanodapMaleBTHUECKUX MPEMapaToB JIOJDKHO BBIMONHITHCS B
COOTBETCTBHUH C TPEOOBAHUSIMH HOPM PaJHAITMOHHON OE30MaCHOCTH.

6. IIpouwsBomcTtBo pamuodapManeBTUYSCKUX MpEnaparoB, NpeJHA3HAYCHHBIX IS
MapeHTEePAIbHOTO BBEACHUS, [OJDKHO BBITIONHATECS B COOTBETCTBUU C TPEOOBAHUSIMH,
OPEIbABISEMBIMU K CTEPUIBHOCTH TAKUX MpEnapaToB, ¢ COOMIONEHUEM, MPH HEOOXOIMMOCTH,
ACENTUYECKUX YCIOBHU IMPOW3BOJACTBA B COOTBeTCTBUHM C [lpunoxenwem 1 k Hacrosmemy
CTaHIapry.

7. TpeGoBanus K paguodapManeBTHUESCKUM TIpenapaTaM H METOJaM WX KOHTPOJIS
YCTAHOBJICHBI B (PAPMAKOINIEHHBIX CTAThIX WU IPYTHX JTOKYMEHTax <*>.

<*> #B opurunaine mnpaBun GMP EC ykazano: B EBpomeiickoii ®dapmakoriee wuiu
JMILIEH3UU Ha peanu3anmio (marketing authorization)#.

Knunndeckne ucnbITaHus

8. Ha mnpomsBoacTBo panuodapmaneBTHUECKUX IpenapaToB, NpeAHA3HAYCHHBIX IS
KIIMHAYECKUX MCCIICIOBAaHUM, PACTIPOCTPAHSIIOTCS Takke TpedoBanus I[lpunoxenus 13
HACTOSAIIEMY CTaHIAPTY.

O0ecricueHue Ka4ecTna

9. OOGecrneueHne KadecTBa IpPH HNPOM3BOJCTBE paauo(apManeBTUUYECKUX MpPErnapaToB
uMeeT oco0oe 3HaueHHEe BBUAY UX CHEIU(UUECKHX 0COOCHHOCTEH, Majbix 00BEMOB Cepuil U B
HEKOTOPBIX CIy4asX HEOOXOIMMOCTH NMPUMEHEHHUS 10 3aBEpLICHHs ONepauuil 1Mo KOHTPOIIO
KayecTBa.

10. 3amuTa OpOAYKUMH OT 3arpsA3HEHUH M NEPEKPECTHBIX 3arpsA3HEHUN NTOJKHA OBITH
o0ecrevyeHa Tak ke, Kak U MpHU MPOU3BOJCTBE JIOOBIX JIEKAPCTBEHHBIX cpencTB. Ho B manHOM
cillydyae TpEABSABISICTCS  JONOJHHUTENbHOE TpeOoBaHME TIO  3allMTe IepcoHana  oOT
MOHM3UPYIOUIETO M3JTydyeHus. B aTux ycnoBusix cuctema oOecredeHHs KayecTBa MpHOOpeTaeT
UCKJTIOUYUTEIFHO Ba)KHOE 3HAYCHHUE.

11. Caenyer mpoBOAUTH OIEHKY M PETUCTPALMIO JTAHHBIX MO KOHTPOJIKO MOMEMICHUNA M
000pyI0BaHHUS B COOTBETCTBUH C MX 3HAUEHUEM B TEXHOJIOTHYECKOM IPOIECCE.

12. IIpu mpom3BoACTBE paauodapMarieBTHYECKUX IMPENnapaToB CleayeT B HEOOXOIUMOM
o0beMe TPOBOMUTH aTTeCTAllMU (WCIBITAHKS) C yY4E€TOM aHajin3a PHUCKOB B COOTBETCTBUU C
TpeOOBaHUSIMU JAHHOTO CTaHJapTa M HOPMATHUBHBIX JOKYMEHTOB IO paJHallMOHHON
0€30MaCHOCTH.

Ilepconan

13 BCG TEXHOJIOTUYCCKHUEC onepam/m JOJIP)KHBI BBIIIOJIHATHECA HepCOHaJIOM, NMCHOIIINM
CIIENMAJbHYI0 TOJATOTOBKY TIO paJMaloHHONW Oe3omacHocTu. [lepconan, 3aHATHIA B
MPOU3BOJICTBE, KOHTPOJIE KaueCTBA U BBIMYCKe pamuodapMareBTUIECKUX MPEnaparoB, JOKEH
NpPOWTH  CcHenuanbHOe OOy4YeHHE, CBS3aHHOE C OCOOCHHOCTSAMH JTHX IIpPernaparoB.



YOTHOMOYEHHOE JIUIIO HECET TMOJIHYIO OTBETCTBEHHOCTh 3a BBINMYCK paanodapMaleBTUUeCKIX
MpemnapaToB.

14. Ilepconai, paboTaromuii B 30HaX MPOU3BOICTBA paanodapMaleBTUUECKUX MMpernapaToB
(BKJrOYast 3aHATHIA  yOOpPKOM M TEXHMYECKUM  OOCIY)KMBaHHEM), JOJKEH MpPOUTH
JIOTIOJTHUTEIIFHOE 00YYEeHNE, CBA3aHHOE CO CIEIM(PHUKON MPOLIECCOB U MPOTYKITHH.

15. Ecnu mpou3BOACTBEHHbIE TMOMELICHUS M 0OOPYJOBAaHHE HCIONB3YIOTCA TakXKe IS
MIPOBEJICHUS UCCIICIOBAHMMA, TO WCCIICOBATEILCKHI TEPCOHAN JODKCH MPOWTH OOY4YCHHE TIO
npasuiaM GMP. Cnyx0a obecriedeHns KauecTBa JIOJKHA pacCMaTPHUBATh U 1aBaTh pa3pelleHne
Ha MMPOBCACHUC pa60T, CBA3aHHBIX C UCCIICAOBaHUAMMU, OJI1 TOT'O YTOOBI UCKIIOYNUTH UX OMACHOE
BIIMSTHUE HA MTPOU3BOJICTBO.

[TomerneHus 1 000pyOBaHKE
OO01111E TTOIOKEHNS

16. IIpousBoacTBo paguodapMaleBTUUECKIX MPENapaToB JOHKHO OBITh OPraHW30BaHO B
KOHTPOJIUPYEMBIX 30HaX, B KOTOPBIX BBIMOJHSIIOTCS TpeOOBaHUSA K OKpY’Karouleil cpeae u
paauanMoHHON Oe3omacHOCTU. Bce TexXHOJOorMdeckue Omepanuu OJDKHBI BBIMOTHITHCS B
CHEIMAJIbHBIX IIOMEIIEHUSAX M Ha CHEHHAJIbHOM OO0OpYy/IOBaHUM, NpPEJHA3HAYEHHOM s
MPOU3BOJCTBA pagrodapManeBTUIECKIX MPernapaToB.

17. Cnemyer npuUHATH Mephl IO NPEJOTBPALICHUIO NEPEKPECTHBIX 3arpsA3HEHUH OT
NepCcoHalIa, MaTepUasoB, paJuOaKTUBHBIX MaTepuajioB U np. Be3xe, rae 3To BO3MOXKHO, CIEAYyET
UCIIOJIb30BaTh 3aKPbITOE WM HU30JMpPOBAaHHOE 0OOpynoBaHue. Ipy Mcrnonb3oBaHUM OTKPBITOIO
000pyAOBaHUs CIEIyeT MPHUHITh MEPHI MO CBEIEHUIO PHCKa 3arps3HeHUd K MuHumMywmy. [lpu
OLICHKE pHCKa CIIeJyeT I[I0Ka3aTh, 4YTO YUCTOTAa OKpPY’XKAIOUIEHl Cpeapl yIOBIETBOPSET
TpeOOBaHUAM, IPEABABISIEMBIM K TUITY BBIITYCKaeMOI MPOIyKIIUH.

18. Bxox B npOM3BOACTBEHHBIE 30HBI JOJDKEH OCYILIECTBIATHCS 4Yepe3 KOMHAThl
nepeoAeBaHusl (CaHNPONYCKHUKH) M JOJKEH OBbITh OrpaHUYeH TOJBKO MJIsi IepcoHaia,
MMEIOLIETO MPaBO 10CTyIa B HUX.

19. Cnenyer mpoBOIUTH KOHTPOJb PabOYMX MECT M OKpYXalolleld CpeIbl Ha Haludue
(KOHIICHTPAIMIO) PAJMOAKTUBHBIX 3arps3HEHUN, YacTUI U MHUKpOOpranu3MoB. Illopsmox
IIPOBEICHUS KOHTPOJIS YCTAHABIMBAETCS IIPU aTTECTALMM B SKCILTyaTHPYEMOM COCTOSIHUH.

20. Jns obecrieueHuWs Hajyiekamied paOOTHl MOMEIICHUH W 00OpYHAOBaHUS CIETYeT
OpraHW30BaTh HMX TEXHUYECKOE OOCITYy)KMBaHHE, IPOBOJUTH KaJIMOPOBKY (TOBEPKY) U
aTTeCTaluIo (MCTBITaHUs). DT PAOOTHI JOJKHBI BBITOIHATHCS OATOTOBICHHBIM IEPCOHAIOM, a
(bakT ux MpoBeIeHUs U MOTYYSHHbIE PE3YJIbTaThl JOJKHBI 0QOPMIISTHCS TOKYyMEHTAIBHO.

21. Cnenyer npuHATH MEpHI MO 3alUTE OT PAJMOAKTUBHOIO 3arps3HEHMS MOMEIIEHUN U
obopynoBanusa.  CrnemyeT — opraHu3oBaTh  KOHTPOJb  PaJUOAKTHBHBIX  3arpsA3HEHUN
HENOCPEACTBEHHO C ITOMOIIBIO JO3UMETPOB MJIM KOCBEHHO METOJIOM CMBIBOB.

22. IToBepXHOCTH 00OpPYOBaHUS, COMPUKACAIOIIUECS C MMPOAYKTOM, HE JIOJDKHBI BCTYNATh
C HUM B PEaKLHIO, HUYEro He NMPUBHOCUTH B HEro M He abcopOMPOBATH MPOIYKT, YTOOBI HE
MU3MEHUTH €70 CBOWCTBA.

23. Peuupkymnsuus BO3AyXa U3 TIOMEIICHUH, B KOTOPHIX BBINOJHSAETCS pabora C
paarodapmaleBTHYECKUMH TpenapataMu, He JOMYyCKaeTcs, 3a HCKIIOUYEHHEM CiIydaeB, Koria
OPUMEHEHHE PELUpPKYJSIIMA  OOOCHOBaHO. B BBITSKHBIX CHCTEMax JOJDKHa  OBITh
IIpEeAyCMOTPEHA 3alUTa OT 3arpsA3HEHUs] OKPYXkKaroleHd cpeabl paJluOaKTUBHBIMM YACTUIAMHU U
ra3amMi. B KOHTpOJIMpyeMbIX 30HAaX JOJDKHA OBITh MPEAYCMOTPEHA 3allUTa OT 3arps3HEHHS
YaCTULAMU U MUKPOOpPTaHU3MaMH.

24. YTtoObl HE NOMYCTUTh PACHPOCTPAHEHUS PATUOAKTUBHBIX YACTHII, MOXKET OKa3aThCs
HEOOXOUMBIM TMOJIEP)KUBATh OTPHUIATENILHOE JaBIIEHUE B 30HAX, I'JI€ HAXOIUTCS OTKPBITHIN
IPOAYKT. B TO e BpeMs cieAyer 3alllUTUTh IPOAYKT OT 3arpsi3HEHUM U3 OKPY KArOLIEH Cpessl.



OT0 MOXET OBbIThb JOCTUTHYTO 3a CYET NPUMEHEHUS OapbepHOM TEXHOJOTMM M BO3TYIIHBIX
LUTFO30B.

ITpon3BOCTBO CTEPUIIBHOM MPOAYKLIUU

25. CrepuiibHble paguodapMaleBTHUECKUE MpenapaThbl pa3AesstoTcs Ha ABE IPYIIIIbL:

- IpenapaTsl, MoJyleKalye (UHUIIHON CTepUIIM3AlNY, T.€. CTEPUIM3ALUN B MEPBUYHON
OKOHYAaTeJIbHOM yIaKOBKe;

- TIpemapaTsl, HE JOMyCKarolue (QUHHUILIHON CTEpUIN3alUu, MPOU3BOJACTBO KOTOPBIX
JIOJDKHO OBITh OPraHU30BAaHO B ACENTUYECKHUX YCIOBUSX.

TpeGoBaHusT K YUCTOTE TOMEIICHHH 3aBUCAT OT TOT0, K KAaKOM TPYIIE OTHOCHUTCS
npenapat. TpeOoBaHUs K 4uCTOTE pabounX 30H, B KOTOPBIX MPOAYKT MU MEPBUYHAS YIIaKOBKA
MO’KET HaXOJUThCSI B KOHTAaKTE C OKPY’KAIOLIUM BO3AYyXOM, NpuBeAeHbl B [lpunoxenun 1 k
HACTOSILEMY CTaHJApPTy.

26. Jlna onpenenenus TpeOOBaHUM K MepenaaaM J1aBjeHus, HalpaBJIeHUIO TOTOKA BO3/1yXa
U €r0 KayecTBa MOTYT MCII0JIb30BaThCSI METO/Ibl aHAJIN3a PUCKOB.

27. B 3aKpbITBIX aBTOMAaTU3UPOBAHHBIX CUCTEMAX, NMPEACTABISAIONIUX COOOM, KaK MpaBUIIO,
ropsiuue Kamepbl C pa3MelIeHHEM B HUX YCTAaHOBOK XMMMYECKOI'O CHHTE3a, CUCTEM OYHMCTKH,
cTepuin3ytonie ¢punbrpanuu "Ha JUHUK", TOJKHA OBITH mpenycMoTpeHa 3oHa C. B ropsuue
KaMepbl, HaxOJAIIUECs] B 3aKPbITOM COCTOSHUH, JOJDKEH I10JaBaThCs BO3AYX C BBICOKOU
CTENEHbIO YNCTOTHI. ACENITUYECKUE ONEPALIMU JOJKHBI BBITIOIHSTHCS B 30HE A.

28. Jlo Hayanma MpOU3BOJACTBA COOpPKa CTEPUIIBHOTO OOOpYJIOBaHHMS M KOMIIOHEHTOB
(TpyOOK, cTepunm3yrommx (UIBTPOB), YKYNMOpKAa W TEePMETH3alusl CTEPWIBHBIX (DIaKOHOB
JIOJKHBI BBITMOJIHATHCS B ACENTHYECKUX YCIOBHUSX.

JloxymeHTanus

29. Tlopsimoxk pa3pabOTKH, TMepecMOTpa, YTBEPKACHUS H BBIJAYM JTIOKYMEHTOB,
OTHOCSIIMXCS K MMPOU3BOICTBY paanodapMaIieBTUYECKHX MPENapaToB, JODKEH OBITh H3JI0KEH B
CHEHMAbHON UHCTPYKITUH.

30. TpeGoBaHHs K HMCXOJHBIM M YNAKOBOYHBIM MaTepHallaM, ATHKETKaM H JAPYTHM
CpelCTBaM MapKUPOBKH, KPUTUYECKUM MPOMEKYTOUHBIM MaTepuaiaM M TOTOBOM MpPOAYyKLIUU
JOJDKHBL OBITh yKa3aHbl B cremudukanuax. Crenuduxanuym Takke pa3padaTbiBalOTCi Ha
KPUTHUECKHE MaTepuajbl 1 KOMIIOHEHTHI (BCIIOMOTATENIbHBIE BEIECTBA, YIUIOTHEHHs, HAaOOPHI
JUI CTepuiIM3yIonie GuiabTpanuu M Ap.), UCTHOJIb3YEMbIe B IpOIECCe W CHOCOOHBIE OKa3aTh
KPUTHUECKOE BIMSIHUE HAa KaYeCTBO MPOIYKIUH.

31. Cnenyet yCTaHOBUTH JOIYCTHMBbIE MpEe/IbHbIC 3HAUCHUS] N3MEHEHUH XapaKTepUCTHK
paarodapMaleBTHUECKUX TpenapaToB, BKIIOYas TpeOOBaHMS K BBIMYCKY M CPOKY XpaHEHHUS
(HampuMep, PaJMOXUMUYECKOH YUCTOTHI, OObEMHON aKTUBHOCTH, PAJIUOHYKIUIHON YUCTOTHI U
YACIbHONU aKTHBHOCTH).

32. B nmporokojax Ha HCIOJB30BaHHE, OYMCTKY, JE3aKTHUBAIUIO, JE3MH(EKIIHIO
(cTepriIM3alMIO), TEXHUYECKOE OOCITyKUBAHUE CIIEYeT YKa3bIBaTh JaTy U BPEMS BBIOJHEHUS
Olepalry, 3aBepsATh NPOTOKOJ MOJNKMCHIO JUIA, BBHINOJHUBLIET0 paboTy, H, ™pHU
HEO0OXOMMOCTH, YKa3bIBaTh HAMMEHOBAHHE MPOTyKTa K HOMEDP CEPHH.

33. IIpoToKonbl cieayeT XpaHWTh HE MEHEe YeM B TEUEHHE TpeX JIeT, ecl WHOe He
YKa3aHOo B IPYTUX TIOKyMEHTaXx.

[IpousBoacTBO

34. OgHOBpPEMEHHOE MPOM3BOJICTBO PA3TMYHBIX paguodapMaIieBTUUECKUX IMpenapaToB B
oJHOU pabouell 30He (ropsiueil kamepe, JJaMUHAPHON 30HE WJIM IIKady) HE JOMYCKaeTcs, YTo



BBI3BAHO HEOOXOJUMOCTBHIO CHIDKCHMSI /10 MHUHHUMYMa pPHCKAa TEPEKPECTHOTO 3arps3HEHUs
PaAOAKTUBHBIMU BEILIECTBAMU WJIM NEPENYTHIBAHUS MaTEPUAIIOB.

35. Tlpouecchl U 00OpyAOBaHUE TMOAJICKAT ATTECTAMH (MCIBITAHUAM), B T.4. CUCTEMBI C
KOMITBIOTEPHBIM yIIPABJIEHUEM, B COOTBETCTBUU C [Ipunoxxkennem 11 k HacTosimeMy CTaHIapTy.
HoBsie nporeccel moaiexar nepcneKTUHBHON aTTECTAIUU.

36. Kpurnueckue mnapaMeTpbl CIEOyeT, KaK MpaBUJIO, OINPEAECIUTh A0 MNPOBEICHUS
aTTeCTallMi WK B ee mporecce. [Ipu 3ToM cienyeT onpeaenuTh TOMyCTHMbIC TPEACIIbHBIC
3HAYEHUS U3MEHEHUI MapaMeTpoB, HEOOXOAUMBIE JIJIs1 CTAOMIIBHOTO TIPOU3BO/ICTBA.

37. Jlns TOpOAYKTOB, HAIMONHSIEMBIX B AaCENTHYECKUX YCIOBHSIX, CIEIYET MPOBOJUTH
KOHTPOJIb LIEJIOCTHOCTH MEMOpaHHBIX (UIBTPOB, MPUHUMAs BO BHHUMaHHE HEOOXOIMMOCTH
obecrieueHust paualnOHHON 0€30MMaCHOCTH U COXPAHEHHUs CTEPUIIBHOCTH (PHIIBTPOB.

38. YuuThiBas paauallMOHHYI0 aKTHMBHOCTb T'OTOBOTO IMPOJAYKTA, JIOMYCKAETCS HAHOCHUTH
MapKUpOBKY Ha IEPBHYHYIO YMaKOBKY J0 Hadajia mpous3BoiacTBa. Ha crepuibHbIE TyCThIC
3aKpbIThIe (PIIAKOHBI MOXET OBITh HAaHECEHa MAapKHpPOBKAa C YACTUYHON uHopMaruei a0
oTiepaIuy HAIOJTHCHHSI, IPH 3TOM CTEPHIIBHOCTh HE JIOJDKHA OBITh HAPYIIICHA M HE JOJKHO OBITh
MOMEX JJIsl BU3YAIbHOT'O KOHTPOJISI HAITOJIHEHHBIX (hIIaKOHOB.

KOHTpOJ'Ib KadycCTBa

39. Hexkortopbsie paanodapmalieBTHUECKHE TMpernapaTbl MOTYT OBITh BBIMYLICHBI U
MCIIOJIb30BaHbl HA OCHOBE OLICHKH JIOKyMEHTALIUK HA CEPHUIO JI0 3aBEPILEHUS BCEX XUMUUECKUX U
MUKPOOHOIOTUYECKUX UCTIBITAHUM.

Odopmiienne pa3penieHus Ha BBITYCK paaropapMaIieBTHYSCKUX MPETapaToB MOKET ObITh
BBITIOJTHEHO B JIBa U O0Jiee 3TAoOB JI0 U MOCJIE 3aBEPIICHHS aHATUTHUECKOT0 KOHTPOJIS B IIOJTHOM
o0Beme:

a) paspelieHre Ha BBITYCK OGOPMIISIOT MOCIE OIEHKH MPOTOKOJIa Ha CEPHI0, B KOTOPOM
JIOJDKHBI OBITH OTpPa)KEHbI YCJOBHUS NPOM3BOJACTBA U PE3yJbTaThl aHATUTHYECKOT'O KOHTPOJIS;
npenapar 10 OTHPABKHU B KIMHUKY UMEET CTaTyC "B KapaHTUHE';

b) momydeHue paspemieHuss Ha BBIMYCK OT YIOJHOMOUYEHHOTO JIMIA IOCJE MPOBEACHUS
OLICHKM OKOHYATENbHBIX pPE3yJbTAaTOB AHAJUTHUYECKOIO KOHTPOJIS, BCEX OTKJIOHEHHH OT
HOPMAaJILHOTO IpoIecca, KOTOPhIE JOKHBI OBITh 0O(POPMIICHBI JOKYMEHTAIBHO, 0OOCHOBAHBI U
yTBEpKACHbl. Ecnum  HEKoTOopble pe3yibTaTbl KOHTPOJS HEBO3MOXKHO MOJYYHUTH  JO
UCIIOJIb30BaHUS Ipernapara, TO YIMOJIHOMOYEHHOMY JIMILYy CleAyeT O(GOpMHUTH pa3pelieHHe Ha
BBIIYCK Mperapara yCiIOBHO JI0 €r0 MCIOIb30BaHUs U OKOHYATEIbHO 0OPMUTH pa3pelieHue Ha
BBIIYCK IIpenapara Mocje MoJIy4eHHs BCEX pe3yIbTaTOB KOHTPOJIS.

40. BonpmmHCTBO pannodapManeBTHUECKUX MpErnapaToB HCIHOJIB3YIOTCS B TEUYCHHUE
KOPOTKOT0 Tiepuoa BpeMeH:u. Cpok TOAHOCTH IpenapaTa J0/DKEH ObITh YETKO YKa3aH.

41. Ilpenapatpl, conepKallfe paTUOAKTUBHBIE H30TOMBI C OOJBIIUM TEPHOIOM
nojypacmnaja, cielyeT KOHTPOJIUPOBAaTh Ha COOTBETCTBHUE BCEM TPeOOBAaHUIM /10 o(opMiIeHHUs
pa3pelieHns Ha BBITYCK YIIOJTHOMOYEHHBIM JIUIIOM.

42. KoHTposb Tpo0 MOXKET OBITh MPOBEIEH HE cpa3y Mocie ux oTdopa, 4ToObl 00eCeUnTh
TpeOyemMoe CHIKEHHE YpOBHS aKTHUBHOCTU. Bce BuABI KOHTpOJS, BKIIIOYas KOHTPOJb Ha
CTEPHIIBHOCTB, JTOJKHBI OBITH TIPOBEIEHBI KaK MOYKHO OBICTpEE.

43. TlopsA0K OLEHKU IPOAYKIMH U PE3YJIbTATOB KOHTPOJISI, KOTOPYIO CIEIYET MPOBECTHU A0
BBIITYCKa MPOIYKIIUH, TOJKEH OBITh U3JI0KEH B CHIEUATBHON HHCTPYKIIHH.

44. Tlpogykuusi, HE COOTBETCTBYIOIIAas YCTAaHOBIIEHHBIM TpeOOBaHUSM, JOJKHA OBITH
OTKJIOHEHA.

Ecnu mpenycmorpena mnepepaboTka MaTepuana, TO OHAa JOJDKHA BBINOJHATHCS IO
MHCTPYKIMHU. ['0TOBast MpOIyKIMA JOKHA COOTBETCTBOBATH YCTAHOBJICHHBIM TPEOOBAHUSAM, YTO
JOJKHO OBITH MOATBEPXKIACHO M0 ee BhiMycka. He nomyckaercss mepepaboTka BO3BpaLEHHON
NPOAYKIUH, C KOTOPOMH ClieyeT 00palaThCs Kak ¢ paJuO0aKTUBHBIMU OTXOAAMHU.



45. B cneuuanbHOW HWHCTPYKIMHM JOJDKEH OBITh OINpeAesieH NOpSAOK JAeWCTBUN
YIOJHOMOYEHHOTO JIMIIa B Cllydyae OOHApY>KEHHsS HECOOTBETCTBHS MPOAYKLIHMU TpeOOBaHHIM
crenru(UKauy 1Mociie €e OTTPY3KH 10 HCTEUYEHHUS CPOKa TOTHOCTH. Takue cirydau JTOJKHBI OBITh
paccieoBaHbl € pa3pabOTKOW TIaHA MEPONPUATHM MO WX HPEAYNpPeXACHUI0 U
JOKYMEHTAJIbHBIM 0(OPMIICHUEM.

46. Ilpu HEOOXOIMMOCTH clieyeT UH(OPMUPOBATh OTBETCTBEHHBIN MEPCOHAN JIeUeOHOTro
YUpEXKJIEHUS. DTO CJIENYET BBIOJIHATh B MOPSAJIKE, 00ECIEUNBAIOIIEM IPOCIEKUBAEMOCTh BCEX
NEHUCTBUN.

47. NomxkeH OBITH pa3padoTaH MOPSAIOK KOHTPOJISI UCXOIHBIX MaTepuanoB. [Ipu BeiOOpe u
YTBEP)KJICHUM TOCTABIIUKA CJeIyeT yOeauTbcs B TOM, YTO IIOCTABISEMbIE UM MaTepHaJIbI
HEM3MEHHO COOTBETCTBYIOT TpeOoBaHUsAM crnenudukanuii. VcxomHble ¥ yIIakOBOYHBIE
MaTepuaabl M BCIOMOIAaTEIbHBIE MaTepUalbl JUIsl KPUTHYECKHX IPOLIECCOB  JOJIKHBI
IpUOOPETaTHCS TOJIBKO Y YTBEPIKIEHHBIX TOCTABLINKOB.

KoHnTponbHble 1 apXUBHbBIE 00PA3IIbI

48. N3 kaxnoi cepun HepachacOBAaHHOM MPOIYKIUHU JOJKHBI ObITh OTOOpaHbI MPOOBI
(KOHTpOJIbHBIE M apXHUBHBIE 00pa3Iibl), KOTOPbIE JTOJKHBI XPAaHUTHCS HE MEHEE IIEeCTH MECSLEB
1ocjie MCTEYEHHs] CpoKa TOJHOCTH TOTOBOM NPOAYKLMH, €CIM HHOE HE YCTAHOBJIEHO NpHU
NPOBE/ICHUH aHAJIN3a PUCKOB.

49. IIpoOGbl MCXOIHBIX MaTEepHalioB, 3a HCKIIOYEHHUEM pPACTBOPUTENEH, ra30B U BOJBI,
UCIOJIb3YeMO B TPOU3BOACTBE, JOJDKHBI XPAaHUTbCS HE MEHEe JBYX JIET IOC]e BBIIYCKa
OPOAYKIUH. DTOT CPOK MOXKET OBITH COKpaIlleH, €ClIM B CIelU(HUKANA Ha MaTepHal yKa3aH
6osiee KOPOTKUIA NEpUO]] CTAOMILHOCTH.

50. CornamieHneM ¢ KOMIETEHTHBIMH OpraHaMHU MOXET OBITh OIPEeNieH APYTOi MOPSI0K
or6opa mpoO (KOHTPOJBHBIX M ApPXMBHBIX OOpAa3llOB) HCXOAHBIX MAaTe€pHajoB, MPOIYKIHH,
U3rOTOBJICHHON MO HWHAMBUAYAJIbHOMY 3aKa3dy WIM B MajbIX KOJHYECTBAaX, WM €CIU HUX
XPaHEHHE MOXKET BbI3BaTh 0COOBIE TPYTHOCTH.

Peanmuzanusa

51. JlomyckaeTcsa peanu3anusi TOTOBOM MPOAYKIMK O TIOJIYYEHHUS PE3YJbTaTOB
WCTIBITAHUH, €CIIM caM TMPOIIECC peaTn3alii HAXOAUTCS MO KOHTPOJIEM U IMpemnapar He OyneT
UCIOJIb30BaH JI0 TOJYUYEHUS pe3yIbTaTOB UCIBITAHUHN U UX OLIEHKU OTBETCTBEHHBIM JIULIOM.

TepMUHBI U ONIpEAEICHUS

[IpuroroBnenue (preparation): MPUTOTOBJICHUE PATUOMEUYCHHOTO HabOpa PaguoHYKIHUIOM,
AILTIOMPOBAHHBIM M3 TE€HEPATOPOB, WM PATUOAKTHBHBIMU TPEIIICCTBEHHUKAMH B JICUCOHOM
yupexxaeHnn. HaOopbl, TeHepaTopbl W paJHOAKTHBHBIC IPEIIICCTBEHHUKH JOJDKHBI OBITH
3apEruCTPUPOBAHBI B YCTAHOBICHHOM IOPSIIKE, a MPEAIPUITUS-TPOU3BOTUTEIN JOJKHBI UMETh
JIMIIEH3UIO Ha BBIMYCK JAHHOW MIPOIYKITUH.

[TpousBoacTBO (manufacturing): M3roTOBJIEHWE, KOHTPOIh KaueCTBa, BBHIMTYCK U JOCTaBKa
paanodapManeBTHYeCKUX IPErnapaToB, IMOJYYEHHBIX W3 aKTHBHOH CyOCTaHIIMM M JPYTUX
UCXOIHBIX MaTEPHAJIOB.

l'opsiuass xamepa (Hot-cell): 3ammmenHoe (9KkpaHHpOBaHHOE) pabodee MECTO IS
MPOU3BOJCTBA M OOpalieHUs C paguoaKTHBHBIMU MaTepuanamu. [opsdas kamepa He
00s13aTeIHLHO JTIOJDKHA OBITH H30JIATOPOM.

VYnonaomouennoe muno (Qualified Person): cm. Ilpunoxenue 16 K HacTosIeMy
CTaHIAPTY.



[Ipunoxenue 4

I[MPON3BOACTBO JIEKAPCTBEHHBIX CPE/ICTB JIJIS1 2)KUBOTHBIX
(KPOME UMMVYHHBIX JIEKAPCTBEHHBIX CPEJICTB)

Hacrosmee [IpunoxeHre OTHOCUTCS KO BCEM JIEKAPCTBEHHBIM CPEACTBAM ISl )KMBOTHBIX,
32 HMCKJIIOYEHHEM  HMMYHHBIX  JIGKApCTBEHHBIX  CpEICTB  (IPOM3BOJACTBO  KOTOPBIX
paccmatpuBaercs B [IpunoskeHuu 5 kK HacTOSIILIEMY CTaHJAPTY) U JIEKAPCTBEHHBIX KOPMOB.

[Ipon3BoacTBO 100aBOK K JIEKAPCTBEHHBIM KOpMaM

B nacrosimem [IpunoskeHun HCIOTB30BaHbI CIIETYIOIINE TEPMHHBIL:

JlexapctBennslie kopma (medicated feeding stuff): mrobast cmech TeKapCTBEHHBIX CPEICTB
JUIS )KMBOTHBIX M KOPMOB, BBIITyCKaeMasi B TOTOBOM BHE, NpEAHA3HAYCHHAS ISl KOPMIICHHS
KMBOTHBIX 0e€3 janbHeimeid o0pabOTKM, KOTOpas pacCMaTpUBAETCsi Kak JIKapCTBEHHOE
CpeAcTBO Oiaromapsi CBOMM JIeYeOHBIM MITH TTPO(PHUIAKTHUECKUM CBOHCTBAM.

JloGaBKkM K J€KapCTBEHHBIM KOpMaM (MPEMHKCHI) (pre-mix): Jo0ble JIeKapCTBEHHBIC
CpeICTBa JUIS >KUBOTHBIX, NPUTOTOBJICHHBIC 3apaHee Ui IOCIEAYIOMIET0 HWCIOIb30BAHUS B
IPOU3BO/ICTBE JIEKAPCTBEHHBIX KOPMOB.

1. Ilpon3BoacTBO 100ABOK K JIEKAPCTBEHHBIM KOpMaM TpeOyeT MCIIOIb30BaHUS OOJIBIIOTO
KOJIMUECTBA PACTUTEIBHBIX MaTEPUAIOB, TIPUBIICKAIOIINX HACEKOMBIX M TPBI3yHOB. [lomereHust
JUTSL TIPOM3BOJICTBA JJOOABOK CIIEAYET MPOCKTUPOBATh, 00OPYIOBATh U IKCIUTyaTHPOBATh TAKHM
00pa3oM, 4TOOBI CBECTH K MUHHUMYMY ONAaCHOCTh IIPOHUKAHUSI HACEKOMBIX U TPBI3YHOB (4acTh I,
3.4). C uenbto 00ppOBI C HUMH CJIEIyET MPOBOJAUTDH PETYIIIPHYIO 00pabOTKy MOMEIIECHUI.

2. U3-3a 6omnpmioro oobeMa mbutH, 00pa3yroIerocs Mpy Mporu3BOICTBE Hepac(hacoOBaHHBIX
BEIIECTB /IS 100aBOK, 0c000€ BHUMaHUE HEOOXOIUMO yIeNIATh MEpaM 10 00JIETYeHUIO OYHCTKU
MOMEIICHUI W TIPEIOTBPAICHUIO TepeKpecTHOro 3arps3HeHus (wacte I, 3.14), mampumep,
NPUMEHEHHEM IepMETHYHBIX TPAHCIIOPTEPOB U IMbuUienoriotuteneil. Hapsay ¢ ucnons3oBanneM
TAaKOro OOOpYJIOBaHMS CIIEAYEeT TPOBOIUTH THIATENBHYIO M  PETYIAPHYIO  OUYHUCTKY
IPOM3BOJICTBEHHBIX TTOMEIICHUH.

3. Cnenyer oOecreunTh €AMHOOOpA3We BBIMOTHEHUS (OT CEPUHM K CEPUM) CTaaUH
TEXHOJIOTUYECKOTO IMPOIECcCca, KOTOPhIe OKa3bIBAIOT CYLIECTBEHHOE OTPULIATENIFHOE BIMSHUE HA
CTaOMIBPHOCTH aKTHBHBIX BEIECTB (HAIIpUMep, UCTIOJIF30BAHUE MTapa P MPOU3BOICTBE IPAHYJI).

4. TlpousBoAcTBO I00AaBOK II€IECOOOPAa3HO OPraHMU30BBIBATH B CIIELUAIN3UPOBAHHBIX
30HaX, BBIHECEHHBIX 3a IPEJeNbl OCHOBHBIX ITPOM3BOJCTBEHHBIX IMOMEIIEeHHH. B mpoTuBHOM
cllydae 3TH CIEIHATN3UPOBaHHbIC TOMEIICHUS CIEAYET OKPYKUTh Oy(epHbIMH 30HAMH, YTOOBI
OIIACHOCTB 3arpsA3HEHHS APYTHX MPOU3BOJICTBEHHBIX 30H ObIJIa MUHUMAIILHOM.

[Tpou3BoCTBO MpENapaToB MPOTHB SKTOMAPA3UTOB

5. HecMmoTps Ha orpaHuueHue, ykazaHHoe B yactu [, 3.6 HacTosimiero cranjapTa,
npenaparsl  IIPOTHB  DKTOIAPA3UTOB, MpeAHA3HAYEHHBIE MU Hapy>XHOIO IPUMEHEHUS,
OTHOCSIIIMECS K JIEKAPCTBEHHBIM CPEACTBAM JJISi KUBOTHBIX M BKIIIOUYEHHBIE B JIMLIEH3HMIO Ha
MMponu3BOACTBO, MOIYT MPOU3BOAUTHCA U HANOJHATHCA B 30HAX, MNPCAHA3HAYCHHBLIX JIA
M3TOTOBJICHUS TIECTULIUJOB, MO MPUHIUIY Ppa3[elICHHbIX BO BPEMEHHU LHKIOB MPOU3BOJICTBA.
Takue 30HbI HE MPEIHA3HAYECHBI IS IPOU3BOACTBA APYTHX BHUJIOB JIEKAPCTBEHHBIX CPEACTB IJIS
KUBOTHBIX.



6. Jna nmpenoTBpallleHuss MEpPEeKPECTHOrO  3arpsA3HEHUs  CIeAyeT HCHOJIb30BaTh
aTTECTOBAaHHBIE METONbI OUMCTKU. CrenyeT MpHUHITH Mepbhl MO O0eCrnedYeHHuro Oe30MacHOro
XpaHEHUs TIPETnapaToB Il )KUBOTHBIX B COOTBETCTBHH C TPEOOBAaHUSIMU HACTOSIIIETO CTAaHAApTA.

HpOH?;BOI[CTBO JICKApPCTBCHHLBIX CPCACTB I )KUBOTHBIX, COACPKAIIUX IMCHUITHJIJIIMHBI

7. Ucnonn3oBaHue NCHUIWJIJIMHOB B BETCPUHAPUHN HC NMPECACTABIIACT TAKOI0 pUCKa C TOYKH
3peHHsI TUTEPCEHCHOWIN3AIMN JKUBOTHBIX, KaK B CIydyae WX HCIOJIb30BAHHUS YCIOBEKOM.
3aperucTpupoBaHHBIC CIy4aW THIEPCEHCUOUIU3AINH Y JIOMaae U co0ak ObLIM 00YCIOBICHBI
JPYTUMU TOKCUYHBIMH BEIIECTBaMU (HapuMep, HOHO(POPHBIMU aHTHOUOTHUKAMU JIJIsI JIOIIAICH ).
Takue mpenaparbl PEKOMEHIYETCA MPOU3BOAUTH B  CHEIHUAIBHO  IPEAHA3HAYEHHBIX
U30JIMPOBAaHHBIX MoMenieHusx (wactb [, 3.6), HO 23Ta pEKOMEHJAlUs MOXET He
PacIpoCTpaHiATLECA Ha CiIydad, KOrJa NMOMCHICHHA NPCAHA3HAYCHBI TOJIBKO JIA IMMPOHU3BOACTBA
JICKaPCTBEHHBIX CPEACTB IS JKUBOTHBIX. OIHAKO HEOOXOAUMO MPUHATH BCE HEOOXOIMMbBIC
MEphl 10 TPEAOTBPAICHUIO MEPEKPECTHOTO 3arpsi3HeHHs M obOecneueHuro 0e30macHOCTH
NepCOHaNa B COOTBETCTBUHM C TPEOOBAHHMSIMH HACTOAIICTO cTaHaapTa. [Ipu ucmoib30BaHHU
00X TOMEMICHUI TMPOU3BOACTBO MPOIYKIMH, COJASpKAIIECH MEHHUIMUIMHBI, JOJKHO OBITh
OpPraHWU30BaHO 10 TPUHIMIIAM PA3JEICHHBIX BO BPEMEHHU IIMKIJIOB MPOU3BOJCTBA U JIOJDKHO
COIIPOBOKAATHECA aTTECCTOBAHHBIMH MCTOANKAMHA JCKOHTAMHUHALIUNU U OYHUCTKH.

Xpanenue o6pasnos (uacts 1, 1.4, nepeuncienne VIII u 6.14)

8. B cBs3u ¢ 6onpmMHu 00beMaMH OKOHYATEIbHBIX YITAKOBOK HEKOTOPBIX JIEKAPCTBEHHBIX
CPEZCTB JUIsl )KUBOTHBIX (B YACTHOCTH, J00ABOK) MPOU3BOIUTEIIO MOKET OKa3aThCs HEYNOOHBIM
XpaHUTh 00pa3lbl KaxJ0H cepud MPOAYKUMU B KX OKOHYATENbHOM ymakoBke. OpmHako
POM3BOJIUTEND JTOJDKEH 00ECIeYUTh XpaHEHHE JOCTATOUHOTO KOJIMYECTBA apXUBHBIX 00pa3IoB
KaXJ10¥ cepuu MPOITYKIMH B COOTBETCTBUH C TPEOOBAHUSIMH HACTOSIIIETO CTaHIApTA.

9. B mo0bIX cioyyasx yNakoBKa JUIs XpaHEHHWs] AapXMBHBIX OOpa3loOB JOJKHA OBITH
M3rOTOBJIEHA M3 TOTO K€ MaTepuala, YTO U MapKUpOBaHHAs NEPBUYHAsI YIIaKOBKA, B KOTOPOMU
9TOT NPOAYKT PEAIN3y€eTCsl Ha PhIHKE.

CrepuibHBIC JIEKAPCTBEHHBIE CPEICTBA JUTsI JKUBOTHBIX
10. JlekapcTBeHHBIC CpPEACTBA ISl )KHUBOTHBIX, MOJJIEKAIIUEe (UHUIITHON CTEpHIM3AINH,
MOFYT HpOI/ISBOI[I/ITBCH B UYHCTBIX 30HaAX GOHGG HU3KOro Kiaacca, 4€M 3ITO Tpe6yeTc51 B

[Tpunoxenun 1 (ecnu pemieHre 00 3TOM MPUHATO B YCTAHOBIICHHOM IOPSIKE), OAHAKO THII
30HBI IOMENICHUN JOKEeH OBITh He HIbKe D.

[Ipunoxenue 5
I[MPOMN3BOJACTBO UMMVYHHbBIX JIEKAPCTBEHHbLIX CPEJACTB JJI5 X)KUBOTHBIX
OOu1re noJoXKeHUs
[Tpou3BOACTBO HMMMYHHBIX JICKAPCTBEHHBIX CPEICTB JJIsl JKUBOTHBIX HMMEET s

0COOEHHOCTEH, KOTOpBIC CIEAyeT NPHHUMATh BO BHHUMAaHHE IIPH OPraHMU3alUUd CHCTEMBI
obecrneueHus KauecTna.



N3-3a OONBIIOTO KOJWYECTBA BHUAOB JKUBOTHBIX U COIYTCTBYIOIIUX MATOTEHHBIX
MUKPOOPTaHU3MOB CIEKTP MPOAYKIHHU, TPOU3BOAUMON HA MPEANPUITHHU, MOXKET OBITh OUYEHBb
NIMPOKUM TIpU HEOONBIIOM 00BEeMe MPOU3BOACTBA. B CBS3U C ATHM MPOU3BOJCTBO OOBITHO
OpraHM3yeTcs MO MPUHIUIY OTACNbHBIX HHUKIOB. boiee Toro, BBUAY OCOOEHHOCTEH 3TOrO
MPOU3BOJCTBA (CTAAWM KYyJbTUBUPOBAHUS, OTCYTCTBHEC (DUHHINHOW CTEPWJIM3AIMA W T.IL.)
HeoOXOoJuMa TIIaTeNbHas 3allliTa MPOAYKIUU OT MPSMOTO0 U TEPEKPECTHOTO 3arps3HEHUU.
bonbuioe BHHMMaHue cleayeT YAENATh 3alllUTe€ OKpY’Kallled cpeabl, OCOOEHHO Tpu
UCIIONB30BAaHUU TATOTEHHBIX MM SK30TUYECKUX MHKpoopraHu3mMoB. l[lpu ucmonb3oBaHuU
MUKpPOOPTraHU3MOB, IaTOT€HHBIX JUIsl YeJIOBEKa, OCOOEHHO TIIATEJbHO CJEAyeT 3allUllaTh
paboTaronuii mepcoHat.

C yderoM »3TuX (HakKTOpOB, a TaKKe HECTAaOMIBHOCTH CBOWCTB, XapaKTEPHOU MJis
UMMYHHBIX MIPEMapaToB, U OTHOCUTEIHHO HU3KOW 3((EKTUBHOCTH MPOBOJUMBIX HCIBITAHUH (B
YAaCTHOCTH, TIPH KOHTPOJIE KauyecTBa TOTOBOM MPOAYKIMH) cHUCTeMa OOecleueHusi KauecTBa
npuoOperaeT OCOOEHHO BakHOE 3HaueHHe. [Ipu MPOM3BOACTBE MMMYHHBIX JIEKapCTBEHHBIX
CPEJACTB JJI >KUBOTHBIX OCOOYIO POJIb UTPAET MOCTOSHHBIM KOHTPOJb 32 COONIOJEHHUEM BCEX
TpeOoBaHUil, U3MIOKEHHBIX B YacTu | HacTosmiero crangapra u qaHHoM Ilpunoxxenuu. Crnenyer
MIPOBOJIUTH HETIPEPHIBHYIO OLICHKY JaHHBIX, IIOJYyYaeMbIX B XOJI€ KOHTPOJISI Pa3IUYHBIX aCIIEKTOB
MPOU3BOJCTBA (000PYyI0BaHKE, TOMEIIECHHS, MPOIYKIUS U T.Il.) HA COOTBETCTBUE TPEOOBAHUSIM
HACTOSIIIETO CTaHAapTa. PemieHuss u OeHCTBUsI, MPEANPUHITHIE HA OCHOBAHMM STOW OICHKH,
JOJKHBI OBITH O(POPMIIEHBI TOKYMEHTAJIBHO.

[Tepconan

1. Bce coTpynHuku (BKJIIOYAsl MEpCOHA, 3aHUMAIOIIUNACS OYHCTKOW M OOCITYKHUBaHHEM),
paboTaroniye B 30HaxX IMPOU3BOJCTBA UMMYHHOM TPOIYKIIMH, JODKHBI MPOUTH OOyUEHHE IO
JUYHON THUTMEHE U MHUKPOOMOJOTUU U JOMOJHUTENbHOe OOy4YeHHEe B COOTBETCTBUU CO
crenupuKoi MPOU3BOAUMON MPOTYKITUH.

2. JIuia, OTBETCTBEHHBIE 3a MMPOU3BOJICTBO U KOHTPOJIb KAYECTBA, JOJKHBI UMETh 0a30BYIO
MOJIFOTOBKY IO CIIEAYIOIIUM TpeaMeTaM (BCeM WJIM HEKOTOPBIM): OAKTepUOJIOTHUH, OWOJIOTHH,
OMOMETpUM, XUMHUU, UMMYHOJIOTHH, MEIUIIMHE, Tapa3uTosioruu, dapmanuu, (hapMaxkosoruw,
BHUPYCOJIOTHH U BETEPUHAPHH, & TAK)KE HEOOXOIUMBIC 3HAHMUSI 110 3aIUTE OKPYIKAIOIICH CPE/Ib.

3. TlepcoHan mopKeH OBITH 3aIIMINEH OT BO3MOXHOTO 3apa)KeHHUS MHUKpPOOpPraHU3MaMH,
UCIIOJIb3YEMBIMU B TPOU3BOACTBE. [Ipu HCMONB30BaHUM MUKPOOPraHU3MOB, M3BECTHBIX Kak
BO3OyauTeNM OOJIE3HEW delloBeKa, HEOOXOAMMO TpPHHHMAaTh OCOObIe MEphl 10 3alluTe
nepcoHana, paboTaloMEro ¢ O3TUMHA  MHKPOOPTaHW3MaMU WM OKCIEPUMEHTaTbHBIMU
JKUBOTHBIMU.

B cmywae HeoOXoguMOCTH  TEpCOHANY  JO/DKHBI  OBITH  CAENAHBI  IPUBHBKHU
COOTBETCTBYIOITUMH BaKIIMHAMU, ¥ OH JIOJDKEH MTPOXOJAUTH MEAUIIMHCKOE 00CIeI0BaHUE.

4. Heo6x0IMMO MPUHUMATh COOTBETCTBYIOIIUE MEPHI MPOTUB MEPEHOCA MUKPOOPTaHU3MOB
JIOBMU 32 TPEJEIbl MPOU3BOACTBEHHON 30HBI. B 3aBUCMMOCTH OT BHJa MUKPOOPTaHU3MOB K
TaKUM MepaM OTHOCSTCS TIOJHOE TIEpeoJieBaHue M 00s3aTeIbHOE MPUHATHE IyIla Mepen
BBIXOJIOM M3 MPOU3BOJACTBEHHOM 30HBI.

5. Ilpy mpou3BOJICTBE MMMYHHOW MNPOAYKIMU OCOOYI0O Ba)KHOCTH IPEICTABIISET PHCK
MPSIMOTO M IEPEKPECTHOTO 3arpA3HEHM, BBI3BIBAEMBIX MIEPCOHAIIOM.

Jns  mpenoTBpallleHHs — OpSMOTO  3arpsi3HEHUs, BBI3BIBAEMOT0  IEPCOHAJIOM,
MpPEeIyCMAaTPUBACTCS  BBIIOJHEHUE psAla MEp H HHCTPYKIWH, BKIIOYAIONMX B  cels
MCIIOJIb30BAHUE 3AIIUTHON OJICK/IbI HA PA3JIMYHBIX CTAAUSAX TEXHOJIOTHYECKOTO Ipoliecca.

J{ns mpenoTBpallleHusl MEPEKPECTHOTO 3arpsiI3HEHUST MEPCOHANT HE JIOJDKEH MepeMeniaThbCst
U3 OJHOM 30HBI B JApPYyrylo 0e€3 COONIOEHUS TPaBWI, HCKIIOYAMIINX PHUCK MEpeHoca
3arpsi3HCHHS. JTH TIpaBWja JODKHBI OBITh HM3JI0KEHBI B WMHCTPYKIMU. B Teuenue pabouero
BPEMEHU TNEPCOHAN HE JOJHKEH MEepPeXOJUTh M3 30H, IJI€ BO3MOXHO 3arpsi3HEHHE MKUBBIMU
MHUKpPOOpPTaHW3MaMHU WM COJIEPKAaTCs >KHUBOTHBIC, B TOMEIIEHHUs, TA€ padOTalOT ¢ JIPYTUMU



NPOAYKTAaMH WJIM MHKpoOopraHm3mMamu. Ecim Takux mepeMmenieHnii m30ekaTh HEBO3MOXKHO,
NIEPCOHAJ, 3aHATBIA B TaKOM IIPOU3BOJACTBE, HOJDKEH CJIEJ0BAaTh YETKO YCTAHOBJICHHBIM
METOJMKaM JEKOHTaMHUHAllMM, B T.4. BBINOJHATH CMEHY OJAEKIbl, OOyBU, U, MO Mepe
HE0O0XOIMMOCTH, IPUHUMATD Jy1I.

[IpuHATO cuMTaTh, YTO NMEPCOHAN HE CTAIKUBAETCA C PUCKOM 3arps3HEHUs IIPU BXOJE B
U30JIMPOBAHHYIO 30HY Ul INPOBEPKH KyJIbTYp, HAXOAAIIMXCA B TEPMETUYECKH 3aKpPBITHIX
KOHTEHHEpax, MOBEPXHOCTh KOTOPBIX IPOLLIA ACKOHTAMUHALIMIO, €CJIM B OTOW 30HE B TEUCHHUE
nociaeqHux 12 94 He Benuch pabOThl C OTKPBITBIMM MHUKPOOPraHM3MaMHu (3a HUCKIIOYECHHEM
PpaboThI ¢ PK30TUYECKUMHU MUKPOOPTaHU3MaMHu).

Tlomertienusa

6. Ilpu npoexkTHpoBaHMM NOMELIECHUH [OJKHA OBITh NPETyCMOTPEHA 3aluTa Kak
IOPOAYKIUH, TaK U OKpY’Karomiel cpesibl. ITO MOXKET ObITh JOCTUTHYTO 3a CUET WCIOJIb30BAHUSA
M30JIUPOBAHHBIX, YUCTHIX, YUCTHIX/M30IMPOBAHHBIX MM KOHTPOJIUPYEMBIX 30H.

7. Onepanyu C >KMBBIMH MUKPOOPTaHU3MAMHM JIOJKHBI IIPOBOJUTBHCS B HU30JIMPOBAHHBIX
30HaX. YpPOBEHb M30JSLUU JIOJDKEH 3aBUCETh OT MAaTOT€HHOCTH MHUKPOOPTaHU3MOB U OT TOTO,
ObUIN JIM OHU KJIACCU(UIIMPOBAHBI KaK K30THYECKHUE.

8. Onepauuu ¢ MHAKTUBUPOBAHHBIMU MHKPOOpPTaHU3MaMU CJIEIYET MPOBOJIUTH B UUCTHIX
30HaX. YUMCTble 30HBI CIEQYeT TaKKe MCIOJIb30BaTh MpH paboTe ¢ HEMH(DUIUPOBAHHBIMU
KJIETKaMH, BbIJIECJICHHBIMU HU3 MHOTOKJIETOYHBIX OPraHHW3MOB, U B HEKOTOPBIX Cilyyasx Npu
paboTe co cpeaaMu, MPOLIeIINMU CTEPUIU3YIONLYIO (PUIBTPALIMIO.

9. Omnepauuu C OTKPBITBIMM HPOAYKTAaMH WM KOMIIOHEHTAMM MEPBUYHOM YIaKOBKH,
KOTOpbIE HE IMOJUIeXkaT AajJbHEHIIeH CTepuiIn3aliy, cleayeT IpoBOIUTh B Ookce (YCTaHOBKE) ¢
OJIHOHAINpPaBJICHHBIM (JITAMUHAPHBIM) IOTOKOM BO31yXa (30Ha A), Haxonsuiemcs B 30He B.

10. Ecnu npon3BOACTBO MMMYHHBIX JIEKAPCTBEHHBIX CPEICTB IS ’KUBOTHBIX HAXOAWUTCA B
TOM € 3JIJaHUH, TO JAPYTHUE€ ONEPALUU C >KMBBIMH MHKPOOpPraHM3MaMu (KOHTpPOJIb KadyecTBa,
UCCIICIOBAaHNUS. M JMArHOCTHKA W T.I.) JOJDKHBI BBINOJIHATBCS B OTAEIBHBIX H30JUPOBAHHBIX
noMeneHusX. CTeneHp N30 SA1UHN 3aBUCUT OT IATOT€HHOCTH JaHHOI'O BUJIa MUKPOOPTaHU3MOB U
OT TOTr0, OBLI JI OH KJIaCCU(PUIUPOBAH KaK 3K30THYECKUH. [Ipn BBIMOIHEHUN AMAarHOCTUYECKUX
orepanuil CyleCTBYET PUCK 3arpsA3HEHMsI BBICOKONATOI€HHBIMU MUKPOOPraHM3MaMHU. Y pPOBEHb
M30JIALIMA JTOJDKEH COOTBETCTBOBATH BCEM BBIIICIIEPCUNCICHHBIM pHCKaM. M3omsanus Moxer
noTpeOOBaTHCS TAKXKE B CIIydasix, KOTJAa KOHTPOJIb KayecTBa M JpyTye Onepariy IpoBOISTCS B
3JaHMAX, PACTIONIOKEHHBIX BOJIM3H IPOU3BOJICTBEHHBIX 31aHUH.

11. W3onupoBaHHBIE MOMEUICHUS JOJDKHBI OBITH JIETKO Je3uHpuuupyemeiMu. [Ipu
IIPOEKTUPOBAHUU ITUX IIOMEIEHUH ClIeAyeT IIPeyCMaTPUBaTh:

a) OTCYTCTBHUE NPSMOTI0 BbIX0/1a BEHTHIINPYEMOI'O BO3AyXa HApyKy;

b) Hamuume BEHTWIIIMH ¢ OOECIIEUeHHEeM OTPUIATEIIFHOTO TIepernaaa JaBJICHUS
(paspexenus). Bo3myx nomken ynamatees uepe3 HEPA-punstpel. He pmomyckaercs
PELUPKYJIALUSA BO3yXa B Ty JK€ 30HY, 3a HCKIIOUEHUEM CIIy4aeB €r0 JOMOJIHUTEIbHON OYUCTKH
HEPA-¢dunsTpamu (00BIMHO 3TO YCIOBUE BBHIIOIHIETCS PU MPOXOKACHUU PELUPKYINPYIOLIETO
Bo3nyxa uepe3 mnputounble HEPA-GuUmbTpel, KOTOpBIE HCHONB3YIOTCS JUIsl 3TOW 30HBI).
[TocTynnenue Bo3yxa U3 OAHOM 30HBI B JIPYT'YIO JIOIyCKAaeTCs B TOM CIIy4ae, €CJIM BBITSKHOU
BO3JIyX MPOXOJUT 4Yepe3 JBa mocienoBaTesibHO ycTaHOBICHHBIX HEPA-dumerpa. Ilpu stom
JIOJDKHBI OBITH TPEAYCMOTPEHBI HENPEPBIBHBIA KOHTPOJb IIEJIOCTHOCTH IEPBOro (UiIbTpa H
cpecTBa 6€30I1aCHOTO YAAJICHHS BBITSIKHOIO BO3/1yXa B ClIydae MOBPEXKAECHUS 3TOro (PUiIbTpa;

C) BO3/1YyX, BBIXOJASAIIMA W3 NMPOU3BOJCTBEHHBIX 30H, B KOTOPBIX NMPOBOAMUTCS pabora C
JK30TUYECKUMU MHKPOOPTaHM3MAMHM, JOJDKEH IPOXOIUTh 4Yepe3 JABa IOCIEA0BATEIBHO
ycranoBneHHbIXx ~ HEPA-unbtpa. Ilpm  3TOoM  pemupKymsuusi — BO3AyXa — MEXIy
IIPOM3BOJCTBEHHBIMU 30HAMH HE JOITyCKAEeTCs;

d) mHammume cucrembl cOopa M JAe3MH(EKUMH OKUIKAX  OTXOAOB, BKIIOYAs
KOHTaMHUHHPOBAHHBIA KOHJIEHCAT U3 CTEPUIM3ATOPOB, OMOPEaKTOPOB U T.I. TBepAble OTXOMbI, B



T.9. TPYObl JKUBOTHBIX, CIEAyeT Je3UH()HIMPOBATh, CTEPHIMN30BATh WU  CXKHUIaTh.
KonTamunupoBanHbie GUIBTPEI HEOOXOIUMO YAANATH O€30MaCHBIM CIIOCO00M;

€) KOMHATHI JJIs1 TIEPEOJICBAHUS CIIEAYEeT NMPOSKTUPOBATh M HMCIIOJIB30BaTh KaK BO3YIIHbIC
HUTI03BI U 000PYA0BaTh, IPU HEOOXOAUMOCTH, YMBIBAIbHUKAMHU U TyIIEBHIMH KabuHamu. Cxema
nepenana JaBJICHUS BO3AyXa JOJDKHA IPENOTBpAIlaTh ABIDKEHHE BO3IyXa MEXIy pabodei
30HOM M OKpY’Kalolleil cpeiod, a Takke PHUCK 3arps3HEHHUS OJACKIbl, HCIOJIb3yeMOW BHE
paboueii 30HbI;

f) ns mepemernienusi 000pyIOBaHUS JOHKHA OBITh MPEAYyCMOTPEHA CHCTEMa BO3AYLIHBIX
IITI030B, KOHCTPYKILHUSI KOTOPOH JOJDKHA TPEAIOTBpAIIATh JBMKEHUE 3arpsA3HEHHOTO BO3AyXa
paboueii 30HBI BO BHEUTHIOIO CPEAY U PUCK 3arps3HEHUs 000pyIOBaHUS BHYTpHU 1UTI03a. Pasmep
IITI032  JOJDKEH TMO3BOJISTH NPOBOAUTH 3()(PEKTHBHYIO JIEKOHTAMHHAIIMIO MOBEPXHOCTH
nepeMenaeMbplx MarepuanoB. PekoMeHayeTcss ycTaHaBIMBAaTh Ha JBEpH ILII0O3a Taiimep,
MO3BOJISIIOINMN  KOHTPOJIMPOBATh BpEMs, JIOCTaTOYHOE Uil TpoBeAcHUs A(P(EeKTUBHOU
JNEKOHTAMHUHAIIUY;

g€) BO MHOTHX CIlydasix /sl Oe30MacHOro YAAJCHHS OTXOAOB M TOAAYM CTEPHIIBHBIX
MPeIMETOB HEOOXOAUMO HCITIONIB30BaTh MPOXOIHOM aBTOKIIAB C ABYMS JBEPSIMH.

12. BoznymHble NUTIO3BI Ui TIEpeaddl MaTepUAIOB M KOMHATHI JUIS TIEPEOJICBAHUS
cienyer o0opyaoBaTh OJOKUPYIOUIMMH YCTPOWCTBAMH, MPEMATCTBYIOUIMMH OJHOBPEMEHHOMY
OTKpBIBaHWIO Ooyiee OJHOM J1BepH. B KOMHATHI JUIs TepeojieBaHHs CJlEIyeT IOoAaBaTh
OUMIICHHBIN BO3JIyX TOTO € KauecTBa, YTO U Ui MPOU3BOJACTBEHHBIX 30H. OHU JOKHBI OBITH
00OpYyIOBaHBI ~ CHCTEMaMH  YAAJCHHS  BO3IyXa, OOECIICYMBAIOIIMMHU  BO3IYXOOOMEH,
HE3aBUCHUMBIIl OT MPOU3BOJCTBEHHBIX 30H. BO3AyliHBIe HUTIO3BI AN TEpeNayd MaTepHalioB
JIOJDKHBI, KaK TPaBUIIO, BEHTHIMPOBATHCS TAKUM K€ 00pa3oM, OJTHAKO JOIYCKACTCs] PUMEHSTh
HEBEHTWJIUPYEMBbIE NUTIO3bI WU IILTI03bI, 000pYI0BaHHBIE TOJHKO MPUTOUYHBIMH CHUCTEMAMHU.

13 Cragum TEXHOJIOTUYECKOTO IPOIECcca, TPU KOTOPBIX MOXKET NMPOU30MTH 3arpsisHEHHUE
OPOAYKIMH (XpaHEHUE KIIETOK, MOATOTOBKA Cpell, KyJIbTUBUPOBAHUE BUPYCOB U T.II.), JOJKHBI
BBITOJIHATHCSL B OTIENBHBIX 30HaxX. Ocolas HpemoCTOpOXKHOCTH TpelOyercs mpu pabore ¢
YKUBOTHBIMH U MPOTyKTAaMH KUBOTHOTO MTPOUCXOXKICHHUS.

14. Omnepanum ¢ MHKpOOpraHMU3MaMmu, MPOSBISIIOIIMMHU BBICOKYI0 YCTOMUHMBOCTH K
nesnHpeKnuu (HampuMep, cropooOpasyommue OaKTepuH), OO0 WX WHAKTUBAIMHA CIEIYET
BBHITIOJHATh B M30JUPOBAHHBIX 30HAX, CHEIHMAILHO MPEIHA3HAUCHHBIX ISl MPOBEICHHS TaKHX
onepanui.

15. B mpou3BOACTBEHHOW 30HE CIeIyeT OJHOBPEMEHHO NPOBOAMTH PAOOTHI TOJIBKO C
MUKPOOPraHU3MaMU OJTHOTO BUJA, 32 UCKJIIOYEHHUEM MPOIIECCOB CMEIIMBAHUS U MOCIEAYIOIIEro
HATIOJTHEHWSI.

16. Cnemyer  mpeaycMaTrpuBaTh  BO3MOKHOCTh MpoBEeACHUS  JIe3UH(EKINN
NPOM3BOJCTBEHHBIX 30H B TNPOMEXKYTKAaX MEXAy MPOU3BOACTBEHHBIMH IMKJIAMHU C
HCIIOJIb30BaHUEM aTTECTOBAHHBIX METOIOB.

17. JlomyckaeTrcs MHpPOM3BOJICTBO MHUKPOOPIaHM3MOB B KOHTPOJMPYEMBIX 30HAX IPH
YCIIOBUHU, YTO OHO OCYIIECTBISETCS B TOJHOCTHIO 3aKPBHITOM M CTEPUIM3YEMOM TEIJIOBBIM
METOJIOM O0OpYIOBAaHUM, a BCE COCAMHEHHUS IIOCIIC 3aBEepIICHHS paldOThl W mepen pa30opkoi
TaK)K€ TOJBEPraloTCs TEIJIOBOM cTepwin3anuu. JlomyckaeTcss cOopka COCIMHEHHH IO
JIOKQJIBHBIM OJTHOHAINPABJICHHBIM (JIAMUHAPHBIM) TMOTOKOM BO3[yXa MPH YCIOBHH, YTO HX
KOJIMYECTBO OrPAHUYEHO, HCIOJB3YIOTCS COOTBETCTBYIOIIME ACENTHYECKHE METOAbl U
OTCYTCTBYET OINACHOCTh yTeuku. [lapaMeTpbl mporecca CTepHIU3aIiH, HCIOIb3YEMOro Mepen
pa300pKoi COEAMHEHUM, TOJDKHBI MPONTH aTTECTAalMIo (MCIBITaHUSA) JUISl BCEX MCIOJb3YEMbIX
MHUKPOOpPTraHu3MOB. B mpezenax ogHON 30HBI pa3HblE NMPOIYKTHI MOTYT OBITH 3arpy’Xe€Hbl B
pa3Hble OMOPEaKTOPhl TOJIBKO MPH OTCYTCTBUU PUCKA CIyYaHOTO MEPEKPECTHOTO 3arpsi3HEHUS.
Pabora ¢ MuKpoopraHu3Mamu, K KOTOPBIM MpPEIbSABIAIOTCA OCOOble TpeOOBaHMS H3OJIALUH,
JIOJI’KHA BBITIOJIHATHCS TOJIBKO B CHEMAIBHO BBIACIEHHBIX 30HAX.

18. B momemieHusx Al COACpPKAHUS KUBOTHBIX, NMPEIHAZHAUCHHBIX JUISI HCIIOJIb30BAHUS
(MU UCTIONIb3YEMBIX) B MPOM3BOJICTBE, CIEIYET MONACPKUBATh PEKUM H30JIMPOBAHHON W/HUIU



YUCTON 30HBI U OTAEATh UX OT MOMEILEHUHN JUIsl COEpKaHus IPYTuX *KUBOTHbBIX. [loMemienus,
I7le ColepKaTcs >KUBOTHBIE, MCIIONb3yeMbIe JJISi KOHTPOJS KayecTBa MPOAYKIMH (B T.4. C
IPUMEHEHNEM NaTOT€HHBIX MUKPOOPIaHU3MOB), OJKHBI ObITh H30JIMPOBAHbI.

19. locTyn B IpOM3BOJACTBEHHBIE 30HBI MOKET UMETh TOJIBKO NEPCOHAI, UMEIOIUI Ha ATO
paspemienue. Pexum 1ocTynma B IPOU3BOJACTBEHHBIE 30HBI JIOJDKEH OBITh YCTAHOBJIEH B
CIELUAIBHON UHCTPYKIIUH.

20. TexHuueckas JOKyMEHTALMS NPEIIPUITHS T0JKHA COIEpKaTh HEOOXOAUMbIE TaHHbIE
0 NIPOU3BOJICTBEHHBIX TOMELICHUSX.

OTH [aHHBIE JOJDKHBI BKJIIOYAaTh B ceOs TUTaHBI TOMEUICHWH, WX JKCIUTUKAIHIO,
NOSICHUTEIBHYIO 3allMCKy M JpYrM€ MaTepualbl, BXOASIIME B MPOEKT IPOU3BOJCTBA,
MO3BOJIAIOIIME YCTAHOBUTh HA3HAYEHHUE M YCJIOBHS MCIOJIb30BAaHUS BCEX MOMELICHUM, a Takxke
BUJIbI OMOJOIMYECKUX areHTOB, C KOTOPBIMU MpoBoauTCs padora. [ToToku mroxeit U npoayKuuu
TaKkKe JOJDKHBI OBITh ueTko oOo3HaueHbl. HeoOxomumo ykasaTb BUABI JKUBOTHBIX,
COJepXKAIUXCsl B BUBAPUAX WM JPYTMX HNOMEIICHUSX, a TAaKKe BUABI PabOT, BBINOJIHIEMbIX
BOJIN3Y TIPOU3BOJICTBEHHOTO YYaCTKa.

JIOKyMeHTalst Ha M30JUPOBaHHbIE W/MIM 4YMCThIE 30HBI JIOJDKHA  COJEP)KaTh
NPUHLMINUATBHYIO CXEMY BEHTWISLMM C YKa3aHWEM MECT INPUTOKAa U BBITSKKM BO3JyXa,
GUIBTPOB M UX crieludUKanui, KpaTHOCTEH BO3yxooOMeHa U nepenanoB aaBieHus. Cienyer
yKa3zaTbh, MEXIy KakUMH IOMELIECHUSMHU MPEAyCMOTPEH KOHTpOJIb Iepernaja JaBiICHUs C
HOMOIIBIO JATYMKOB (MHIUKATOPOB).

Ob6opynoBanue

21. KoHCTpyKIMs U MOHTaXX 00OpYAOBaHHUS JTOJKHBI COOTBETCTBOBATH CreUU(DUUECKUM
TpeOOBaHUSAM JUTS K&XKIAOTO BHJIA TIPOTYKITHH.

[lepen BBOIOM B OKCIUTyaTanuio OOOpYAOBaHHS €ro CleIyeT aTTecToBaTh, a 3aTeM
OpPraHU30BaTh €ro TEXHUYECKOE 00CITyKMBAaHUE U TIPOBEICHIE TOBTOPHOM aTTECTAIHH.

22. O0opynoBaHue JOJKHO OOECeunBaTh YJOBIECTBOPUTEIbHYIO NEPBUUHYIO M30JISIUIO
Ouosornyeckux  areHToB. KOHCTPYKIMST ¥  MOHTaX O0OOpYAOBaHHS  JOJDKHBI, NpHU
HEOOXOAMMOCTH, OOeCIeunBaTh €ro JErkyrd U 3PGEKTUBHYIO JACKOHTAMUHAIIUIO W/HWIN
CTEpHIIN3ALHIO.

23. KOHCTpYKIUS ¥ MOHTaX 3aKPBITOr0 000PYIOBaHUS, MCIIOIb3YEMOT0 JUIsl TIEPBUYHOM
U30JISIIUN OMOJIOTHYECKUX areHTOB, JOJDKHBI MpeayCcMaTpuBaTh NPEAOTBPALICHUE YTEUEK WU
dbopMupoBaHUE Kareab U a3pO30Jei.

BBozbI M BBIBOJBI Ta30B JOJDKHBI OBITH 3alIMINEHBI TaK, YTOObI 00ecneunBaTh HYKHYIO
CTeNEeHb W30JIALIMM, HalpUMep, IyTeM HCIOIb30BaHUS CTEPUIU3YIONNX TUAPOoGOOHBIX
GUIBTPOB.

Jig monayu WM yAaJeHUS MaTepUalioB CIIEAYEeT UCIOIb30BaTh CTEPUIIU3YEMYIO
3aKpBITYIO CUCTEMY JINOO YCIOBHUS JIAMUHAPHOTO TIOTOKA BO3/yXa.

24. Tlepen wucronb30BaHHEM OOOpPYIOBaHUE CIEAYET CTEPUIM30BATH MPEANOYTUTEIHLHO
CYXHUM TapoM IOJ JaBjieHueM. [Ipyrue MeToasl NpUMEHHMBI B TOM Ciydae, eciii 000pyioBaHHue
HE JIONyCKaeT CTepUiu3alvio mapoMm. BaxHo He mpomycTuTh mpu oOpaboTke Takue BUIbI
000py10BaHus, KaK HEHTPU(YTH U BOASHbIE OaHH.

O6opynoBaHHe, HUCHOJIB3YEMOE [UISI OYMCTKH, Da3AeieHUs WM KOHIEHTPUPOBAHUS,
JOJDKHO, KaK MUHUMYM, CTEPHIIM30BAThCA WM AC3MH(DULIMPOBATHCS MPHU MEPEXOAE OT OJHOTO
BUJA MpoIaykTa K apyromy. HeoOxomumo uccrnenoBaTh BIUSHUE METOJIOB CTEPMIIM3AIMM Ha
3 PEKTUBHOCTh U aTTECTAIMOHHBINA CTaTyc OOOpPYAOBaHHS C LENbIO ONpEIENICHHS CPOKa €ro
JKCIUTyaTaluu.

Bce MeTonbl cTepuinn3anny 10JKHBI ObITh aTTECTOBAHBI.

25. Konctpykius o00pyaoBaHHs [OJDKHA HCKIIOYaTh BO3MOXHOCTH TE€pEnyThIBAaHUS
Pa3IUYHBIX OPTaHW3MOB WIH TPOAYKTOB. TpyOOMpOBOJBI, KIAamaHbl U (WIBTPHI JTOJKHBI
MapKUPOBATHCS B COOTBETCTBUH C X Ha3HAUCHUEM.



Jlns ynakoBOK ¢ WH(EKIMOHHBIMH W HEWH(EKIMOHHBIMH MaTepHalaMHd, a TaKke, Kak
OpaBUIO, M PA3IUYHBIX OPraHW3MOB M KJIETOK CJEAyeT HCIOJIb30BaTh OT/ICIIbHBIC
uHKyOaTopel. ConepkaHne B OIHOM WHKyOaTope Oojiee OJHOTO THIIAa OPTaHW3MOB WM THIIA
KJIETOK JIOIyCKaeTcs TOJbKO B cly4yae HPUHATHS HEOOXOIMMBIX Mep IO TepMeTH3alHH,
MOBEPXHOCTHOM JIEKOHTAaMHUHALIMM U pa3fesieHuto ynakoBoK. Cocybl ¢ KyJIbTypaMH JOJIKHBI
ObITh TMPOMAPKUPOBAHbl HHAWBUAYaNbHO. OuHMCTKAa M JE3MHQEKIHUs 3TUX COCYIOB U
MHKY0aTOpOB MOTYT OBITh 3aTpyIHEHBI U TPeOOBATh 0COOOTr0 BHUMAHHMSIL.

KoHcTpykuus U mopsAoK SKCIUTyaTaluud 00OpyIOBaHMS, MUCHOIb3YEMOro JUIsl XpaHEHUs
OMOJOTrMYECKUX AareHTOB WJIM MPOAYKTOB, JOJDKHBI HCKIIIOYaTh JH000€  BO3MOXHOE
nepenyThIBaHuE.

Bcee xpansimuecss oOpasipl JOJKHBI MMETh YETKYI0 M OJHO3HAUYHYK0 MapKUPOBKY U
HAXOJUThCSI B KOHTEHHepax, 3allUIICHHBIX OT yTeuku. Pe3epBHbIE MOCEBHBIE KYJIBTYPbI KIETOK
¥ OpPraHU3MOB JOJDKHBI XPAHUTHCS B CIICIUATEHO NPEAHA3HAYCHHOM 000y I0BaHHH.

26. HekoTopble BUIBI 000pyI0BaHUs (Hampumep, o0OpyloBaHUE, TpeOyroliee KOHTPOIS
TEMIIepaTypbl) JODKHBI OBITh OCHAIECHBI PErHCTPUPYIONIMMH yCTPOHCTBAMH W/WIIM CHCTEMaMH
curHanuzauuu. Bo wn30exaHue OTKa30B COBMECTHO C AHAIM30M PErHCTPUPYEMBIX JaHHBIX
CJIe/lyeT OPTraHN30BaTh CUCTEMY MPOPHUIAKTUIECKOTO OOCITYKIBAHUSL.

27. 3arpy3ka JHOQWIBHBIX CYIIWJIBHBIX YCTaHOBOK JIOJDKHA IPOUCXOAUTH B
YHCTOW/M30IMpOBaHHON 30He. Omeparnuu 1Mo pasrpy3ke JTHOPWIFHOW CYMIMIBHON yCTaHOBKH
OPUBOJAT K 3arpsA3HEHUIO OKpy)Karolled cpenbl. B cBA3M ¢ 3TUM MNpH MCIOJIB30BaHUU
THOQWIBHBIX CYIIWJIBHBIX YCTAHOBOK, OTKPBIBAIOLINXCS C OJJHOH CTOPOHBI, YACTOE TIOMEIIECHHE
JIOJDKHO MPONTH AEKOHTAMMHALMIO JI0 MEPEMEIEeHUs B 3Ty 30HY JPYrod CepuM MpPOAYKLUH, 32
UCKITIOUYCHHEM CepUil C OJIMHAKOBBIMH OpraHM3MaMu. /[BycTopoHHHE THO(UIBHBIE CYIIMIEHBIC
YCTAHOBKH JIOJKHBI CTEPUIIN30BAThCS MOCHIE KaXAO0TO IMKJIA MIPOU3BOICTBA, €CIU TOJIBKO OHH
HE OTKPBIBAIOTCS B YUCTYIO 30HY.

Crepunu3anuss JIMOQWIBHBIX  CYHIMJIBHBIX YCTAaHOBOK JIOJDKHA  IPOBOJUTHCA B
COOTBETCTBUHM C MNyHKTOM 24 npanHoro Ilpunoxenus. B cmyuae opranmsanmu paboT 1o
IPUHIUIY OTAEIbHBIX LUKJIOB IPOM3BOJCTBA MX CIEAYEeT CTEpUIM30BaTh, IO KpalHEH Mepe,
1ocCJIe KaX/10T0 IUKJIa.

JKuBOTHBIEC M TOMEIICHUS JIs UX COJIepKaHusl (BUBAPUU)

28. OOmue TpeOOBaHUS K COJCPKAHUIO KUBOTHBIX, MOMEUICHUSAM IS HHUX, YXOAy H
KapaHTUHY IPUBEICHBI B COOTBETCTBYIOIIEH HOPMAaTUBHOMN JTOKYMEHTALUH.

29. BuBapuu J0JKHBI OBITH H30JIMPOBAHBI OT IPYTHX MPOU3BOJACTBEHHBIX OMeIIeHui. Mx
MIPOEKTHI IOJDKHBI OBITH BBITIOJIHEHBI C COOJIIOIECHUEM HEOOXOAMMBIX TPEOOBAHMIA.

30. CaHuTapHOE COCTOSIHME XMBOTHBIX, MCIIOJIb3YEMBIX B IPOM3BOJCTBE, HEOOXOIUMO
OLIEHUBATh, KOHTPOJIMPOBATh M perucTpupoBath. [IpaBuna oOpalieHuss ¢ HEKOTOPBIMU BUAAMHU
KHUBOTHBIX ITPUBEJICHBI B CTICLIUAIBHBIX PYKOBO/ICTBAX.

31. ’)KuBoTHble, OMOJIOTMYECKHE areHThl U MPOBOAUMBIE UCIBITAHUSA JOJKHBI OBITH YETKO
MapKHUPOBaHBI (JOKYMEHTHPOBAHBI) B COOTBETCTBUH C YCTAHOBJICHHON CHCTEMOM BO M30exkaHHE
pHCKa NEepenyThIBaHUS U C LIEIbI0 KOHTPOJIS BCEX BO3MOXKHBIX BU/I0B OITACHOCTEH.

Jlesundexnns. Y HUUTOKEHHE OTXO0JI0B

32. JlesuHbekuss W/WIM yHUYTOKEHUE TBEPABIX W IKHAKHX OTXOJOB MOTYT HMETh
0COOEHHO Ba)XHOE 3HAYEHUE IPH MPOU3BOJICTBE HMMMYHHOM NpOAyKUuH. B cBsi3u ¢ »tum
HEOOXOAWM TIIATENBHBIA TOJAX0J K MeToJaM | OOOpYIOBaHUIO, WCIOIb3YEMbIM ISt

MPEeIOTBPALIEHUS 3arPSA3HEHUS OKPY KAIOIIEH Cpeibl, a TAKXKE K UX aTTECTAlluu (UCIIBITAHUSIM).

IIpoussoacTeo



33. U3-3a mmpokoro pasHooOpasus MPOAYKIIUH, OOJBIIOTO KOJIMYECTBA CTAAWN TpH
NIPOM3BOJICTBE MMMYHHBIX JIGKAPCTBEHHBIX CPEJICTB IS )KUBOTHBIX U XapaKTepa OUOJOTHUECKUX
IPOIIECCOB  0c000e BHUMAHWE CIEAYET YACISITh CTPOroMy COOJIOACHUIO AaTTECTOBAHHBIX
METO/IOB, TIOCTOSSHHOMY KOHTPOJIO BCEX TEXHOJIOTUYECKUX CTaauii TMPOU3BOACTBA U
MIPOBEJICHUIO BHYTPHUITPOU3BOJICTBEHHOTO0 KOHTpOisl. Ocoboe BHUMaHUE ClieAyeT OOpaTUTh Ha
UCXOJIHBIC MaTEePHAJIbl, CPE/IbI KYJIbTUBUPOBAHUS U TIOCEBHOW MaTepHall.

HcxonHbie MaTCepHaJIbl

34. TpeboBaHMS K HCXOAHBIM MaTepuanaM JOJKHBI OBITh YETKO OMNpPEIEICHB B
JOKYMEHTaJIbHO Oo(opMieHHbIX cnenupukanusax. Crennpukanuy T0JDKHBI COJepKaTh JaHHbIC
0 TIOCTaBIIMKE, METOJE MPOU3BOJCTBA, €M0 MECTE PACIONOKECHHS W BHUAAX >KUBOTHBIX, W3
KOTOPBIX M3BJIEKAIOTCS ATH UCXOHBIE MaTePHAIIbl, & TAKXKE CIIOCOOBI X KOHTpOst. OcoOeHHYIO
POJIb UTPAIOT MUKPOOUOJIOTHYECKIE METOAbI KOHTPOJIS.

35. Pe3ynpraThl HWCHBITAHMKA HWCXOIHBIX MAaTE€pPHaJOB JOJDKHBI COOTBETCTBOBATH
cnenudukanusM. Eciu mpoBeneHUe HCTIBITAHUM 3aHUMAeT MHOTO BPEMEHH (Hampumep, suia
(oMOpHOHBI) O€3NMEHKO3HBIX JIMHUH TTHUI[), MOXET BO3HHUKHYTH HEOOXOIUMOCTH OOpabOTKH
UCXOAHBIX MaTEpHUajOB 1O TMOJNyUYEHHUS pe3ylbTaTOB AaHAIUTHYECKHX HCHObITaHUH. B 3THx
cllydasix TIOJlydeHHE pa3pelieHUs] Ha pealn3alyi0 TOTOBOM MPOAYKIWH 3aBUCHT OT
MOJIOKUTENBHBIX PE3YIHTATOB HCIBITAHHS UCXOIHBIX MaTePHUATIOB.

36. Ocoboe BHUMaHUE CIEIYET YACNIATh NAHHBIM O CHCTEME OOCCIICUYCHHs KadecTBa,
MPUHATON y MOCTABIINKA, 00 OIEHKE MPUTOAHOCTH MCTOYHHUKOB MATEPUAJIOB U TPeOYyeMbIX AJis
o0ecreyeHHs KauecTBa TECTaXx.

37. Tam, rie 3TO BO3MOXHO, CJIEIyeT CTEPHIN30BAaTh HMCXOJHBIE MaTEpHUalbl TEIJIOBBHIM
MeTonoM. JlomyckaeTcs HCIONB30BaTh H  JIPYTHE AaTTECTOBAaHHBIE METONBI, HANpUMep,
HMOHM3HPYIOIIee U3ITyUYeHHUE.

Cpenpl

38. CrocoOHOCTh Cpel MOAAECPKUBATH HEOOXOAUMBIN POCT KJIETOK JTOJDKHA OBITH 3apaHee
MOJITBEPIKIEHA COOTBETCTBYIOIIUM O0OPa30M.

39. IlpeanoyYTUTENbHO, YTOOBI CPEbl CTEPHIIM30BAINCH HA MecTe (in situ) WM HA JIMHHH.
[IpeanodrurenbHBIM SBISETCS METOJ TEIUIOBOW 00paboTku. ['a3bl, cpeipl, KUCIOTHI, MIEIOYH,
NICHOTACUTENIM W JIPyTHe BEUIECTBa, BBOAWMEIC B CTEPUJIBHBI OHOpPEAKTOp, MOJDKHBI OBITH
CTCPUJILHBIMMU.

Cucrema IMoCEBHBIX MaTCpHraIoB U 0aHKOB KJIETOK

40. [Ins npenoTBpalleHMs] HEXKENATEIbHOIO M3MEHEHMsI CBOMCTB IOCEBHOI'O Marepualla
BCJIEJICTBME MHOTOKPAaTHBIX II€PECEBOB MM OOJIBIIOrO 4YHCIa TIeHepaluii IpOU3BOJCTBO
UMMYHHBIX JIEKAPCTBEHHBIX CPEICTB JUIsl )KUBOTHBIX, IMOJIY4aEMbIX U3 MUKPOOHBIX, KIETOYHBIX
WIN TKaHEBBIX KyJIbTYp WU Pa3MHOKEHHEM B SMOPHUOHAX U )KUBOTHBIX, JOJIKHO OBITh OCHOBaHO
Ha CHCTEME MOCEBHBIX MAaTEPUAIOB MJIM OAHKOB KJIETOK.

41. KomnuecTBo TeHepauuii (yABOCHHH, Maccakeil) MEXIy MOCEBHBIM MaTEpHAIOM WJIU
0aHKOM KIJIETOK M TOTOBOH MNPOJYKIMEH IOJKHO COOTBETCTBOBATH JAaHHBIM HOPMAaTHUBHOU
JOKYMEHTAILUHN U TPeOOBAaHUSIM, YCTAaHOBICHHBIM IIPU PETUCTPALIMHU JIEKAPCTBEHHOTO CPEJCTBA.

42. TloceBHble MaTepHaidbl M OaHKM KJIETOK CJEIyeT COOTBETCTBYIOUIMM 0Opa3oM
XapaKTepu30BaTh U KOHTPOJIUPOBATh Ha HAJIM4ME 3arpsizHeHui. [loceBHbIE MaTepualibl U OaHKH
KJIETOK JTOJKHBI CO3/1aBaThCsl, COACPIKATHCS U MCIIONB30BaThCA TAKMM 00pa3oM, 4TOObI CHU3HUTH
0 MHHMMyMa pHCK 3arps3HeHus Wi Jiro0oro usMeHeHus. llpum co3gaHMM TOCEBHBIX
MaTepHalioB MM OAHKOB KJIETOK HE JIOMYyCKaeTcs OJHOBpPEMEHHas paboTa B TOH ke 30HE WU



TEM JK€ TEPCOHAIIOM C JAPYTUMH XKMBBIMH WM WH(QEKIMOHHBIMHA MaTepHuajamMu (Harpumep,
BUPYCaMH WM KJIETOYHBIMU JIMHUSAMHU).

43. Jlyna 3amuThl IOCEBHOTO MaTepuaa U 0aHKa KJIETOK, a TakKe padoTarollero ¢ HUMHU
IepcoHaNa W BHEIIHEH cpenbl MOCEBHbIE MaTepuanbl U OaHK KJIETOK JOJDKHBI CO3/1aBaThCs C
COOJII0ICHHEM YCTaHOBJICHHBIX TPEOOBAHHM K OKPY KAIOIIEH cpejie.

44. ITpoucxoxaeHue, ¢popMa U yCIOBHUS XPaHEHHUs] MOCEBHOIO MaTepHaia J0JKHBI ObITh
IIOJIHOCTBIO OITMCAaHbI B COOTBGTCTBYIOHIeﬁ AOKYMCHTAIUU. HeO6XOI[I/IMO HUMCTHh JOKa3aTCIbCTBA
CTaOMIIBHOCTU U BOCIIPOM3BOAMMOCTHU MTOCEBHBIX MaTepHaIOB U KJIeTOK. EMKOCTH A1 XpaHeHus
JOJKHBI OBITh TE€PMETUYHO 3aKpbIThl, YETKO MapKUPOBAHbI M XPaHUTHCS Npu TpeOyemoi
TeMmreparype. YCIOBUS XpaHEHHMsS JIOJDKHBI KOHTpoiupoBaTbcad. HeoOxoaumo BecTH
TIIIaTCJ'[I)HLII\/JI YueT Kaﬁ(ﬂOﬁ CAWMHUIBI XPpaAHCHUS.

45. K pabote ¢ MarepuanoM J0IMyCKAIOTCS TOJIBKO CHEIMaIbHO Ha3HAUYCHHbIE COTPYIHUKH.
Paborta nomkHA MPOBOAWTHECS MO KOHTPOJIEM OTBETCTBEHHOTO JMIA. Pa3nuyHble MOCEBHBIC
MaTepuanbl M OaHKM KIETOK CIeAyeT XpaHWTh TakuM oOpa3oM, dYTOObI HE JOIycKaTh
NEepenyThIBAHUS WM TEPEeKPECTHOro 3arps3HeHus. JKenmaTenbHO pas3leniaTh MOCEBHBIC
MaTepHualbl U OaHKU KJIETOK Ha 4acTU M XPAaHUTh MX B Pa3IMUYHBIX MECTaX, 4YTOObl YMEHBUIUTh
ONAaCHOCTH ITOJIHOW MOTEPH.

[TpuHUMIBI pabOTHI

46. B xole TEXHOJOTMYECKHX TPOILECCOB CIEAYET M30erarb WM CBOJIUTh K MHUHUMYMY
oOpa3oBaHue Kamenb Wid TeHbl. [Iporeccsl neHTpudyrupoBaHus WIM CMEIIUBAaHUSA, KOTOPHIE
MOTYT TPHBECTH K OOpa30BaHUIO Kalleib, JOJDKHBI MPOBOIWTHCS B HM30JUPOBAHHBIX WU
YUCTBIX/M30JIMPOBAHHBIX 30HAX BO M30€KaHNE IEPEHOCA KUBBIX OPTraHU3MOB.

47. Cnyd4aliHple TPOJNMBBI JKUIKOCTEH, OCOOCHHO COAEP)KALIMX >KUBBIE OPraHU3MBI,
HEoOXoauMO OBICTpO ¥ O€30MacHbIM CIOCOOOM JIMKBUAMPOBaTh. [l Kaxaoro Tuma
MUKPOOPTaHU3MOB CIIEAyeT HCIOIb30BaTh AaTTECTOBAHHBIE METOJBI JeKOHTaMuHauu. [lpu
HCIIOJIb30BAaHUU PA3IMYHBIX IITAMMOB OaKTEpPHil OJHOTO BUAA WU OUYEHb MOXO0XKHUX BHUPYCOB
ATOT TPOLECC MOXKET OBITh AaTTeCTOBAH TOJBKO JMJs OJHOTO W3 HHX, €CIH JaHHBIE O
CYIIECTBEHHOM pa3IM4UMd HX YCTOMUMBOCTHM K BO3JEHCTBUIO HCIOJB3YyEMOI0 areHra
OTCYTCTBYIOT.

48. Onepanuu, BKIIOYAIOIINE B ce0sl MEpEeMEIIeHNe TaKUX MaTEePHAIOB, KaK CTCPUIIbHBIC
CpeIbl, KyJIbTyPhl WM TMPOAYKTHI, TOJMKHBI IPOBOJAUTHCS B MPEIBAPUTEIHLHO CTEPHIN30BAHHBIX
3aKpBITHIX crcTeMax. Eciu 3To HEeBO3MOKHO, ONEpalvy 10 NePEMEIICHUIO MaTepUaIoB JOJIKHBI
MPOBOJMUTHCS B OJJHOHATIPABIICHHOM (JITAMHUHAPHOM) TIOTOKE BO3/yXa.

49. JlobGaBneHue cpea Win KyJabTyp B OMOpeakTopsl ((hepMEHTaTOphl) U IPYTHUE COCYIIbI
JMOJKHO TPOBOJUTHCS B  TIIATENIBHO KOHTPOJHMPYEMBIX  YCIOBHSX, OO0ECIIEUUBAIONINX
HEBO3MOKHOCTh BHeceHHUs 3arpsisHeHus. [Ipum noOaBieHUM KyJiabTyp HEOOXOIUMO TIIATEIHHO
MPOBEPSATH MPABUIBLHOCTh COCTUHEHHS COCYIOB.

50. IIpu HEeoOxoamMocTH (HampuMep, Koraa 1Ba u Oosee GpepMeHTaTopa pacroyioKEeHbI B
OJIHOH 30HE) OTBEepCTUsS IJii OTOOpa MpoO0 W BHECEHHs J00ABOK JIOJDKHBI CTEPHIN30BATHCS
napom (mocie MojAcoeAMHEHUs, epe]] moJauel mpoayKTa U mepes orcoennHeHuem). B npyrux
CIIyJasiX JOIMYyCKaeTCsl XUMHUYecKasi Ne3nH(EKIHsI BXOJHBIX OTBEPCTUH M 3allUTa COCAMHECHUUN
0J1 JIJAMUHApPHBIM TOTOKOM BO3/yXa.

51. OOopynoBanue, mabopaTropHas TOCyJa, BHEIIHHWE IOBEPXHOCTH YIMAaKOBOK C
OPOAYKIHMEH U Apyrue mojoOHbIe MaTepuaibl Mepes MnepeMelieHueM 13 U30JUPOBAHHOM 30HbBI
JOJKHBI OBITh JE3WH(UIIMPOBAHBI C HKCIIOJNH30BAHHEM AaTTECTOBAHHOTO MeTona (TMyHKT 47
nanHoro Ilpunoxkenusi). Ocobyio mpoOiieMy MOXET BbI3bIBATh BEACHHUE JOKYMEHTAIlMM Ha
cepur0 MpOayKUuu. TONBKO aOCOMIOTHBIA MHUHHUMYM JIOKyMEHTAllUH, HEOOXOAMMOW st
coOnrofeHus: TpeOOBaHUM HACTOAIIETO CTaHIApTa, JOJDKEH MOCTyHaTh B 30HY U MOKHUIATh €e.
[Ipu ciayuaitHoM 3arps3HeHHH (HApUMED, KAIUSIME WIH a3PO30JISIMU) WITU TPU UCIIOJIb30BAHUN
9K30TUYECKUX MHUKPOOPraHU3MOB OyMakHas JOKyMEHTAllUs JOJDKHA Je3UMH(DUIMPOBATHCS B



IUTI03€ JUIs TIepeMelIeHus 000pyIOBaHUS WM TEPENaBaThCs C HMCIOIB30BaHUEM (HOTOKOIHU
w (akca.

52. Kuakue uiam TBEpAbIE OTXOJBI, TaKUE Kak JAeOpuc, mociie 0oTOopa MaTepualia u3 sull,
OJIHOPA30BbIe OYTHUIM ISl KYJIbTYp, HEXKelaTelIbHbIe KYIbTYypbl WM OHWOJIOTMYECKHUE areHTHI
1es1eco00pa3Ho CTEPUIIN30BATh WITH Ie3UH(UIIMPOBATH MEPE]] NX yIAICHUEM U3 H30JIMPOBAHHON
30HBl. B HEKOTOpBIX Ccily4yasx NOPUEMIIEMBIMH CUMTAIOTCS U JPYTrU€ METO[bl, HalpuMep
UCIIOJIb30BaHUE T€PMETUYHBIX KOHTEHHEPOB WU TPyOOIPOBOIOB.

53. Heo0xoauMo TIIATENIBHO KOHTPOIUPOBATH, UYTOOBI B MPOU3BOJCTBEHHYIO 30HY
NOMaJald TOJIBKO TE€ MpPEIMEThl M MaTepuaibl, B T.4. JOKYMEHTAlUs, KOTOpPble OTHOCATCA K
MPOU3BOAUMON TpOAYKUMU. [[1s1 KOHTpOJs 3a COOTBETCTBMEM KOJMYECTBA BHOCHMBIX U
BBIHOCHMBIX TPEAMETOB M MaTepHalIOB, BO M30€KaHWE MX HAKOIUICHUS B NPOWU3BOACTBEHHOM
MOMEIIEHUH, JI0JKHA IEHCTBOBATh CUCTEMA YUeTa.

54. TepMmocTOWKHE MPEIMEThl U MaTepHalibl JOJDKHBI MOCTYIATh B YUCTYIO WM YHUCTYIO
M30JMPOBAHHYIO 30HY 4Y€pe3 MPOXOJHBIE aBTOKJIABbl WM Neyd. YyBCTBUTENbHBIE K HarpeBy
OpeaMeThl W MaTepHaibl JOJDKHBI IMOCTYNaTh 4Yepe3 BO3AYIIHBIH IMUII03 € OJOKHPYEMBIMU
IBEpsIMH, TIAE OTH MpeIMeThl M MaTepuanbl MojaBepraroTcs ae3uHpekuuu. Jlomyckaercs
CTepUIN3alUs MPEIMETOB U MAaTEPHAJIOB B JIPYTOM MECTE, €CJIM OHM MOCTYHAIOT Yepe3 LT3 B
JBOMHOMN 0005I04Ke ¢ COOMI0IEHNEM HEOOXOIUMBIX MEP MPETOCTOPOKHOCTH.

55. Bo u3bexxaHue 3arpsi3HeHUs] WK MOAMEHBI KyJIbTYpbl KJIETOK WJIM MUKPOOPIaHU3MOB B
WHKYOAllMOHHBIA TEpHoJ] HEOOXOAUMO TMPUHUMATh MeEpbl MPEJOCTOPOKHOCTH. JlommKHA
CYILIECTBOBaTh METOAMKA OYMCTKU M J€3MH(EKIMH WHKyOaTOpoB. YIaKOBKH, HaxXOAsIIHECs B
MHKY0aTOpax, TOMKHBI OBITh YETKO U TIIATEIIEHO MAPKUPOBAHBI.

56. B oHOM TOMENICHUH OIYyCKAETCSI OJHOBPEMEHHOE MPOBEICHHUE OTEpaIuii TOJIBKO C
ONHUM OWOJIOTMYECKUM areHTOM, 3a HCKJIIOYEHHEM Olepaluii MO0 CMEMIHUBAHUIO U
NOCIEAYIOIEMY HAMOJHEHNUI0O MU TpPU HCIOJB30BAHWU IOJHOCTBIO 3aKpBITBIX cucteM. B
MPOMEXKYTKAX MEXKAY OMNEPalUsIMHU C PA3IUYHBIMU SKUBBIMH OHOJOTHYECKUMH areHTaMu
IPOM3BOJICTBEHHBIE MOMEIICHHUS JOJKHBI IPOXOIUTH 3P (PEKTUBHYIO IE3UH(EKIIHIO.

57. TlpomgyKTbl JOJKHBI WHAKTUBUPOBATHCS IyTeM JOOaBJICHHS HWHAKTUBaTOopa C
NOCIEAYIOUM TIIATENbHBIM IepeMennBanueM. [lociie 3Toro cMech 10KHA IEPEHOCUTHCS BO
BTOpPOIl CTEpUJIBHBIM COCyZ, 3a HCKJIIOYEHHEM cllydaeB, Korga (opma u pasMmep cocyna
MO3BOJISIFOT €r0 JIETKO MEePEeBOPAaYNBATh M BCTPAXHUBATH TAKMM 00pa3oM, YTOObI BcE€ BHYTPEHHHE
MOBEPXHOCTU CMAaYMBAJIUCh KOHEYHOM CMECBIO KYJIbTyPa - UHAKTUBATOP.

58. Cocynpl, coneprkaliie MHaKTUBUPOBAaHHBINA MIPOAYKT, HE JOIyCKAETCsl OTKpbIBaTh. M3
9TUX COCYJOB HE JOIyCKaeTcsi OTOupaTh MNpoObl B 30HAX, I/I€ COJEPXKaTcs KHUBBIE
Ouosiornyeckue areHTel. Bcio mocneayromyro 00paOOTKy HWHAKTHBUPOBAHHBIX IPOJYKTOB
ClielyeT MPOBOJUTH B UUCTHIX 30HaX A U B miu B 3akpbITOM 000py10BaHUY, IPETHA3HAYCHHOM
JUISl THAKTUBUPOBAHHBIX ITPOYKTOB.

59. HeobxomumMo ynaensTh Cepbe3HOC BHHUMAHHE aTTeCTAIlluU (MCIBITAHHSIM) METOJ/OB
CTepHIIN3AIUY, AC3UH(EKINH, YIaTeHU BUPYCOB U MHAKTUBALIUH.

60. HanmonHeHue, Mo BO3MOXKHOCTH, CJIEAYET MPOBOJAUTH HEMEJIEHHO TOCJE 3aBEPLICHUS
IPOM3BOJICTBEHHBIX onepanuii. Jlo Hauana onepanuy HaOJHEHUsI EMKOCTH ¢ Hepac(hacoBaHHOU
OPOAYKIMEH MJOKHBI OBITh TEePMETHMYHO 3aKpBIThl, MapKUPOBAaHbl W XPAHUTHCA MpU
YCTAHOBJIEHHBIX TEMIIEPATYPHBIX YCIOBHUSX.

61. JlomkHa CyIIeCTBOBaTh CHCTEMa, OOECMEYMBAIONIAs KOHTPOJb IEJIOCTHOCTH H
FEPMETUYHOCTH YIIaKOBOK I10CJIE HATIOJTHEHMS.

62. ®nakoHbI, coAepKallie >XHBble OWOJIOTMYECKUE areHThl, JOJDKHBI OBITh 3aKPBITHI
KPBIIIKAMHA TakuM 00pa3oM, 4TOOBI OOecreyrBaiach HEBO3MOXXHOCTh 3arps3HEHHS JIPYrou
MPOYKIMH UM TPOHUKAHUE )KUBBIX ar€HTOB B APYTHE 30HBI UM BO BHEUIHIOKO CPELy.

63. Mexny HaloOJHEHHEM IMEPBUYHBIX YNAKOBOK, MX MAapKHUPOBKOM M YIAKOBKOH IO
pa3IUYHBIM TMPUYMHAM MOXET MPOWUTH OIpeneseHHbIH OTpe30K BpeMeHHU. JlomKHBI ObITh
pa3paboTaHbl ¥ JIOKYMEHTAJIBbHO O(GOPMIICHBI METOAMKH, OINHKCBHIBAIOLINE IMOPSAIOK XpPaHCHHS
HEMapKUPOBAaHHBIX KOHTEHHEPOB, O0OECMEYUBAIONINE HEBO3MOXXHOCTh HMX TOJIMEHBl U



HaJJIexalue yciaoBust xpaHeHus. Ocoboe BHHUMaHUE CIEAYyeT YIENATbh XPaHEHUIO0 TepMO- U
CBETOUYBCTBUTENbHOI npoaykuuu. TemnepaTypa XxpaHeHus JOKHA ObITh 3a7jaHa.

64. Ha xax10i1 TEXHOJIOTHYECKON CTaJNH CIIEIYET MPOBOAUTH COMOCTABICHUE PEATbHOTO
U OXHUIAeMOro BbIXOJa TMPOAYKIMU. Bce cylliecTBeHHbIE OTKIOHEHHUS JOJKHBI OBITh
paccie10BaHsbl.

KoHntpois kauecTBa

65. B obecneueHun CcTaOWIBHOCTH KauecTBa OMOJOTMYECKHX JIEKAPCTBEHHBIX CPEICTB
ocoboe 3HaueHHEe MMeEEeT BHYTPUIIPOM3BOJICTBEHHBIN KOHTPOJIb. BHIBI KOHTpOJS, KOTOpHIE
UMEIOT pellarollee 3HayeHWe JUIsl OIEHKM KadecTBa (Hampumep, KOHTPOJIb Ha OTCYTCTBHE
BUPYCOB), HO HE MOTYT OBITh NMpOBEJEHBI Ha TOTOBOM MPOMYKLMHU, TODKHBI BBIMOIHATHCS HA
OJIHOM M3 MPEIIECTBYOUINX CTaIui IPOU3BOACTBA.

66. Jlnsd TOBTOPEHMS WIM HOATBEPXKICHHUS pe3yJbTaTOB KOHTPOJIA KadecTBa CEpUH
NPOAYKIIUM MOXXET BO3HHUKHYTh HEOOXOIMMOCTh XPAHEHHUS NMPU COOTBETCTBYIOIIMX YCIOBHIX
JIOCTAaTOYHOr0 00beMa 00pa310B MPOMEKYTOUHBIX MPOIYKTOB.

67. MoxeT BO3HMKHYTh HEOOXOAMMOCTH HEINPEPHIBHOIO KOHTPOJII MapaMeTpoOB B XOJ€
npoliecca MpoU3BOJICTBA (HAIPUMEp, HEITPEPHIBHOTO KOHTPOJISI PU3UUECKUX MapaMeTPOB B XO/1€
depmeHTanun).

68. PacmpocTpaHeHHON  NPaKTUKOM  SBISETCS  HENpPEpbIBHOE  KyJIbTHBHUPOBAaHHE
Ouonornueckoi mnpoaykuuu. Ilpu TakoM Merone MPOU3BOJCTBA HEOOXOIUMO MPUHATH BO
BHUMaHNE 0coOble TpeOOBaHUs K OpraHU3aluy KOHTPOJISI KaUyecTBa MPOAYKIUH.

[Tpunoxenue 6
IMTPOU3BOJICTBO MEJJUILIMHCKHNX I"'A30B
1. OOwIue moJI0KEHUS

Hacrosimee IlpunoxeHue pacnpocTpaHseTcs HAa MNPOMBIIUIEHHOE ITPOU3BOACTBO
MEAMIMHCKHUX ra30B, KOTOPOE OTHOCUTCS K CIIELMAIN3UPOBAHHBIM ITPOMBIIIJIEHHBIM IIPOLIECCAM
U OCYLIECTBIIETCSA, KaK MpaBWiIo, Ha HedapMmaleBTHUUECKUX npennpustusx. [Ipunoxxenue He
pacmpocTpaHsieTcsi Ha MPOU3BOACTBO U OOpallleHWe MEIUIIMHCKAX Ta30B B OOJIbHUIAX,
peryjimpyemMoe crnenualbHbIMU HOpMaMU. TeM He MeHee, COOTBETCTBYIOIIME pa3/ieiibl JAHHOTO
[Tpunoxenus MOryT ObITh UCTIOIB30BAHBI B KAYECTBE OCHOBBI JUUIsl OPTaHU3ALIUHU 3TOW PaOOTHI.

[Ipon3BOACTBO MEOUIMHCKMX TIa30B, KAK MPaBUJIO, OCYIIECTBIAECTCS B 3aKPBITOM
oOopynoBanuu. bnaromapss 3TOMy pHUCK 3arps3HEHUs JaHHON NPOIYKIMH M3 OKpY’KaIoIIeH
cpenbl ABISIETCS. MUHUMAIbHBIM. OJHAKO CYIIECTBYET PHCK IEPEKPECTHOTO 3arps3HEHUs
JpYTMMH ra3amu.

[Ipon3BOACTBO MEINLIIMHCKUX T'a30B CIEAYET OCYLIECTBIATh B COOTBETCTBUU C HACTOSIIIMM
CTaHJapTOM, (papMaKONEeHHBIMU TPEOOBAHUSIMU U IPYTHMHU JTOKYMEHTaMH.

[Ipumeuanue - Hacrtosimiee IlpunokeHue pacrpocTpaHSETCsl TOJbKO Ha OpraHU3aluio
IPOM3BOJICTBA W KOHTPOJIb KauecTBAa MEIMIMHCKUX Ta30B. TpeOoBaHMS K NPOMBIIUICHHON
0€30MacHOCTH TMpPH HMX MPOU3BOJCTBE YCTAaHOBIEHBI B COOTBETCTBYIOUIMX HOPMAaTHUBHBIX
JIOKYMEHTaX.

2. Ilepconan



2.1. YnonHoMOuY€HHOE JHIO, OTBETCTBEHHOE 3a BblJauy pa3pelieHUd Ha BBIIYCK
MEIUIUHCKHUX Ta30B, 10JKHO UMETh CIeLMalbHbIe 3HaHUS B 00JIACTH MPOU3BOICTBA U KOHTPOJIS
KayecTBa MEIUIIMHCKUX a30B.

2.2. llepconaiy, 3aHATBII B NPOU3BOACTBE MEAMLIMHCKHX TIa30B, JOJDKEH IIOHMMAThb
TpeOOBaHUSI HACTOAILIEIO CTaHAApTa B OTHOLIEHMM MEIMIMHCKUX Ta30B, 3HaThb KPUTUYECKU
BaXXHBIE aCIEKThl M BO3MOXHYIO OMNACHOCTBH JUISl NMAllMEHTOB, KOTOPYIO MOTYT IPEACTABIATH
co00i1 IekapCTBEHHbIE Ipenaparsl B BUAEC MEIULIMTHCKUX Ia30B.

3. [lomenieHnus u 060py10BaHHE

3.1. [lomemenus

3.1.1. Omnepauuu HamoJHEHUs MEIUIMHCKMMHU ra3aMM cJlelyeT OCYLIECTBIATh B 30HAX,
OTJEJICHHBIX OT 30H HAIOJHEHUS HEMEIWIWHCKUMH Tra3aMu. 3arpemaercs oOMeH OauioHaMu
(KOHTelHepaMn) MEXAy STUMHU 30HaMU. B MCKIIIOUMTENBHBIX CITy4asx JOIMyCKAeTCs HAlOJIHEHUE
MEIUIUHCKIX M HEMEIUIIMHCKUAX Ta30B B OJHOW M TOW JXK€ 30HE IO MPHUHIUITY OTAEITBHBIX
IIMKJIOB  NPOM3BOJCTBA INPU  YCIOBUH, UTO TMpPEIyCMOTPEHbl  CHELMalbHbIE  MEphI
MPEAOCTOPOKHOCTH M MPOBOJAUTCS HEOOXOIUMAsl aTTeCTAIMS (UCTIHITAHNUSA).

3.1.2. TlomenieHust, B KOTOPBIX BBIMOJHSAIOTCS ONEPALUU MO MPOU3BOACTBY, MPOBEICHUIO
UCTIBITAHUN W XPAaHEHHWI0O MEIMIMHCKUX Ta30B, NOJDKHBI MMETh JTOCTATOYHYIO IUIOMIAAb ISt
UCKIIIOUEHMs nepenyThiBaHus. [loMemenns IOMKHbBI CoepKaTbcs B YMCTOTE M OOecrednBaTh
TpeOyeMbIii TOPSIOK pabOTHI M XpaHEHHSI TPOAYKIIHH.

3.1.3. Pa3Mepsl 1 IUIaHUPOBKA 30H HAIIOJIHEHUS JIOJKHBI IPEyCMaTPUBATh!

a) OTJeNIbHBIC MApKUPOBAHHBIE 30HBI [T PA3JIMYHBIX Ta30B;

b) ogHO3HaUHOE 0003HAUEHHE U pa3elieHue MyCThIX 0ATUIOHOB (KOHTEHHEPOB) U 0aIOHOB
(KOHTENHEPOB), HAXOASIIMXCS HAa pa3HbIX CTaAusIX Mpou3BoJcTBa (Hampumep, "Oxunaer
HanonHenus", "Hamonuen", "Kapantun", "Ono6pen", "OTkinoHeH").

Crioco0, WCHONB3yeMbId JUISl JOCTHXKEHHS OSTHUX YpPOBHEH pasJeneHus, 3aBUCHT OT
XapakTepa, 00beMa M CIIO)KHOCTH TEXHOJOTMYECKOro mporecca. Mepamu pasleneHus MOryT
CJIy>KUTB 30HBI C pa3METKaMU I10J1a, TIEPErOpOIKU, Oapbepsl, 0003HAYECHUS H T.JI.

3.2. O6opynoBanue

3.2.1. Bce obopymoBanue sl TPOU3BOJICTBA U MPOBEACHUS aHAIU30B JOKHO MPOXOIUTH
MEPUOIMYECKYIO aTTECTAIMIO U KaJTUOPOBKY (ITOBEPKY).

3.2.2. Ta3om crnenyer HAmONHITH TOJNBKO TMPEAHA3HAUEHHBIM M HEro OayuioH
(koHTelHep). TpyOompoBOIbL, 10 KOTOPBIM MPOXOAT I'a3bl, HE JODKHBI UMETh COSAMHEHUH, 3a
UCKJIIOUEHHEM aTTECTOBAHHBIX MPOIECCOB aBTOMATUYECKOI0 HAIOJMHEHU. PacripenenurenbHble
KOJIJIEKTOPBI JOJKHBI OBITH 0OOpPYNOBaHbI COECJUHHUTEIBHBIMU 3JI€MEHTAMU JUIsl HAMOJIHEHMS,
COOTBETCTBYIOIIMMH TOJBKO KIAMaHy Ui KOHKPETHOTO ra3a HJIM KOHKPETHOM CMECH Ta30B
TakuM 00pa3oM, 4YTOOBI K JTOMY KOJUIEKTOPY MOINIM OBITh IOACOEIUHEHBI TOJBKO
COOTBETCTBYIOIIUE 0aJIOHbI (KOHTEHHEpBHI). TpeboBanus K UCTIOJIb30BAHUIO
pacnpeieauTeNbHbIX KOJJIEKTOPOB U UX COEIUHEHUH C KilanaHamMHu OaljIOHOB (KOHTEHHEPOB)
MOTYT OBITh YCTaHOBJEHbI B COOTBETCTBYIOIIMX HALUMOHAIBHBIX MM MEXIyHApPOIHBIX
CTaHJapTax.

3.2.3. PaboTbl IO PEMOHTY M TEXHMYECKOMY OOCIy>KHBAaHUIO O0OPYJOBaHUS HE JOJDKHBI
BJIMATH HA KAYECTBO MEIUIIMHCKUX Ta3oB.

3.2.4. Cnenyet u3beratb HalOJHEHUSI HEMEIUIIMHCKHUX Ta30B B 30HaX U HAa 000PYI0BAHUH,
NpEJHA3HAYCHHBIX JUIsI HPOM3BOJCTBA MEIMUMHCKMX Tra3o0B. VCKiIIOUeHHs OMyCKaloTCs B
Cllydasix, KOT/Ia KaueCTBO ra3a, MCIOJIb3yeMOro JUIsl HEMEIUIIMHCKUX IIeNiel, IO MeHbIel Mepe,
9KBHUBAJEHTHO KayeCTBY MEIUIMHCKOTO Tra3a M COOJIIOAAI0TCA TpeOOBaHUS HACTOALIETO
crangapra. llpm 3TOM g TpefOTBpAIICHUS 3arpsA3HEHUS MEIUIMHCKOTO Tasza Cleayer
UCIIOJIb30BaTh ATTECTOBAHHBIA METOJI, KOTOPBIM UCKIIIOUaeT MPOHUKAHUE HEMEIUIIMHCKUX I'a30B
B JINHUIO, 00CTYKHBAIOIYIO 30HY HAIIOJHEHUSI.



3.2.5. Pe3epByapsl 411 XpaHEHUS U TIEPEABUKHBIC IUCTEPHBI JIs1 TOCTABKU JOJDKHBI OBITH
MpeAHa3HAaYeHbl JUIsl OJHOTO BUJAA ra3a ONpeneseHHOTo KayecTBa. CKMKEHHbIE MEIUIIMHCKUE
rasbl JOMYCKAETCs XPAHUTh WM TPAHCIIOPTUPOBATH B TEX K€ PE3€pPByapax, 4TO U aHAIIOTUYHBIE
HEMEIULMHCKME Ta3bl, [PHU YCIOBUM, YTO KayeCTBO MOCIEIHUX, II0 MEHBIIEH MeEpE,
AKBUBAJICHTHO KAa4Y€CTBY MEIULIMHCKHUX Ta30B.

4. JlokyMeHTanus

4.1. JlaHHBIE, BKIIOYCHHBIC B IMPOTOKOJBI I KKIOW CEpUM HAIOJHEHHBIX OaJJIOHOB
(KOHTEHHEPOB), MOJDKHBI coaepkaThb HH(poOpMamuio 000 BCeX OCHOBHBIX MapaMeTpax
COOTBETCTBYIOIIUX CTAIUi HamoiHEHUs. [IpOTOKONBI cepun MOIHKHBI COMEPkKATh CIIEAYIOUIYIO
uH(pOpMAIIHIO:

- HAUMEHOBaHHE TIPOTYKITHH;

- IaTy ¥ BpeMsl OIepalluii o HAMOJIHEHUIO;

- CCBUIKY Ha MCIOJIb3yEeMYIO YCTAaHOBKY JIJIsl HATIOJTHEHHS;

- HCTIOJIb3yeMoe 000pyI0BaHHE;

- HAWMCHOBAHMWE Ta3a M CCBUIKY Ha CHEHU(UKAIMIO Ui JaHHOTO ra3a WM Ha
crierupuKauy A5 KaXJI0ro U3 Tra30B, BXOAAIIUX B CMECh;

- OIepaluu, IpeIecTByoNIMe HaroiHeHuto (7.3 nanHoro IIpunoxenus);

- KOJTMYECTBO M 00beM OaITIOHOB (KOHTEWHEPOB) A0 U MOCJE HAMOJIHEHUS;

- (haMMIIMIO ¥ MHUITHAITBI JIMIIA, TIPOBOAMBIIETO OTIEPAIMIO HATIOJTHEHHUS;

- daMunMM W WHUIMAIGl JIMI, BBHIMIOJHSABIIMX KaXIyl0 OTBETCTBEHHYIO OIEPaIHIO
(OYMCTKY JTUHUH, IPUEMKY OAJIIOHOB (KOHTEHHEPOB), OMOPOXKHEHHE 0aUIOHOB (KOHTEHHEPOB) U
T.IL);

- OCHOBHBI€ ITapaMeTphl, OATBEP)KIAIOIINE TPABUILHOCTD HATIOJHEHHS TIPH CTaHJAPTHBIX
YCIIOBUSIX;

- pe3yibTaThl MCIBITAHUN MpH KOHTPOJE KayecTBa M B CIyyasX, KOrja KaauOpoBKa
000pyA0BaHUS MPOBOJUTCS MEpea KaXAbIM UCIIBITAHUEM, CTIelU(UKAINIO CTaHAAPTHOTO Tra3a U
pe3yJIbTaThl KOHTPOJIS KaTUOPOBKH;

- pe3yabTaThl KOHTPOJIS HATIOJHEHUS 0a/UIOHOB (KOHTEHHEPOB);

- 0Opasel] STUKETKH ¢ HOMEPOM CEpHH;

- MOIPOOHYI0 MH(OPMAITHIO O JTIOOBIX 3aTPYAHCHHSIX WM HEOOBIYHBIX CITydasx;

- YTBEp)KICHHOE NMHUCHBMEHHOE pa3pelleHue Ha J1000€ OTKIOHEHHE OT WHCTPYKIHHA MO
HaTOJHEHUIO;

- JaTy W TOANUCH KOHTPOJEpa, OTBETCTBEHHOIO 3a ONEpalHio HarOJIHEHUS,
MOJITBEP K JAIOUTY IO MPAaBUIBLHOCT MPOBEACHUS PAOOTHI.

5. IlpousBoacTBO

5.1. Bce KpuTHYECKHME CTaguy TEXHOJOTMYECKHX IIPOILIECCOB MOMJIEkKAT AaTTECTallU
(MCTIBITaHHSIM).

5.2. IlponsBoacTBO HepachacoBaHHON MPOIYKIHMH (OaTK-TIPOTyKTa)

5.2.1. T'a3pl, mpegHa3Ha4y€HHbIE 11 MEIMLMHCKOIO IPUMEHEHHUs, NPOU3BOAAT IyTEM
XMMHUYECKOTO CHHTE3a WJIM MOJy4aloT U3 MPUPOAHBIX HCTOYHUKOB, MPH HEOOXOIHUMOCTH, C
MPOBEJICHUEM TIOCTEAYIONIEH OYUCTKU (HampuMep, Ha YCTAaHOBKE pa3jielicHus Bo3ayxa). Takue
ra3bl MOXKHO pacCMaTpuBaTh Kak ¢apMalleBTUUECKHe CyOCTaHIIMM WK HepacdacoBaHHBIC
JIEKapCTBEHHBIE CPEICTBA.

5.2.2. Tlpy HEOOXOAMUMOCTH CJEAYeT JOKYMEHTAJIBbHO PErIaMeHTHPOBAaTh TpeOOBaHMS K
YUCTOTC, APYTUM COCTABJIAIOIIMM H BO3MOXXHBIM INPUMECAM, KOTOPBIC MOT'YT NPUCYTCTBOBATH B
MCXOJHOM ra3e U Ha CTaJusIX ero OYMCTKH. J{JIs KaXKaoro mpoiecca TOMKHbI ObITh pa3paboTaHbl
COOTBETCTBYIOIINE TEXHOJIOTUYECKUE CXEMBI.



5.2.3. Bce craauu pasfeneHusi U OYHCTKU JTOJDKHBI OBITH pa3paboTaHBl TaKUM 00pazoM,
4TOOBI 00ECTeUnTh UX MaKCUMalbHYyIO 3(dexTuBHOCTh. Hampumep, mpuMecH, KOTOpbIE MOTYT
0Ka3aTh OTPHUIATEILHOE BIUSHUE Ha CTAJUI0 OUYUCTKH, CIEAYET YIAIITh O €€ Hayaja.

5.2.4. Craguu pa3felieHuss U OYUCTKH MOAJIEKAT aTTecTalu (MCIBITAHUSIM) B OTHOILICHUU
3 PEKTUBHOCTH U KOHTPOJIUPYIOTCS B COOTBETCTBUH C PE3yJIbTATAMHU aTTECTANU (MCIIBITAHUH).
BHyTpUNpOU3BOACTBEHHBIN KOHTPOJIb MOXET BKJIIOYATh B ce0s HEMpEephIBHOE IMPOBEACHUE
aHann3oB. [lopanok oOciykuBaHus 000pyAOBaHUS U 3aMEHbBI PACXOJHBIX JAeTajeil (Harmpumep,
(GUIBTPOB OYUCTKM) JOJDKEH OBITh OCHOBAaH Ha pe3yJbTaTaX KOHTPOJIS M aTTecTaluu
(McTibITaHUM).

5.2.5. IIpn HEoOXOaUMOCTH B JOKYMEHTAIMH CJIEAyeT YKa3blBaTh MpPEEIbHBIC 3HAUYCHUS
TEMIEPATYPbI B xoJe TEXHOJIOTUYECKHUX IIPOLIECCOB, M3MEpPEHHOU npu
BHYTPUITPOU3BOJICTBEHHOM KOHTpOJIE.

5.2.6. KoMmmbloTepHble CHCTEMBI, HCIOJIb3yEMbIE JUISl YHPABICHUS WIM HEMPEPBIBHOTO
KOHTPOJISI IPOLIECCOB, TOJKHBI OBITH aTTECTOBAHBI.

5.2.7. Jlns HENpephIBHOTO MpOIecca CIEAyEeT JOKyMEHTAIBHO OMPENETUTh MOHATHE CEPUU
OPOAYKIIMH, KOTOPO€ [OJKHO OBITh COTJIACOBAaHO C TMOPSAAKOM IPOBEICHUS aHajIn3a
HepacacoBaHHOTO Ta3a.

5.2.8. B xoze mporiecca Mpou3BOJICTBA CIEAYET MOCTOSHHO KOHTPOJIUPOBATH Ka4eCTBO ra3a
U COJIEpKAHUE B HEM ITPUMECEH.

5.2.9. Cnenyer mpoBOOUTh MHKPOOMOJOTHYECKHI KOHTPOJIb BOJbI, HCIOJB3YEeMOM s
OXJIKJEHHS BO BpEMS CHKAaTHs BO3yXa, €CJIM OHA UMEET KOHTAKT C MEIULIUHCKUM T'a30M.

5.2.10. Bce omepanuu 1no TpaHCIOPTUPOBAHUIO CKUKEHHBIX Ta30B U3 MECTa MEPBHUYHOTO
XpaHEHUs, B T.4Y. IPOBEACHNUE KOHTPOJIS MEpe]l TPAHCIIOPTUPOBAHUEM, JOJKHBI BBIIIOJIHATHCS B
COOTBETCTBUU C MHCTPYKIUSMU, HAMPABICHHBIMU Ha MPEJOTBpAIICHHUE JIOOO0r0 3arps3HEHUs.
TpyOompoBoa [l TPaHCIIOPTHUPOBAHUS Ta3za JOJDKEH OBITh 000pyIOBaH OOpAaTHBIM KIIAITaHOM
WM APYTUM aHAJIOTUYHBIM YCTpoHCTBOM. Oco00e BHUMaHUE CIeAyeT YAETSATh OUHCTKEe THOKHX
COEJIMHUTEINIBHBIX JIEMEHTOB, IIUIAHTOB U MECT COSUHEHMSI.

5.2.11. BHOBb TOCTYNUBIIUNA Ta3 JOMyCKaeTCs AO00aBIATH B pe3epByaphbl, B KOTOPHIX
XpaHUTCA ATOT JK€ Ta3 M3 MpeNblIyluX nocTaBok. [Ipw 3TOM pe3ynbTaThl aHamu3a HpPOOBI
JOJKHBI TIOATBEPJIUTH, YTO KaueCTBO IIOCTABJICHHOTO Tra3a COOTBETCTBYET YCTaHOBJICHHBIM
TpeboBanusM. Takas mpoOa MOXKET ObITh OTOOpaHa U3:

- IOCTABJICHHOT O Ta3a nepej J00aBIeHUEM WU

- pe3epByapa ¢ Hepac(hacoBaHHBIM Ta30M IOCIIE 100aBICHUS U CMEIIMBAHUS.

5.2.12. HepacdacoBanHbple Ta3bl, MpeIHA3HAYCHHBIC IS MEIUIIMHCKOTO TMPUMCHEHHSI,
CIIelyeT ONPEAENATh KaK CEPUI0 MPOAYKIHMH, KOHTPOJIHUPOBATH COIJIACHO COOTBETCTBYIOILHM
TpeOOBaHUSAM U BbIJJaBaTh pa3pelIeHUe Ha UX HANIOJHEHHE.

5.3. HanosnHeHne u MapKUpoBKa

5.3.1. Jlo mnpoBeneHusl oOnepanuii HANOJHEHUA CJIEAYEeT OINpEeNeuTh IOKa3aTean
(TTapameTphl) CepUH MPOTYKITUH.

5.3.2. bamnonsl (KOHTEHHEpHI) JII MEAMIIMHCKUX Ta30B JOJDKHBI COOTBETCTBOBATH
YCTAaHOBJICHHBIM TEXHHYECKHM TpeOoBaHusM. [locie HAMONHEHHsS KIIAMaHbl — CIEIyeT
IUIOMOMPOBATh AJIsi KOHTPOJIS MEepBOro BCKpbITUS. (s oOecneyeHus aJeKBAaTHOM 3aIlUTHI OT
3arpsi3HEHUs] PEeKOMEHYeTCsl YCTaHABIMBATh HAa OAJJIOHBI KIIAMAHBI yACP)KUBAHUS OCTATOYHOTO
JaBJICHMUSL.

5.3.3. PacnpenenutenbHbI KOJUIEKTOpP JJI HAIMOJHEHUS MEAMIMHCKUMHM Ta3aMH U
O0ayuTOHBI (KOHTEHHEPHI) TOJDKHBI OBITh MPETHA3HAYCHBI JIJISI OJTHOTO OIPEACIICHHOTO Ta3a Win
cmecu rasoB (3.2.2 nmannoro Ilpunoxenus). CineayeT opraHu3oBaThb CHUCTEMY KOHTPOJIA 3a
000pOoTOM OAJITOHOB | KJIallaHOB.

5.3.4. OuncTKy ¥ TPOAYBKY OOOpYIOBaHUS, MPEIHA3HAYCHHOTO MJIsi HAIOJHEHUS, U
TpyOONpPOBOJOB CEAYyEeT MPOBOJUTH B COOTBETCTBUHU C YTBEPKACHHBIMH MHCTPYKIHUSAMH. DTU
Olepaldu HUMEIT 0co00e 3HAYeHHE IIOCie TEXHHUUYECKOro OOCTY>KHMBAaHHMS CHUCTEMBl WU
HapylleHuss ee IeJocTHOCTH. llepen Bbinayeil paspelieHuss Ha MCMIOJIb30BaHHE CHCTEMY



HEOOXOIMMO MIPOBEPUTH HA OTCYTCTBHUE 3arpsisHeHHN. ClIeyeT BECTH M COXPAHATH MPOTOKOIIBI
OUYUCTKU 000pPYAOBAHUS.

5.3.5. BusyanpHoe oOcienoBaHue Oa/UIOHOB (KOHTEHHEPOB) Ha TMPOHM3BOJCTBEHHOM
y4acTKe MPOBOAUTCS B CIACAYIONIUX CIyYasx:

- TIpH TIOCTYTIJICHUY HOBBIX OaJJIOHOB;

- 10 ¥ TocTe JI0O0ro MCHBITAaHUS THAPOCTATUYECKUM JaBICHUEM WM SKBHUBAJICHTHOTO
UCTIBITAHUSI.

[locne ycTaHOBKM KjamaHa €ro cieayeT JAepKaTb B 3aKPbITOM TOJOXKEHUH s
IPEIOTBPALCHHS TOCTYIIJICHU JII00OT0 3arpsi3HEHNs B OaJIJIOH (KOHTEHHED).

5.3.6. Ilepen Hauanom omneparyy HallOJIHEHUS CIIEyeT MPOBOAUTD:

- IPOBEPKY OCTATOYHOTO JaBiieHUs (0T 3 10 5 Gap) JuTsi HOATBEPKIASHHS TOTO, 4TO 0aIOH
(KOHTelHEp) MOTHOCTHIO HE OTIOPOKHEH;

- U3bATHE OAJUIOHOB (KOHTEHHEPOB), B KOTOPBIX OCTATOYHOE JaBJIEHUE HE OOHApYXEHO,
JUISL TIPOBEJEHUS JIOTIOJHHUTENBHBIX MEp, MO3BOJSIONIMX YCTAaHOBUTb, 4YTO OSTH OajsIOHBI
(KOHTEHHEepHI) HE CO/AEPKAT BOJY HIIM APYTHE 3arps3HSIONINE BEIIECTBA; 3TH JCUCTBUS MOTYT
BKIIIOYATh B ce0s OYMCTKY C MPUMEHEHUEM MPOIISANINX aTTeCTAI[MI0 METOI0B WU BU3YalbHBIN
KOHTPOJIb;

- KOHTPOJIb TIOBPEXJACHHBIX 0aUIOHOB (KOHTEHHEPOB), C KOTOPBIX JOJKHBI OBITH YIATECHbI
ATUKETKH, ONPENEISAIONINE CEPUIO IPOAYKIIMH, U BCE IPYTHe ITUKETKH;

- BU3yaJbHBI KOHTPOJb BHEIIHETO BHJA KaXKJIOTO KianaHa U OamuioHa (KOHTeiHepa) Ha
HAJIMYME BMATHH, IPOKOTOB OT IyTOBOW CBAapKH, CKOJIOB, IPYTHX MOBPEKICHUN W 3arpsi3HCHUN
MaciamMu win cMazkamu. CrefyeT MpOBOAWUTH HaAJEXKalldM OOpa3oM OUYUCTKY, UCIBITAHUS U
TEXHUYECKOE 00CTyKUBaHUE OAJIJIOHOB (KOHTEUHEPOB);

- TIPOBEPKY KaKa0ro OaijioHa (KOHTEHHEpa) WU KIIAaHHOTO COEIWHEHUS KPUOT€HHOTO
cocynia ISl ONpeAeTICHUsI COOTBETCTBUS €T0 THUIIA JAHHOMY MEIUIIMTHCKOMY Tasy;

- MPOBEPKY "KOJa aThl UCTIBITaHUA" OalioHa (KOHTEWHepa), yA0CTOBEPSIOIIYI0, UTO ObLIO
MPOBEJCHO UCHbITaHUE OamioHa (KOHTEWHepa) THAPOCTATUYECKUM JaBiIcHHEM  (WIH
SKBUBAJICHTHBIM HCIBITAHUEM) U CpPOK JACWCTBHUS pE3yJbTaTOB HCIBITAHUA HE MHCTEK B
COOTBETCTBUH C JACUCTBYIOIUMH HOPMaMH;

- TMPOBEpPKY HAIMYUA Ha KaXIoM OauioHe (KOHTEHHEpEe) IIBETOBOrO Koja TIo
COOTBETCTBYIOLIEMY CTaHIAPTY.

5.3.7. Cnemyer TIIATETLHO BBIMOJHATH TMOATOTOBKY OalIOHOB (KOHTEHHEPOB),
BO3BpAIICHHBIX JJII TOBTOPHOT'O HATOJHEHUsI, YTOOBI PHUCK 3arpsi3HEHUs ObLI MUHUMATbHBIM.
Jlnsg cxaThlX ra3oB MaKCUMalbHOE TEOPETUYECKOE COJAEp)KaHME NpHUMECH NpU JaBJICHUU
HaronHeHust 200 6ap momxHO coctaBiaTh 500 0ObeMHBIX yacTeld Ha MHJUIMOH. s Apyrux
JTaBJICHUI OMPEENIAIOTCS SKBUBAJICHTHBIE 3HAUCHUSI.

[ToaroroBka 6aIOHOB (KOHTEMHEPOB) BHITIOIHAETCS CIEAYIONUM 00pa3oM:

- U3 KaXJI0T0 OaJJIOHA YAQISIETCS BECh OCTABIIMKCS Ta3 MyTeM OTKauyuBaHUS (10 KpalHEeH
Mepe, 0 0CTaTOYHOTO abcomoTHOTO AaBieHus 150 mOap) nim

- B Ka71oM OajutoHe (KoHTelHepe) cOpachIBaeTCs JaBICHUE U BHITIOIHSICTCS MOCIIECAYIOMAas
IpOJyBKa C HCIOJb30BAHUEM ATTECTOBAHHBIX METOJOB (YaCTUYHOE CO3JaHHE H30BITOYHOTO
JaBJICHUS HE MEHee 7 O6ap ¢ MOCIeIyIONUM COPOCoM).

Jns  OGayuloHOB — (KOHTEHHEpOB),  OOOpPYJOBAaHHBIX  KJallaHaMH  OCTAaTOYHOTO
(TIOJIOKUTENTHOTO) JTaBJICHUsI, JOCTATOYHO OJHOM OTKAa4YKH TOJ BaKyyMoM 10 maBieHus 150
MOap. B mpoTUBHOM cilydae clieyeT MPOBOAUTH MOJHBIM aHAINW3 OCTABLIETOCS ra3a B KakJOM
OayutoHe (KOHTEHHEpE).

5.3.8. 3amonHeHne OauIOHOB (KOHTEHHEPOB) CIIEAYET MpPOBEPSATh B YCTAHOBJICHHOM
nopsiake. OIHUM U3 TMOKaszaresaeil Toro, 4yTto OaiioH (KOHTEHHEp) HAIMOJHAETCS HaAJIekKalluM
00pa3oM, MOXKET CIYXHTb OIIYIIEHHE Tera MPH JIETKOM ITPUKOCHOBEHUH K BHEIIHEH 000JI0uKe
OayutoHa (KOHTEHEpa) B X0/1€ HAITOJTHEHUSI.



5.3.9. Kaxxzip1ii OaiioH TOJHKEH MMETh MapKHPOBKY M IIBETOBOM koa. Homep cepun n/mim
JlaTa HalOJHEHHUsI, a TAKXKe J1aTa UCTEYCHHUS CPOKa TOTHOCTH MOTYT OBITh YKa3aHbI Ha OTAEIbHON
ITHKETKE.

6. Kontposb kauecTBa

6.1. KauecTBO BOABI, MCHOJB3YEMOW AJii MPOBEACHUS HCIBITAHUN THAPOCTATUYECKUM
JABJICHUEM, JOJDKHO COOTBETCTBOBAaTh, IO MEHBIIEH Mepe, KayecTBY NUTHEBOM BOAbI U
MOJIBEPTaThCsl MOCTOSHHOMY MUKPOOHOJIOTHYECKOMY KOHTPOJIIO.

6.2. IIpoBeeHre UCTIBITAHUM M BbIJlaya Pa3pelieHMs] Ha BBIMYCK KaKJI0TO MEIUIIMHCKOTO
ra3a JOJDKHBI OCYIIECTBIIATHCS B COOTBETCTBHHM C €ro cnenupukanueii. Kaxupiii MeaumHCKIA
ra3 JOJHDKEH MCTIBITHIBATHCSA Ha COOTBETCTBHE BCEM HOPMATHUBHBIM TPEOOBAHUIM C MHTEpPBaJIaMH,
JIOCTATOYHBIMM ISl TAPAHTUHU TIOCTOSIHHOTO COOJIIOCHMSI 3TUX TpeOOBaHUI.

6.3. Ha mpoBenenue HamonHeHUs Hepac(hacoBaHHOTO Ta3a JODKHO BBIIABAThCS
paspemenue (5.2.12 gannoro [Ipunosxxenus).

6.4. Eciii oquH MEAUIIMHCKHM ra3 HaMoJHAETCA Yepe3 MHOTOLIMIIMHIPOBBIA KOJJIEKTOP, TO,
10 KpailiHeill Mepe, OAMH OajUIOH C ra3oM OT Ka)KJIOrO HAIlOJIHEHHUS Yepe3 KOJJIEKTOpP AOJKEH
MPOBEPATHCS HA TOJJIMHHOCTh, KOJIWYECTBEHHOE COJIEp)KaHHWE U, MPU HEOOXOIUMOCTH, Ha
COJIepKaHue BOBI IIPU KaXKI0W cMeHe 0aUIOHOB (KOHTEHHEPOB) HAa KOJIJIEKTOPE.

6.5. Eciu oguH METUIIMHCKUN Ta3 HAMOJHAETCA B OalJIOHBI (KOHTEHHEpPHI) IMyTEM
WHIMBUAYATBHOM OTNEpaliiyl HAIOJIHEHMsI, TO, 110 KpaifHel Mepe, oIuH 0ayutoH (KOHTEeHHEp) mpu
KaKIOM HENpPEepPhIBHOM IMKJIE HAIMOJHEHHUS JODKEH ObITh MPOBEPEH HAa MOIMHHOCTh U
KOJIMYECTBEHHOE cojiepkaHue. [IpumMepoM HENpepbIBHOTO LMKJIA HAINOJHEHMs SBISETCS
MPOU3BOACTBO B TEUYEHHE OJHON CMEHBbI OJHUM U TEM € INEPCOHAIIOM C HUCIOJIb30BAaHUEM
OJIHOTO 00OPYIOBaHUS M OJHOW CepuH Tra3a B Oaik-popMme.

6.6. Ecmu MeMIIMHCKHIA Ta3 TOTOBUTCS MyTEM CMEIIMBaHUs B OaioHe (KOHTEHHepe) ABYX
Wi 6oJiee pa3IMyYHBIX Ta30B U3 OAHOTO M TOTO K€ PACHpPENeUTENIFHOIO KOJIIEKTOpa, TO MpU
KQXKIOM IHKJIEe paboThl KOJJIEKTOpA CIIEYET UCTBITHIBATH CONEPKUMOE, KAK MUHUMYM, OJHOTO
OayutoHa (KOHTeWHepa) Ha MOMJIUHHOCTh M KOJHMYECTBEHHOE COJEp)KaHHUE BCEX KOMIIOHEHTOB
ra3oBoil cMecH M, MpU HEOOXOIMMOCTH, HAa COJEp)KaHUE BOJABI U MPABUIBHOCTH COOTHOILEHUS
ra3oB B cmecu. Eciam 0auioHbl (KOHTEHHEpHI) HAMONHSIOTCS MO OTICIBHOCTH, TO KaXKIbIN
OayioH (KOHTEHHep) ciieyeT MCMBITHIBATh Ha MOMJIMHHOCTh U KOJMYECTBEHHOE COJIep)KaHue
BCEX KOMITOHEHTOB T'a30BOM CMeCH, U, KAK MUHHUMYM, OJUH OayUIoH (KOHTEHHEp) U3 KaKIOoro
HEIPEPBIBHOTO [IMKJIA HAMOJHEHUS - HA IPAaBWIBHOCTh COOTHOLIEHUS Fa30B B CMECH.

6.7. Ecnu ra3sl CMEUIMBAIOTCS HA JIMHUM MEpE] HAMOIHEHHEM (HampHUMep, CMECh OKCHJA
a30Ta/KUCI0po/a), TO CIaeaAyeT MPOBOIUTH MOCTOSIHHBIN aHAJIN3 HAMOJIHAEMOM CMeCH.

6.8. Ecnmu OamnoH (KOHTEHHEp) HAMONHSACTCS HECKOJIBKUMH Ta3aMHu, TO IMpOoIecce
HAIIOJTHEHUSI JIOJDKEH oOecreynBaTh MPAaBUIBHOE CMEIIMBAHHME Ta30B B KaXKIOM OallJloHe
(KOHTeHHepe) U MOJIHYI0 TOMOTEHHOCTh CMECH.

6.9. Kaxxnprit HaroTHEHHBINH O0alJIOH (KOHTEHHED) Mmepes OTUIOMOMPOBAaHUEM JIJIST KOHTPOJIS
IIEPBOIO BCKPBITUA JOJDKEH IPOXOJUTh HCIBITAHWE HAa TE€PMETUYHOCTH C HCIOJIB30BAHHUEM
COOTBETCTBYIOIIEro MeToaa. CrelyeT TakKe MPOBOAUTH MPOBEPKY HAa FEPMETUYHOCTH OAJITIOHOB
(KOHTEHHEpOB), U3 KOTOPBIX OTOMPATHUCH POOKI /Il aHATTU30B.

6.10. Eciu KpUOTEHHBIM Ta30M HAINOJHSAIOTCS KPUOTEHHBIE COCYAbl ISl TMOCTaBKHU
NOTPEOUTENSIM, TO COAEPKUMOE KaXJIO0TO COCyJa CIEeAyeT HCHBITHIBATh Ha IMOAJMHHOCTb U
IIPOBOJIUTH €r0 KOJMYECTBEHHBIN aHAIN3.

6.11. He tpeOyercst oTrOuparh mpoObl U3 KPHOTCHHBIX COCYAOB TOCIE WX HAIOJHEHUS B
TOM cllydae, €CJId OHHM XpaHATCS Yy MOTpeOuTeneil M MOBTOPHO 3aIOJIHAIOTCS Ha MECTe U3
NEPEIBIKHBIX IUCTEPH, IPU YCIOBUHU, YTO KOMIIAHMS, OCYILECTBISAIONIAs HAlOJIHEHUE,
MPEIOCTaBIIACT AHATUTUYECKHUI TTacIOpT MPoObI, 0TOOPaHHOM M3 TaKOW MUCTepHBI. KprnoreHHbie
COCyIbl, XpaHsIIUuecs Yy TMOTpeduTened, cienyer NEepUOJUYECKH HCIBITHIBATh IS
MOJITBEP KJICHUSI COOTBETCTBHS UX COJEPKUMOTO (papMaKoIeHHbIM TPeOOBaHUSIM.



6.12. He tpebyertcst coxpaHsaTh 00pasipl cepuil MPOIyKIUU, €CIU 3TO HE MPEAYCMOTPEHO
JIOKYMEHTALUEH.

7. XpaHEHHUE U BBIITYCK

7.1. HamonHeHHble OaylOHbl (KOHTEHHEPHI) MOJKHBI COAEPKATbCS HAa KapaHTHHHOM
XPaHEHUH /10 BbIJIa4M pa3pellieHusl Ha BBITYCK YIIOJTHOMOYEHHBIM JIUIIOM.

7.2. bannoHsl (KOHTEHHEpHI) C ra30M CIEAyeT XpaHUTh B CHEIHMAIbHO OTBEIEHHOM MECTE,
3allMIIEHHOM OT BO3AEUCTBUS AKCTPEMAJIbHBIX TEMIEpaTyp. 30HbI XPAHEHHUS JOJKHBI OBITH
YUCTBIMH, CYXUMHM, XOPOIIO IMPOBETPUBACMBIMH M B HUX HE JOJDKHBI XPAaHUTHCS TOpIOYHE
MaTepuabl C LEJIbI0 COXpaHEHHs] OauIOHOB (KOHTEHHEPOB) YHCTBIMH K MOMEHTY HX
UCIIOJIb30BaHUS.

7.3. Tlopsaok XpaHeHMsI JOJDKEH IpelycMaTpuBaTh pa3/lelIbHOE XpaHEHUE OalllIOHOB
(KOHTEHHEpOB) C pa3IMYHBIMU Ta3aMH, HAINlOJHEHHBIX U MYCTBIX OaJJIOHOB (KOHTEHHEpOB), a
TaKkKe oOecreunBaTh MOPSAOK 000pOTa 3alMacoB COTJIACHO OYEPEIHOCTH IMOCTYTUICHHS
IpOAYKIMH Ha ckiaj ("TMepBbIM MOCTYIUII - IEPBBIM BhIIaH").

7.4. Bo BpeMsi TpaHCIOPTHUPOBAHMS Ta30Bbie OATIOHBI (KOHTEHHEPHI) MOJDKHBI OBITH
3alUIIEHBl OT HEOJarompUsTHBIX YCIOBUHM OKpy»karolied cpeabl. s ra3oBbIX cCMeced, B
KOTOPBIX MpPH 3aMOPaXHBAHWW MPOUCXOTUT pasfeneHue (a3, MOHKHBI OBITh 0OecredeHbl
0c0ObIe YCIIOBHSI XpaHEHUS U TPAHCTIOPTUPOBAHMUS.

TepMI/IHH " OIIpCACIICHUA

bannon (cylinder): TpancmopTupyeMblii KOHTEHHEP BMeCTUMOCThIO He Oonee 150 11 BofbI,
HaXOJIAIIUNACA MO aBJICHUEM (1 1iesieit nanHoro [punoxenus).

[Ipumeuanne - B nHacrosimem IlpunoxeHuu omnpeneneHue OasIOH MOApPa3yMEBaeT B
COOTBETCTBYIOIIIEM KOHTEKCTE MOHATHE "CBsI3Ka OAIIOHOB" (YITaKOBKA).

I'a3 (gas): BemiecTBO MM CMECh BEIIeCTB, KoTopble mpu maBinenun 1,013 Gap (101,325
klla) u Temneparype 15 °C HaXoasATCs MOTHOCTBIO B Ta3000pa3HoM coctosiHun uiau npu 50 °C
naienne napos npesbimaeT 3 6ap (300 kIla) (ISO 10286:1996. Gas cylinders - Terminology.
Bilingual edition).

3ona (area): dYacTb TIOMEIIECHMS, CHEUUATBHO BBbIJCJICHHAs i1 IPOU3BOJCTBA
MEAUIIMHCKHUX T'a30B.

HcnbiTanue ruapocratuueckuM nasineHueMm (hydrostatic pressure test): ucmbITaHue,
IpPOBOAMMOE C IeNblo obecriedeHus: O€30MacHOCTH B COOTBETCTBUU C TpPeOOBaHUSAMU
HAI[MOHAJIFHBIX U MEXIyHAPOIHBIX HOPM JUIsl TIPOBEPKU TOTO, UYTO OAJJIOHBI WM Pe3epBYaphl
MOTYT BbIJEPKATh BBICOKUE JTaBIICHUSI.

Knaman ynepkanus ocTaToyHOro AaBieHHs (minimum pressure retention valve): kiamaH,
CHa0XCHHBIM OOPAaTHOW CHUCTEMOM, TOMJEP KUBAIOIICH ONpenesieHHOe JaBieHue (0Koio 3 - 5
Oap BeImIe aTMoc(epHOro MaBICHHS) W TPEJOTBpAIIAIOIICH 3arps3HEHHE KIalaHa Tpu
HCIIOJIb30BaHUU.

KownTeitnep (container): KpuoreHHbIH cOCy, IUCTEPHA, OaK, OAJIIOH, CBs3KAa OATUIOHOB WU
mto0ast Apyras ymnakoBKa, KOTOpash BCTYyHaeT B HEMOCPEACTBEHHBIN KOHTAKT C MEIUIUHCKUM
ra3om.

Kpuorennsrii ra3 (cryogenic gas): ra3, KOTOpsIid mipu nasienun 1,013 6ap cxmkaercs mpu
temneparype Huxe munyc 150 °C.

Kpuorennsiii cocyn (cryogenic vessel): cTarmoHapHBI WM TIEPEHOCHOW TEPMHUYECKH
W30JIMPOBAHHBIN KOHTEHHEP, CKOHCTPYHPOBAHHBIN JUISI XPAHCHUS COKUIKCHHBIX HIIM KPUOTEHHBIX
razoB. M3 KpHOTEHHOTO cocyjaa ra3 oTOMpaeTcsl B ra3000pa3HOM WIIM JKUJIKOM COCTOSTHUH (AJIs
nenen ganHoro Ilpunosxenns).



MaxkcuManbHBI TEOPEeTHUECKUH OCTAaTOYHBIM ypoBeHb mpumecu (maximum theoretical
residual impurity): mpuMech raza OT BO3MOXHOTO TMPEABIAYIIETO 3arps3HEHHUs, OCTaBIIAsCS B
OaJlJIOHaxX Mepes HalloJIHEHUEM M0Ce MpeABapUTENbHON 00padOTKH.

[Ipumeuanue - BpluncieHre MakCUMaJIbHOT'O TEOPETHUECKOTOo YpPOBHS MPHUMECH HMeEeT
3HaYeHWE TOJIBKO IS CXKAaTBIX Ta30B B IPEAINOJOKEHHH, YTO OTH Ta3bl BEOyT cels Kak
ujieanbHbIe.

Meaununckuii ra3 (medicinal gas): mo0oi ra3 win cMech ra30B, MpeAHA3HAUYCHHBIE IS
BBEJICHUSI OOJIbHBIM B TE€PAIEBTUYECKHUX, JTHATHOCTHUECKUX WM MPOPHUIAKTHUECKUX TENAX IS
OKa3zaHus (apMaKOJOTHYECKOTO BO3ACUCTBUS M KIacCUPUIMpyeMble KaK JeKapCTBEHHbBIC
CpeICTBa.

Hepacdacosannsbiii raz (bulk gas): mo6oii ra3, mpeaHasHauyaeMblil IS MEIULUHCKOTO
UCTIOJIB30BaHUs, KOTOPBIA TPOIIEN BCE TEXHOJIOTWYECKHE CTAIWH, 32 WCKIIOYCHHUEM CTaJHd
OKOHYATEJIbHOM YIaKOBKH.

OOparHsbiii kmanad (non-return valve): KiiamaH, KOTOPBIA MO3BOJISIET IMOTOKY MPOXOIUTH
TOJIKO B OJTHOM HAaIlpaBJICHUU.

OTtkaunBaTh (€vacuate): yJaiiaTh OCTATOUHBIN a3 U3 KOHTEHHEpPa ¢ IOMOIIIbIO BaKyyMa.

[IponyBka (purge): onepariiys Mo ONOPOKHEHUIO U MPOYNCTKE OallIoHa:

- METOJIOM cOpoca M OTKauMBaHUS UITH

- MeTogoM cOpoca, YaCTHYHOTO CO3[aHHUS HM30BITOUHOTO IABJICHUS PAaCCMATPUBAEMBIM
ra30oM M €ro MOCIEIYIOIUM COPOCOM.

Pacnipenenurensupiii  koiuiekTop  (manifold):  obGopymoBanume WM YCTPOIMCTBO,
CKOHCTPYUPOBAHHBIE IS OJTHOBPEMEHHOTO OTIOPOKHEHUS WJIM HAITOJHEHHS Ta30M OJTHOTO WIIA
0oJiee KOHTEHHEPOB.

PesepByap (tank): cranuoHapHBIH KOHTEHHEp IS XPaHEHUS CHKWKCHHOTO WJIH
KPUOTEHHOTO rasa.

C6poc (blowing down): cOpoc maBieHwus 10 aTMOCHEPHOTO 3HAUCHHUS.

Ces3ka 6aymmoHoB (cylinder bundle): cOopka jkecTKO 3aKpeIyieHHbIX B KapKace 0alsIoHOB,
KOTOpbIE TOJACOCIUHSIOTCS K paclpeieUTeIbHOMY KOJJICKTOPY, TPAHCIOPTHUPYIOTCS U
HCIIONIB3YIOTCS KaK OJMH OJIOK.

Cxarslif ra3 (compressed gas): ra3, KOTOPBIH MPU HAMOJHEHUH O] AABICHUEM OCTACTCS
MOJIHOCTBIO B Ta3000pa3HoM Bue nipu Temmneparype muayc 50 °C (ISO 10286).

Cxwxennbiii Ta3 (liquified gas): ra3, KOTOpbI NpH HAMOIHEHHM IIOJ JaBJICHUEM
HaXOJIUTCA B IBYX(a3HOM COCTOSTHUY (Ta3 HaJ )KUIKOCTHIO) mpu Temiiepatype munyc 50 °C.

VYcraHoBka paszzneneHust Bo3dyxa (air separation plant): ycraHoBka ans  orOopa
aTMoc(epHOro BO3[yXa U €ro pasfesieHus MyTeM OUYUCTKH, PUIbTPAINH, CKATUS, OXJIAKICHUS,
COKIKEHUS U TUCTHIUIALIMY Ha Ta3000pa3HbIil KUCIOPO/, a30T U aproH.

[ucrepna (tanker): mepeABMKHOW KOHTEHHEp IS XpaHEHUS CXKWIKECHHOTO WU
KPHOT€HHOTO Ta3a.

[Ipunoxenue 7
IMTPON3BOACTBO JIEKAPCTBEHHbLIX CPEJICTB 13 PACTUTEJIBHOI'O CBhIPbA

O01Lme noJI0KEHUS



JlekapcTBEHHBIC CPEJCTBA W3 PACTHTEIBHOIO CBIPbS HMMEIOT CJIOXKHYIO TPHPOAY |
pa3HOOOpa3Hble XapaKTEPUCTUKU, B CBA3HM C YE€M IPU MX MPOU3BOJCTBE OCOOYIO pOJb UTPaeT
KOHTPOJIb HCXO/IHBIX MAaTEPHAJIOB, YCIOBUI XpaHEHHS U MEPEPAOOTKH.

HcxoaHpiMu MaTepraiaMu IPU TPOU3BOJICTBE JICKAPCTBEHHBIX CPEJCTB M3 PACTUTEIHHOTO
CBIpbst <*> MOryT OBITh HEOOpaOOTaHHBIE pPACTEHHS, pPACTUTEIBHOE CBIpbe <**> wmm
IPOMEXYTOUHBIC TPOAYKTHI. PacTHTENbHOE CHIphE IODKHO HMMETh TpeOdyeMoe KadecTBO U
CONPOBOXKIATHCS JOKYMEHTALUCH JUIS TPOU3BOIUTENS] POMEXKYTOUHBIX TMPOJIYKTOB |
JIEKapCTBEHHBIX CPEJICTB U3 PACTHTEIHLHOTO ChIPhs. 1l TOro 4T00BI yOSTUTHCS B OTHOPOIHOCTH
COCTaBa pPACTUTEIBHOTO CBIPBS, MOXET IOTpeOoBaThcs Ooyiee moapoOHass WHOpMAIHI O
crnocobe ero moiy4eHus (BbIpaliyBaHusA). BakHbIMU (haKkTOpamu, BIUSIOIIMMH Ha KauecTBO
PaCTUTENBHOTO CBIPbS, SBJISIFOTCS BBIOOP CEMSIH, YCIOBUS BBIPANIMBAHUS U cOOpa. DTH (HakTopbl
MOTYT OKa3aTh BIIMSHHE Ha CTAOMJIBHOCTh TOTOBOTO MPOAYKTa. PexoMeHIamuu B OTHOLICHUH
CHCTEMbI O0ECIiCUeHHs Ka4yecTBa NPU BBIPALIMBAHUM M 3arOTOBKE PACTCHHI MPHUBEICHBI B
pykoBoactBe HMPC <***> "PykoBOJCTBO IO BBIpAIIMBAHUIO M COOPY MCXOIHBIX MaTEpPHAJIOB
pacturensHoro npoucxoxaenus” (Guideline on Good Agricultural and Collection Practice for
starting materials of herbal origin).

<*> #B nmanaom [Ipmiio>keHUM MO/ JIEKApCTBEHHBIM CPEICTBOM W3 PACTUTEILHOTO CBHIPHS
HNOHUMAIOTCS U TPAJAULIMOHHBIE JIEKAPCTBEHHBIE CPEJICTBA U3 PACTUTEIBHOIO ChIPbS.

<**> Tepmunsl nansl no Hupextuse 2004/24/EC ot 31 mapra 2004 r., gonoiHsromeiR
HupextuBy 2001/83/EC 0 5ekapcTBEHHBIX CpEACTBaX /Ul HCIOJb30BAHUS YEIOBEKOM B
OTHOIICHHUH TPAAUIMOHHBIX JIEKAPCTBEHHBIX CPEJICTB M3 PACTUTEIBHOTO CHIPHSI.

PactutensHoe coippe (Herbal substances) - B OCHOBHOM, I1enoe, pa3AelieHHOE U
pa3pe3aHHOE pacTeHHE, YacTH pacTeHHs, MOPCKHX BOAOPOCIEH, I'puOOB, JIUIIAHHUKOB B
HeoOpaboTaHHOM, OOBIYHO BBICYLIEHHOH (opMe, HO MHOrAa UM B cBexeM Buzie. Hekoropsle
OKCCYIAThl (BBIACIICHNS) 3 PACTEHHI, KOTOPhIE HE MPOIUIHA CIEHUAIBHYI0 00padOoTKy, TaKxke
OTHOCATCSI K PAacCTUTEIbHOMY ChIPbI0. B HalMEHOBAHUM PACTUTENBHOTO CBHIPbS JTOJIKHBI OBITh
TOYHO YyKa3aHbl MCHOJb3yeMass 4YacThb pacTeHHss MU OOTaHMYECKOE HAMMEHOBAaHHE IIO0
OMHOMMHAJIBHOH cHuCTEME.

[TpomexxyTouHBII TIPOXYKT M3 pactutenbHoro ceipbs (Herbal preparations) - mpoaykr,
HOJYYEHHBIH ITyTeM NepepaboTKU PACTUTEIBHOTO ChIPbsl, HAPUMED, SKCTPaAKIHEH, IeperoHKOMH,
OT)KUMOM, pa3liejeHueM Ha (Qpakiuh, OYUCTKOM, KOHLEeHTpanued win Qepmentanuein. K
IPOMEKYTOUHBIM TPOJYKTaM OTHOCATCA M3MEIbUYEHHOE WIM MPEBPAIICHHOE B IOPOIIOK
pPacTUTENIEHOE CHIPbE, HACTOMKH, JSKCTPAaKTHl, A(HUPHBIE Macjia W BEIIECTBA, BBHIJICICHHBIC B
npoiiecce nepepadboTKu.

<k#F> HMPC - koMHUTET MO JIEKaPCTBEHHBIM CPEACTBAM M3 PACTUTEIBHOTO CBIPbS
(Committee on Herbal Medicinal Products) EBpomeiickoro areHTCTBa IO JE€KapCTBEHHBIM
cpeactBam (EMEA - European Medicinal Agency)#.

Hannoe IlpunoxeHue pacrnpocTpaHseTcsi Ha BCE MCXOAHBIE MaTepHalibl PACTUTENBHOIO
IIPOUCXOXKICHHUS: JIEKAPCTBEHHBIE PACTEHUS, PACTUTENBHOE CBIPHE U POMEKYTOUHBIE TPOLYKTHI
U3 PACTUTEIBHOIO CHIPBS.

WnmocTpanusi npuMeHeHus Hacrtosimero crangapra (mpasuin GMP) k npousBoacTBy
JIEKapCTBEHHBIX CPEJICTB U3 PACTUTEIBHOTO ChIpbs MPUBEACHA B Tabnuie <*>.

<*> JlanHas Tabnuna netanusupyer Tabmuiy | vactu Il B OTHOIIEHHWH pPAaCTHUTEIHHOTO
CBIPBSI.

Craaust mpou3BOACTBA [IpaBuna YacTts I1 Yacts [
BbIpallluBaHUs U craHaapra |cragHjapra
cOopa pacTeHui
(GACP) <**>




BripammBanue, coop u
3aroTOBKa pacTEeHU,
MOPCKHUX BOJOpOCIEH, TpuOOB
Y JIMIIAHHUKOB U cOOp
9KCCYJATOB (BBIICTICHUN)

Peska u cymika pactenuii,
BOJIOpOCIIEH, TprOOB,
JINIIAWHUKOB U 3KCCY1aTOB
(BeLIENIEHUH) <1>

OTXMM U3 pacTeHUH U
Neperonka <2>

N3menbuenne, nepepaboTka
IKCCYJIATOB, SKCTPAKIIHS U3
pacTeHul, pa3ieieHue Ha
(bpakiuu, OYHNCTKA,
KOHIICHTPALUS FITH
dbepmenTanus cyocTaHIui U3
PACTUTEIILHOTO CHIPhSI

JlanbHeiias nepepaboTka B
TOTOBYIO IPOAYKIIUIO, BKIIFOYAsI
YIaKOBBIBAHHE TOTOBOIO
JICKapCTBECHHOI'O CPEJCTBA

[Tpumeuanue - Kinaccudukaus ucxoaHbix Mmarepuainos no GMP

3aBUCUT OT UX UCIOJIb30BAHUS IPOU3BOIUTENEM JICKAPCTBEHHOIO
cpeacTBa. Marepuan MOKET OBbITh KIaCCU(PHUIIMPOBAH KaK aKTUBHAS
(bapManeBTHUECKas CyOCTaHIIMSA, TPOMEXYTOUHBIN WM TOTOBBIN MPOTYKT.
OTBETCTBEHHOCTb 3a KJIACCU(PHUKALIUIO HECET MPOU3BOJUTEND
JIEKapCTBEHHOI'O CPE/ICTBA.

<1> I[IpousBoauTens AOHKEH yOSTUTHCS, YTO ITH CTATUN
COOTBETCTBYIOT TPEOOBAaHUSAM, YCTAaHOBJIEHHBIM IIPH FOCYJapCTBEHHOM
peructpanuu. Jlis cTaauid, BBIMOTHIEMBIX B IOJIEBBIX YCIOBUAX (B
COOTBETCTBHUHM C YKa3aHHBIMH BbILIE TPEOOBAHUSAMU), CIEAYET, IPU
HE00XOUMOCTH, pyKOBOICTBOBaThCS [IpaBunamu BeipamuBanus u coopa
pactenunii (GACP). Ha nocnenyromumx ctagusx pe3Ku U CyIIKH cleayeT
pykxoBoacTBOBaThcs npaBuiamu GMP.

<2> DKCTpaKIHIO U3 PACTEHUHN U AUCTHILIAINIO, €CITH OHU BXOJISIT B
nepeyeHb 3ar0TOBUTENLHBIX OMepaIil sl 00ecTieueHus: COOTBETCTBHS
MPOAYKIMHU TPeOOBAHUSAM CTIEUN(DUKAIHIA, JOMYCKAaeTCs IPOBOJIUTH B
MOJIEBBIX ycloBUsX. [Ipy 3TOM pacTeHwusl TOMKHBI OBITH BBIPAIICHBI B
coorBercTBUM ¢ TpeboBanmsiMu GACP. D10 nonmyckaercs B
UCKITIOYUTENBHBIX CIIyYasiX U JOJDKHO OBITh OTPaXKEHO B TPEOOBAHMSIX,
YCTAHOBJIEHHBIX MPH FOCYyAapPCTBEHHOW peructpauuu. s onepamnui,
BBITIOJTHSAEMBIX B TIOJIEBBIX YCIOBHSIX, JOJDKHO OBITh 00€CIIeYeHO BECHHE
JOKYMEHTAIMH, KOHTPOJIb U aTTECTALUsI B COOTBETCTBUHU C
tpeboBanusimu GMP. KoHTponupytoriye opranbl MOTYT OCYIIECTBIISTh
HAJ30p 33 ATUMH ONEPALUSIMHU.

<**> OnyOmmkoBaHbl EBporielickuM ATEHTCTBOM 10 JieKapcTBeHHBIM cpeacTBaM (EMEA).



[Tomemmenus u o6opymoBaHUE
CkaJackue 30HbI

1. PacTuTenbHOE CHIPbE CIIEIYET XPAHUTh B OTJEIBHBIX 30HaX. JTU 30HBI JIOJDKHBI OBITh
3alUIICHBl OT MPOHUKAHMUS B HHUX HACEKOMBIX M JKHBOTHBIX, OCOOEHHO TphI3YHOB. Cremyer
MpPEeAyCMOTPETh  MEphl  MPOTHUB  PACHpOCTPAaHEHUs JKUBOTHBIX M MHUKPOOPTaHU3MOB,
NPUBHOCUMBIX C PACTUTEIBHBIM CHIPbEM, JUIS TPEAOTBpalleHUs (epMEeHTAIlMH WM PocTa
MJIECEHH, a TAaK)Ke MPOTUB MEPEKPECTHOTO 3arpsa3HeHus. KapaHTHHHOE XpaHEHUE MOCTYUBIIETO
PaCTUTEIBHOTO CHIPhS M JOMYUICHHOTO K HCIHOJIb30BAHUIO JOJDKHO OBITH OpPraHH30BaHO B
Pa3IMYHBIX BHITOPOKEHHBIX 30HAX.

2. 30HBI XpaHEHHUsI JOJHKHBI XOPOUIO NpoBeTpuBaThes. [lopanok pa3menieHus ynakoBOK He
JIOJDKEH TIPEMNSTCTBOBATH CBOOOHON UPKYJISAIIUU BO3TyXa.

3. Ocoboe BHUMaHHE CIEAyeT yAENSATh OOCITYXMBAaHUIO M YHCTOTE CKIAJCKUX 30H, B
KOTOPBIX MOKET 00pa30BBIBATHCS MBLIb.

4. Jlns XpaHeHUs pACTeHMid, SKCTPAKTOB, HACTOEK M JAPYrod NPOAYKIIMH MOTYT
noTpedoBaTbCs O0COOBIE YCIOBHS IO BIIAXXHOCTH, TEMIIEPATYype M OCBEIIEHHOCTH, KOTOpbIE
HEO0X0MMO 00€CIIeYUTh U KOHTPOJIUPOBATD.

HpOI/I3BO,Z[CTBeHHa${ 30Ha

5. IIpu oTOope mpoO, B3BEIIMBAHUH, CMEIIIMBAHUN U JAPYTUX TEXHOJIOTUYCCKUX OMEPAIUIX
C pacCTHTEIBHBIM CBIPREM H  TPOMEKYTOYHBIM  TPOAYKTOM,  COMPOBOKIAFOIIIXCS
IbIJICOOpa30BaHUEM, CIIEAYET IPHHUMATH OCOOBIC MEPHI 110 TOICPIKAHHIO YUCTOTHI, a TAKIKE 110
MPEIOTBPANICHUIO TMEPEKPECTHOTO 3arps3HeHus (yJajJeHUE MbUIH, BBIICICHUE CIEIHATBHBIX
MTOMEIICHUH | T.I1.).

O6opynoBanue

6. Hcnonb3yemoe B TEXHOJOIMUYECKOM IIpoliecce OOOpyJoBaHUE, (DUIBTPYIOLIUE
MaTepHalbl U Ip. JOJDKHBI ObITh COBMECTHMBI C PACTBOPAMH HKCTPAKTOB, YTOOBI HE JOMYCTHTh
BBIJICJICHUE U HEXKENaTeNbHYI0 a0COpOLMIO BEIIECTB, KOTOPblE MOTYT OKa3aThb BIUSHHE Ha
IIPOJYKT.

JlokymeHTauus
Crenuukanuy Ha UCXOTHBIE MATEPUAITBI

7. Ilpon3BoAMTENH JEKAPCTBEHHBIX CPEJCTB U3 PACTUTEIBHOTO CHIPhS JOKHBI YOS TUTHCS
B TOM, YTO OHHU HMCIOJIb3YIOT TOJIbKO MCXOIHBIC MaTe€pUajbl PACTUTEIHLHOTO MPOUCXOXKICHUS,
cooTBeTcTByOIME TpeboBanusM GMP u TpeOoBaHUSM, yCTAHOBICHHBIM MPHU TOCYIaPCTBEHHON
pEeruCTpaIyH.

CrnenyeT B MOJIHOM 00BEME BECTH JOKYMEHTAIUIO O MPOBEJICHUH ayJIUTOB TMOCTABIIMKOB
HCXOJIHBIX MAaTEpPUaJIOB PACTHUTEIBHOTO TPOUCXOXIACHHUS, BBITIOJHEHHBIX MPOU3BOIUTEIIEM
JIEKAPCTBEHHOTO CpEACTBA WJIM IO €ro mnopydeHuto. KOHTpOJbHBIM aHalu3 aKTUBHBIX
CyOCTaHIIMI HMMEET WCKIIOYUTEIbHO BA)XXHOE 3HAUCHHWE B OICHKE KadecTBa MCXOIHBIX
MaTepuainoB. [Ipou3BoaUTENb MOMKEH YOSIUTHCS, YTO MOCTABIIMKU PACTUTEILHOTO CHIPhS WU
MPOMEKYTOYHONW TMPOAYKIIMU M3 JIEKAPCTBEHHOTO CHIPbS BBHIMOMHAIOT TpeboBanus [IpaBui
BhIpaiuBanus u coopa pacreruii (GACP).

8. IlomumoO naHHBIX, TPHUBEACHHBIX B HACTOsIIEM craHaapTe (dacth I, pasgen 4), B
crenuQuKalud Ha PACTUTEILHOE CBHIPhE M IMPOMEKYTOUYHBIE MPOAYKTHI, HCIIONB3yeMbIe s
MIPOU3BOCTBA JICKAPCTBEHHBIX CPEJCTB, CICIYET BKIIOUATh:



- OWHOMWHAJIBHOE HaWMEHOBAHHWE, TIPUHATOC B OOTaHWKE, C yKa3aHHEM, IPHU
HEO0OXO0IMMOCTH, COOTBETCTBYIOIIETo Kiaccupukaropa (Hanpumep, "Knaccudukarop pacreHuit
u xkuBoTHBIX" Kapia JIuanes); npyryro uHDOpMaNHO, HapuMep, HAMMEHOBAHHE KYJIBTYPHOTO
COpTa pacTEHUS U €T0 XEMOTUITNYECKYIO PA3HOBUIHOCTS;

- MoApoOHYI0 WH(GOPMAIIUIO O TIPOUCXOXKICHUU PACTEHUS (CTpaHa MIIU MECTHOCTh, M MPHU
HEOOXOJUMOCTH, KYyJbTypa, BpeMsl M CIOCOO 3aroTOBKH, WCIONb30BAHHE IECTUIUIOB,
BO3MOXKHOCTb 3arpsI3HCHUS PAIMOAKTUBHBIMH BEIIECTBAMU H T.]1.);

- yKa3aH#e 00 UCIOJIb30BAHUU BCETO PACTEHUS I TOJIBKO €r0 YacTH;

- TAHHBIC O METOJIC CYIIKH, €CJIH UCTIOJIb3YIOTCS BBICYIIICHHBIC PACTCHUS;

- OMMCaHME PAaCTeHUS, a TAKXKE JaHHBIE €r0 MaKpoO- ¥ MUKPOCKOITMYECKOTO UCCIIEIOBAHMIA;

- pe3yJbTaThl UCIIBITAHUH Ha TOJTMHHOCTD, B T.4. UCIIBITAHUS HA MMOIJIMHHOCTD H3BECTHBIX
AKTUBHBIX HHTPEIUEHTOB WM MapkepoB. CrenyeT NpPOBECTH CIeUUaIbHBIE TECTHI, €CIU
BO3HUKACT IMOJ03peHUEe O (ambCcupuKanmuu WM TIOJMEHE JIGKAPCTBEHHOTO CHIPHS; IS
orpezeNieHus OIMHHOCTH HE0OX0IMMO UMETh COOTBETCTBYIOIINE 00pa3Iibl CPaBHEHUS;

- BJIAXHOCTH PACTHTEILHOTO CHIPHS, OMPEICICHHYIO B COOTBETCTBHH C HOPMATHBHBIM
JOKYMEHTOM <*>;

- TI0 BO3MOXXHOCTH, OIMCAHWUE OCHOBHBIX HHIPEIUCHTOB, O0JQMAIOIINX YCTAHOBJICHHON
(bapMaKoIOTHYeCcKOi aKTUBHOCTHIO, HIIK MAaPKEPOB;

- METOJBI OTPEICIICHUs COJEP)KAaHUs TECTUIUIOB W WX JIOIMYCTUMBIC KOHIIEHTPAIlUUd B
COOTBETCTBUU C HOPMATHUBHBIMHU JOKYMEHTaMH WU, NMPU UX OTCYTCTBUHU, ATTECTOBAHHBIM
METO/IOM, €CJIH HE MPEyCMOTPEHO HHOE <**>;

- WCTBITAaHWS Ha 3arps3HeHHe rpubamu w/wiau OaktepusiMu (B T.4. adIaTOKCHHAMU,
JIPYTUMH MHUKOTOKCHHAMH W TIeCT-WH(ECTAllMHAMK) W TIPEJCIIbHBIC 3HAYCHHS IOITYyCTHMOTO
3arpsi3HEHUs;

- WCTBITAHKS Ha COJIEP)KaHUE TOKCHYHBIX METAIOB U JAPYTHX BO3MOXKHBIX ITOCTOPOHHUX
IIPUMECEN;

- UCTIBITAHUS Ha BKIIFOUEHUE HHOPOIHBIX MATEPUAIIOB;

- IpyTHe BUJIBI KOHTPOJISI B COOTBETCTBUU C HOPMATUBHBIMH JIOKYMEHTAMH <***>

<*>#B npasunax GMP EC yxkazano "B coorBercTBUU ¢ EBponeiickoii @apmakorneeit”.

<**> B npaBuinax GMP EC yka3ano "B cootBercTBHM ¢ EBporneiickoii @apmakomneeit".

<*k**> B ppaBunax GMP EC yka3zano "B cooTBeTcTBUM € OOLIEH WM clielUaIbHOU
cTaThel Ha pacTUTENbHOE Chipbe EBponelickoii @apmakorien'#.

Jlrobas 06paboTka, obecnieunBaroias yMEHbIICHUE 3arpsi3HeHU rpudaMu, OaKTepusiMu U
p., J0JDKHA OBITH 0(opMIIeHA JTOKYMEHTAIBHO M BKJIIOYATh B ce0s MOAPOOHYI0 HHPOPMAIIHIO O
npouecce 00paOOTKH, TPOBOAUMBIX HCIBITAHUSAX M TIPENEIBHBIX 3HAYCHUSAX OCTATOYHOTO
3arps3HEHUSI.

TexHonornyeckne HHCTPYKIHUH

9. TexHomornyeckue MHCTPYKIMH JOJDKHBI COAEpkAaTh OMMCAHME PA3JIMYHBIX ONEpaLU,
IPOBOJUMBIX C PACTUTENIHBIM CBHIPbEM (OYHCTKA, CYIIKa, U3MEIbUEHHUE, IIPOCEUBAHUE U TIp.), a
TaK)Ke JaHHBIE O BPEMEHU U TeMIepaType CYLIKH U METO0JlaX, MCIOJIb3YEMbIX ISl KOHTPOJIS
pasmepoB (parMeHTOB MM yacTUL. OHM Takke [OJDKHBI COZIEp:KaTh ONHUCAHHE METOJIOB
yAaJeHUs] IOCTOPOHHUX MaTepUalioB (HapuMep, IpOCEUBAHUE U IIP.).

10. Ocoboe BHUMaHME cieqyeT OOpaTUTh Ha HAJUYUWE HHCTPYKUMH U IPOTOKOJIOB,
YAOCTOBEPSAIOLINX, YTO KaXK[as YNaKOBKa THIATEIbHO OCMOTpPEHa Ha MpPEeAMET ONpeesieHus
banbcupukanyy, MOAMEHbl WIM NPUCYTCTBHS MOCTOPOHHUX BEILECTB (YAaCTHUI MeTajula HWIU
CTEKJIa, OCTaTKOB WJIM 3KCKPEMEHTOB JKMBOTHBIX, KaMHEH, MecKa U T.1.) WIN CJIEA0B THUEHUS
WM Pa3JI0KEHUS.



11. TexHonormyeckue HHCTPYKLUMU JOJDKHBI TakXKe COAepXkaTb MOPAJOK WU CIOCO0
yJaJeHusl MOCTOPOHHUX BEILECTB U METOABI OUUCTKH (0TOOpa) pacTUTEIbHBIX MATEPHUATIOB 10
IIOMENICHUS PACTUTEIBHOIO ChIPhs HA XPAaHEHUE WM 10 Ha4yala IPOU3BOCTBA.

12. WHCTpyKUMM 1O MPUTOTOBJICHHUIO JOJDKHBI COJEpXaTh MOJAPOOHOE ONMCaHUe
pacTBOPHUTENEN, BPEMEHM M TEMIIEPAaTypbl JKCTPAKIMHM, CTAJAWA KOHLIEHTPALlMH W METOJOB
paboThL.

KonTpons kauecTBa
OT16op npo0

13. Tak xak HEOOpabOTaHHOE JIEKAPCTBEHHOE CHIPHE MONYyYalOT U3 OTACIbHBIX PACTCHUH,
OHO SIBIIIETCS HEOMHOPOAHBIM. OTOOpP TPOO MODKEH MPOBOAWTH CICIHATBLHO OOYUYCHHBIN
MnepcoHa ¢ CcoOMoaeHNeM 0c000i TpPenoCcTOpOKHOCTH. [lOMIMHHOCTL Kaxaoh cepuu
MPOIYKIIMH JTOJDKHA OBITH MOATBEPKACHA OTACTBHBIM IOKYMEHTOM.

14. CnemyeT coXpaHSTh KOHTPOJBHBIE OOpa3lbl PAaCTUTEIBLHOTO MaTepHalia, 0COOCHHO
€CJIM PaCTUTENIbHOE ChIPhE HE OMUCAHO B HOPMATHUBHBIX JOKyMeHTax <*>. [Ipu m3roroBieHUun
MOPOIIIKOB CJIEIYyEeT COXPaHATh 00pa3iibl HEPA3MOJIOTOTO PACTUTENLHOTO MaTepHaa.

15. TlepcoHan, BBINOJHAKOMMWNA KOHTPOJb KayecTBa, JOJDKEH HMETh CIEHUAJIbHYIO
MOJTOTOBKY W OMBIT PabOThI C PACTUTENBHBIM CHIPHEM, MPOMEKYTOUYHBIMH MPOAYKTAMH HIIN
JIEKAPCTBEHHBIMU CPEJICTBAMH W3 PACTUTEIBHOTO CBIPbS MJIsi TMPOBEACHUS HCIBITAHUMA
MOCTaBIISIEMOT0 PACTUTENHLHOTO ChIPhS Ha MOJIMHHOCTD U HATMYUE TIPUMECeH, BBISBIICHUS POCTa
KOJIOHHH TprOOB, 3apaKeHUs Mapa3uTaMHu, HEOJHOPOAHOCTH U T.II. B TIOJIYYEHHOM CBHIPhE.

16. TlognmMHHOCTH W KAdyeCTBO PACTHUTEIHHOTO CHIPhS, MPOMEXKYTOYHBIX MPOIYKTOB U
JIEKAPCTBEHHBIX CPEJCTB U3 PACTUTEIHLHOTO CHIPhs JOKHBI KOHTPOJIUPOBATHCS B COOTBETCTBUU
C HOPMATHUBHOW JOKYMEHTAIUeH <**>,

<*> #B npasunax GMP EC yxkazano "ecnu oHo He onucano B EBponeiickoit @apmakornee
n @apmakonee crpansl - wieHa EC.

<**> B pmpaBwiax GMP EC yka3zaHo Ha HEOOXOAMMOCTh COOTBETCTBHUS EBponeiickomy
PYKOBOJICTBY 10 Ka4eCTBY M CHeUM(UKALUAM Ha JIEKAPCTBEHHbIE CPEICTBA U3 PACTUTEIBHOTO
CBIpbl M TpPAJULMOHHBIE JIEKAPCTBEHHbIE CPEACTBA W3 PACTUTENBHOIO CBIPbS U, IpHU
HeoOxoaumoctu, EBponeiickoit @apmakomneet.

[Ipunoxenue 8
OTBOP ITPOb UCXOAHBIX 1 YITAKOBOUYHbBIX MATEPUAJIOB
OO01111€E TTOIOKEHNS

OT10op npoO sBIsETCA BaXXHOM oOlepalueil, mpu KOTOpoi Oepercs TOJIbKO Majas 4acTb
MaTcpuraioB, npe€aHa3HAYCHHBIX JJIA IMPONU3BOACTBA BceH cepun MMpOAYKIHH.
HenpencraButenbHas mpoda He MO3BOJSIET 1aTh FAPAHTUPOBAHHOE 3aKIIIOYEHUE O KaYeCTBE BCEH
cepun. [lpaBuibHBI 0TOOpP TPOO ABISETCS OJHUM U3 OCHOBHBIX KOMIIOHEHTOB CHCTEMBI
oOecrieueHns KauecTBa.

[Tpumeuanue - [Topsmok orbopa mpod mpuseneH B 6.11 - 6.14 HacTosmiero cranmapra. B
HacTosinieM [IpuiioykeHnu NpUBEICHBI TOMOTHUTENBHBIE YKa3aHHS 10 0TOOPY Mpo0 MCXOAHBIX
YIIaKOBOYHBIX MATCPHUAJIOB.



[Tepconan

1. Tlepconan, 3aHUMarOIIUiiCS OTOOPOM TPOO, JODKEH MPOXOAUTh HAYAIBHOE W
CHCTEMaTHYECKOe TIOBTOpHOE O0y4YeHHe 1O Bompocam oTtbopa mpob. [Iporpammsel oOydeHus
JIOJDKHBI BKITIOYATh B CEOs:

- IOPSIIOK 0TOOpa TPOoo;

- MUCHbMEHHBIC UHCTPYKIIUH 110 OTOOPY Mpoo;

- METOJIbI U 000pYAOBaHHUE, UCTIOIB3YEMbIE TIPH 0TOOpE MPO0;

- METOJIbI IPEAOTBPAIICHHUS TIEPEKPECTHOTO 3arPs3HEHUS;

- Mephl TPEJOCTOPOKHOCTH TIpU paboTe C HECTAOWIBHBIMU W/WIM CTEPUIBHBIMU
BEIICCTBAMH,

- OCHKY BHCIIHECTO BU A MATCPUATIOB, YIIAKOBOK W 3TUKCTOK;

- MOPAZOK JOKYMEHTaJIBHOTO O(GOPMIICHUS JIIOOBIX HEMPEIBUACHHBIX WM HEOOBIYHBIX
00CTOSITENBCTB.

Hcxonubie Matepualibl

2. IlogmMHHOCTH BCEHl CepUM MCXOJHBIX MATEPUATIOB MOXKET OBITh FapaHTHPOBAHA TOJHKO
IpyU B3ATUU TPOO M3 BCEX YMAKOBOK M MPOBEACHUU TECTa Ha MOIMHHOCTH KaXJO0H MpPOOBL.
Jlommyckaercss orOop mpod W3 YacTH YMAKOBOK IPU HAIWYHH ATTECTOBAHHOW METOJUKH,
HCKJIIOYAIOMIEH BO3MOXHOCTh HENPABUIIBHOW MapKUPOBKM KaXkIOM YHAaKOBKH C HCXOJHBIMHU
MaTepuaIamH.

3. IIpu aTTecTanuu Takod METOAMKHU CIEAYyET YUUTHIBATD:

- JaHHBIE O TIPOM3BOJMUTENIC M TIOCTABIIMKE, a TAaKXE YPOBEHb BBIIOJIHCHUS HWMHU
TpeOOBaHUIl HACTOSIIETO CTAHAAPTA;

- cucTeMy 0OecTieueHHs KaueCcTBa MPEANPHUSTHS - TPOU3BOIUTEISI UCXOAHBIX MaTEPHAJIOB;

- YCJIOBUS IPOU3BOACTBA U KOHTPOJIS UCXOJHBIX MAaTEpPUAJIOB;

- XapakTep U CBOMCTBA UCXOJIHBIX MATEPUAJIOB, a TAKXKE MOTYy4aeMOU U3 HUX MPOTYKIIHH.

[lo >TUM JaHHBIM MOXHO aTTECTOBAaTh METOJAMKY, IOIYCKAaIOIIyl0 OTOOp Mpod He u3
KQKJIOM YITAKOBKH C UCXOJHBIMU MaTepuaiaMu IpH BBIMOTHEHUH CJIETYIOIUX YCIOBUM:

- WCXOAHBIE MAaTepuaabl IOCTyNAIOT OT OJHOIO MPOU3BOAUTENS WJIA C OJHOTO
NpeANPUITHS;

- HUCXOJHBbIE MaTepHasbl IOCTYHAlOT HEMOCPEACTBEHHO OT MPOU3BOJAUTENS WU B
OTeYaTaHHOW TPOU3BOAMUTENIEM YIIAKOBKE, MPHYEM 3TOT IOCTABIIMK HMEET Oe3yNpeuHylo
penyTanuio, a ayAuT ero CUCTEMbI 0OECIeueHuUsI KauecTBa PETYJIIPHO MPOBOJUTCS MOKYyIaTEIeM
(mpou3BOAUTENIEM JIEKAPCTBEHHBIX CPEACTB) WIIH OUITHAIBHO YIIOJIHOMOYSHHBIM JIMIIOM.

Meroauky Helb3sl aTTECTOBATh B CIAEAYIOIIMX CIy4asx:

- ICXOJHBIE MAaTepUalIbl MOCTYNAIOT OT MOCPEIHUKOB U MPOU3BOIUTENH HEU3BECTEH WIIM HE
IIpOILLIET ayJINT;

- ICXOJHbIE MaTepHUabl UCIIONB3YIOTCS JIJISl IPOU3BOJICTBA MAPEHTEPATBLHON MPOAYKIUH.

4. KayecTBO cepuu HCXOJHBIX MAaTE€pPHAIOB MOXET OBbITh OIEHEHO IyTeM OoTOopa
pEenpe3eHTaTUBHON MPOOBI M MPOBEICHUST UCIBITAHUNA. {7151 3TOW IEeNu MOTYT HCIIOJIb30BaThCA
npoObl, B3SATHIE AJIS1 MMPOBENEHUS TeCTa Ha MOIMHHOCTh. KonndyecTBO 00pa3ioB, 0TOMpPaEeMBbIX
JUISL TIOTYYCHHs] PENpEe3eHTATHBHOW MPOOBI, OMPENENsIeTCs CTaTUCTHYECKHMM METOAOM U
yKa3bIBaeTCs B IJIaHE 0TOOpa mpoO. KommdyecTBO OTAENbHBIX 00pa3IioB, KOTOPhIE MOTYT OBIThH
CMEIIaHbI ISl TTONydeHus: 00IIeil mpoOkl, onpenenseTcs ¢ y4eTOM BUJa MaTepuana, JaHHBIX O
MOCTAaBUIUKE, & TAKKE €ro OAHOPOJIHOCTH.

YakoBOYHBIE MaTepUAIIBI



5. Ilpu cocraBiennu TUTaHa oTOOpa MPOO YMAKOBOYHBIX MAaTE€pHUATIOB HEOOXOAMMO
NpPUHUMATh BO BHHMAaHHUE WX KOJHYECTBO, TpeOyeMoe KadecTBO, XapakTep MaTepHuajoB
(HampuMep, TIEpBUYHBIC YITAKOBOYHBIE MaTepUAIIbl /WM TEYaTHBIC YIIAaKOBOYHBIE MaTEPUAIIbI),
METOJBl TPOW3BOJCTBA, a Takke HHOOPMAIIMIO O CHUCTEME OOECIEUYCHUs] KadecTBa Y
MMPOU3BOAUTCIIA YITAKOBOYHBIX MATCPUAJIOB, MMOJIYUYCHHYIO TP MPOBCACHHUU ayIUTA. Koanuectso
OTOMPAEMBIX MTPOO OMPEEISICTC CTATUCTUYECKH U YKa3bIBA€TCsl B IUTAHE 0TOOPA MpoO.

[Ipunoxenue 9
[TPOM3BOJICTBO XNJIKOCTEN, KPEMOB I MA3ZEN
OO01111E TTOIOKEHNS

B mporiecce mpou3BOACTBA KHIKOCTEH, KPEMOB W Ma3eil CleAyeT NMPUHUMATh OCOObIE
MEpBl TPEJOCTOPOKHOCTH H3-3a HX TPEAPACIONIOKEHHOCTH K MHKPOOHOMY W HWHOMY
3arpsisHeHUI0. [103TOMYy HEOOXOIUMO NMPUHHMATH CIEIHAIBHBIE MEPhI 10 MPEIyNPEKICHHIO
T000TO BUJIA 3arPSI3HEHMUS.

[Tomerenus u o6opymoBaHUE

1. Jlnga 3amuThl OT 3arpsA3HEHUs IpPH IPOU3BOACTBE M IEPEMELICHUH IPOAYKIUHU
PEKOMEHIyeTCsl HMCIOJIb30BaTh 3aKpBIThle CUCTEMBI. [IpOM3BOJCTBEHHBIE 30HBI, B KOTOPBIX
HaxXOOUTCA OTKpbITad HNPOAYKIUA HIIM OTKPBITBIC YHUCTBIC YIIAKOBKHU, KaK IIPpaBHIIO, CICAYCT
06opynoBath 3 PEKTUBHON CUCTEMON BEHTWISAIINH, UMEIOIIECH (PHUIBTPHI OUMCTKH BO3yXa.

2. KoHCTpyKIlMsS M pacloJOKEHUE PEaKTOPOB, €MKOCTEH, TpyOOMpOBOIOB M HACOCOB
JOJKHBI MpeaycMaTpuUBaTh YIAOOCTBO MX OYHMCTKH M, IPU HEOOXOAMMOCTH, ne3uHdexiuu. B
YaCTHOCTHU, B KOHCTPYKIHU OGOPYI[OBaHI/IH JOJI?KHO 6BITB CBCACHO K MHHUMYMY HaJINMYUC
HEJOCTYNHBIX 30H U TYNUKOB, B KOTOPHIX MOTYT KOHIICHTPUPOBATHCS OCTAaTKH MaTepUaloB,
BBI3BIBAIOIINE PA3MHOKEHUE MUKPOOPTAaHU3MOB.

3. I1o BO3MOXXHOCTH HE CIEAyeT MCIOJIb30BaTh 00OpyAoBaHHe M3 crekia. Kak mpaBwuio,
JAcTain OGOPYI[OBaHI/ISI, BXOOAIINE B KOHTAKT C HpO[[yKLIPICﬁ, JOJI?KHBI 6I>ITI> HU3IroTOBJICHBI U3
BBICOKOKQYECTBEHHON HEPKABEIOILIEH CTAJIH.

[IpousBoacTBO

4. JNoJKHBI OBITH YCTAaHOBJICHBI TPeOOBaHHS K XUMHUYECKOMY M MHUKPOOHOJOTHUECKOMY
KaueCTBY BOJbI, HCIIOJIb3YeMOH B MPOW3BOJCTBE, U OOECIEUEH KOHTPOIb BBIMOJTHEHHUS ITHX
TpeboBaHuii. Bo m30exaHne pucka pa3MHOXKEHHUS MHKPOOPTAaHH3MOB CIIEAYET HaJIC)KAIIHIM
00pa3oM OpraHu3oBaTh OOCTY>KMBAaHWE CUCTEM TMOATOTOBKH BOAbL. [locie oOpaboTku cucteM
MOJTOTOBKHA BOJIbI XMMHUYECKHMHU CPEACTBAMH HMX HEOOXOIMMO IMPOMBITH O aTTECTOBAHHOU
METOJIMKE, TAPAaHTHPYIOMICH MOJTHOE YAAICHHE Te3UHPHUINPYIONINX BEIIECTB.

5. KauectBOo MarepuasoB, MOJlydaeMbIX B ILUCTEpHAX, CJIEIyeT MPOBEPITH JO UX
NEPEeMEIICHIS B €MKOCTH JJIsI XpaHEHUSI.

6. Crnemyer KOHTPOJIMpPOBATh Ieperady MaTepHajioB IO TpyOompoBomaM, dYTOOBI
rapaHTUPOBAThH UX MOCTYIUICHHE B HY>KHOE MECTO.

7. B moMmemeHusx, TIe COACPKUTCS OTKpBITAs TMPOIYKIMS WIA YUCTHIE YIAaKOBKH, HE
JOIYCKAeTCsl HAXOXKJIEHHE MaTepUAJIOB, CIOCOOCTBYIONIUX BBIJACIECHUIO BOJIOKOH H JIPYTHX
3arps3HAIONINX BEIIECTB (HAPUMED, U3 KAPTOHHBIX HIIH JEPEBSHHBIX MTOIIOHOB).



8. Bo Bpems omepauuil HamoJHEHWs cleayeT o0ecreuuBaTb  OAHOPOJHOCTb
(roMOreHHOCTh) cMecel, cycnen3uit u T.1. [Iporecc nepememinBaHus U HallOJHEHUS MOIJICKUT
arrecrauun (ucnbiTanusMm). Ocoboe BHUMAHHE HEOOXOIUMO YAEHATh O0OECIEeUEHUIO
OJTHOPOJHOCTH CMECH B Hayajse, I0CjIe OCTAHOBOK M B KOHIIE ITpOIecca HAOJIHEHHS.

9. Eciu roToBbIi IMPOAYKT YIIAKOBBIBACTCA HE Cpa3y MOCJIC OKOHYAaHHWA ITPOU3BOACTBCHHBIX
onepauui, He0OOXOAMMO YCTAaHOBUTh MAaKCHUMAaJIbHO JIOIyCTUMOE BpeMs 10 €ro yHakOBKH HU
COOTBETCTBYIOIIINE YCIOBUS XPaHEHHUS.

[punoxenne 10
[IPOU3BOJICTBO ADPO30JIEN JIJIS1 UHT AJISLIMIA

[Ipou3BoaCTBO a’po30jieil Al WHTASIUN, HANOJNHAEMBIX B OaJIOHBI, CHAOXKEHHBIX
JTO3UPYIOUIMMH KJIalmaHaMH M HaXOSIIUXCS TOJ JaBleHHEeM, O0NagaeT XapaKTepHbIMU
0COOEHHOCTIMH U K HEMY NPCOABABIIAIOTCA CIICHHUAJIbHBIC TpC6OBaHI/I$I. Ycenosus IMPONU3BOACTBA
JOJKHBI 00ECTIeunBaTh MAKCUMAIBbHYIO 3alIUTY MPOAYKTA OT 3arpsA3HEHUS MUKPOOPTraHU3MaMU
u yactuaMu. Ocoboe 3HaueHNEe NMEEeT KaueCTBO JIETAJIeH KIIAallaHOB, a B CITydae CYCHEeH3HH - UX
OJTHOPOJHOCTD.

OO01111€E TTOIOKEHNS

1. Kak nmpaBuio, uCOIB3YIOTCS ABa METOAA MPOU3BOJICTBA U HATIOJTHEHHUS:

a) IByXCTYNEHUYAThId METO]I (HAIIOJIHEHUE TI0]] 1aBJICHUEM).

AKTUBHBI HHTPEIUEHT BBOJUTCS B MPOIEIJIEHT C BBICOKOW TOYKOM TEMIIEpaTyphl
KHUIICHUS], YIIAKOBKA HAIOJIHAETCS J0O30M aKTUBHOI'O MHTPEJIMEHTA, HA HEE HAJIEBACTCS KIIAMaH U
IPOMNEJJIEHT ¢ HU3KOW TOYKON TeMIiepaTypbl KWIIEHUS BBOJAMUTCS Yepe3 OTBEPCTUE KIalaHa.
TemnepaTypa aKTUBHOTO WHTPEAMECHTA TOJACPKUBACTCS HU3KOW BO M30€KaHUE MOTEPh 3a CUET
UCTIapEHUs;

b) ogHOCTYTIEHYATHIN METO ] (XOJIOTHOE HAIIOJIHEHUE).

AKTHUBHBIN WHTPEUEHT BBOAUTCSA B CMECh MPOIEJUIEHTOB IO/ BBICOKUM JIaBJICHUEM H/HIIN
MIpY HU3KOU TeMIiepaType. 3aTeM MPOBOJUTCS HAMIOJIHEHUE YIIAKOBKU B OJUH MPUEM.

[Tomemenus u o6opynoBaHue

2. Ilpou3BOACTBO M HANOJHEHUE PEKOMEHIYETCS IMPOBOJIUTH, IO BO3MOXKHOCTH, B
3aKPBITBIX CUCTEMAX.

3. Tam, rne HpOOYKIMS WIM €€ YUCTble KOMIIOHEHTHI COJIEPIKATCA OTKPBITBIMH,
IIOMEIIEHUST JTOJDKHBI COOTBETCTBOBATh, KaKk MHUHUMYM, 30H¢ D. Bo3ayx B HUX JOKEH
1oJaBaThcs Yepe3 PUIBTPHIL, a TIOCTYI OCYIIECTBIATHCS Yepe3 BO3AYLIHBIC IUTIO3HI.

HpOI/IBBOHCTBO 1 KOHTPOJIb Ka4YCCTBa

4. Jlo3upyromue KiamaHbl JIs a3po30Jiei SBISIOTCS Oosiee CIOXKHBIMH MO CPAaBHEHMIO C
OOJNBIIMHCTBOM ~ YCTPOWCTB, HCHOJB3YEMBIX B  (DapMaleBTUYECKOH  MPOMBIIUIEHHOCTH.
TexHHuecKue ycinoBUs HA HUX, METOAUKH 0TOOpa 00pa3oB U KOHTPOJIb TO3UPYIOMIUX KIIAlIaHOB
JIOJDKHBI COOTBETCTBOBAaTh TPEOOBAaHUSAM, NPEABABISEMBIM K KaueCTBY TaKOH NPOMYKIUH.
Ocoboe 3HaueHue UMEET MPOBECHUE ayUTa CUCTEMbl 00ECTIEYeHHs KauyecTBa y MIPOU3BOANUTEIS
JO3UPYIOIUX KIIAIIaHOB.



5. Bce neryune BemecTBa (HampuMep, KUIKAE WU Ta3000pa3HbIe IPOIEIUICHTHI) JOKHBI
OBITH TPOMYIIEHbl uepe3 (UIbTP, YAEPKUBAIOIIMNA YacTHLBI ¢ pasmepamMu Oomee 0,2 MKM.
PeKOMeHI[yCTCﬂ, 10 BO3MOXHOCTH, MMPOBOAUTH JOIMOJIHUTCIIbHY IO (blzmpraumo
HEMOCPEACTBEHHO Mepe]] HATIOJTHEHUEM.

6. YIakoBKM M KJamaHbl JOJDKHBI IPOXOJUTh OYUCTKY IO aTTECTOBAHHOM (MCIBITAHHOMN)
METOJIMKE, YUUTHIBAIOUICH CBOMCTBA MPOAYKIIMH M OOECIEUMBAIOIIEH OTCYTCTBUE 3arpsi3HEHUs
BCIIOMOTaTEJIbHBIMH TEXHOJIOTUYECKUMHU CpEeACTBaAMM (HAIpUMEpP, CMAa304YHBIMH), a TaKKe
MUKpOOHOTO 3arpsizHeHus. [locie OYMCTKM KiIamaHbl CIAeAyeT XPaHUTh B UYUCTBIX 3aKPBITHIX
ynakoBKax. Bo m30exxaHne BHECEHUs 3arps3HEHUsS MPH TOCISAYIONUX ONepanusx (Hampumep,
npu otOope mNpod ANg TPOBEACHHS HUCIBITAHUNA) HEOOXOAMMO TMPUHUMATh  MeEpbl
nmpeaoCTOPOKHOCTH. YmakoBku AOJDKHBI IMOCTYNIAaTh HAa JIMHUIO HAIIOJITHCHHA OUYMUMIICHHBIMU HIIN
OUHMCTKA JOJDKHA MTPOBOAUTHCS HA TMHUU HEMOCPEACTBEHHO Mepe]] HAIOTHEHHUEM.

7. Heob6xonumo obecrednTb 0JJHOPOJAHOCTh CYCIIEH3UH B TOUKE HAIIOJHEHHS B XOJI€ BCETO
mpolecca HarmoJIHEHHUS.

8. Ilpm umCHoib30BaHUU ABYXCTYNEHYATOTO METOJA JJIS TOJY4YEHHUS 3aJaHHOU CMeCcH
HEO00X0MMO 00€eCleYnTh TOUHYI0 MacCy BBOIMMBIX BEIIECTB Ha obOoux stamax. [loatomy BO
MHOTHX citydasx 1enecoodpaser 100%-Hblil KOHTPOIIb MacChl HA KaXKIOM JTale.

9. KoHTponp mociie HaloJIHEeHUs T0JKEH MOATBEPANTh OTCYTCTBHE yTedueK. Bee mpoBepku
Ha HAJIWYHUC YTCYUCK CJICAYCT IMPOBOJUTH TakK, LITO61>I HC OOIIYyCTHUTDH MI/IKp06HOFO 3arpsA3HCHUA
WM OCTaTOYHOM BJIary.

[Ipunoxenue 11
CUCTEMBI C KOMIIBYOTEPHBIM VIIPABJIEHUEM 1 KOHTPOJIEM
OO01Me moJI0KEHUS

Buenpenue cucreM C KOMIBIOTEPHBIM YIPABIEHUEM W KOHTPOJEM B TIPOU3BOACTBO
JICKApPCTBCHHBIX CPCACTB, B T.4. CUCTCM XPAHCHUSA, PACHPCACICHUA U KOHTPOJIA KauCCTBa, HEC
JIOJDKHO TPHBOJWUTH K HAPYIICHHUIO TpeOOBAaHWUN HACTOSIIETO CTaHAapTa. 3aMeHa OTIEpaIlvi,
BBITIOJIHACMBIX BPYYHYIO, CUCTCMAMU C KOMIIBIOTCPHBIM YIIPABJIICHUCM W KOHTPOJICM HC JOJI’KHA
OPUBOJUTH K YXYIUICHHIO KayecTBa MPOMYKIMU WM HAPYIIEHUSM B cHUCTEMEe oOecreueHust
kayecTBa. HeoOXOAMMO y4YecTh PUCK MOTEPU OTICIBHBIX CBONCTB MPEIBIAYIIErO MOPSAKA
paboThl, CBA3aHHBIN C YMEHBIIIEHUEM POJIU ONEPATOPOB.

[Tepconan

1. BaxHyro poib WrpaeT TECHOE B3aUMOJCUCTBHE PYKOBOIANIMX PAOOTHUKOB |
COTPYAHHUKOB, pabOTAIOIUX C CHCTEMAaMU KOMIIBIOTEPHOTO YMpaBJICHUS M KOHTpois. Jluma,
3aHHUMAIOIME OTBETCTBEHHBIE MOJIKHOCTH, JIOJDKHBI MPOUTH HEOOXOAMMYIO IMOATOTOBKY MJIst
paGOTBI B paMKax HUX MOJIHOMOYHUH C CUCTCMaMH, B KOTOPBIX UCIIOJB3YIOTCSA KOMIBIOTCPHI. 9T0
JOJKHO OOECHEeYUTh JOCTAaTOYHO BBICOKUN YpPOBEHb SKCIEPTH3bl MPH MPOESKTUPOBAHHH,
MOHTAaXKEC, aTTCCTalluu (I/ICHI:ITaHI/ISIX) " SKCITyaTallu CUCTCM C KOMIIBIOTCPHBIM YIIPABJICHUCM
U KOHTPOJIEM.

ATtTecTanus



2. O06beM HEOOXOOUMOM aTTeCTAllMM 3aBUCUT OT Ha3HAYEHUs TMPUMEHSEMOW CHUCTEMBI,
BUJA aTTecTanuu (MEPCIEKTUBHOW WM PETPOCIEKTUBHOW) W BBEACHUS B CHUCTEMY HOBBIX
JJIEMEHTOB. ATTecTallls HOJDKHA OBITh HEOTHEMIEMOM YacTBIO BCETO KU3HEHHOI'O IHMKIIA
CHCTEMBI, BKJIFOYAIOIIETO B ceOs ATAIbl Pa3paObO0TKH, MPOrpaMMHUPOBAHNS, UCIIBITAHHUM, CIaYH B
IKCIUTyaTalio, JOKYMEHTAIBHOTO  OohopMIICHUS, (YHKIIMOHUPOBAHHS, KOHTPOIS U
MOJICPHU3AIHH.

TpeboBanus k cucteme

3. O0GopyaoBaHue ciaeayeT pa3MellaTh B HAAJISKAIUX YCIOBUSIX, UCKITIOYAIOIINX BIUSHUE
MOCTOPOHHUX (DaKTOPOB HA pabOTy CHCTEMEI.

4. Cnenyet pa3paboTaTh U PEryjsipHO OOHOBISTH JI€TATbHOE OMUCAHHE CUCTEMBI (B T.4.
COOTBETCTBYIOIIMX CXE€M). OJTO ONHUCAaHWE JOJDKHO BKJIIOYaTh B ce0s OOIIMe TIOJIO0KEHUS,
Ha3HAa4YeHHE, COCTaB CHUCTEMBbI, MEpbl OE30MaCHOCTH, O0IACTh MPUMEHEHHS, XapaKTePUCTUKU
WCIIOJIb30BAaHUS KOMIIBIOTEPA U €r0 B3aUMOJICUCTBHUE C IPYTUMH CUCTEMAaMH M TPOIECCaMHU.

5. IlporpammHOe o0ecrieueHue sBIsIeTCs OCHOBOM KOMITbIOTEpHBIX cucTeM. [lonb3oBarens
JIOJDKEH yOeIUThCs B COOTBETCTBHHM TMPOTPAMMHOTO OOecredeHus: TpeOOBaHUSIM CHUCTEMBI
KayecTBa.

6. CucteMa ¢ KOMIBIOTEPHBIM YIPABICHUEM M KOHTPOJEM JOJKHA BKIIIOYATh B ceOs, 1O
BO3MO>XHOCTH, BCTPOCHHBIE MPOTPaMMBbI IPOBEPKHU MPABUILHOCTH BBOAA U 00paObOTKU JaHHBIX.

7. Tlepen HagasioM pabOTBI HEOOXOIAMMO TPOBECTH TIIATCIBHYIO MPOBEPKY CHCTEMBI C
KOMIIBIOTEPHBIM yIPABIECHUEM U KOHTPOJIEM U YOEIUTHCS B €€ COOTBETCTBUU YCTAaHOBICHHBIM
TpeboBanusM. [Ipu 3amMeHe pydHOM CHCTEMBI Ha CHCTEMY C KOMIBIOTEPHBIM YIPABICHUEM H
KOHTPOJIEM CJeIyeT 00eCleuuTh MX MapauiebHYI0 paboTy B T€YEHHE HEKOTOPOTO BPEMEHH,
paccMaTpuBasi 3TO KaK 4acTh MPOIEAYPhl KOHTPOJISI U aTTECTAILIUH.

8. BBOA MaHHBIX U WX KOPPEKTUPOBKA MOTYT BBIMOJHATHCS TOJBKO COTPYIHHKAMHU,
UMEIOIIUMH JJIsL 9TOTO AOCTYIL. JIJis mpeaoTBpalieHrss HeCAaHKIIMOHUPOBAHHOTO BBOJA JIaHHBIX
CJIelyeT HCIOJIb30BaTh CIENUaIbHbIE KIIOYH, WACHTU(UKAIMOHHBIE KapThl, MEpPCOHAJbHBIC
KOZBI U JIp. OTPAHUYUTENH JOCTYIAa K KOMIIBIOTEPHBIM TepMuHanam. J[omkHa ObITh pa3paboTaHa
U BHEJPEHA MpoIlelypa BbIJaul, OTMEHBI U U3MEHEHHS IIpaBa JOCTYIa K BBOJY M UCIPABICHUIO
JTaHHBIX, B T.4. IEPUOJUYECKasi CMEHA JTUYHBIX Taposieid. [1o BO3MOKHOCTH ClieyeT MPUMEHSTh
CUCTEMBI, TIO3BOJISIOLINE PErUCTPUPOBATH HECAHKIIMOHUPOBAHHBIE MOMBITKH BXO/A B CUCTEMY.

9. Ilpu pyyHOM BBOJ€ KPUTUYECKUX MAHHBIX (HAMpUMeEp, MAcChl WM HOMEpPa CEpUU
UHTPEAMECHTa TMpPH B3BEUIMBAHUM) HEOOXOIMMO TMPOBOJIUTH JOIMOJHHUTEIBHYIO IPOBEPKY
MPAaBUJILHOCTH BBOJA JaHHBIX. DTa MPOBEPKA MOXKET OBITh MPOBEICHA IPYTHM OIEPaTOPOM HIIU
aTTECTOBAHHBIMH AJIEKTPOHHBIMU CPEJICTBAMHU.

10. Cucrema [o/KHa  pErHCTPUPOBaTH MMEHAa  ONEpPATOpPOB, BBOJAIIMX  WIN
MOJITBEPKJIAIOIIUX BBOJ KPUTHUECKUX JaHHBIX. J[OMyCcK K MCHpaBIE€HUIO BBEICHHBIX JTaHHBIX
JOJKeH OBITh OTPaHWYEH Y3KUM KpyroMm Jnull. BHeceHue Tr000r0o M3MEHEHUSs, KacaroIllerocs
BBOJIa JTAHHBIX, TPEOyeT CIEUUANbHOIO J0MycKa U JOHKHO MPOTOKOIMPOBATHCS C yKa3aHHUEM
NPUYUHBI BHECCHHsS H3MeHeHWil. HeoO0Xoammo paccMOTpeTh BO3MOXKHOCTH BKJIIOYCHHS B
cucteMy (GOpMHUPOBaHMSI MPOTOKOJIA BCEX OMEPALUNA MO BBOY U MCIPABICHUIO JAHHbBIX.

11. M3MeHeHuss B CUCTEME WM B MPOrPAaMMHOM OOECTICUEHUU JOKHBI MPOBOJIUTHCS B
COOTBETCTBUHU C OIPEICICHHONW IMPOIEAYypPOid, BKIFOYAIOIIEH B ceOsl NEUCTBUS MO aTTECTallUH,
MPOBEPKE, COrIACOBAHUIO W OKOHYATEIIbHOMY BHECEHHMIO W3MEHEHHH. V3MeHEeHMs IOIKHBI
BHOCHUTBCSI TOJIBKO II0 COTJIACOBAHUIO C JIMIIOM, OTBETCTBEHHBIM 3a KOHKPETHBIH Yy4YacTOK
CUCTEMBI, W OQOPMIATHCS JTOKYMEHTAIbHO. Bce CyliecTBeHHbIE W3MEHEHHUs TOJIeKAT
aTTeCTallUU.

12. Jlns mpoBeleHWs] aynuWTa KadecTBa JIOJDKHA OBITh oOecrieueHa BO3MOXKHOCTh
MOJTyYEHHUsl YETKUX paclieyaTaHHBIX KOMUHN JaHHBIX, XPAHSIIIUXCS B 2JIEKTPOHHOM BUJIE.

13. JlaHHBIE JOMKHBI OBITH 3aITUINEHBI (PHU3UICCKIMU WU 3JIEKTPOHHBIMH METOJIaMH OT UX
MPEIHAMEPEHHOTO WJIM CIIy4YalHOTO YHUYTOXEHHUS B COOTBETCTBUM ¢ 4.9 Hacrosiero



crangapta. HeoOXoauMo MpoBEpsTh HAIEKHOCTh M TOYHOCTH JAHHBIX M TMOPSAJOK JTOCTYyIa K
HUM. Eciou T1utaHupyercs BHECEHHWE W3MEHEHHMH B KOMIIBIOTEpHOE OO0OpYIOBaHUE WU
OporpaMMHOE  OOECIieYeHHe, BBIIICYKa3aHHbIE MPOBEPKH  JIOJDKHBI  TPOBOJUTHCA  C
NEPUOIUIHOCTHIO, ONIPECIIIEMOM C YIETOM MPUMEHSAEMBIX HOCUTENICH HH(pOpMAIUH.

14. JlaHHBIC MOJDKHBI OBITH 3ANIUIICHBI IMMyTEM WX PETYJSIPHOTO KommpoBaHus. Kormun
CJIElyeT XpaHUTh B TCUCHHE YCTAHOBJICHHOTO IIEPHOJa BPEMEHH B W30JUPOBAHHOM U
0€30MacHOM MOMELIEHHH.

15. Ha ciydaii 0TKa30B B CHCTEME C KOMIIBIOTEPHBIM YIPABICHUEM U KOHTPOJIEM JOJDKHO
OBITH TIPETYCMOTPEHO HEOOXOIMMOE pe3epBHOE 000pyAoBaHKEe. BpeMs npuBeaeHUs: pe3epBHOTO
00OpyIOBaHUSI B JCHCTBUE OINPEACISACTCS JOMYCTHMBIM HWHTEPBAIOM B pPadOTE CUCTEMBI.
Hanpumep, uapopmanusi, HeoOXomumast sl OT3bIBa MPOIYKIMH, JODKHA OBITH IMOJydeHa Kak
MO3KHO ObICTpee.

16. Cnenyet pa3paboTaTh M aTTECTOBATH MOPSAOK JACUCTBUS HAa CiIydyall OCTAHOBKU WJIU
HECHCIIPABHOCTH CUCTEMbI. Bce HEMCIPaBHOCTH M MEphI M0 HMX YCTPAaHEHHIO IOJDKHBI OBITh
0(OpMIIEHBI IOKyMEHTAJIBHO.

17. Tlopsimok BeleHHsI TOKYMEHTAIIMU, aHAIHM3a OIMMOOK W KOPPEKTHPYIOMIUX JCUCTBHUIM
JIOJKEH OBITh YCTAHOBJICH B CHICIMATBHON WHCTPYKITHH.

18. Tlpu o0OCITYy)XMBaHUM KOMITBIOTEPHOTO OOOPYZOBaHMs JPYrod OpraHu3aIuei
HEOOXOMMO 3aKJIIOYHUTh C HEW OQHIMANTBHBIA JOrOBOp, B KOTOPOM JOJDKHA OBITH TOYHO
OIpeielIeHa OTBETCTBEHHOCTh 3TOM OpraHu3aluy (pa3jies 7 HaCcTOSIIero CTaHIapTa).

19. B ciyuasix, Korja BBITYCK CEPUU TMPOIYKIHUU OCYIIECTBISIETCS C HWCIIONb30BaHUEM
CHUCTEMBI C KOMITBIOTEPHBIM YIIPABJICHUEM M KOHTPOJIEM, 3Ta CUCTEMa JIOJDKHA MPETyCMaTPUBATh
JIOMYCK K BBIMTYCKY CEPUHU TPOIYKIMH TOJBKO YHOJHOMOYEHHOTO JIMIAa W O0ECTIeYMBaTh IMPH
9TOM €r0 YETKYIO UACHTHU(PHUKAIIHIO.

[Tpunoxenue 12

NCIIOJIbB3BOBAHME NOHU3UPYIOIIEI'O U3JIYUEHMA
B [TPOMN3BO/ICTBE JIEKAPCTBEHHbIX CPEJICTB

[Tpumeuanue - IlpousBoauTens NPOAYKIMH, A KOTOPOH HOHHU3UpYIoIiee OOIydeHue
ABJIAETCSL COCTABHOM YaCTBIO TEXHOJOTMYECKOrO MpOLEcca, JOKEH TaKKe PyKOBOACTBOBATHCS
HOPMATHBHBIMM  JOKYMEHTaMH, PETIaMEHTUPYIOLUMU MHCIOJIb30BAHUE HOHU3HUPYIOLIETO
M3IIy4EHUs TIPU IPOU3BOJCTBE JIEKAPCTBEHHBIX CPEJCTB.

OO01me moJI0KEHUS

HoHuzupytomiee u3IydeHUEe MOXKET HCIOIB30BAThCS B MPOM3BOJICTBEHHOM IPOIIECCE IS
CHHMXKCHUA CTCIICHU 6I/IO3aI‘p$I3H€HI/ISI, CTCPUJIM3AallUU HCXOAHBIX MATCPUAJIOB, YIIAKOBKU HIIN
u3nenuii, o00paboTKH MpernapaToB Ha OCHOBE KPOBU U JPYTHUX IICITICH.

CyH.[GCTByeT ABa BUJA PAAWMAIIMOHHBIX YCTAHOBOK: C PAJUOHYKIMAHBIMU HCTOYHHUKAMH
raMMa-M3JIy9eHUs U C YCKOPUTEISIMU 3JICKTPOHOB BHICOKOH SHEPTHH.

HcTtounnky raMma-u3nydeHuin
Hcnons3yrorest 1Ba pexxuma 00pabOTKu:

a) TOPLUMOHHBIM: TPOAYKUUS pa3Mmemaercs B (PUKCUPOBAHHOM TIOJOXXEHHUU BOKPYT
MCTOYHHMKA U3TYyUYEHHS U HE MOKET OBbITh 3arpy’KeHa WIN BhITPY’KE€HA BO BpeMs 00TyUYeHUS;



0) HeTpEePHIBHBIN: aBTOMAaTH3HUPOBAHHAS TPAHCTIOPTHAS CHCTEMA JOCTABIISIET MPOIYKIIHIO B
KamMepy Ui OOJyuyeHMs, IepeMellaeT €€ C YCTAaHOBJIEHHOM CKOpPOCTBIO M0 3aJaHHOMY
MapuipyTy, a 3aT€M BBIBOJUT U3 KaMEPBHI.

Pa[[I/IaIII/IOHHI)Ie YCTAaHOBKH C YCKOPUTCIAMU 3JICKTPOHOB

[Ipoaykuuio nepeMemaroT MO HENPEPHIBHBIM MM HMITYJIbCHBIM IIyYKOM 3JIEKTPOHOB
BBICOKOM SHEpruM, KOTOPbIM CKaHUPYIOT B OOOMX HANpaBJIEHUSAX MEPHEHAUKYIIPHO K
NEePEMELIEHUIO POAYKIIHH.

OTBETCTBEHHOCTD

1. PagmanmonHyto 00paOOTKYy MPOAYKIMH MOXET IPOBOAWTH HEMOCPEICTBEHHO ee
IIPOU3BOJUTENb WIN MO0 KOHTPAKTy OpraHU3alys, UMEIOIAas B PaCHOPSIKCHUM PAJUALMOHHYIO
ycTaHOBKY. [Ipy 3TOM OHHM JODKHBI MMETh pa3pelieHusi, OQOpPMIIEHHbIE B YCTAaHOBJIECHHOM
HOPsIIKE.

2. IlpousBomuTens (GpapManeBTUIECKON MPOIYKIMHA HECET OTBETCTBEHHOCTH 32 KayeCTBO
OPOAYKIMH, B T.4. 3a PE3yJIbTAaThl BO3ICHCTBHUS HOHU3UPYIOLIEro u3nydeHus. OpraHuzanus,
IpOBOASILAS PaAMALMOHHYI0 OOpabOTKy, HECET OTBETCTBEHHOCTh 3a TO, YTOOBI KaKJas
yIaKOBKa MOJy4YHJIa 103y, ONpPENeNeHHYI0 MPOU3BOANUTENEM (B T.4. YIAKOBKa C MPOAyKLHUEH,
camasl yJaJeHHas OT UCTOYHUKA U3ITy4YEHus).

3. TpeOyemast moOrjoIIEHHas /1032 C YKa3aHUEM YCTAHOBJIEHHBIX IPEJEIbHBIX 3HaUCHUI
JIOJKHA OBITh yKa3aHa B TEXHUYECKOM TOKYMEHTAllUU Ha POy KLHIO.

Jlozumerpus

4. Jlo3uMeTpus - U3MEPEHUE TOTJIOICHHOM 1036l HOHU3UPYIOIIETO U3TYYESHHUS C TIOMOIIBIO
n03uMeTpoB. [loHMMaHWe MPUHIUIIOB pa0OTHl M MPABUILHOE HCIIOJIB30BAaHHE TEXHUKH MMEIOT
BaXHOE 3HAYEHUE IS ATTeCTAIlNH (MCIIBITAHUHN ), HAJIAJKU U KOHTPOJIS IpoIiecca.

5. KamubpoBka Kaxol MapTHH padOUYMX TO3UMETPOB JODKHA OBITh MPOCIICKUBACMOU
BIUIOTh [0 HAI[MOHAJIBHOTO WJIM MEXIYHAapOAHOTo 3TasioHOB. ClieyeT cTporo cobmonarhb
YCTaHOBJICHHYIO TIEPUOJUYHOCTD KATHOPOBKH.

6. lnsa ompeneneHus] U3MEHEHUS TOTJIONICHUS LITATHBIX JTO3UMETPOB IOCIE OOTyUCHHS
KaK TpU KaJuOpOBKe, TaK U MPHU MPOBEACHUH JO3UMETPUH JOJDKEH UCTIOIh30BATHCS OJUH U TOT
xe mpubop. [Ipy KCHONB30BAaHWMU pa3HBIX NPHOOPOB OHHM JOJKHBI OBITH KaJMOpPOBAaHBI B
a0COITIOTHBIX €JIMHUIIAX TTOTJIOIICHHS.

7. B 3aBUCUMOCTH OT THNA HCHOJb3YEMBIX JIO3UMETPOB HEOOXOIUMO YUYHUTHIBAThH
BO3MOXXHBIE HMCTOYHHMKH IOTPEITHOCTH, 3aBUCSIIAE OT BIIAYKHOCTH, TEMIIEPATyphl, MEPHOAA
BPEMEHHU MEX/1y 00JlyueHHEM U U3MEPEHHEM, a TaKXKe MOITHOCTH MOTJIOIIEHHON J03bI.

8. IlpuOopsl, HCMONB3yeMble UISI U3MEPEHUS M3MEHEHUS IOTJIOMICHUS TO3UMETPOB IO
JUIMHE BOJMHBI W JUIA M3MEPEHHsS TOJIMHBI JO3UMETPOB, HEOOXOAMMO KaauOpOBaTh.
[TepromnuHOCTh KAIMOPOBKM 3aBHCHT OT HA3HAYEHUS/CTAOWIBLHOCTH W CIIOCO0a TMPUMEHEHUS
HCTIONB3YEMOro mpubdopa.

Arttectanus (UCTIBITAHUA) ITpoliecca

9. Atrtecrauus (UCTBITAaHUS) - JEUCTBHUE, JI0KA3BIBAIOIEE, YTO MPOILECC, T.€. MOJyUYEeHHE
MPOYKIIMEH 3aJaHHOM TOTJIOMIEHHON J03bI, TOCTUTAET OXKHUAACMBIX Pe3yabTaToB. TpeboBaHUs
K aTTeCTaluu (UCTBITAHUSAM) IPUBEACHBI B PYKOBOJICTBAX IO UCIOJIb30BAHUIO MOHU3UPYIOLIETO
W3ITyYCHHS B IPOU3BOJICTBE JICKAPCTBEHHBIX CPEACTB <* >,

<*>#Hanpuwmep, B 'OCT P UCO 11137#.



10. Arrecranus (MCHbITaHUS) JTOJDKHA BKJIIOYATh B Ce0sl COCTaBJICHUE KapThl JO3HOTO
1OJIsi, YTOOBI yCTaHOBHTH pacHpeiefieHHe TOTJIOMEHHONH 036l BHYTPU O0JIydaeMoro
KOHTelHepa ¢ MPOAYyKLIKEH NP onpeAeIeHHON KOH(PUTypallui yIaKOBKH MPOAYKLIUH.

11. Cnenudukanuu Ha nporecc 00JydeHus JOKHbBI BKIYaTh B ce0sl:

a) ONMCaHKE YIAaKOBKU MPOAYKIUH;

b) xoHpurypanmo(u) yKIaJKu TPOAYKIHH BHYTPH KOHTelHepa. Ecmum B KoHTeliHepe
HAXOJIUTCS TPOAYKIHMS pPA3JIUYHbIX BHUAOB, HEOOXOJUMO OOpaTUTh 0cCO0O€ BHHMAHUE Ha
BO3MOXXHOE HEJ000JlydeHHE MPOAYKLUHUU C BBICOKOM IJIOTHOCTbIO WJIM 3aT€HEHUE JPYrux
u3zienuil Takoi npoaykuuei. Kaxapii cnoco6 ykinaaku B KOHTEHHEp pa3HbIX BUJOB MPOIYKIMU
JIOJKEH OBITh ONMCAaH B TEXHUYECKOH TOKYMEHTAIIMU B aTTECTOBAH;

C) KOH(UTYpaIUIO PACHOI0KEHNU KOHTEHHEPOB BOKPYT HCTOYHHKA (TTIOPLIUOHHBIA PEKUM)
WA MapHIpyT 00JTydaeMbIX OOBEKTOB BHYTPH KaMephl ISl 00ydeHHs (HETIPEPBIBHBIA PEKUM);

d) BepxHee M HIKHEe NPEIEIbHO JOMYCTHMbIE 3HAa4YECHUs IOIJIOLIEHHOM M03bI B
OPOAYKIMH (M COOTBETCTBYIOIIME TOKa3aHUS 103UMETPOB);

€) BEpXHee M HIDKHEE IpeJlesIbHbIe 3HAUE€HUS MOTJIOMIEHHON 1035l B MPOAYKIMHU 110 BCEMY
00beMy KOHTEHHEPA U COOTBETCTBYIOIINE METO/IbI JO3UMETPUU AJIsi KOHTPOJIS STUX 3HAYEHUI;

f) npyrue mapamerpsl mporecca, B T.4. MOIIHOCTb IOTJIOIIEHHON I03bI, MAaKCHUMalIbHOE
BpeMsl 00JIy4eHHUs, KOJIMYECTBO LIUKIIOB OOJIy4EeHUS U T.J.

Ecnu o6iydyenue npoBOAUTCS IO KOHTPAKTY TPEThE CTOPOHOM, B KOHTPAKT JOJKHBI OBITh
BKJIIOUEHBI, KAK MUHUMYM, TpeOOBaHHUs, yKa3aHHbIe B nepeunciaenusx "d" u "e".

ATTrecranus yCTaHOBKH
OO01Me MOJI0XKEHNS

12. ATttecranus 3aKir04aeTcsi B AKCIEPUMEHTAIBHOM IOIYYEHHMM U JOKYMEHTHPOBAHUU
(akTOB, JOKa3bIBAIOIIMX, YTO PAJAMALMOHHAs YCTAaHOBKAa CHOCOOHA B TEYEHUE AIUTEIBHOTO
BpeMeHHU (DYHKIIMOHHPOBATh B YCTAHOBJICHHBIX MPE/EIax COrJIACHO JTOKYMEHTAIUU Ha MPOoLecC.
CornacHo nanHomy [IpuiokeHHIO yCTaHOBJIEHHBIE NPEENbl - MAKCUMAJIbHOE M MUHUMAIIbHOE
JIOMTyCTUMBIE 3HAUEHHs MOTJIOIEHHON N103bl B MPOAYKUUHU (IO BCeMy 00beMy 00IydaeMoro
KOHTeliHepa). Mi3MeHeHus B paboTe yCTaHOBKH, KOTOPbIE MOTYT IPUBECTH K BBIXOJYy 3HAUCHHUH
MOTJIOIIEHHOM JI03bI 3a 3TU NpeNeibl, HU NMPU KaKuX YCJIOBUSAX HE JOJDKHBI MPOUCXOAUTH 0e3
BE€Zl0Ma OoIepaTopa.

13. ArTecranus 10KHA BKIIIOYATh B ce0sl:

a) OCHOBHBIE ITapaMeTpPbl YCTAHOBKHY;

b) kapTy 103HOTO MOJIS;

C) TOKYMEHTUPOBAHUE;

d) TpeboBaHMs K TOBTOPHOMY BBOJY YCTAHOBKH B SKCILTyaTalHIo.

HUctounuku raMma-us3JIydCHUA

14. OcHOBHBIE MapaMeTPbI

[TornomienHast 103a B IPOAYKIIMU 3aBUCHUT OT CJIEAYIOLIUX OCHOBHBIX (DaKTOPOB:

a) aKTUBHOCTHU ¥ TE€OMETPUH UCTOYHUKA U3ITyUCHUS;

b) paccTosiHUs OT UICTOYHHUKA JI0 KOHTEHHEPA;

C) TPOIOIDKUTEILHOCTH OONy4eHHUs, KOHTPOJIMPYEMON TaliMepOM WM CKOPOCTHIO
JIBU)KEHUS KOHBEWEpa;

d) cocraBa W IJIOTHOCTH MaTepuaya, a TaKXKe HAIWYHS APYTrod MPOMYKIUU MEXKITY
HMCTOYHUKOM U PaCCMAaTPUBAEMON YacThlO KOHTEHHEpPA.



15. CymmapHast IOIJIOIIEHHAs /1032 3aBUCUT TAK)XKE OT MapIIpyTa, 0 KOTOPOMY JIBUXKYTCS
KOHTEHHEphl MpPU HENPEPHIBHOM pEeXHUME OO0JyueHHs, WIM OT KOH(UIYypaluu 3arpy3ku Hpu
MOPIIMOHHOM PEXUME 00TydeHHs ¥ KOJIMYECTBA IIUKIIOB OOTyUYCHHUSI.

16. Ilpu ¢ukcupoBaHHOM MapupyTe (IPH HEOPEepPHIBHOM OOJyYeHUM) WU IIpH
(GUKCHUPOBaHHON KOH(MUTYpALUH 3arpy3KH (TIPH TOPIMOHHOM PEXUME OOTYUCHHs), a TAKKE JIIs
IIOCTOSIHHOW MOIIHOCTH HCTOYHMKAa M BUAA MPOLYKUUH OCHOBHBIM IIapaMETPOM YCTAaHOBKH,
KOHTPOJIUPYEMBIM OIIEpAaTOPOM, SIBJIIETCS CKOPOCTh KOHBEWepa WM BpeMs, YCTAHOBJIEHHOE Ha
Tanmepe.

KapTa JO3HOTI'O IT0JIA

17. Tlpu ompeneneHuy KapThl IO3HOTO TMOJIA Kamepa g OONydeHUs AOJKHA OBITh
3aroJHEeHa KOHTEMHEepaMu ¢ MyJIsKaMu WM 00pa3liaMy MPOAYKLMH OJHOPOJHOM IMJIOTHOCTH.
Jlo3uMeTphl TOMKHBI OBITH PACIIONIOKEHBI HE MEHEe YeM B TPEX 3alOJHEHHBIX KOHTEiHepax,
OKPY’KCHHBIX aHAJOTUYHBIMM KOHTEHHEpaMU WM MyJISDKaMu MpoayKuuu. Eciu mpomykius
yJI0)KeHa HEPaBHOMEPHO, TO3UMETPHI JOJDKHBI OBITh pa3MelleHbl B OOJbIIEM KOJIHMYECTBE
KOHTEHHEPOB.

18. PacrmonmokeHue JO3UMETPOB 3aBHCHT OT pa3MEpoB O00Jy4aeMoro KOHTEiHepa.
Hanpuwmep, ansa konreitnepoB paszmepom 1,0 x 1,0 x 0,5 M 103UMETpbl MOTYT pacmnojiaraThCsi B
y37axX TpeXMepHOW pemieTku ¢ maroM 20 ¢cM ¢ y4eTOM BHEIIHEW MOBEPXHOCTH KOHTEWHepa.
Eciu mnpennonaraembie 30HBI € MaKCUMQJIbHOW W MUHUMAIBHOW J103aMH  WM3BECTHBI U3
MOPEIbIIYIIUX OIMBITOB, TO YacTh JO3UMETPOB MOKET OBITh H3bATA W3 30H CO CPEIHUMU
3HAQYCHHUSIMU 703 U MIOMEIIIEHA B 30HBI C IKCTPEMATBHBIMH 3HAYEHUSMHU 10361 ¢ marom 10 cm.

19. B pe3ynbrate S5TOM NpOUEAYpPHl JIOJDKHBI OBITH OMpENENICHbl MHUHUMAaJbHas U
MaKCUMaJlbHasi TIOTJIOIIEHHBIE J03blI, IOJYYEHHBIE MPOAYKIIMEHM B KOHTEHHEpPE M Ha €ro
MOBEPXHOCTU ISl 3aJaHHOW KOMOWHAIIMU MapaMeTPOB YCTAHOBKU M OOJYYECHHs], TUIOTHOCTH U
KOH(UTYpaImy yKIAIKH.

20. B uneanbHOM ciyyae AJis ONpPENENIeHUs KapThl JO3HOTO MOJIA CIeAyeT HCIOJb30BaTh
ATAIOHHBIE JIO3UMETPHI, TOCKOIbKY OHH HWMEIOT HaWOOIBIIYI TOYHOCTh. Jlomyckaercs
HCIIOJIb30BAaTh IITaTHBIE JO3UMETPHL. [Ipu 3TOM B 30HAX C MpeanonaraeMbIMU MaKCUMaIbHBIMU
U MHUHUMAJIbHBIMA 3HAYCHHUSIMH TIOTJIOIICHHON 103bI OOMy4YeHHs, a TakkKe B TOYKaX,
IpelHa3HaYeHHBIX I KOHTPOJIS TMpollecca, BO3JIE IMITAaTHBIX J03MMETPOB PEKOMEHIYETCs
MOMEIIATh 3TaJOHHBIE MO03UMETphI. [loydeHHbIe 3HaUYEHUs TOTJIONICHHON 103bI OyIyT MMETh
CIIy4aiHyI0 MOTPEIIHOCTh, KOTOpPask MOKET ObITh OIpeieieHa MyTeM MHOTOKPAaTHBIX U3MEPEHUH.

21. MunumanbHas HaOmomaeMas 1032, U3MepsieMas INTaTHBIMH  JTO3UMETPAMU,
HeoOXxouMasi Ui MOJIy4YeHHUs] BCEMU KOHTeHHepaMu MHUHHUMAajbHOW TpeOyeMoil 103bl, JT0JKHA
OBITH YCTAHOBJICHA C YYETOM CITyYaifHON MOTPEITHOCTH UCTIOIh3yEMBIX IITATHBIX I03UMETPOB.

22. Bo Bpewms omnpeaelieHHsi KapThl TIO3HOTO TOJISA MapaMmeTpbl YCTaHOBKH HEOOXOIUMO
MOJJIEPKUBATh TOCTOSIHHBIMHM, KOHTPOJHMPOBATH U PErUCTPUPOBATH. DTHU 3alIUCH BMECTE C
pe3yibTataMu JO3UMETPHUH U APYTHUMHU MOJTyYEHHBIMH MPOTOKOJIIAMHU CIIETyEeT COXPAHSTh.

PanuanyionHbie yCTaHOBKH C YCKOPUTEISIMH 3JIEKTPOHOB

23. OCHOBHBIE MTAPAMETPHI YCTAHOBKH

HOFJ’IOI_]_[eHHaﬂ A03a MOHUBUPYIOLICTO HU3JIIYUCHUA B IMPOAYKIHU 3aBHCHUT OT CJICAYIOMIUX
OCHOBHBIX (haKTOPOB:

a) XapaKTEepPUCTUKH Tydka (PHEPTHU DIEKTPOHOB, CPEIHEr0 TOKAa IIy4yKa, IIUPHUHBI
Pa3BepTKU U HEPABHOMEPHOCTH Iy4Ka MO MIMPUHE Pa3BEPTKH);

b) ckopocTu KOHBeliepa;

C) COCTaBa U IJIOTHOCTU MPOAYKIIHH;

d) COCTaBa, IJIOTHOCTHU U TOJIIUHBI MAaTCpUuajid, HAXOAAMCTOCA MCKIY BbIXOJHBIM OKHOM
U 00JIy4aeMoi 4acThio MPOIYKIUY;



€) pacCTOsIHUS OT BBIXOJAHOTO OKHA /10 KOHTEHHEpa.

24. OCHOBHBIMH  [apaMeTpaMHd, KOHTPOJUPYEMBIMH  OINEPaTOPOM,  SIBIISIIOTCS
XapaKTEPUCTUKH ITyYKa U CKOPOCTh KOHBEMEpa.

25. Kapra no3Horo nosus

[Ipu onpeneneHun KapThl TO3HOTO MOJISL JOZUMETPHI CIAEAYET pacloaraTb MEXIy CIOSIMHU
TOMOTE€HHOTO TMOTJIOTUTENA, WMHUTHUPYIOLIErO pEalbHYI0 NPOAYKLUHIO, WIA MEXKIY CIOSMHU
peaTbHON TPOAYKIMH OIHOPOJHOW IJIOTHOCTH Tak, 4yToObl He MeHee 10 m3mepeHuit ObUH
MpOBEJCHBl B TMpelenax MaKCUMalIbHOro MpoOera ayeKTpoHOB (MyHKTHl 18 - 21 maHHOrO
[Ipunoxenus).

26. [Ipu onpeneneHu KapThl JOZHOTO MOJS O 00beMy 00ydyaeMoro o0beKTa mapaMeTphbl
paaMaIlMOHHONW YCTAaHOBKM HEOOXOIUMO TOJJICPKUBATH ITOCTOSHHBIMH, KOHTPOJIUPOBATH H
pEruCTpUpOBaTh. JTU 3alUCH CIEAYET COXPaHATh BMECTE€ C PE3yibTaTaMH JO3UMETPUH H
JIPYTUMU JAHHBIMHU.

[ToBTOpPHBIN BBOJ yCTAHOBKHU B SKCILTyaTallHIO

27. Ilpouieaypa MOBTOPHOTO BBOAA B AKCILTYaTAIUIO JIOJDKHA MTPOBOIUTHCS 3aHOBO KaXKIBIN
pa3, KOorja MPOUCXOJAT HM3MEHEHHWs Npolecca WIM MapaMeTpPoB pPaIHAllIOHHOW YCTaHOBKH,
CHOCOOHBIE TIPUBECTH K W3MEHEHHIO PACHpeeNiCHHs TOTJIONICHHON /03bI B KOHTEHHepe s
oOiydeHus: (HampuMmep, Ipu 3aMeHe o0syuyaTens paJuallioOHHOM ycTaHOBKH). O0beM paboT mo
NOBTOPHOMY BBOJly B OKCIUTyaTallMIO 3aBHUCHT OT CTENCHW W3MEHEHHI, BHECCHHBIX B
KOHCTPYKIIMIO OOJTydaTens paaualiOHHOW YCTaHOBKM WIM KOH(QUTypaimio 3arpyskd. [lpu
HAJIMYMM COMHEHHUH TpOIEaypy IMOBTOPHOTO BBOJA YCTAaHOBKM B OKCIUTyaTalHIO CIEIyeT
IPOBECTH 3aHOBO.

Ilomeriennsa

28. Bo wusbexxaHue TEPEKPECTHOTO 3arpsi3HEHUS B TOMEMIEHWU JOJKHBI  OBITh
MPEeIyCMOTPEHBI MEPHI O Pa3JeICHUIO OOJYYCHHBIX M HEOONyYeHHBIX KOHTeiHepoB. Ecmu
MaTepuaabl HaXOASATCS B 3aKPBITBIX KOHTEHHEpax M OTCYTCTBYeT PHUCK IEPEKPECTHOIO
3arpsi3HEHUs, HET HEOOXOAMMOCTH TIPH OOIYYSHUH OTACIATH (DapMaIleBTHUYECKHE MaTepHAIIbI OT
HedapmaneBTHuecKux. Jlro0as BO3MOXXHOCTbH 3arpsi3HEHHS MPOAYKIUH PagUOHYKIHIaMU
JIOJDKHA OBITH UCKITIOYEHA.

TexHoIornyecKui mpouece

29. KonrteitHepsl ¢ TOPOAYKLUMEW CIEIyeT YyCTaHaBIMBAaTb B COOTBETCTBUU C
KOH(HTyparmeit 3arpy3Ku, onpeeIeHHOM B MPOIECCe aTTECTAIUH (MCTIBITAHUN ).

30. B xome oOiyueHHs TOTJIOIICHHAs /032 HAa IOBEPXHOCTH KOHTEWHEpa JOJDKHA
KOHTPOJIUPOBATHCSI B COOTBETCTBUU C ATTECTOBAHHBIMM (UCHBITAHHBIMU) J103UMETPUYECKUMU
METOJMKAaMU. 3aBUCUMOCTb MEXIy 3TOM J030M M J030H, MOIVIOIIEHHON NpOAYyKLIHENH BHYTpU
KOHTeiHepa, JO/bKHAa OBbITh YCTaHOBJEHA TNpPU aTTecTaluH (MCHBITAaHUIX) paJgualliOHHON
YCTaHOBKH.

31. JIms Toro uyToObI pa3nuyaTh 0OJTyYEHHBIE U HEOOTyYCHHBIC KOHTEHHEPHI, TOMYCKACTCS
UCIIOJB30BAaHUE HHIUKATOPOB HOHM3UpYMOLIEro wu3iydeHus. OJIHAKO HX HE cleayer
UCIIOJIb30BaTh B  KA4yeCTBE E€JUHCTBEHHOI'O CPEACTBA, ONPEIEISAIOIEr0o IPaBUIBHOCTh
IIPOBEJEHUS MpolLiecca.

32. OgHOBpeMEHHYI0 00pa0OTKYy pa3HBIX BHUJIOB MPOMYKIIMH B OJHOM 3arpy3Ke CIEayeT
MPOBOJIUTh TOJBKO TOI/A, KOTJA IO pe3yjbTaTaM S3KCIUTyaTalldd YCTaHOBKH WJIM IO JIPYTUM
JAHHBIM YCTAQHOBJIEHO, YTO MOIVIONIEHHAs J03a B KaXKIOM BUAEC MNPOAYKLIUU HAXOJUTCS B
YCTaHOBJICHHBIX IIpe/eax.



33. [lomyuenue TpeOyeMoOl TMOIJIOMIEHHOW JJ03bI OOJy4YEHHUSI 3a HECKOJIbKO IHUKJIOB
U3ITy4YEHUS JIOJDKHO OBITh COTJIACOBAHO MEXY MPOU3BOIUTENIEM M OpraHU3aluei, mpoBoAsIIeH
oOmyuenue. [lomnas mo3a oOiydeHUs AODKHA OBITH MOJMy4YeHAa B TEUYCHHE NPEABAPUTEIHHO
YCTaHOBJICHHOTO HHTEpBasia BpeMeHH. [Ipow3BoauTens AOMKEH OBITH yBeqoMIeH O (pakTax
HE3aIUIAHMPOBAHHBIX TIEPEPHIBOB MEXKIy LUKIAMH OOJYYCHHs, €CIU TPOJODKUTEIBHOCTD
MIEPEPHIBOB MPEBBIIIACT PAHEE COrTIACOBAHHBIC 3HAUCHHUS.

34. O6ny4yeHHast IPOIYKIIMS BCETAA IOKHA OBITh OTACNIeHAa OT HeoOmyueHHOM. CriocoOb
JOCTHKEHHS 3TOTO BKIIOYAIOT B ce0s MCMOJb30BAaHUE MHAWKATOPOB paauanuu (myHKT 31) u
COOTBETCTBYIOIIEH IUIAHUPOBKU OMEUIEHUH (ITyHKT 28).

lNamma-uznydenue

35. Ilpu HempepbhIBHOM pEXHUME OOJIyYeHHs TO3UMETPHl JOJDKHBI OBITh PACIIOIO0KEHBI
TaKUM 00pa3oM, YTOOBI MO BO3JCHCTBHMEM H3IIyYCHHs OJHOBPEMEHHO HAaXOAWJINCh HE MEHee
JIBYX JT03UMETPOB.

36. [Ipy MOPIMOHHOM PEXHMME B TOYKE KOHTPOJISI MHHUMAJIBHOTO 3HAYECHUS ITOTJIOIIECHHOM
JI03bI 00JTy4eHHsI JOJDKHBI OBITH PACTIONIOKEHBI HE MEHEE JIBYX JO3UMETPOB.

37. Tlpu HempepbIBHOM peXHUME OOIydeHHs NODKHA OBITh MPEAyCMOTPEHA WHAMKAIHS
TpedyeMoro pabo4ero MoJOXKEeHUsT HCTOUYHUKA. [TooKeHne NCTOUHNKA U IBIKEHHE KOHBeHepa
JIOJKHBI OBITH CBSI3aHbI OJIOKUPOBKOM. CKOPOCTH IBUXKEHUS KOHBEepa HE0OXOJMMO OCTOSIHHO
KOHTPOJIMPOBATH M PETUCTPUPOBATD.

38. Ilpm TOpUMOHHOM  pexuMe OONydeHHs  TEpEeMEIICHHE  HWCTOYHHKA |
NPOJIOJDKUTEIBHOCTh  KAXKIOTO OOJNydeHHs] TPOMYKIMH JOJKHBI KOHTPOJHPOBATHCA U
PETHCTPUPOBATHCSL.

39. Crnenyer KOppEeKTHpOBaTh BpeMs OOJIY4YeHHsS W CKOPOCTh IBW)KCHHUS KOHBeWepa ¢
y4eToM pacmaja WM J03apsAAKH HWCTOYHHKA W3Iy4eHHs. IlepHoandHOCTh arTecTanuu
(McnipITaHMIA) TApaMETPOB YCTAaHOBKM WJIM CKOPOCTH KOHBEiepa JODKHA COOTBETCTBOBATh
napaMeTpam HU3JTyqaTens.

PanuanyonHast ycTaHOBKa ¢ YCKOPHUTENEM 3JIEKTPOHOB

40. Jo3uMeTp I0KEH OBITh pa3MeIeH Ha KaXKJI0OM KOHTEHHEPE B KOHTPOJIHHOM TOUKE.

41. Heo6x0oIMMO HEMPEpBIBHO PETUCTPUPOBATH CPEIHEE 3HAYCHHE TOKA My4Ka, YHEPTHI0
JJIEKTPOHOB, IIMPHHY Pa3BepTKU M CKOPOCTh KOHBeHepa. DTH mapaMeTpbl, 32 HCKIIOUYEHHEM
CKOPOCTH KOHBeiiepa, HEOOXOAMMO MPOBEPSATh 4Yepe3 OMpeesieHHbIE WHTEPBAIBI BPEMEHU,
YCTaHOBJICHHBIE IIPU aTTECTALIUU, TTOCKOJIbKY OHU MOJBEPKEHbI CTIOHTAHHOMY MU3MEHEHHIO.

JlokyMeHTanus

42. KonnuecTBO MOCTYNMUBIINX KOHTEHHEPOB M KOHTEHHEPOB, MPOIICAIINX OO0JydYeHHE U
BBIBC3CHHBIX C IMPCANPUATUA, NOJDKHO COBIAAATh U COOTBCTCTBOBATH 3HAUCHUAM, YKAa3aHHLIM B
COTIPOBOJUTENHHON JOKyMeHTaIuu. JltoOble pacXoKIeHUs JODKHBI TPOTOKOJIMPOBATHCS U
paccienoBarhbCsl.

43. OnepaTop paaHaAIllMOHHONW YCTAHOBKM JOJDKEH MOATBEPXKIAaTh B MUCHbMEHHOM BHE
JOuaria3oH 3HAYEHUI MOTJIOCHHBIX 03, MOJYYCHHBIX KaXIbIM KOHTeﬁHepOM npu Ka)K,Z[OI\/'I
3arpy3Ke Wid B CEPUH MPOIYKITHH.

44. TexHOJIIOTHYECKUE TPOTOKOJIBI U MTPOTOKOJIBI KOHTPOJIS ISl KaXK10M CEpuu NPOAYKIHH,
MpoIIeIIe 00mydeHne, AOHKHBI MPOBEPATHCA U TMOANMUCHIBATHCS CIICIMATBHO HAa3HAYCHHBIM
JIMIIOM U XPAHUTBHCA Ha NPCANPUATHU. MGTOIL U MCCTO XpaHCHHUA JOJIZKHO 6LITB OmmpeaCJICHO IO
JIOTOBOPEHHOCTH MEK/Ty OpTaHHU3alliel, TPOBOIUBIICH 00TyYCHHE, U POU3BOIUTEIICM.

45. lokymMeHTalus1, OTHOCSINASICS K aTTeCTaluu (MCIBITAaHUSIM) PaIMalIMOHHON YCTAaHOBKH,
JIOJDKHA XPAHUTHCS B TEUEHUE OJTHOTO T'0Jia TIOCIe HCTEUCHUS CPOKa TOJTHOCTH WJTH, TT0 KpaiHeH



Mepe, B TEUCHHE IISITH JIET MOCJE BBITyCKa MOCIEIHEN POYKIUU, TTPOIIEAIIeH 00IyuyeHne Ha
9TOM YCTAHOBKE, B 3aBUCUMOCTH OT TOTO, KAKOW MEPUOJ JOJIBIIIE.

MukpoOnonIoru4ecKuit KOHTPOIIb

46. OTBETCTBEHHOCTh 3a TNPOBEIEHHE MHKPOOHMOIOTHYECKOT0 KOHTPOJs, B T.4. 3a
KOHTPOJIb OKPY’KAIOIIEH Cpeipl B MECTE IMPOM3BOACTBA NPOAYKLUMH U KOHTPOJIb MHPOLYKINU
nepea o0JlyueHHEM, MPOBOJUMBIA B COOTBETCTBHMM C HOPMAaTHBHOM JOKyMEHTAIMeW, HeceT
IIPOU3BOAUTEI JIEKAPCTBEHHBIX CPEJICTB.

[Ipunoxenne 13

HHPOU3BOACTBO JIEKAPCTBEHHBIX CPEJICTB
JUIA KIIMHUYECKUX UCCJIIEJJOBAHUU <*>

<*> #][ns obecneyenust uaeHTHYHOCTH Tekcta ¢ [IpaBunamu GMP EC B HeM coxpaHeHbI
CCBUJIKM HAa HOPMaTUBHO-IIPaBOBbIE T0KyMeHTbI ECH#.

OO01Me TOIOKEHNS

JlexapcTBeHHBIE CpecTBaA ISl KIMHUUECKUX MCCIIEI0OBAaHUM JOKHBI ObITh U3TOTOBJICHBI B
COOTBETCTBUM C MpaBWJIaMHU MPOU3BOJCTBA JieKapcTBEHHbIX cpeAcTB (GMP), nznoxxeHHbIMH B
HACTOSAIIEM CTaHJapTE.

Crnenyer mpuHUMAaTh BO BHUMaHHE U APYTUe PYKOBOJACTBA C YYETOM CTaJIuM pa3pabOTKH
npenapata. MeToauku paboThl JOJDKHBI OBITh THOKMMHU U JIOIYCKaTh BHECEHHWE M3MEHEHUH 110
Mepe MOJyYeHHs TOTIOHUTENIbHBIX JAHHBIX O MPOLIECCe U COOTBETCTBOBATH CTAANU pa3pabOTKU
npemnapara.

IIpy KIMHUYECKUX MCCIENOBAHUAX MOXKET BO3HMKHYTH [JOINOJHMUTEIBHBIA PHUCK I
CyOBEKTOB HMCCIIEI0BaHUM 110 CPAaBHEHUIO C MallMEHTaMH, KOTOpPble IPUHUMAIOT UMEIOIIHECS Ha
peiHKe npenaparbl. Llensto nmpaBun GMP B npuMeHEHHMHM K NpPOU3BOJCTBY JIEKapCTBEHHBIX
CPeACTB JUIS KIMHUYECKUX WCCIEOBAaHUHN SBISCTCS WCKIIOYCHHE pPHUCKAa Ui CyOBEKTOB
UCCIICNOBAHUM W BJIMAHHUA Ha pe3yibTaTbl KIMHUYECKUX HCCIECJOBAHUM HEZOCTATOYHBIX
0€30MacHOCTH, KauecTBa Wi 3PPEKTUBHOCTH, 00YCIOBICHHBIX HEJJOCTATKAMH B TIPOM3BOJICTBE.
B paBHO#l Mepe 3TH TpeOoOBaHMs MpeaHa3HAUEHBI JJs 00eCHeueHus! MOCTOSIHCTBA OT CEPHM K
CEepUHU OJHOTO M TOrO € JIEKApCTBEHHOI'O CPEACTBA Uil HCCIENIOBAaHUM, HCIIOJIb3YEMOTO B
OJTHOM MJIM B pa3HbIX KIMHUYECKHX UCCIIEOBAHUAX, @ TAKXKe JOKYMEHTAIBHOr0 OhOpMIICHUS U
000CHOBaHMS U3MEHEHHH B TIpoIIecce pa3padOTKH UCCIIEAYEMOTro JIEKAPCTBEHHOTO CPEICTBA.

IIpon3BOACTBO JIEKAPCTBEHHBIX CPEACTB JUIsl UCCICNOBAHUMN CBS3aHO C JOIOJIHUTEIBHOU
CJIOKHOCTBIO TI0 CPaBHEHHIO C 3aperuCTPUPOBAHHBIMM JIEKAPCTBEHHBIMH CpEICTBaMU M3-3a
OTCYTCTBHUSl YCTAHOBJICHHOI'O IIOPSZIKA, PA3HBIX CXEM KIMHUYECKUX MCCIEAOBAaHUN H, Kak
CJIEJICTBUE, Pa3HbIX TpeOOBaHUM K yHmakoBKaM, HEOOXOAMMOCTH paHAOMHU3ALNN U KOJUPOBAaHUS
(MacKMpOBaHUs, MCIOJB30BAaHUS CJIENOTO0 METo/a), a TaKXke M3-3a OOJbLIOro pucka
NEPEKPECTHBIX 3arpsA3HEHM W TepenyThlBaHUsA IpemnapaToB. bonee Toro, naHHble 00
3¢ (EeKTUBHOCTH U TOKCHUYHOCTH Iperapara MOTYT ObITh HETIOJHBIMH, NMPOLECC MOKET OBITh HE
aTTeCTOBaH B TIOJHOM 00bEME€ MM MOTYT HCHOJb30BaThCS  3apErMCTPUPOBAHHbBIC
JIeKapCTBEHHbIE CPEJICTBA, KOTOPbIE OBLIH MEPEyNaKoBaHbl MIIK MOJU(PHUIIUPOBAHBI.



B cBsi3u ¢ 3TUM NepcoHa I0JKEH B MOJHON Mepe noHuMaTh npasuia GMP B oTHomeHnn
JIEKaPCTBEHHBIX CPENCTB Ul UCCIIEI0BAaHUI U TPOUTU COOTBETCTBYIOIYIO IIOATOTOBKY. [{0/KHO
OBITH YCTAHOBJIEHO B3aMMOJIEHCTBUE CO CIIOHCOPAMH KJIMHUYECKUX MCCIIEJOBAaHUM, HA KOTOPBIX
JIE)KAT BCSI OTBETCTBEHHOCTH IO BOINPOCAM KIMHWYECKHUX MCCIENOBAaHUM, BKIIIOYAs KadeCTBO
JIEKAPCTBEHHBIX CPEJICTB JUISl UCCIICIOBAHMM.

Bozpocmiass  cIOXKHOCTb ~ TEXHOJOTMUECKHMX  IPOLECCOB  TpeOyeT  NPUMEHEHUs
BBICOK09()(heKTHBHOI CUCTEMBI 00eCTICUeHHsI KauyeCTBa.

B nannom IlpunokeHuu Takke yCTaHOBJIEHBI TpeOOBaHUS K OQOPMIICHHIO 3aKa3OB,
OTTpYy3Ke, TPAHCIOPTHPOBAHUIO M BO3BPATy MAaTEpUAIOB JUI KIMHUYECKHUX HCCIIEIOBAHHM,
KOTOpbIE B3aMMOCBSI3aHbl U JIOMOJHAIOT PYKOBOJCTBO IO KIMHUYECKHM uccienoBanusaM (Good
Clinical Practice).

[Tpumeuanue - CyObekTaM KIMHMYECKHX MCCIIEJOBAHUN MOTYT OBITh INPEIOCTABICHBI
npenapaTsl, KOTOpbIE HE SBJSIOTCS HCHBITYEMBIM IpenapaToM, IUanedo WM IpernapaTtoM
cpaBHeHMs. Takue mpenapaTsl MOTYT NPUMEHSTHCS Ul COIYTCTBYIOIIEH Tepanuu WiId i
OKa3aHHUs METUIIMHCKON MOMOIIM C LENbI0 MPO(PHUIAKTHKY, TUATHOCTUKH WJIM JICUCHHUS, W/WIN
BCJIEJICTBME  HEOOXOAMMOCTH  OOecledyeHuss  aJeKBATHOIO  MEAMLMHCKOTO  yXOAa,
IPEyCMOTPEHHOTO [UIsl CyOBEKTOB uccienoBaHuil. Takue cpencTBa Takke IOMyCKaeTcs
IPUMEHSATh B YCTAaHOBJICHHOM HOPSIIKE AJIS TOTO, YTOOBI BBI3BAaTh (PU3MOJOTHUECKYIO PEAKIIMIO.
OTu npenapaTsl He SBJISIOTCS JIEKApCTBEHHBIMH CPEACTBAMM JUISl MCCIEA0BaHUN U MOTYT OBITh
IIPEIOCTABIIEHBl CIOHCOPOM WM HccaenoBareneM. CHIOHCOpP JODKEH TIapaHTHUPOBaTh, 4YTO
JaHHBbIE TpernapaTbl COOTBETCTBYIOT 3ampocy (3asBKE) Ha pa3pelieHHe IPOBEICHUs
KJIMHUYECKHX UCCIIEIOBAaHUN U UMEIOT TpeOyeMoe KauecTBO € yueToM Liesu ucciaeaoBanuid. [1pu
3TOM OH JIOJDKEH MpUHATh BO BHUMAHUE MWCTOYHUK IIPENapaToB, SBJSAIOTCA JIM OHU
3apETUCTPUPOBAHHBIMU JIEKAPCTBEHHBIMU CpPEACTBAMH W OBLIM JIM OHU IE€peyNaKOBaHBI.
PexomenyeTcst mpuBIIEKaTh K 3TOH paboTe yIIOIHOMOYEHHOE JIUIO U YIUTHIBATH €r0 MHEHHE.

TepMmuHbl U onpeneneHus

Crenoit meroa, koaupoBanue, mackuposanue (blinding): mpornenypa, mpu KOTOpoil ogHa
wii 0oJjiee CTOPOH, YYacTBYIOIIMX B MCCIEAOBAHUHU, OCTAIOTCS B HEBEJACHUH OTHOCHUTEIHHO
nenv(ei) TaHHOTO HccieaoBaHMsA. EIMUHUYHBIN clernoi MeToj o3HayaeT HEOCBEIOMJICHHOCTh
CyOBEKTOB HCCIEOBaHUS, a JABOWHOM CJIEMOW METOJM - HEOCBEAOMIIGHHOCTh O IEJNIIX
KIIMHUYECKOTO UCCIICIOBaHMs CyOBEKTOB HCCIICIOBAHMS, UCCIEI0BaTeNel, Ha0monarenei u B
HEKOTOPBIX  CIIy4asX JIUI, AaHaJU3UPYIOIIUX IOJyuyeHHble JaHHble. B  oTHomeHuu
JCKapCTBEHHOTO CpEeACTBA Ui KIMHHUYECKHX HCCICIOBAHUU CIEenod MeToJ O3HadaeT
IpeIHaMEPeHHOE MAaCKUPOBaHMWE HACHTUYHOCTH JTOrO JIEKapCTBEHHOTO CpEICTBAa B
COOTBETCTBUU C YyKa3aHHSIMH CIOHcopa. JlekomupoBanue (CHSATHE MACKHPOBKH) O3HAYaeT
packpbiTue nHbopMaIuu 00 UASHTUIHOCTH Mpernapara.

Knunnueckoe uccrnenoanue (clinical trial): umccrienoBanme, MpPOBOAMMOE C y4acTHEM
YyeloBeKa B KayecTBE CyObEKTa [UIsl BBISIBICHUS WM TOATBEPKACHUA KIMHUYECKUX,
(dapMakoIOTHUECKUX W/WIM  JOpyrux  (papmMakoguHaMU4ecKuX 3(PQEKTOB HCCIEAyEeMOro
JICKapCTBEHHOT'O CPEICTBA W/WIM HEKEJaTeNbHBIX peaklMid Ha HEro, W/WIM H3Y4YeHHs €ro
BCACBHIBaHUsI, paclpeneeHus, MeTaboIM3Ma U BBIBEACHHS C IENbI0 OICHKU ero 0e30MacHOCTH
n/vunu 3¢HEKTUBHOCTH.

[Ipemapat cpaBHeHUs (comparator product): pa3pabaTeiBaeMoe WM UMEIOIIEeCs Ha PHIHKE
JIEKapCTBEHHOE CPEJCTBO (ISl MOJOXKHUTEIBHOTO KOHTPOJISA) WM IJanebo, HCIoNb3yeMoe B
KaueCcTBE Mpernapara CpaBHEHHSI IPU MPOBEACHUN KIIMHUYECKUX UCCIICIOBAHUIA.

JlekapcTBeHHOE CpeNCTBO ISl KIMHUYECKUX HccienaoBanuil (investigational product):
JI03MpPOBaHHAs JEKapCTBeHHas: (pOpMa aKTUBHOM (hapMaleBTHUECKON CyOCTaHIIMU WM Tu1anedo,
uccienyeMas WIM UCIHOJb3yeMas B KauecTBE Ipenapara CpaBHEHUS MpU TPOBEACHUU
KIIMHUYECKOTO HCCIIeIOBAaHUs, BKIIOUAsl yKe 3aperuCTPUPOBAHHBIC JIEKAPCTBEHHBIC CPENICTBA,
€ClIM Crmoco0 WX TPUMEHEHWs WM TMPOM3BOJCTBA (JIEKapCTBEHHas (opmMa WM YITaKOBKA)



OTJIMYACTCS OT 3aperHCTPUPOBAHHOW (OPMBI, WIIM B CIy4dae MX HCIIOJIB30BAHHS MO eIle He
OIOOpEHHBIM TOKa3aHMUSIM, WU MJI TOJYYeHHUS JOTOJHUTENbHON HHpOpMaAIMu 00 yxke
3apErUCTPUPOBAHHON TO3UPOBAHHOM JICKAPCTBECHHOH (hopMe.

[lepBuunas ynakoBka (immediate packaging): KOHTeHHEp WM APYrol BHUJA YHAKOBKH,
UMEIOIINN HENOCPEICTBCHHBI KOHTAaKT C JIEKAPCTBEHHBIM CPEJCTBOM WIIM HCCIETYyEMBbIM
JICKaPCTBEHHBIM CPEJICTBOM.

Wccnenoratens (investigator): JMIIO, OTBETCTBEHHOE 3a MPOBEACHUE KIMHHYECKOTO
UCCJICIOBAHMsI B MECTE€ €ro BBINONHEHUA. [Ipu mpoBeAeHUM KIMHUYECKOTO HCCIEIOBaHUS
TPYTIION JIUIl UCCIIEZIOBATENIEM SIBIISICTCS PYKOBOAMTENb TPYIIBI, KOTOPBI MOXET Ha3bIBATHCS
BEYIIUM HCCIIEOBATEIIEM.

[TpousBoauTENE/UMIIOPTEP JIEKAPCTBEHHOTO CPEACTBA ISl KIMHUYECKUX HCCIIEOBAHUI
(manufacturer/importer of investigational medicinal products): numo, umeromiee mnpaBo Ha
NPOM3BOJICTBO  (MMIIOPT) HCCIEAYEMOTO JICKApPCTBEHHOTO CpPEACTBA, OQOpPMIICHHOE B
YCTaHOBJICHHOM TMOPSIJIKE.

3aka3 (order): 3amaHMe Ha MPHUTOTOBIICHHE, YMAKOBKY W/WIIM JIOCTaBKY OIPEIEIICHHOTO
KOJIMYECTBA €IMHUII JIECKAPCTBEHHOTO CPEACTBA JIsl KIIMHUYECKUX UCCIIeI0OBAaHUM.

Hapyxnas ymakoBka (outer packaging): ymakoBka, B KOTOPYIO TIOMEIICHA TEPBHYHAS
yHaKoBKa.

Jlocke Ha nekapcTBeHHOE cpeacTBo (product specification file): KOMIUIEKT TOKyMEHTOB,
coJlepKalux BCIO MHMOPMAINIO, HEOOXOUMYIO JIJIsl COCTaBJICHUS MOAPOOHBIX MHCTPYKIUH 1O
W3TOTOBJICHHIO, YIIAKOBKE, KOHTPOIIO KayecTBa, BHIAU€ PAa3pEIICHUsI HA PEaNTH3alui0 CEpUr U
OTTPY3KE JIEKAPCTBEHHOTO CPEICTBA I KIMHUYECKUX UCCIIECTOBAHUIA.

Pannommsarust  (randomization):  TpHCBOEHUE  CYOBEKTaM  HCCICIOBAHWUH WU
KOHTPOJIBHBIM TpynnaM 0003HAYEHUM, COAEPIKAIUX DIIEMEHT CIYyYalHOCTH, C IIeJIbI0 CHIKEHUS
BO3MOXXHOCTH HEOOBEKTHBHOTO 3aKITFOUCHHS.

Kox panmomuzanuu (randomization code): mepeueHb, coAepKalluid OMUCAHUE JICUYCHUS
KaXJI0T0 CyOBEKTa UCCIIEJOBAHUI C yUETOM PaHA0MHU3AIHH.

TpancnoptupoBanue (shipping/dispatch): omeparuu 1Mo ynakoBKe W TPaHCIOPTUPOBAHHUIO
3aKa3aHHBIX JICKAPCTBEHHBIX CPEJCTB ISl KITMHUYECKUX MCCIIECOBAHUMA.

Crioncop (sponsor): (u3nyeckoe WM IOPUAMYECKOE JHUI0, SBISIONIEECS WHUIIMATOPOM
KJIMHUYECKOTO HCCIEeNOBaHMUS M HECyllee OTBETCTBEHHOCTh 3a €ro OpraHu3aluio u
(dbrHaHCUpOBAHUE.

O0ecrieueHne KayecTna

1. Cuctema obecriedeHus1 KayecTBa, pa3paboTaHHas ¥ MPOBEPEHHAs TTPOU3BOAUTEIIEM WU
UMIIOPTEPOM, JIOJDKHA COOTBETCTBOBATH TPEOOBAHMSIM HACTOSIIETO CTAHAAPTA, OTHOCAIIUMCS K
JIEKAapCTBEHHBIM CPEJCTBAM ISl UCCIICIOBAHMM, TOJDKHA OBITh JOKYMEHTAJIBHO OGOpMIICHA U
OBITh JIOCTYITHA CIIOHCOPY KJIMHHUYECKOTO UCCIICIOBAHMS.

2. Crneuudukanui ¥ TEXHOJOTHYECKHE WHCTPYKIIMU Ha JIEKAPCTBEHHBIC CPEJCTBA IS
KIIMHUYECKUX HMCCIEAOBAaHUNA MOTYT MU3MEHSTHCS B IMpoIecce MX pa3paboTku. B cBs3m ¢ 3TUM
JIOJDKEH OBITh OPTaHU30BaH UX KOHTPOJIb M MPOCIICKUBAEMOCTh BCEX M3MCHECHHIA.

[Tepconan

3. Becw nepconall, IMEOIUN OTHOLIEHHUE K JIEKAPCTBEHHBIM CPEICTBAM Ul KIMHUYECKHUX
UCCIICIOBAaHMM, JTOJDKEH TPOUTH MOJTOTOBKY, CBA3aHHYIO CO CHEUM(UKON HTaHHOTO BHUAA
IPOAYKIUH.

4. YTOIHOMOYEHHOE JIUIIO0 HECeT 0COOYI0 OTBETCTBEHHOCTH 3a TO, YTOOBI BBIMOJIHSIIUCH
Bce TpeOoBaHMsa AaHHOro IlpunmokeHus. [l 3TOro ynoJHOMOYEHHOE JIUIO JOJKHO HMETh
XOpOLIYyI0 MOJATOTOBKY B OOJIaCTH pa3pabOTKH MpenapaToB, IMPOLECCOB U  KIMHHYECKUX
UCCIeIoBaHUNH. PyKOBOICTBO /Ui YNOJHOMOYEHHOI'O JIMIA 10 OLEHKE (CepTUUKALIN)



JIEKapCTBEHHBIX CPEIACTB JUIsl KIMHUYECKUX MCCIEIOBAaHMM MPHUBEACHO B NyHKTax 38 - 41
Hacrosero [IpunosxxeHus.

[Tomemienus u o6opynoBaHue

5. Ilpu pabore c JnEKapCTBEHHBIMH CPEACTBAMHU JUIsl KIMHUYECKMX HCCIIEIOBAaHUM
UHPOpPMALUS O TOKCHYHOCTH, YPPEKTHBHOCTH M CEHCHOMIM3UPYIOMIEH CIIOCOOHOCTH MOXKET
ObITh HEMOJHOM, B CBSI3M C UeM CJeIyeT YAEeIUTb 0co00e BHUMAaHHME CBEIEHUIO K MUHUMYMY
pUCKa MepeKpecTHhIX 3arpsi3HeHuil. KoHcTpykiust o0GopynoBaHUS U NPOEKT IOMEILICHU,
METOJbl MCIBITAHUNH M KOHTPOJII U JOIYCTUMBIE KOHLEHTPAallUM OCTaTKOB IIOCJIE OYUCTKU
JOJKHBl YUUTBIBATh MPUPOAY 3TUX pUCKOB. CrieyeT oOpaTUTh BHHUMAaHHME Ha OpraHU3alUIo
paboThl HUKIAMHU (KaMIIAHUSMM), €CIIM 3TO LienecoobpasHo. Ipu BeIOOpE MOIOLIEro CpeicTBa
CJIEIyeT y4eCTb PACTBOPUMOCTD B HEM IIpenapara.

JlokymeHnTanus
Creun¢ukanuy 1 THCTPYKIUU

6. Crneun¢ukanun (Ha MCXOTHBIE MaTepUaNbl, NEPBUYHBIC YIaKOBOYHBIE MaTEpUAIbI,
IPOMEXXYTOYHBIC TPOAYKTHI, HEpac(pacoBaHHYIO M TOTOBYIO IPOAYKIMIO), MPOMBIIUICHHBIE
periIaMeHThl, TEXHOJIOTMYECKHEe MHCTPYKIUH, a TaK)Ke MHCTPYKIUH IO YIAKOBKE MPOIYKITHH
JIOJDKHBI OBITH, 10 BO3MOYKHOCTH, TOJIHBIMH JUIsS CYHIECTBYIOIIEro YpoBHs 3HaHuWil. [lo mepe
pa3paboTku mpenapara UX CIEAyeT HNEPHOAWYECKH IepecMaTpuBaTh (MIPH HEOOXOIMMOCTH).
Kaxnas HOBas BepcHsl JOKyMEHTa JOJDKHA YYHTBHIBAaTh IIOCIEIHHE MAaHHBIC, UCIIONB3YyEMYIO
TEXHOJIOTHIO, HOPMAaTUBHBIE W (hapMakoreiiHple TpeOOBaHMS CO CCBUIKOW Ha IMPEIbITYIIYIO
BEPCHUIO JUIsd OOECTeueHHs MpOocie:KuBaeMocTH. JIroOble M3MEHEHHs, KOTOpbIE MOTYT HMETh
NOCJEACTBUSL ANl KayecTBa Ipermapara, B YaCTHOCTH JJsI €ro CTaOWJIBHOCTH U
OMOSKBHBAJICHTHOCTH, CJIEyeT BHOCHTH B COOTBETCTBHH C MMMCHbMEHHBIMU TPEOOBAHUSIMH.

7. OOocHOBaHMS AN W3MEHEHHWH cieayeT o(QopMisaTh AOKyMeHTanbHO. llocienctBus
M3MEHEHHMH Ui KadecTBa Mperapara M IMOCIeIyIONNX KIMHUYECKUX HCTBITAHHH HEO0OXOIMMO
aHATU3UPOBATh U OPOPMIIATH JOKYMEHTAJIBHO.

3aka3

8. 3aka3 JOKEH colepaTb TpeOoBaHME Ha M3TOTOBJICHUE W/WIM  YIaKOBKY
OIPEICIIEHHOr0 YUClla €IUHMIl MPOAYKIMU W/HUIM €€ OTIpYy3Ky. 3aKa3 IPOU3BOJUTEII0 JaeTCs
CIIOHCOPOM WJIM JIMIIOM, JEHCTBYIOLIMM I10 €r0 MOPYYEHHUI0. 3aKa3 JOJDKEH ObITh 0(OpMIIEH B
MMCbMEHHOM BHJIe (HO MOXXET IepeaaBaThCs W JICKTPOHHBIM CIIOCOOOM) M OBITH JOCTATOYHO
YeTKMM BO H30€KaHHE pa3sHOYTEHWH. 3aka3 JOJDKEH ObITh O(QUIMAIBHO YTBEP)KICH U UMEThH
CCBUIKY Ha YTBEP)KJICHHOE JOChE Ha JIEKAPCTBEHHOE CPEJCTBO MJIM IMPOTOKOJI KIMHMUYECKUX
WCIIBITAHH.

I[OCI:C Ha JICKapCTBCHHOC CPCACTBO

9. Hlocke Ha NEKapCTBEHHOE CPEJCTBO JOJDKHO HEMPEPHIBHO OOHOBIATHCS MO Mepe
pa3paboTku mpenapara, oOecrnednBas JOTHYECKYIO CBS3b C MPEedblIyLIIMMH BepcusMu. Jloche
JIOJKHO BKITIOYATH B ce0s ClIEAYIONINE JOKYMEHTHI (MM COAEPIKaTh HA HUX CCBHUIKH):

- crenu(UKaluy 1 aHATUTUYECKUE METOUKHU AJIl HICXOJHBIX U YITAKOBOYHBIX MaTEpHAJIOB,
POMEXYTOUHOM, Hepac(pacoBaHHOI U TOTOBOM MPOAYKIINY;

- TEXHOJIOTHYECKHE ITPOLIECCHI;

- METOJMKH BHYTPUIIPOU3BOJACTBEHHOI'O KOHTPOJIS;

- YTBEPKIACHHYIO KOIUIO STUKETKU;



- MPOTOKOJIBI KIIMHUYECKUX UCCIICTOBAHUM U KOJIbI peau3aiuu (Mpu HeoOXO0AMMOCTH);

- TEXHUYECKHE COTJIAIICHUs C 3aKa3UMKaMHU [0 KOHTpaKTaM (TMpu HEOOXOAUMOCTH);

- JAHHBIE O CTAOMJIBHOCTH;

- YCIIOBUS XpaHEHUS U TPAHCTIOPTHUPOBAHUSI.

JlaHHBIN TIepedeHb HE SABISETCS McUepIbIBAOMMUM. OH MOXKET U3MEHATHCS B 3aBUCUMOCTH
OT TIperapata u ctaguu ero paspaborku. Coaepxaiiascs B HeM UHGOpMAIUs T0JKHA CITYKUTh
OCHOBOM TIpH OIICHKE TOTOBHOCTH JUIsi TPUEMKH U BBIJJAYU pa3pelICHUsT Ha BBIMYCK
YIOJTHOMOYEHHBIM JIMIIOM, KOTOPOE JOJDKHO HMETh JOCTYyn K 3Toi uHpopmamuu. Ecnu
pa3uyHbIe TPOU3BOACTBEHHBIC CTAIUU MPOBOAIT B Pa3HBIX MECTaX, OTBETCTBEHHOCTHh 3a
KOTOpBbIE HECYT pa3Hble YIOJIHOMOYEHHBIC JHIlA, OMYCKAeTCs BECTU OTIENbHBIE IOChE C
OrpaHWYEHHOW WH(OpMALIUEH, OTHOCSIINECS K OTPECIICHHOMY MECTY.

HpOMI)IHIJ'IeHHLIC PEriIaMCHTBI U TEXHOJOTUYCCKUC NHCTPYKIHNU

10. Kaxknmass mnpoW3BOACTBEHHas OmNEpamus WM Omepalus 10 OTrpy3Ke JODKHA
BBINIOJIHATBHCS. B COOTBETCTBUE C YETKOM M JOCTATOYHO IMOJHOW MHCHbMEHHON WHCTPYKLUEH U
COMpOBOXKAAThCs 0hopMiIeHHEM MpoTokoia. Ecinu onepainus He SBIsSETCS NOBTOPSIEMOMN, TO HE
00s3aTeNIbHO COCTaBJSATh MPOMBINUICHHBIA pErJaMeHT M TEXHOJIOTUYECKHUE WHCTPYKIIUU.
HpOTOKOJ'II)I AMEIOT 0c000€ 3HAYEHHE AJI1 MIOATOTOBKHM OKOHYATCIIBHBIX TCKCTOB JOKYMCHTOB,
KOTOphle OYyIyT WCIONB30BAaThCA TMpPH CEPUIHOM TPOU3BOACTBE TMOCIE MOTyYEHHUs
PETUCTPALIMOHHOTO YA0CTOBEPEHUS.

11. Mudopmanmio, comepkairyrocss B I0Che, CIEAyeT HCIOIb30BaTh IMPH pazpaboTke
HOI[p06HI)IX I/IHCTPYKIII/Iﬁ II0 U3roTOBJICHHUIO, YIIAKOBKE, MCIBITAHHUAM IJII KOHTPOJISA Ka4YCCTBa,
YCJIOBHSIM XPaHEHHUS U TPAHCIIOPTUPOBAHUS.

WHCTpyKIMHU MO YIIaKOBKE

12. JlekapcTBEHHBIE CpENCTBA I KIMHUYECKUX MCCIEIOBAHHUMN JOJKHBI YIAKOBBIBATHCS
WHANBUAYATBHO ISl KXKIOTO CyObeKTa HUcCHbITaHUN. KoONMMuecTBO €IMHHUIl YIMAaKOBHIBAGMOU
MPOYKIIMH JODKHO OBITH OMIPEIeNICHO 0 Hadajia ONeparyil o YIaKkoBKe C y4eTOM KOJNYECTBA
CAUHUII, HGO6XOI[I/IMBIX JUIA HpOBeI[eHI/I}I KOHTpOJISI Ka4dyeCcTBa, U apXI/IBHBIX OGp&BL{OB. HOCJIC
OKOHYAHMS YMAaKOBKM ¥ MapKUPOBKM HEOOXOAMMO TMOJABECTH OajaHC  (BBIMOJHUTH
COTOCTABJICHHE) KAXJIOTO BHUJAA YIMAKOBOYHBIX MAaTEpHANIOB, Hepac(pacOBaHHON M TOTOBOU
MPOTYKIIMH JIJIS1 KaXKJIOW CTaIuy MTPOU3BOICTRA.

[IpoToKosbl MPOU3BOICTBA, UCTIBITAHUM U YIAKOBKU CEPUN MPOILYKIIHH

13. IIpoTokosbl TPOM3BOJACTBA W YNAKOBKH CEPUU MPOAYKIHUH JIOJKHBI COJEpPKATh
nopoOHy0 WH(POPMAIMIO, JOCTAaTOYHYIO JJIS IPOCIEKHBAHUS BCEH IOCIEI0BATEIBHOCTU
orepaiuii, a Tak’Kke BCe CYILIECTBEHHbIE 3aMEUaHMUsl, JAIoL[ie HOBYIO HH(GOPMAIIKIO O IPOAYKTE U
BHECEHUM HW3MEHEHUH, IO3BOJIIONIMX IOIYYUTh JOINOJIHUTENbHBIE TaHHBIE O MPOAYKIHH,
YCOBEPIIEHCTBOBATH POU3BOACTBEHHBIN MPOIECC U TEXHOJIOTMUECKUE HHCTPYKLIUH.

14. TIpoToKoIBI NPOU3BOACTBA CEPUM MPOAYKIMH JOJDKHBI XPAaHUTHCS HE MEHEE IISATHU JIET
MocCJie 3aBepIICHHs WM OUIIHAIBHOTO MPEKPAILEHUS TOCAEAHET0 KIMHUYECKOTO UCIIBITaHus, B
KOTOPOM OBblj1a UCIIONIb30BaHA ATA cepus <*>.

<*>#371un TpeOoBaHMs ycTaHOBIEHHI B cT. 9 Jlupektusl 2003/94/ECH#.
[IpousBoacTeo

Y11akoBOYHbBIC MaTcpHraJibl



15. B crnemuduranusax ¥ WHCTPYKIHAX (METOJMKAX) KOHTPOJISA KadecTBa JOJDKHBI OBITH
yKa3aHbl MEpbl MO MPENOTBPAILIECHUIO CIy4aHOrO CHATHUS KOAMPOBaHUS (MACKMPOBKH) M3-3a
pa3yInuuii BHEITHETO BU/IA Pa3HBIX CEPUN YIIAKOBOYHBIX MAaTEPHAIOB.

TexHonornyeckue onepanun

16. Ha cranuu pa3pabOTKH JIEKAPCTBEHHOTO CPEACTBA CIEAYET ONPEAETUTh KPUTUUECKUE
napamMeTpsl M BUABI BHYTPUIPOU3BOJCTBEHHOTO KOHTPOJS Ui KOHTPOJIS TEXHOJIOIMYECKOIO
nporuecca. BpemeHHble mapaMeTpsl U BUABI BHYTPUIIPOU3BOJICTBEHHOTO KOHTPOJISI MOTYT OBITH
HOJY4YeHbl U3 MPOLUIOro OMbITA, B TOM YMCJIE M3 MPEIbIIYLIMX HCCIeA0BaHUM. PykoBonsmmii
NEPCOHAN JOJDKEH YAENATh 0c000€ BHUMAHHUE pa3pabOTKE MHCTPYKUMH M MOCTOSSHHOMY HX
Pa3sBUTHIO C Y4YETOM OIIbITa, NMPHOOpETaeMoro B mpolecce Mpou3BojacTBa. KoHTponupyemsble
napaMeTpbl JOJDKHBI ObITh OOOCHOBAaHbI B COOTBETCTBHM C MMEIOIIEHCS B JAHHOE BpeMs
uHbopManuei.

17. He o0s3aTenbHO MPOBOAMTH aTTECTALMIO (MCHBITAHUS) TEXHOJIOTMUECKHUX IMPOLIECCOB
IPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB JJIsl UCCIEI0BaHUN B 00beMe, IpeycMaTpUBaeMOM IS
CEepUITHOTO MPOM3BOJICTBA, HO TOMEIIECHUSI U O00pYyOBaHUE JIOJDKHBI OBITh aTTeCTOBAaHBI. J[yst
CTEPWJIBHBIX JICKAPCTBEHHBIX CPEICTB aTTecTalus (MCIBITaHUS) MPOLECCOB CTEPUIM3ALUU
JIOJIKHA TIPOBOJIUTHCS 110 TEM XK€ CTaHAAapTaM, 4To U JUIsl CEpUHHOTO MPOU3BOJCTBA MPOLYKIIUH,
pa3peLIeHHON K peaau3alui.

AHanoru4HbIM 00pa3oM (IIpH HEOOXOAMMOCTH) CIIEAYET MOATBEPKAATh I(P(PEKTUBHOCTH
MHAKTUBALMKU/YJAJIEHUs] BUPYCOB U /WM JIPYTUX 3arpsi3HEHUNA OMOJIOrMYECKOW MPUPOIBI s
oOecrnieueHHs 6€30MaCHOCTH MPOAYKLINN OMOTEXHOIOIMYECKOT0 IPOU3BOACTBA B COOTBETCTBUU C
NPUHIUIIAMU 1 METOJJaMH, COJIEPKALIMMHUCS B PyKOBOJICTBAaX B TaHHOH 00JacTH.

18. Arrectanus (MCTIBITAaHMSI) ACEITUYECKUX MPOIIECCOB MPEACTABISAET 0COOYIO TPYIHOCTh
OpyU MajbIX pa3Mepax Cepuil NpoayKIuH. B 3TUX cioyyasx 4YMCIO €JUHML, HAMOJHIEMbIX
cpeaMu, MOXET ObITh paBHO HauOOJIbIIEMY pa3Mepy cepuu npoaykuuu. [lo Bo3moxHOCTH (B
TOM 4HCJIe Ul MMUTALUM IpOLEecca) CIeAyeT HANOJHATh CpelaMHu OoJbllee YUCIIO €IUHUIL
OpOAYKUIUH JJs1  oOecriedeHus: OOJbIIEH JOCTOBEPHOCTH pe3yibTaroB. Hamomnenue u
repMeTH3alnus  SBJSAIOTCS  HPEUMYLIECTBEHHO  PYYHBIMH WIM  [OJyaBTOMaTHYECKUMHU
orepanusiMy, MPEACTABISAIONIMMHI PUCK JJIsl CTEPWIBHOCTH. B CBS3M € 3TUM cliefyeT yIelInuTh
IOBBIIIEHHOE BHHUMaHHE OOYYEHHIO IE€pCOHAlla M aTTeCTallMM METOJ0B aCENTUYECKOIro
IIPOM3BOJICTBA /111 KOHKPETHBIX ONIEPATOPOB.

TpeboBanus K npenapary cpaBHEHUS

19. Ilpu cymiecTBEHHBIX W3MEHEHHSIX JIEKAPCTBEHHOTO CpeicTBa 00beM WHGpOpMAlUU O
HeM (Hampumep, Mo CTaOMIBHOCTH, CPAaBHUTEIHHOU PACTBOPUMOCTH, OMOJOCTYITHOCTH) JOJKEH
OBITH JOCTYMHBIM JJISI AEMOHCTPALMU TOTO, YTO 3TU HM3MEHEHHSI HE OKaXyT CYLIECTBEHHOI'O
BJIMSTHUS HA UCXOJHBIE MTapaMeTPhl KaueCTBa 3TOT'0 JIEKAPCTBEHHOT'O CPEACTBA.

20. Cpok roHOCTH IIpenapaTa CpaBHEHUS, YKa3aHHBIN Ha IEpBOHAYAIbHON YIIAKOBKE, HE
MOJKET OBITh TaKHM K€ JJIsl IePeYyNaKOBaHHOTO B JIPYTYIO YIIAKOBKY Iperapara, MOCKOJIbKY Mpu
3TOM MOXET OBITh He oOecneueH OSKBHBAJCHTHBIM YPOBEHb 3alllUThl WJIM HapylIeHa
COBMECTUMOCTh € MpoaykToM. IlosTomy cmoHcop (miu nMio, AEHCTBYIOIEE OT €ro MMEHH)
00si3aH  OMpENENINTh COOTBETCTBYIOIIMKA CPOK TOXHOCTH (C Y4YeToM BHUa Ipenapara,
XapaKTepUCTHK YMAaKOBKM M YyCIOBUH XpaHeHus). HoOBBIH CpOK TOJHOCTH MAOKEH OBITh
00OCHOBaH M HE MOXXET IMPEBBINIATh YKAa3aHHBIM Ha MEPBOHAYAIBHOM yMakKoBKE. DTOT CPOK
JIOJI’KEH OBITh COBMECTHM CO CPOKOM XPAaHEHHUS U JJIUTEIBHOCTHIO KIMHUUECKUX MCCIIEIOBAHUM.

Omneparuu o KOIUPOBAHUIO (MaCKUPOBAHHIO)



21. Ilpu mpumMeHEeHMM KOAUpPOBaHUS (MAacKMpOBaHHWsS) AOJDKHA CYIECTBOBaTh CHCTEMA,
rapaHTHUpyIoLlass MacKUpOBKY M €€ MOojJiepKUBaHHE. B To jxe BpeMs 3Ta cucremMa [0JKHA
MO3BOJISITh MICHTH(PHUINPOBATH, TPU HEOOXOAMMOCTH, KoaupoBaHHBIN ("'ciernoil") mpemapar, B
TOM YHCIIe HOMepa cepuil 10 MackupoBaHus. CieqyeTr nperycMOTpeTb BO3MOXKHOCTb OBICTPOTO
CHSITUSI MACKUPOBKH B SKCTPEHHBIX CITydasix.

Kon pannomuszanyn

22. B WHCTpYKOHSX JO/DKHBI OBITH YETKO OINHCAaHBI Bce omnepanuu ((hopMHUpPOBAHHE,
pacmpocTpaHeHHe, oOpallleHue U XpaHEeHUe) ¢ JTOOBIM KOJAOM pPaHIOMM3AIMH, HCIOIb3yEeMbIM
JUTSl YITaKOBAaHHBIX JICKAPCTBEHHBIX CPEJCTB IS KIMHUYECKUX HCCIEIOBAaHUM, a TAKKE METOIbI
cHATUA Koja. CreryeT BBECTU COOTBETCTBYIOUIYIO JOKYMEHTALIHIO.

Omnepanuu 1o yrnakoBke

23. Ilpu ynakoBBIBaHUU JIEKAPCTBEHHOTO CPEICTBA IS UCCIIEIOBAHUI MOMXET OKa3aThCs
HEOOXOMMBIM OJIHOBPEMECHHOE OOpAIlleHUE C Pa3IMYHBIMH MPOIYyKTAMU HAa OJHOH M TOH Ke
YHIaKOBOYHOM NTUHUM. PUCK mepemyThiBaHUS MPOAYKTOB JAOHKEH OBITH CBEICH K MUHHUMYMY 32
CYET MPUMEHEHUS CIICIHATBHBIX METOIOB pa0OThI W/WIH CIEIUATM3UPOBAHHOTO 000PYI0BaHUS
U o0yueHus epcoHana.

24. Onepanuy 1o yMaKOBKE M MapKUPOBKE JICKAPCTBEHHBIX CPEACTB JJIA MCCIACAOBAHUI
MOTYT OBITh 0O0JI€€ CIIOKHBIMH U TIOJBEPKEHHBIMH OLITHOKaM (KOTOPbIE TPYAHEE BBISBIATH), UEM
IpPH TPOU3BOJCTBE IS PEaTU3allid, OCOOCHHO TPU KOJWPOBAHHUU TIPOJYKTOB C IOXOKUM
BHEIIHUM BUAOM. B CBsi3u ¢ 3TUM TpeOyeTcss MpUHUMATh 0COObIE MEpBHI MO MPEIOTBPALICHUIO
OmMOOK B MapKUpPOBKE, HANpUMeEp, 3a CUeT BEJCHUs OanaHca (COMOCTABJICHUS) 3THUKETOK,
OUMCTKHA JIMHUH, BHYTPHUIIPOM3BOJACTBEHHOTO KOHTPOJIS CIEUUAIbHO MOATOTOBICHHBIM
NIEPCOHAJIOM.

25. VYnakoBka [OJDKHA TapaHTUPOBATh COXPAHHOCTh JIEKAPCTBEHHOTO CPEACTBA B
TpeOyeMOM COCTOSIHUM TPH TPAHCHOPTHUPOBAHWU U XPAHECHUH B MPOMEKYTOYHBIX ITyHKTaX.
Bropuunas ymakoBka JOKHA OBITH TaKOM, YTOOBI OBUIO Cpa3y 3aMeTHO JI000e HapylleHue ee
[[EJIOCTHOCTH TPU TPAHCIIOPTUPOBAHUMU.

Mapkuposka

26. B tabnune npuBeneHbl TpeOOBaHU, coAepKalecs B MyHKTax 26 - 30 Hacrosmero
[Tpunoxenus. MapkupoBka JOKHA OOECNeYMBaTh 3alIUTy CYOBEKTa HCCIICIOBAHHM,
BO3MOXKHOCTh TIPOCJICKUBAHUS U HICHTU(DUKALUY TpEenapaTa U UCIBITAHUS B CIOCOOCTBOBAThH
MPaBUJIBHOMY MPUMEHEHUIO JIEKAPCTBEHHOTO CPEACTBA ISl MCCIeA0BaHUN <*>. MapkupoBka
JIOJDKHA COZIEPIKaTh CIeAYIONIYI0 HH(OpMAIUIo, eciii He 000CHOBAHO €€ OTCYTCTBHE (HarpuMep,
IIPU HAJIWYWU [IEHTPATU30BAaHHOMN 3JIEKTPOHHOM CHUCTEMbI PaHJAOMU3UPOBAHHOTO KOJAUPOBAHHUS):

a) HauMeHoBaHHe (MMs), aapec W Tene(oH CIOHCOpa, KOHTPAKTHOW HCCIIEI0BATEIHCKON
OpraHM3ali WKW HCClenoBaTeNsi, padOTaOIIUX IO KOHTPAKTy (OCHOBHOM KOHTAaKT st
NOJy4YeHUss MHQPOpPMALUU O Npenapare, KIMHHYECKUX HCCICAOBAHHMAX M JUIS SKCTPEHHOI'O
JIEKOTUPOBAHUS );

b) nmexkapcTBeHHYIO (GopMy, CIIOCOO BBEIEHUS, KOJIUYECTBO TO3UPOBAHHBIX CAWHHII, U B
Clly4ae MpPOBEIEHUS OTKPBITOTO HCCIEAOBAaHUS - HauMEHOBaHUE/IIUGDP JIEKapCTBEHHOTO
CpPEZCTBA U €T0 aKTUBHOCTH/3((PEKTUBHOCTD;

C) HOMEp CepHUU W/WIIH KOJ JJIsl UACHTU(DUKAIIMK COAEPKUMOI0 U OIIEpalliH [0 YIIaKOBKE;

d) Homep (KOmX) WUCCIIEJOBaHMS, TIO3BOJSIONINN WACHTU(DUIUPOBATH HCCIEIOBAHUE,
MEAUIMHCKOE YUpEKIEHUE, UCCIIeI0BATENs U CIOHCOPA, €CJIM ATO HE YKa3aHO B JPYTOM MECTE;

€) UIeHTH(PUKAMOHHBIN HOMEp/IeueOHbIi HOMEep CyObeKTa KIMHUYECKOTO UCCIET0BAHMS
U TIpY HEOOXOJMMOCTH HOMEP MOCEIICHHUS;



f) damunuio M MHUIMATBI KCCIEAOBATENs (€CM HE YKa3aHO B IEpEeYUcCIeHHUsIX "a" Hiu

"d");

€) MHCTPYKLUUH IO MPUMEHEHHIO (MOXeT OBITh MPHUBEICHA CChUIKA HA JIMCTOK-BKJIAJIBIII
au00 Jpyroil TMOSICHUTENBHBIA JOKYMEHT, TpPEAHA3HAYCHHBIH Uil CyOBEKTa KIMHHYECKOTO
WCCIIEIOBAaHMS WM JINIA, KOTOPOE BBOJUT IIPETapar);

h) Hagmuce "Tombko JUIs  KJIMHUYECKUX  HMCCICIOBAaHMK" WM  aQHAJIOTHYHYIO
(bopMyIIUPOBKY;

1) yCIIOBUS XpaHEHUS;

J) CpOK HCITOJIb30BaHHS C yKa3aHWEM Mecslla W TojJa TaKuM 00pa3oM, 4TOoObI M30eKaTh
10001 HeonpeaeIeHHOCTH (MOKET ObITh YKa3aHa Jata, 10 KOTOPOH HE0OXOJAUMO HCIIOb30BaTh
npenapar, CpoK TOJHOCTH WJIH AaTa TIOBTOPHOTO KOHTPOJIS);

k) Haamuce "XpaHUTh B HEIOCTYITHOM JUIS JIeTel MecTe", 32 HCKIIFOUEHUEM CIydaeB, KOoraa
npenapart MpeaHa3HavYeH IS HCIIOJIb30BaHMS TOJIBKO B YCIOBHAX CTAI[MOHAPA.

<*>#3tu TpeboBanus ycraHoBneHs! cT. 15 [Tupextussl 2003/94/ECH.

27. Anpec u HOMep Tene)OHa OCHOBHOTO KOHTAKTHOTO JIMIIA JJIS Tepeaud HHPOpMaLuu
OTHOCHUTEJIHO Tpernapara, KIMHUYECKOTO HCCIENOBAaHUS M CPOYHOTO JEKOAMPOBAHMSI MOTYT
OBITh HE yKa3aHbl HA 3TUKETKE, €CIIM CYOBEKTY UCCIIEJOBAHUS MPEAOCTABICHBI JIUCTOK-BKIIAIBIII
WIM KapTouKa, Ha KOTOPOM yKa3aHbl 3TU JaHHbIE, a TAKXKE JaHa MHCTPYKLHUS JIep’KaThb UX MHpU
ce0e IOCTOSIHHO.

28. JlaHHBIE JOJDKHBI OBITH NMPHBEICHBI Ha OQUIMATBLHOM S3bIKE (S3BIKAX) CTPaHBI, TIE
OyZeT NMPUMEHATHCS JIEKApCTBEHHOE CPEICTBO Ul HccienoBaHui. JlaHHBIE, MpHUBEICHHBIC B
nyHkTe 26 nanHoro IlpunoxeHus, T0JKHbBI HAXOJUTHCS KaK Ha IEPBUYHOM, TaK U HA BTOPUYHOMN
YIaKOBKE (JlaHHbIe MOT'YT OBbITh HE yKa3aHbl Ha MEPBUYHOM yMAaKOBKE B CIy4asx, YKa3aHHBIX B
nyHkTax 29 u 30 nHactosumero [lpunoxenus). TpeGoBaHus k MHOpMAaIMK, NMPUBOAUMON Ha
NEpBUYHOI U BTOPUYHON YINaKOBKaX, MpuBeAeHbl B Tabiuue 13.1. Takke Ha STUKETKaX MOXET
OBITh IpUBE/IEHA HHPOPMALUS HA JPYTHUX S3bIKAX.

Tabmuma 13.1

OBIIIASA NTHOOPMAILIMA O MAPKUPOBKE (ITYHKTBI 26 - 30)

a) HawmmenoBaHue (mmMs), azmpec U TeJedoH ObumM ciydan
CIIOHCOpa, MCCIJIeIOBAaTeJIbCKOM OpITaHM3aLuUM WU IJI9 NEePBUUYHOM U HAPYXHOM
ucciyenoBaTesisa, padoTammero o KOHTPAaKTy YIIakoOBOK (IIYHKT 26)
(OCHOBHOM KOHTAaKT IJig [IOJIydeHMsa MHbOoOpMaLUM O

npenapare, KIMHUMUECKUX MCCIENOBAHUAX U VubopMaums,
SKCTPEHHOM IEKOOMPOBAHUU) ; ykasaHHas B IIYyHKTax
b) nexapcTeeHHas dopma, cnocod BBeImeHUS, a <1> - k Tabamus

KOJIMUECTBO IOO3UMPOBAHHEIX E€IMHMUI, M B Cllydyae
OTKPHITOT'O UCCJIENOBAHMSA HarMeHOBaHue/mmbp
JIEKAPCTBEHHOT'O CPEeNCTBa U €TI0 aKTUBHOCTL/
20OEeKTMBHOCTE;

C) HOMEep cepuM U/WUiIM KOO IJIS MOSHTUOMKALMM
CONEPXVMOTO ¥ OIepaluuu IO YIaKOoBKEe;

d) HoMep (kOI) MCCJIemOBAaHMS, I[103BOJISINMI
MOSHTUOULIIMPOBATL MCCJIENOBAHME, MEeIVLVHCKOE
yupexIeHre, MUCCJleloBaTeJld UM CIIOHCOpa, eCJM BCce
5TO HEe YKasaHO B IOPYyIT'OM MecCTe;

e) MOeHTHMOUKALMOHHEIM HOMEp/JIeueOHEI HOMEp [lepBrUHaa ylnakoBKa
cyOBeKTa KIMHUUECKOTO MCCJIeONOBaHMUS M, IIPU EcaM HepBUUHYD YIAaKOBKY U
HeOBXOIOMMOCTY, HOMEpP I[IOCEUEeHU; BTOPUUHY YIAKOBKY XPaHST
f) dbamMmiamsa u MHMLMAJEL MCCJIemoBaTesisa (ecyu He BMecCcTe (myHKT 29) <5>

yKazaHo B nyHKTax "a" wunu "d" Tabiuus) ;
g) MHCTPYKUMM [0 IPMMEHEHMI (MOXeT OHTb a <2>, b <3>, ¢, d, e




IpMBeIeHa CCHJIKAa Ha JIMCTOK-BKJIQZHII JIMOO IPYIOM
IIOSCHUTEJILHEMY INOKYMEHT, IpelHas3HAUEHHBM IJIS
cybBbeKkTa KIMHUYUECKUX MCCJIeNOBaHMM WM Junla,
KOTOpOEe BBOIMT Ipenapar) ;

h) vamnmuce "TONBKO IOJIS KIMHUUECKMX MCHOBITAHMUNI"
WM aHajloTMuHasa QOopMyJIMPOBKaA;

i) ycnoBuMS XpaHEHUs;

j) CpOk MCIOJIb3OBAHMSA C yKaszaHMeM Mecsla U [lepBUUYHAasa ylaKOBKa
roma TakKuMM obpasoM, UYTOOH M30exaThb JIOON Bamcreps MM yrnakOBKU
HeonpeneJIeHHOCT (MoxeT OBITh yKazaHa nara, Io MaJIOTO pasMepa
KOTOPOM HeOOXOIMMO MCIIOJNIB30BaTh IIpelapaT, CpPOok (nyuxr 30) <5>
TOOHOCTM WMJIM IaTa [IOBTOPHOI'O KOHTPOJA) ;

k) vHamnmuce "XpaHUTbL B HEIOOCTYIIHOM IJiS IeTen a <2>, b <3>, <4>, c,
MecTe", 3Ba MCKJIIUEeHMEM CllydaeB, KoI'Ja npenaparT d, e
npenHa3HadYeH IJIs MCIIOJb30BAHMS TOJIBKO B

cTauroHape

<1> Appec u HOMep TeJjlepOHA OCHOBHOI'O KOHTAKTHOT'O JIMLa IJIsg Iepelauu
nHbopMaluMM OTHOCUTEJILHO IpelapaTra, KJIMHMUECKOI'O MCCJIENOBaHMUSA M CPOYUHOTO
OEKOOMPOBAaHMA MOXET OBIThH HE yKasaH Ha BTUKETKE, eCJIM CyOBeKTy
MCCJIeNOBAaHMI NPEenoOCTaBJIEHH JIMCTOK-BKJIALBII MJIM KapTOuKa, Ha KOTOPOM
yKaszaHel 3TM OaHHEE, M IJaHa MHCTPYKLMA OepXaTb MX Hpu cebe MNOCTOAHHO (CM.
IYHKT 27 HOAaHHOTO IIPUIIOXEHUS) .

<2> Appec u HoOMep TeJjlepOHA OCHOBHOI'O KOHTAKTHOT'O JIMla IJIsA Iepelauu
nHdopMauMyM OTHOCUTEJIbHO Ipelapara, KJIMHUYECKOI'O MCCJIeOOBaHMUS U
SKCTPEHHOT'O IeKOIMPOBaHMS Ha STUKETKEe He yKa3HBaoT.

<3> Cnocof BBeIeHMS LOONyCKkaeTCsd He YyKas3bBBaTb TOJIBKO IJIs TBEPILX
JIEKAPCTBEHHEIX @OpM OJid OPaJIBHOT'O IIPVMMEHEHMA.

<4> JlonyckKaeTCs He yKa3hBaTb JIEKAPCTBEHHYI GOPMYy M KOJIMUECTBO
IOO3MPOBAaHHBIX E€IMHMUILI.

<5> EcyM Ha BTOPMYHOM yNaKOBKe COINepXmuTcs mHOoOpMaums, NpPMBEINEHHAS B
IIyHKTEe 26 IDAaHHOTO IIPUIIOXEeHUS.

29. Ecnu npemnapat moJAroToBJIeH sl CyObEeKTa UCCIEOBAaHUN WITH JIMIA, KOTOPOE BBOJIUT
mpemnapar, TO IepPBUYHYIO M BTOPUYHYIO YIAKOBKU CJIEAYET OCTaBJISATh BMECTE, M MPHU I3TOM Ha
BTOPUYHOW YIaKOBKE JOJDKHBI CONEPXKATHhCS JaHHBIC, IPUBEACHHBIC B MYHKTE 26 HACTOSIIETO
[Ipunoxenus. Ha sTukeTke mepBUYHON yHMaKOBKU (MM JIFOOOTO YKYHOPEHHOTO JO3UPYIOIIETO
YCTPOWCTBA, COJEPXKAMIETO TEPBHYHYIO YIIAKOBKY) HEOOXOAMMO yKa3aTh CIEIYIONIYIO
uH(pOpPMAIIHIO:

a) HAaMMEHOBaHKE (MMs1) CIIOHCOPA, HCCIIEI0BATEIBCKOTO YUPEKICHHS FITH MCCIIeI0BaTEIs,
paboTaronux mo KOHTPAKTY;

b) nekapcrtBeHHYIO0 (opMy, CcHoco0 BBeleHHUs (MOXXHO HE YKa3blBaTh JJIS TBEPIBIX
JIEKapCTBEHHBIX (OPM ISl OPATbHOTO MPUMEHEHHS ), KOIUYECTBO JO3UPOBAHHBIX €IUHUI], U B
cllydae TPOBEICHHUS OTKPBHITOTO HCCICIOBAHUS, HAUMEHOBAHHE/IIU(p JIEKapCTBEHHOTO
CPEIICTBA, a TAK)Ke aKTUBHOCTH/3((PEKTUBHOCTD;

C) HOMEp CepHUHU /WU KOJ, MO3BOJISIONINE UICHTH(PHUINPOBATH COACPKUMOE U ONIePaAIIH
0 YIIaKOBKE;

d) HOMep (KOI) WUCCIICJOBaHHS, ITO3BOJSIONINN WACHTU(DHUIIUPOBATH HCCIIEAOBAHHE,
MEAUIMHCKOE YUPEKICHUE, UCCIEeNOBATENs U CIIOHCOPA, €CIM BCE ATO HE YKAa3aHO B JPYroM
MECTE;

€) uACHTU(UKAIIMOHHBIM HOMEp/IeueOHbI HOMEP CyOBEKTa KIMHUYECKOTO UCCIIEeIOBaHUS
H, IPH HEOOXOAUMOCTH, HOMEP €T0 MOCEIICHUSI.

30. Eciu mepBHYHON yMakoBKOHM sBIseTCs OJMCTep WM OHAa HMMEET Malblii pasmep,
HaIpUMep aMITyJIbl, HA KOTOPBIX HE MOTYT OBITH pa3MelleHbl JaHHBbIC, IPUBEACHHBIC B MyHKTE
26 nactosmero [Ipunoskenus, J0MKHA OBITH IPEAYCMOTPEHA BTOPUYHAS YIIAKOBKA C 3TUKETKOM,
cozepskauieil atu ganHple. OJHAKO Ha MEPBUYHON YIIAKOBKE JOJIKHBI OBITh YKa3aHBI:



a) HaMMEHOBaHKE (MMs1) CIIOHCOPA, HCCIIEI0BATEIBCKOTO YUPEKICHHS HITH MCCIIeI0BaTEIs,
paloTaroUIMX MO KOHTPAKTY;

b) crmoco® BBemeHHMs (MOXKHO HE YKa3bIBaTh JJISI TBEPABIX JIEKAPCTBEHHBIX (OpM ISt
OpaJIbHOTO  NPUMEHEHUs), U B  Clyyae IPOBEIEHUS  OTKPBITBIX  HCCIEJAO0BaHMIA,
HarMEHOBaHUe/ (P JIEKapCTBEHHOTO CPEICTBA, a TAKXKE aKTUBHOCTH/ 3(h(PEeKTUBHOCTE;

C) HOMEp CepUU W/UIHU KOJ|, O3BOJISIOIINE UICHTH(PULINPOBATh COAEPKUMOE U ONEpaLH
TI0 YTTaKOBKE;

d) Homep (KOI) WHCCIIEJOBaHMS, TO3BOJSIONINN WACHTU(DUIUPOBATH HCCIEIOBAHUE,
MEIUIIUHCKOE YUpeXkKIeHHE, UCCIEeIOBaTeNsl U CIOHCOpa, €CIM BCE TO HE yKa3aHO B JIPYTOM
MEcTe;

€) WICHTHU(PHUKAIIMOHHBII HOMEp/Ie4eOHbI HOMep CyObeKTa KIIMHUYECKOTO MUCTIBITAHUS U,
IpU HEOOXOTUMOCTH, HOMEP €ro MOCEIEeHHS.

31. lns mosiCHEHUsT YKa3aHHOM BhINIE WH(OPMAIIMKA MOTYT OBITh HCITOJIE30BAaHBI CHMBOJIBI
WIM  TOUKTOrpaMMbl.  MokeT  ObIThb  IpeACTaBlieHa  JOMOJIHUTENIbHass  HMH(pOpMaIys,
NpeoCTePEKEHUE W/UITH WHCTPYKIIMU TI0 OOPAIICHHUIO C TIPETIapaToM.

32. B HekoTophIX chyyasx <*> IpU NpPOBEAECHUM KIMHUYECKUX HCCIEIOBaHUNA Ha
NEPBUYHON YIAKOBKE JIOTIOJIHUTENFHO JIOJDKHBI OBITh NPHBEICHBI CIEIYIOIINE TaHHBIE (Tak,
YTOOBI OHHM HE 3aKPbIBAIM IEPBOHAYAIBHYIO STHKETKY):

I - HammeHoBaHME (MMs1) CTIOHCOPA, HCCIIEOBATENBCKOTO YUPEKICHHS WITH UCCIIEAOBATES,
C KOTOPBIM 3aKJIIOYEH KOHTPAKT;

I - HOomep (KOZ) wHCClIEAOBAaHMA, IO3BOJSIOUIMN HACHTUYUIMPOBATH MEAULIMHCKOE
yUpeKACHUE, UCCIIE0BaTeNs U CyOBEKTa UCCIIEJOBAHUI.

<*> #9Ttm cnyuam ykazanel B cratbe 14 JlupextuBbl 2001/20/EC um oTHOcATCS K
CUTYyAIHsIM, KOT/Ia:

- HET HEOOXOMMOCTH B pa3/IeIbHBIX MPOIECCaX MPOU3BOACTBA WU YIIAKOBKH;

- TPH WUCCIEJOBAaHUM WCIIOJB3YIOTCSl JIEKAPCTBEHHBIE CPEJICTBA, 3apETUCTPUPOBAHHEIC,
MIPOM3BEICHHBIC WJIM HMIIOPTUPOBAHHBIC B COOTBETCTBHH C JCHCTBYIOIIUM 3aKOHOIATEIIHCTBOM;

- B HCCJCIOBAaHMUSAX MPHHUMAIOT yYacTHE MAIMEHThl C TEeMH 3a00JICBaHUSMH, KOTOpBIC
COOTBETCTBYIOT IOKa3aHUSAM K TPUMEHEHHUIO, YKa3aHHBIM B WHCTPYKIHU IO TPUMEHEHHUIO,
YTBEPIKICHHOM MPH PETUCTPAIMH JICKAPCTBEHHOTO CPEIICTBaH.

33. Ecniu Heo0X0quMo U3MEHHUTH J1aTy HCIIOIb30BAHUS JICKAPCTBEHHOTO CPECTBA, CIEAYyEeT
HAHECTH Ha YMAKOBKY JIOMOJHUTEIBHYIO STUKETKY. Ha TOmOoNHUTENbHON STHKETKE JOHKHA OBITh
yKa3aHa HOBas Jara, 0 KOTOPOH CleAyeT HCIOIb30BaTh MPENapaT, a TAKKE MOBTOPHO YKa3aH
HOMEp cepud. JIOTMOTHUTENBHYIO JTHUKETKY MOXHO HAKJIEUBaTh IIOBEPX CTApoOd JaThl
WCIIOJIb30BAaHUs, HO OHAa HE JOJDKHA 3aKpbIBaThb HCXOAHBIM HOMEp CEpHM, YTO CBS3aHO C
KOHTpPOJIEM KauecTBa. DTy ONEPALMI0 MOKHO OCYIIECTBIISATh Ha MPOM3BOACTBEHHOM YYacTKe,
KOTOpBIi HMMeeT Ha JTo mpaBo. [Ipm HEOOXOOUMOCTH OTO MOXKET OCYIIECTBISATHCS B
HCCJICIOBATEIILCKOM YUIPEKICHUN (hapMaIleBTOM, MPOBOISIINM KIMHUYCCKHE UCTIBITAHUS, THOO
noJ ero HaOJIOACHHEM, a TaKkKe JPYTUM MEIUIIMHCKUM pPAaOOTHUKOM B COOTBETCTBUU C
TpeOOBaHUSIMU JEHCTBYIOLIETO 3aKOHOAATEIbCTBA. ECIM ATO HEBO3MOXKHO, OMEPAIUI0 MOXKET
OCYIIECTBIIATH JIMI[O0, KOTOPOE TMPOIJIO COOTBETCTBYMOLIee oOydeHue. Omepanuio ciemyer
OCYIIECTBIATH coryiacHo npuHiunaMm GMP B cOOTBETCTBUU €O CHIEIUAIbHBIMU M CTAaHAAPTHBIMU
METOJMKAMHU M, MPH HEOOXOIUMOCTH, MO KOHTPAKTY; OMEPALUI0 IOHKHO KOHTPOIUPOBATH
BTOpO€ JHUIO. JIONMOJHHUTENBHOE JTUKETUPOBAHHWE  CIEAYeT TIIATEIbHBIM  00pa3oM
JIOKyMEHTUPOBaTh KaK B JOKYMEHTAaX KIIMHUYECKUX UCCIEAOBaHMI, TaK U B IPOTOKOJIAX CEPUU.

KOHTpOJ'Ib KadycCTBa



34. TlockonbKy mpolecchl MOTyT ObITh HECTAaHIAPTHBIMM WM HE B IIOJHOM Mepe
aTTECTOBAHHBIMHU, BO3PACTaeT 3HAYEHHME MCIBITAHUM U1l oOecredeHus rapaHTHMH TOro, YTO
Ka)k/1ast Cepysi MPOAYKIIMK COOTBETCTBYET CIIeM(UKAIIIH Ha HEe.

35. KoHTponb kadecTBa HEOOXOIMMO OCYLIECTBISATh B COOTBETCTBUM C JOChE Ha
JEKapCTBEHHOE CPEACTBO W  COTJAacHO HMH(OpManuu, MPeJOCTaBICHHONH CIIOHCOPOM
KOMIIETEHTHOMY OpraHy IpH 3alpoce pa3pelieHusl Ha NPOBeIeHUE KIMHUYECKUX HCCIIeI0BaHUN
<*>_ CnemyeT mpoBOANTH NPOBEPKY 3(PPEKTUBHOCTH KOAUPOBAHUS M PE3YIBTATHI €€ 0POPMIIATH
JOKYMEHTAJIBHO.

<*>#91H TpeboBaHuUs ycTaHOBJICHHI B CT. 9(2) Jupextunsr 2001/20/EC#.

36. HeoOxommmo XpaHUTh 00pa3ibl KaXIOW CEpUM JIEKAPCTBEHHOTO CpPEACTBA MJIs
UCCJIE0BaHUM, B TOM YHUCJE KOJUPOBAHHOTO Mperapara, Ha MPOTSHKEHUM HE MEHee MSTH JIET
MoCJIe  3aBEepUICHUS WM O(HUIMAIBHOTO  TPEKPAIICHHUs]  TOCIEIHEr0  KIMHUYECKOTO
UCCIIEI0BAHMS, TIPU MPOBEICHIUH KOTOPOT0O OblIa HCIIOJIb30BaHa dTa cepus <**>,

<**>#B EC stu TpeboBanms ycranoieHsl B cT. 9 Jlupextussr 2003/94/ECH.

37. Cnemyer ynenuTh BHUMaHHE XPAaHCHHUIO OOpA3IOB I KaXIOro  IHUKJIA
ynaKOBKI/I/HepI/IOIIa HUCIBITAHUS OO0 TEX HOp, IIOKa HC GYI[CT COCTABJICH OTYCT O KIIMHHUYCCKHUX
HCCJICIOBAHMAX, YTOOBI 00€CIIeUYnTh BO3MOXKHOCTBH TOATBEPKICHUS HICHTUYHOCTH Tperapara
IIPU paccieOBaHUU B CIy4ae IPOTUBOPEYUBBIX PE3YIbTATOB UCCIICIOBAHUMN.

Briaya paspelieHus Ha BBIITYCK Cepuid

38. He pomyckaercss Bblaaya pa3peleHUs] HA BBINYCK JIEKAPCTBEHHBIX CPEACTB UL
uccaenoBanuii (cM. myHKT 43 Hactosimero [IpunokeHus) 70 TeX MOp, MOKa yHOJIHOMOYECHHOE
JHUIO HE YAOCTOBEPHUT BBHIMOJHEHUE YCTAHOBJICHHBIX TpeOOBaHM M TpPeOOBAHUN JAHHOTO
[Tpunoxenus <***> (cMm. myHkT 39 Hactosmero IlpunokeHus). YTOJIHOMOYECHHOE JIMIIO
JIOJDKHO YUUTBIBATh (PAKTOPBI, pUBeAeHHbIE B TyHKTE 40 HacTosmero [IpunoxeHus.

<##*#> #B EC TpeOoBaHHs K BblJaue pa3pellieHHs Ha BBIMYCK JIEKAPCTBEHHBIX CPECTB,
NpeHAa3HAYCHHBIX Ui WCCIICIOBAaHUM, YIOJHOMOYCHHBIM JIUIIOM H3JI0XKEHbI B cTartbe 13.3
Hupextussl 2001/20/EC#.

39. Ha BbImoNHEHHE YMOJHOMOYEHHBIM JIUIIOM CBOMX OOS3aHHOCTEH B OTHOILEHHUH
JIEKapPCTBEHHBIX CPENICTB IS UCCIIEI0OBAaHUI BIUSAIOT pa3Hble (PAKTOPBHI.

B GonpimHCTBE CilydyaeB HEOOXOIUMO YUUTHIBATh cienyromiee (Tabnmuua 13.2):

a) mnpemapatr npousBeneH B Poccuiickoit denepauuu, HO HE 3aperuCTpUpPOBaH B
Poccuiickoit ®enepauuu: HEOOXOAMMO yKa3aTh, 4YTO JIEKAPCTBEHHbIE CpEACTBA  JUIA
UCCJIEIOBAaHUM TPOM3BENEHBl M TPOBEPEHBl B COOTBETCTBHMM C TpeOoBaHusiMmu GMP,
U3JI0KEHHBIMU B HACTOSIILIEM CTaHJApTE, J0ChE Ha JIEKAPCTBEHHOE CPEJICTBO U MH(pOpMaIuei,
IIPEIOCTABICHHOM CIOHCOPOM KOMIIETEHTHOMY OpraHy IIpH 3alpoce pas3pelleHus Ha
NpOBE/ICHUE KIIMHUUECKUX UCCIET0BaHUN <*4>;

b) nmnpemapar wHaxomuTcs Ha pblHKe Poccuiickoit  ®epepanuu, TMOCTaBISETCS
IOPOM3BOJUTENEM WIH JAUCTPUOBIOTOPOM, KOTOPBIII MMEET Ha TO MPaBO, M 3apETUCTPUPOBAH B
Poccuiickoit denepannu HE3aBUCUMO OT TOTO, II€ MPOU3BOAUTCS IpenapaT. Ero obsi3anHOCTH
yKa3aHbl BbIIIE, HO 00bEM IPEJICTABICHHBIX JaHHBIX MOXET ObITh OrpaHHUYEH MOATBEPKIECHUEM
TOTO, YTO TMpENaparhl COOTBETCTBYIOT YBEJIOMIICHHIO/3alIPOCY Ha pa3pelieHHE IMPOBEICHHS
KJIMHUYECKHX HCCIeOBaHUNM M J1000H mocienyomeil oOpaboTKU ¢ Lenbl0 KOJUPOBAaHMS,
CHEMAJIbHOM YITaKOBKU WJIM MapKHPOBKHU JUIsl ATOrO HccienoBaHus. Jlocke Ha JIEKapCTBEHHOE
CPEICTBO TAK)KE€ MOYKET OBITh OTPaHUYEHHBIM 110 00beMy (CM. IyHKT 9 nmanHoro [lpunoxenus);



C) mpemapaT BBE3E€H W3 JPYroil CTpaHbl: HEOOXOIMMO yKa3aTb, YTO OH IPOU3BENEH U
IpOBEpeH B COOTBETCTBMM ¢ TpeboBaHusMu GMP (kak MUHMMYM, SKBHUBAJCHTHBIMU
U3JI0KEHHBIM B HACTOSIIEM CTaHAApTE), JOChE Ha JIGKAPCTBEHHOE CPEJCTBO M MH(OpMAIEH,
IIPEIOCTABJIEHHON CIIOHCOPOM KOMIIETEHTHOMY OpraHy IIpH 3alpoce pas3pelleHHus Ha
NPOBEICHUE KIMHUYECKOTO HcClefoBaHus <*5>. Eciou JekapcTBEHHbIE CpEeACTBA JUIs
UCCIIC/IOBAaHUN BBE3€HBbI M3 JPYroil CTpaHbl U SIBIISIOTCS OOBEKTOM COIJIAIIEHUS, HMPUHSATOrO
Mexny Poccuiickoit ®denepanueldd M 3TOM CTpaHOM, HAaOpUMEpP TAaKUM, KaK COIVIAIIEHHE O
B3aMMHOM TIpU3HAHUM, JI00O€ TOJO00HOE CcOorjalleHHe NpeaycMaTpuBaeT NpHUMEHEHHE
SKBUBAJIEHTHBIX cTaHgaproB GMP B ortHomeHnun »3toro mpenapara. Ilpu oTcyrcTBUn
COIVIAIIEHUS! O B3aMMHOM IIPU3HAHWU YTIOJIHOMOYEHHOE JIML0 Ha OCHOBE HH(OpMaluu o
CHUCTEME KadecTBa ITPOM3BOIUTENS JOKHO YCTAaHOBUTH, YTO NPHUMEHSIOTCS SKBHBAJICHTHBIC
crangaptel GMP. Oty undopmarmro, Kak mpaBuio, MOJy4yaroT MyTEM y4acTUs B ayAUTE CUCTEM
KayecTBa IpousBoautenei. M1 B mepBoM, U BO BTOPOM ClIydae yIMOJHOMOYECHHOE JIMIO MOMKET
BBINIOJIHUTh  OLIEHKY COOTBETCTBHS HAa OCHOBAaHUM JOKYMEHTAallMHM, IPEJOCTaBICHHON
IIPOU3BOJUTENEM U3 APYToi cTpansbl (cM. myHKT 40 nanHoro [IpunoxeHus);

d) IIpu BBO3e mpenapaToB CpaBHEHMsI, KOTJa HEBO3MOXHO MOJyYUTh FAPAHTHIO TOTO, YTO
KaXKaasi cepusi MPOAYKIMH ObuIa MPOU3BEACHA B COOTBETCTBUM C SKBUBAJICHTHBIMH CTaHJapTaMU
GMP, ynoaHOMOYEHHOE JIMLIO JOJDKHO yKa3aTbh, YTO KaXk/aas MPOM3BEACHHAs CEpUs MpOoIja Bce
HE0O0XO0JMMbI€ BUJIbI KOHTPOJISI U UCIIBITAHUN, HEOOXOAMMBIE /1JIs1 IOJITBEPKICHUS €€ KaueCTBa, B
COOTBETCTBUHM C HH(pOpMalMel, MPEeIOCTaBICHHON CIIOHCOPOM KOMIIETEHTHOMY OpraHy mpu
3arpoce pa3pelieHus Ha MPOBEACHNE KIMHNUYECKUX UCCIIEOBAHUN <*>,

<*>#Cwm. cratbio 13.3, nepeuncnenue "c¢" Jupextussr 2001/20/EC.
<*4> Cwm. cratsio 13.3, nepeuncnenne "a" Jupexrussr 2001/20/EC.
<*5> Cwm. crateio 13.3, nepeuncnenue "b" Aupextusst 2001/20/ECH.

Tabmuua 13.2

MHOOPMAILMA O BBITAYE PASPEHIEHNA HA BbIITYCK CEPHH
JIEKAPCTBEHHOI'O CPEACTBA JJIA UCCJIIEJOBAH

YuureiBaeMmee GaxToOpEl <3> [IpenapaT, MMEOILUNCI VIMOOPTUPYEMEDN NpenapatT
Ha PEHEHKE

llpenapart, |lIpenapart, |[Ipu ITpu Ilpenapart
npomsBe— |OpoM3Be— |OTCYyT- |HaJMUMM|CPaBHEHNH,
IOEHHEM B |HOEHHEM B |CTBMM |JIMLEH- |[koTZa HEe MOXeT
PO Ges PO npm JIMLIEH— | 3UN OBITH [OJIydeHa
JIMLIEH3UNM | HaJIU4YUM 3Un IOOKyMeHTalUu4,
JINLIEH3UM IOOTBEePXOaKn—

mas, 4YToO OH
IpOM3BEeIeH B
COOTBETCTBUMU C
YCTaHOBJIEHHEIMU
TpeOOBaHUAMU

IO NpOBemeHMUs KIIMHUUECKUX
YCCJIeIOBaHUM

a) YcJoBMA TPAHCIOPTUPOBAHMUA U Ja
XPaHeHUA

b) ®axTope <1>, noamTBepXxnamouye,
UTO Kaxnas cepusa NpoM3BeleHa U
paspeleHa IJisg BHIIyCKa B
COOTBETCTBUM C YyCTaHOBJIEHHEMM
TpeOOBaHUSAMU Ia <2>
iy npasmiaMu GMP - Ia




c) IokymMeHTaLmus, Ia
CBUIETEeJIbCTBYyMAA, UYTO KaxXnas

cepua OvlJla paspelleHa OJid BHIIYCKa
B COOTBETCTBMM C TpebOoBaHUAMM GMP

d) IoxyMeHTauus, HOATBepXIamnuas Ia
COOTBETCTBME IIpelapaTa yCTaHOB-—
JIeHHBIM TpebOoBaHMAM K perucTpalmun
¥ BHIDAUYE paspelleHMs Ha BHIIYCK

e) PesynbTaTE BCEX NPOBEPOK U
VICIIBITaHMM, OCYMEeCTBJIAEMbIX IJIS
OLIEHKM KaueCTBa BBE3EHHOMW Cepunu,

B COOTBETCTBMM C TpeOOBaHMUAMHA, - Ia -
YCTAHOBJIEHHEIMM IIPM permcTpauun,

MV JOCbEe Ha JIeKapCTBEHHOEe Ia - Ia
cpencTBoO.

Ecam 5Ty NpoBEepKM M MCIBEITAHMA Ia Ia Ia

NpOBeIeHE BHe POCCUMICKOM
denmepauuy, clenyeT NPenCcTaBUThb
HeODOXOIVMEIE HOOKYMEHTH, a
YIIOJIHOMOYEHHOE JIMIO IOJIKHO
ykaszaTb, YTO OHM OBUIM MNPOBEIEHEl B
COOTBETCTBUMU C TpebobaHmaMmm GMP,
KaK MUHYMYM, DKBUBAJIEHTHLMU
HaCcTosAlleMy CTaHIapTy

[IocJyie NpoOBemOeHUs KIMHUUECKUX
MCCJIeJIOBaHUM

f) B momnoJiHeHMEe K OlleHKe,
OCYLEeCTRBJIAEMOM Iepeln NPOBeIeHUEM
KIIMHUYECKUX MCCJIENOBAaHUM, BCe
IOONOJIHUTEJIbHEIe QaKkTopel <1>,
nomTBepXxIamiye, YTO kaxIas cepus
OBlJIa KOOMPOBaHa, ylakoBaHa B
crieuMalibHyl0 YNaKOBKY IJS MUCCJeIo—
BaHMS, MapKMpoBaHa M MCIETaHa B
COOTBETCTBUM C YCTAHOBJIEHHEMU

TpeOOBaAHUAMU Ja <2>
unn npasusiamMmm GMP, kakK MMHVMYM, - Ia
SKBMBAJIEHTHEIMM HaCTOAWLEeMY

CTaHmapTy

<1> 9Tm dakTOpH HNpMBeIeHH B NyHKTe 40 HacToAmeTro [IPpUIIOXEHMS .

<2> Eciy MMeeTCs COIJIAlleHMe O BS3aMMHOM [IPM3HAHMM WM OPyTOoe COIJlalleHUEe U
IPUMEHSAITCS SKBUBAJIEHTHHIE HOPME GMP.

<3> JOJIXHEI OBITH YYTEHH YIIOJIHOMOYEHHEIM JIMIIOM, KOTOPOE OLIeHMBAET COOTBETCTBUE
cepuy Tepen BHIAUel pas3peleHrs Ha BHIIYCK.

40. Tlpu oleHKEe KaXIOW CeprH TPOIYKIIMU TMEpe] Bbimaueil paspelieHus Ha BBIMYCK
ClIeZlyeT pacCMaTpPHUBaTh:

- TMPOTOKOJBI CEPHH, B TOM YHCIC MPOTOKOJIBI KOHTPOJS KAdecTBa, IMPOTOKOJBI
BHYTPUIIPOU3BOACTBEHHOIO KOHTPOJIS U JJOKYMEHTALUIO, CBUIETEIIBCTBYIOIIYI0 O COOTBETCTBUU
JI0ChE Ha JIEKAPCTBEHHOE CPEACTBO 3aKa3y M KOAY PaHIOMHU3AIMU. B 3TH MPOTOKOJIBI JOTKHBI
6I)ITB BHCCCHBI BCC OTKJIIOHCHHUA MJIN BHCCCHHBLIC B IIJIAHOBOM HOpHI[KC HU3MCHCHUA, a TAaKXKE
Jr00BIE TOMOJHHUTENLHBIC MPOBEPKU WM HCTBITaHUSA. [IPOTOKOJBI TOKHBI OBITH TMOJHBIMH U
COTJIACOBAHHBIMU C TICPCOHAIIOM, YIOJHOMOYCHHBIM Ha 3TO B COOTBETCTBUH C CHCTEMOMU
KAauecTBa;

- YCIIOBHSI ITPOU3BOJICTBA,;

- IaHHBIE 00 aTTecTaIMK (MCIBITAHUSIX ) TEXHHUECKUX CPEJCTB, MPOIIECCOB U METOJIOB,;

- IPOBEPKY OKOHYATEIBHON yIIaKOBKH;

- pe3ysbTaThl JIOOBIX aHATM30B MM MCIBITAHUH, IPOBEICHHBIX MOCIC UMIOPTHPOBAHUS,
€CJI HE0OXOIUMO;



- OTYETHI O CTAOUIBLHOCTH;

- TaHHBIE O MOCTABIIKKE U MTPOBEPKE YCIOBUI XpaHEHUS U TPAHCIIOPTUPOBAHUS;

- OTYETHI 00 ayAUTaX CUCTEMbI KaueCTBa IPOU3BOIUTENS;

- IOKyMEHTBHI, TOTBEPKIAIONIIE MPABO IPOU3BOIUTENS HA MTPOU3BOJCTBO JIEKAPCTBEHHBIX
CPEICTB JJsi HCCIENOBAaHUM, WIM COOTBETCTBYIOIIME JOKYMEHThl Ha JKCIOpPT, BbIJAaHHBIC
KOMIIETEHTHBIMU OPTaHaMU CTPaHbI-3KCIIOPTEPa;

- Npu HEOOXOJMMOCTH HOpPMATHUBHBIE TPEOOBAaHUS B PETUCTPALMOHHONW JOKYMEHTAlUU
(uneH3un) mo mnpuMeHeHHio craHaaptoB GMP u mro0ble oduiManbHble TOATBEPKICHUS
BbINOJIHEHMs TpeboBanuit GMP;

- Bce JApyrue (QaxTophl, KOTOPHIE YMOTHOMOUYEHHOE JHIO0 CYUTAET 3HAUYUMBIMU IS
KayecTBa CEpUH.

3HaueHue BBHIICTIPUBEACHHBIX (PAKTOPOB 3aBUCHUT OT CTpaHbl, B KOTOPOW MPOU3BOMASAT
npenapar, HpearnpUsITUSI-IPOU3BOJIUTENS, CTaTyca IpernapaTa Ha pbIHKE (ABISETCA JIM OH
3aperucTPUPOBAHHBIM, 3aPETUCTPUPOBAH M OH B PD mnu B Ipyrux crpaHax), a Takxke oT (asbl
pa3paboTKHu.

CroHcop HOMKEeH yOemuThCs B TOM, 4YTO Bce (DaKTOphl, MPHUHATHIE BO BHUMAaHUE
YIIOJTHOMOYEHHBIM JIUIIOM, BBITIOJHSIONIMM OIICHKY CEpPHH, COOTBETCTBYIOT HH(OpMaIuH,
MPEIOCTABIEHHON KOMIIETEHTHOMY OpraHy TMpW 3alpoce pas3pelieHus Ha MPOBEACHUE
KJIMHUYECKUX MCCIIEIOBaHUN (CM. Takke MyHKT 44 nanHoro [Ipuinoxenus).

41. Ecnu nexkapcTBEHHBIE CPEACTBA JUISl UCCIENOBAHUN MPOM3BOAIT U yMAKOBBIBAIOT Ha
pPa3HBIX YyuacTKax, 3a KOTOpPbIE HECYT OTBETCTBEHHOCTb pa3HbI€ YINOJIHOMOYEHHBIE JHIIA,
HEOOXO0MMO BHIIONHATH TpeboBanus [Ipunoxxkenus 16 k HacTosIIEMY CTaHAAPTY.

42. Ecnum corizacHO JAeMCTBYIOLEMY 3aKOHOJATENIbCTBY YIAKOBKAa M MapKHpPOBKa
OCYUIECTBIIACTCS B  HCCIIEIOBAaTEIbCKOM  YUYPEXACHUU  (papMaleBTOM, MPOBOAUBIIUM
KJIMHUYECKHUE UCCIIEIOBAHUS, IO/ €T0 HAOII0ACHNEM, THOO0 IPYTHUM MEIUIMHCKAM PaOOTHUKOM,
TO KOHTPOIIb 3TOM JEATETbHOCTH HE BXOJAUT B O0S3aHHOCTH YIOJHOMOYEHHOro nuia. OmaHako
CIIOHCOP HECET OTBETCTBEHHOCTH 3a JOKYMEHTaJIbHOE O(hopMiIeHHE PabOThI M BBINOJIHEHUE €€ B
cootBeTcTBUU ¢ TpeboBanusMu GMP I1o aToMy Bompocy OH TOJKEH MOIYyYnuTh HHPOPMAIIUIO OT
YIOJHOMOYEHHOT'O JIMLIA.

TpancnoprupoBanue

43. TpaHcnopTUpOBaHHME TMpenapaTroB JJis HUCCIEAOBAHUM CJIEAyeT OCYUIECTBIATh B
COOTBETCTBUHU C MHCTPYKIUSAMHU, MTPEIOCTABICHHBIMU B PACIOPSIKEHHE CIIOHCOPOM WJTH JTHIIOM,
JEUCTBYIOIIUM OT €r0 UMEHHU.

44. JlekapCTBEHHbIC CPEACTBA JJISI WCCIEIOBAHUMN CIIENYET XPAaHWUTh MOJ KOHTPOJIEM
CIIOHCOpA JI0 3aBEpUICHUs JABYX 3TANOB IMPOLEAYPhl BbIIAUM PA3PEIICHUS] HA BBIMYCK: OLICHKU
COOTBETCTBUS YIIOJTHOMOYEHHBIM JIMIIOM M BBIJAYM Pa3pelICHHs Ha BBIMYCK TOCTE COOMIOICHUS
TpeOOBaHUH IEHCTBYIOIIETO 3aKOHOJATEIbCTBA <H*>,

<#*>#B EC stoT nopsanok perynupyercs Aupextunoit 2001/20/EC (ctaths 9)#.

45. Jlo moCTaBKM JIEKAPCTBEHHBIX CPEIACTB JJIS HCCIENOBAHUA K MECTY IPOBEACHHUS
UCCIICIOBAaHHUN JTOJDKHBI OBITH 3aKITIOYEHBI COTJIAIICHHS 110 JEKOAMPOBAHUIO YIIOJHOMOYEHHBIM
Ha TO TIEPCOHATIOM.

46. Cnenyer XpaHUTh MOAPOOHBIM NEpeyeHb OTIPYKEHHOM MPOIYKIMH, COCTaBICHHBIN
npou3BoUTENeM WM umnoprepoM. Ocoboe BHUMaHHE CIENYeT YAeNsATh TOUHOCTH YKa3aHUs
HaMMEHOBAHHUS U aJipeca IoJIyJaTes.

47. Ilepenavy NeKapCTBEHHBIX CPEACTB UL UCCIEIOBAHUHA U3 OJHOTO MECTa IPOBEACHUS
UCCIICIOBAaHMI Ha JIPYroe CJIEIyeT MPOBOAUTH TOJIBKO B MCKIIOYHTEIBHBIX ciydasx. [Topsmok
nepefayd  JIOJKEH ObITh  YCTaHOBJEH HHCTpykiued. Crenyer NpoOBEepUTh HCTOPUIO
JIEKapCTBEHHOT'O CPEACTBA 32 TOT MEPUOJ, KOTAa OH HAXOAWJICS BHE KOHTPOJIS IIPOM3BOIAMUTEIS,



HaIpUMep, C MOMOIIbI0 OTYETOB O KIMHUUYECKUX HCCIEIOBAaHUAX WM JOKYMEHTOB 00 YCIOBHSIX
XpaHEHUs Ha MpeAblAyLIEM MecTe NPOBEICHMs HccienoBaHuil. Takas IpoBepka AOJDKHA
YUUTHIBATHCSl NPU OLEHKE CTAOWJIBHOCTH MNPOXYKLMWH, NpeAHa3HaueHHOW i nepenaun. K
Yy4acTHIO B MPOBEpPKE HEOOXOAMMO NpPUBJIEKAaTh YNOJHOMOUYeHHOe Juno. [Ipu HeoOxomumocTu
npenapar CiaeAyeT BEpHYTb MPOU3BOJWTENI0 WIM JpyroMy HMMEKOLIEMYy Ha TO IPaBo
IIPOU3BOJUTEINIO AJI IMOBTOPHOM MAapKUPOBKH M JJISl €0 OLIEHKH YIOJIHOMOYEHHBIM JIMIIOM.
CrnenyeT XpaHUTh IPOTOKOJIBI U 00ECTIEYMBATh MOJIHOE OTCISKUBAHHE MTOOOHBIX Mepeaay.

Pexnamanun

48. Pe3ynbTathl J1I00OT0 paccieoBaHUs], CBSI3aHHOTO C KAa4eCTBOM IIpernapara, JOJIKHBI
OBITH pPacCMOTPEHBI IMPOM3BOIMTEIIEM WM HMIIOPTEPOM M CIOHCOPOM. B 3TOM JOIKHEI
Y4aCcTBOBATh YIIOJIHOMOYCHHOC JIMIO W JiMla, OTBETCTBCHHLIC 3a NPOBCACHHUC KIMHHUYCCKUX
WCCIIEJOBAaHHM, YTOOBI OICHUTh BO3MOXXHOE BIIMSIHUE HA HCIIBITAaHMS, pa3padOTKy mpemnapara u
CyOBEKTOB HCCIICIOBAHUMN.

OT3bIBBI U BO3BpATHI
OT3bIBBI

49. Tlopsimok BoO3BpaTa JIEKapCTBEHHBIX CPEIACTB Ui HCCICNOBAaHMA M €ro
JOKyMEHTAJIbHOTO  O(QOpPMIICHUS JIOJDKEH OBITh  COIJIaCOBaH MEXKAY CIIOHCOPOM U
POM3BOUTENIEM WIH UMIopTepoM. VccienoBartens U Apyrue JUla AOJDKHBI TTOHUMATh CBOU
0053aHHOCTH IIPY BBHINIOJHEHHH BO3Bpara.

50. CrioHcop nomkeH yOeauThCsl B HAJIWYMM Yy IOCTaBILMKA IMpenapara CpaBHEHMS WIIU
JPYTHX JIEKapCTB, HCIIOJIB3YEMBIX B KIMHHUYECKHX HCCICIOBAHHMAX, a TAKXKE CHCTEMBI IS
U3BEIICHNUS CIIOHCOPa 0 HEOOXOAUMOCTH OT3bIBa 000 cepun npenapara.

Bo3sspatsl

51. JlekapcTBeHHBIE CpeCTBa I UCCIIEI0BAaHUI CleAyeT BO3BpallaTh B COOTBETCTBUU C
TpeOOBaHUSMU CIIOHCOPA U HHCTPYKITUEH.

52. Bo3sBpalieHHbIE JIEKAPCTBEHHBIE CPEICTBA JJISl UCCICIOBAHUM JOKHBI OBITH YETKO
o6o3HaueHbl. VX crieqyeT XpaHuTh B CHEIUAILHO OTBEJACHHON KOHTpoJMpyemoi 3oue. Cremyer
COXpaHATh JOKYMEHTALUIO Ha BO3BPALlCHHBIC JIEKAPCTBEHHBIE CPE/ICTBA.

YHHNUYTOXKEHNE

53. CnoHcop HecCeT OTBETCTBEHHOCTh 33 YHHUYTOXXCHHUE HEUCIOJIb30BAHHBIX W/HUIIH
BO3BPAILEHHBIX JIEKAPCTBEHHBIX CPEACTB I MCcienoBaHui. He nomyckaercs yHUYTOXEHUE
JICKapCTBEHHBIX CPEJICTB Ul KIMHUYECKUX HCCIENOBAaHUN O€3 IMOJyueHHsl pa3pelieHusi oT
CIIOHCOpA.

54. Jlns KaXXaoro MecTta MpOBEACHHUS MCCIEIOBAHUN M KaXKJ0ro MEpHoJia MCCIEeI0BaHUM
CIIOHCOpP WJIM JIMIIO, JEHCTBYIOIIEE OT €ro MMEHH, JOJDKEH COCTaBJIATh OallaHC W IMPOBEPATH
KOJIMYECTBO IIpernapara, KOTOpPO€ IOCTaBJIEHO, MCIOJIb30BAaHO M BO3BPALLEHO. YHHUUYTOKEHHE
HEHCIIOJIb30BaHHBIX JIEKAPCTBEHHBIX CPEICTB [UIsl MCCIENOBAaHWW JUIsl JTaHHOTO MecTa
IIPOBEJCHUS HCCIIEIO0BAaHUI WIM JAHHOTO IE€PUOJA HCCIENOBAHUM CIENYET OCYLIECTBIATH
TOJILKO  TIOCJIe  MPOBENEHUS  paccieloBaHus, NPENOCTaBlIeHUS OOBSCHEHUH  JIIOOBIX
HECOOTBETCTBHM U cocTaBieHUs OanaHca. JloKyMeHTanbHOE OQOpMIIEHHE ONepanuid 1o
YHUYTOXKEHUIO TIpenapara HEOOXOJAMMO BECTH TakKuM o00pa3oMm, dYTOObI MOXKHO OBLIO
NpEeICTaBUTh OTYET 000 Bcex omnepauusix. [IpoToKosl cieayer XpaHuTh Y CIIOHCOPA.



55. B ciy4yae yHHUYTOXXEHHS IPEMapaToB CIIOHCOPY MOJDKEH OBITh NPEACTaBICH akT C
yKa3zaHUEM JaThl WIK APYrol JOKyMEHT 00 YHHUUTOKE€HHH. B 3THUX JOKyMEHTax CleqyeT YeTKO
yKa3aTb HOMeEpa Cepuil W/WIM HOMepa NAIlWCeHTOB (WM OOECIEYHTh BO3MOXKHOCTH HX
OTCJIEKUBAHMA), U KOJINYECTBO YHUUTOXKEHHBIX IpenapaToB.

[Ipunoxenue 14

IMTPON3BO/ACTBO JIEKAPCTBEHHbLIX CPE/ICTB
N3 KPOBU WJIN TTJTA3MbI YHEJIOBEKA

OO01Me OJI0KEHNS

Jlis OMONOrMYecKHUX JIEKAPCTBEHHBIX CPEJCTB, IMOJYyYaeMbIX U3 KPOBH WM IUIa3Mbl
YeJIOBEeKa, HMCXOAHBIM MAaTE€pUAJIOM SBISIIOTCA KIETKM W JKMJAKAas 4YacTb KPOBH - ILIa3Ma.
JlekapCTBEHHbBIE CPEACTBA, MOJTy4YaeMble M3 KpOBU MJIM IJIa3Mbl YeJIOBEKa, 00JaZaloT PsSAaOM
0COOCHHOCTEH, CBSI3aHHBIX C MPUPOION UCXOTHOTO MaTepuana. Hampumep, HCXOIHBIN MaTepHral
MOXET COZEpKaTh OHOJOTMYECKHE AareHThl, NPEeXkJEe BCEro BHUPYCHI, PACIPOCTPAHSIONINE
3a0oneBanus. be30macHOCTh JIEKapCTBEHHBIX CPEICTB 3aBUCUT KaK OT MPOBEPKH HCXOIHOTO
MaTepuasga U €ro UCTOYHHMKA, TaK U OT MOCJIEIYIOIMIMNX IPOU3BOACTBEHHBIX ONepaluii, B T.4. OT
yAAJIEHHs] 1 UHAKTUBALIUA BUPYCOB.

OcHoBHblE TpeOOBaHMsS HACTOSIIETO CTAHJIAPTa PACHPOCTPAHSIOTCA HA IPOU3BOJICTBO
MPOJIYKIMH Ha OCHOBE YEJIIOBEUECKOW KPOBHM WIJIM IJIa3Mbl, €CJIM HE OroBopeHo mHoe. Ha takue
IPOM3BOJICTBA MOTYT PACIPOCTPAHAThCA Takxke TpeboBaHus psaa [Ipunoxenuil (Hampumep, Mo
IIPOU3BOJACTBY CTEPUJIBHBIX JIEKAPCTBEHHBIX CPEACTB, MCIOJIb30BAHUIO HOHU3HUPYIOLIErO
U3JTY4YCHUs, IPOU3BOJICTBY OMOIOTHUECKUX MEIUIIMHCKHUX MPENapaToB, UCIOIb30BAaHUIO CUCTEM
C KOMIBIOTEPHBIM YIIPaBJICHUEM U KOHTPOJIEM U T.1.).

ITockonbKy KauecTBO TOTOBOW MPOIYKLUHU ONPEENIAETCS BCEMU 3TallaMu [IPOU3BOJICTBA, B
T.4. cOOpOM KpPOBH WM IJIa3Mbl, BCE OINEpAlMH JOKHBI BBIMOIHIATHCS B COOTBETCTBUHU C
NPUHATON CHCTEMON o0ecreyeHns KauecTBa U TpeOOBAHUSIMHU HACTOAIIETO CTaHIapTa.

CrnenyeTr npuHUMAaTh MEphl MO MPEIOTBPALICHHUIO Nepeaavyu UH(PEKIIMOHHBIX 3a00IeBaHUI
U BBINOJIHEHUIO TPEOOBAaHMI COOTBETCTBYIOLIMX HOPMATHUBHBIX JJOKYMEHTOB, OTHOCSIIMXCS K
wiasme, A (ppakuMOHUPOBAHUS W MEIUIMHCKUX MPOAYKTOB, MOJYYEHHBIX W3 KPOBH HIIU
wia3Mbl. CrlieyeT pyKOBOZICTBOBATbCS TaKkKe TPEeOOBAaHUAMHM, PErVIAMEHTHUPYIOUIMMHU TOI00p
JIOHOPOB KpPOBH, IJIa3Mbl UM 00CJ€I0BaHUE JOHOPCKOW KPOBH, @ TAaK)Ke€ PEKOMEHAALUSIMU IO
U3TOTOBJICHHIO, UCTIOIb30BAHUIO H 00ECIICUCHHIO KaueCTBa KOMIIOHEHTOB KPOBH.

B Hacrosmem [IpunoxeHun He paccMaTpHUBAIOTCS KOMIIOHEHTHI KPOBH, IPUMEHSEMBIE B
TpaHcy3uoHHOW MeauuuHe. OnHAKO MHOTHE W3 NPUBEICHHBIX IOJIOKEHHH MOTYT OBITH
INPUMEHEHbl TNPHU HW3TOTOBICHUM KOMIIOHEHTOB KpPOBH, M KOMIIETEHTHBIE OpraHbl MOTYT
IPUHUMATh PEKOMEHIAINH C y4eTOM Hacrosero [Ipunoxenus.

TepMmuHbI U onpeneneHus

Kposb (blood): nenpHas KpoBb, 3aroTOBJIIEHHAss OT OJHOTO JIOHOpa M 0OpaboTaHHAs IS
NIepEeTMBaHUS WU TATBHEHIIIEro IPOU3BOICTBA.

Kommonentsl kpoBu (blood components): ucmonb3yembie i JIEYEOHBIX —Iiesiei
COCTABJISIONINE KPOBU (3PUTPOLIUTHI, JIEUKOIMUTHI, IJIa3Ma, TPOMOOIIUTHI), KOTOPbIE MOTYT OBITh
MPUTOTOBJICHBI LEHTPU(PYTUpOBaHUEM, (DUIbTpAlMeld U 3aMOpPAXKUBAHHEM C HCIOJIb30BaHHUEM
METO/IOB, YCTAHOBJICHHBIX B OaHKE KPOBH.



IMpoxyxt kpoBu (medicinal products derived from blood or plasma; blood product <*>):
JIEKapCTBEHHOE CPEIICTBO, MOIYYaeMOe U3 KPOBH WIIU IIa3Mbl YEIIOBEKA.

<*> #Onpenenenne nano no qupextuse EC 2002/98/ECH.
O0ecnieuenne KauecTna

1. ObGecneyeHne kayecTBa paclpoCTPaHSETCSs Ha BCE CTaJMU IPOU3BOJCTBA T'OTOBOTO
npoayKTa OT cOopa MCXOAHOTO Marepuana (B T.4. 0oTOOpa JIOHOPOB, KOHTEHHEPOB IJis
KpPOBH/IUIa3Mbl, AHTUKOAryJsHTOB W Habopa pPEaKTUBOB JJs TECTOB) [0 XpaHEHMs,
TPaHCHOPTUPOBAHUS, TMpolecca MepepaboTKH, KOHTPOJS KadyecTBa M JOCTaBKU TOTOBOM
npoaykuuu. Bce mponenypbl  JODKHBI  COOTBETCTBOBaTb  TPEOOBAaHMSAM  HACTOSIIErO
[Ipunoxenus.

2. KpoBp wmnm 1ulasma, HCIOJIB3YyE€MBIE B KAaueCTBE MCXOAHOIO Marepuana s
IPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJACTB, JOJDKHBI OBITH 3aroTOBJCHBI B CIELMAIbHBIX
YUPEKACHUAX U IIPOBEPEHBI B YTBEPHKAECHHBIX JA00paTOPHSIX.

3. B 3aroraBnuBaromieil OpraHu3anuM JOJDKHBI OBITh HMHCTPYKLHUH, OIPEICIISIONINe
IPUTOHOCTh KaXJO0ro JIOHOpa K cJade KpOBM M IUIa3Mbl (MCXOJHOrO MaTepuana A
IIPOM3BOJCTBA JIEKAPCTBEHHBIX CPEACTB). Pe3ynbTaThl MCHBITAHUN IOJYYEHHOIO HMCXOIHOTO
MaTtepuaia JIOJDKHBI OBITh JIOKYMEHTAJIBbHO OQOPMIICHBI W JOCTYIHBI POU3BOIUTEIIO
JIEKapCTBEHHBIX CPEJICTB.

4. CucteMa OCTOSSHHOTO KOHTPOJISl KAYeCTBa JI0JIKHA MPOCIIEKUBATH 3TAIlbl U3TOTOBJICHUS
JIEKapCTBEHHOTO CPEJCTBA, MOJyYEHHOI'O M3 KPOBHM WMJIM IUIa3Mbl YeJOBEKa, TaKUM 00pazoMm,
YTOOBI BBISIBJISIT JTFOOBIE OTKIIOHEHUS OT TPEOOBaHHUN K Ka4eCTBY.

5. JIekapcTBEHHBIE CPENCTBA, MOJIYUYEHHBIE U3 KPOBH U IUIa3Mbl YEJIOBEKA, BO3BPALICHHbBIE
KaK HEHCIIOIb30BaHHBIC, KAaK IPaBWJIO, MOBTOPHO MOTpeOWTEN0 He BBIHAIOTCS (cM. 5.65
HACTOSILEro CTaHAapTa).

[Tomemienus u o6opynoBaHue

6. IlomemieHus, ucmoib3yeMmble aIs cOOpa KPOBH WIM IUIa3Mbl, JOJDKHBI HMETh
JIOCTAaTOYHbIE pa3Mepbl, YAOOHYIO TUIAHUPOBKY M PACIOIOKEHUE IJISi MPOBEIECHUS OCHOBHBIX
orepauui, caHuTapHOU 00pabOTKU U 0OCITyKHMBaHUS 000pyAoBaHus. Onepanuu Mo 3aroToBKe,
00paboTKe W TPOBEICHHUIO HWCIBITAHWNA KPOBH MW IUIa3MBl CJIEIYET IPOBOAWUTH B Pa3HBIX
nomemenusix. Ilpu  coOecemoBaHMM €  JOHOPOM  JOJDKHBI  COOJIOAATBCS — yCIOBHS
KOH(HICHIIMATHLHOCTH WH(POPMAIIHH.

7. KoHcrpykims o00opynoBaHUs A MPOHM3BOACTBEHHBIX MPOLECCOB, cOOpa MCXOIHOTO
MaTepuajia ¥ MPOBEICHHS HCIBITAHUH JTOJKHa COOTBETCTBOBATh €T0 ILIEJIEBOMY HAa3HAYCHUIO U
o0ecrieunBaTh BBINIOJHEHHE TpeOoBaHMi Oe3zomacHocTH. OOOpyAOBaHHE JOJKHO OBITh
aTTECTOBAaHO JI0 BBOJAa B JKciulyaranuio. CremyeT HpOBOAUTH DETYIIPHOE TEXHHUYECKOE
oOcienoBanue M KanuOpoBKYy (MOBepKy) oOopyaoBaHusi ¢ odopmiieHHEM HEoOXOAMMOn
JOKYMEHTAITUH.

8. Ilpu mMpoM3BOACTBE JIEKAPCTBEHHBIX CPEICTB M3 IIa3Mbl KPOBH MPEAYyCMAaTPUBAIOTCS
OTepalyy WHAKTUBAIMH WIN yAaJeHHUs BUPYCOB. Bo m30exaHHne MEepeKpecTHOTro 3arpsi3HEHUs
HEOOXOAMMO YETKO pa3rpaHUyuMBaTh IOMEIIEHHS | O00OpyJOBaHWE JJIsI Marepuala,
MOJBEPTHYTOrO0 OOpabOTKE 10 WHAKTUBAIMHM WJIM YIAJCHHIO BHPYCOB, W MaTepuaia, He
IPOLIE/IIETO TAKUE OTIEPALIHH.

C60p KpOBH U TJIa3MBI

9. B3auMoOTHOLIEHUSI MEXAY MPOU3BOIUTENIEM JIEKAPCTBEHHBIX CPEICTB M3 KPOBU HIIU
IUIa3Mbl YEJIOBEKa M YUPEKJEHUEM, 3arOTaBIUBAIOLIMM KpOBb (IU1a3My), WIM OpraHu3aluen,



OTBETCTBEHHOH 3a cOOp KpoBU (ILIa3Mbl), ONPENENISIOTCS AOIOBOPOM, COJAEPKAHUE KOTOPOIO
JIOJDKHO COOTBETCTBOBATh YCTAHOBIICHHBIM TPEOOBAHUSM.

10. JInyHOCTH Ka)KJOTO JIOHOpa ClIeAyeT yCTaHaBIMBATh IPU MPUEME U MPOBEPATH MEpeEN
B3SITUEM KPOBH.

11. Meton ae3uH(peKkunrd KOXHU JOHOpPA JIOJKEH ObITh YETKO OIpeseleH M 0OOCHOBaH.
Heo6xoanMo cTporo ciae1oBaTh NPUHATOMY METOY.

12. Homep oTOOpaHHOW TMOPIMHM KpPOBM HA OSTUKETKE JOJDKEH TMEpPErnpOBEPITHCS
HE3aBHCHMO Pa3HbIMM JIMLIAMHU JJI1 YBEPEHHOCTH B €r0 MJEHTUYHOCTH, YKa3aHHOW Ha yIAaKOBKE
KpOBH, 00pa3lie JJi UCCIEI0OBaHUM U B 3allUCH, CAETaHHON IIPU cljaue KPOBH.

13. TInacTUKOBBIA MEMIOK JJIsl KPOBU M CUCTEMBI Ul adepes3a JOKHBI ObITh OCMOTPEHBI
JI0 UCHOJb30BAaHUS TPHU B3ATUU KPOBU MM IJIa3Mbl Ul BBISIBICHHUS MOBPEXACHUN WIN
3arpsA3HeHuss MUKpoduopoil. s mpocaeXxuBaHus IBHKEHUS KaX101 eTMHHIIBI KPOBH (ILIa3MBbl)
CJIelyeT 3aperucTpupoBaTh HOMEp 3aBOACKOW CEpHM IJIACTUKOBOIO MEIIKAa M CUCTEMbI JJIs
adepesa.

[IpocnexnBaeMoCTh KpoBH (TUIa3Mbl) W ACUCTBHUS, BBITIOJNHSAEMBIE IMOCIEe cOOpa KPOBH
(mIa3mel)

14. JlomxHa OBITH OPraHMW30BaHAa CHCTEMa, IMO3BOJISIONIAS MPOCIIEKHUBATH MPOXOXKICHUE
KaKIOW eTUHUIIBI KpOBH (TJIa3Mbl) Ha BCEX ATallax ee MPUrOTOBJICHHSI, HAYMHAS OT TIOHOpa U A0
NPUMEHEHHS TIPOAYKTA, B T.4. 0 MOTpeduTenst (OONBHUIBI WIIM MPAKTUKYIOMIETO Bpada). JTOT
noTpeduTe s HECET OTBETCTBEHHOCTH 32 HICHTU(DUKALIUIO PEIUIHEHTA.

15. YupexaeHne, 3aroTaBiauBaroIlce KPOBb WIM IUIA3My, M IPOU3BOJMTEINb IPENapaToB
JOJKHBI THPOPMUPOBATH APYT APYyTa B CIEIYIONINX CIyYasX:

- 00Hapy’KE€HUE HECOOTBETCTBHSI 3/10POBbsI JOHOPA YCTAHOBJICHHBIM KPUTEPUSIM;

- oOHapykeHue y JOHOpa MpU cAaue KPOBHU MO3UTHUBHOTO PE3yJibTaTa TECTUPOBAHHUS Ha
MapKepbl BUPYCOB IMPH OTPULATENBHBIX PE3yJIbTaTax, MOJYUYEHHBIX MPU MPEAbIIYIINX caadax
KpOBH;

- BBIABJICHUE HECOOTBETCTBUS IPOBEJACHUS TECTUPOBAaHUS Ha HaJU4YUE BUPYCOB
JIEUCTBYIOIIEH HHCTPYKIINH;

- OoNe3Hb JOHOpa, BBI3BAHHAS NEPEHOCHMBIMHU NpenapaTaMu KpOBH HH(EKIIMOHHBIMH
areatamu (HBV, HCV, HAV u npyrumu wu-A , au-B, Hu-C Bupycamu renatuta, HIV 1 u 2 u
JpYTMMH U3BECTHBIMU B HACTOSIIIEE BPEMS BUPYCaMHu);

- BBIABJICHHE y jaoHopa OosiesHu Kporudenpa - fkoba (Creutzfeldt - Jakob) (CJ wmm
vCJD);

- 0OHapyXeHHUe y pelunrueHTa HHPEKIMOHHOTO 3a00JIeBaHNs, UICTOYHUKOM KOTOPOTO OBLT
(uu MoT OBITh) TOHOD.

[lopsmox  uHboOpMUpOBaHHA U  HEOOXOOUMBbIE JEHCTBUS NpPU  BO3HUKHOBEHUU
IIEPEUYUCIICHHBIX BBIIIE CHUTyalludl pErIaMeHTHpYIOTcs HHCTpykuueil. Crienyer mNpoBOAWUTH
aHAINU3 MpeAbIAYIIUX CilIy4yaeB cJadyd KpoBU (TU1a3Mmbl) 3a Mepuoj He MeHee 6 Mec.,
NPEALIECTBYIOIIMM IIOCJIEIHEH Chadye KpOBU C HEraTUBHBIMU pe3ysbraramu Tecrta. [lpum
BBISIBJICHUHM OJHOTO W3 TEPEUYHCIECHHBIX CIy4aeB CJIEIyeT MOBTOPHO PacCMOTPETh U OLICHUTH
JOKYMEHTAIUIO Ha CEPUI0 MPOAYKIMHU. TpebyeTcs TIATeIbHO OIICHUTh HE0OX0AUMOCTh OT3hIBA
BCEH cepuu, MPUHUMAsi BO BHUMaHHUE BUJ 3a001€BaHus, 00bEM ITyJia KPOBH (TIa3Mbl), HHTEPBAJ
BPEMEHU MEXIy cJauell KpoBU U 0OpaOOTKOM CBIBOPOTKH, XapaKTEPUCTHKY IPOJYKTa HU
TEXHOJOTHIO MpPOU3BOACTBA. Ecnum  ycTaHoBiIeHO, 4YTO B IyJd BKIIOYEHa IUIa3Ma,
uHpuuupoBanHass HIV unm Bupycamu rematutoB A, B mnu C, sta uHpopmanus, Hapsagy c
pelIeHUEM MPEANPHUATHS O BOZMOKHOCTH MPOJIOJKEHUS TPOU3BOJCTBEHHOTO MPOIIEcca U3 3TOTO
myla KpoBH (TUIa3Mbl) WM HEOOXOJUMOCTH OT3bIBA JITOTO NPOAYKTA(OB), JOBOAMTCS MO
CBEJICHUSI KOHTPOJUPYIOLIUX OPTaHoB.

[Tpon3BOACTBO U KOHTPOJIb KauecTBa



16. o BbImycKa Al MCIONB30BaHUS W/WiH (DJIAKOHHUPOBAHUS KPOBb M IUTa3Ma, a TaKke
OPOAYKTHl UX MepepabOTKU JOJKHBI OBbITh HCHBITAHBl C HCIHOJB30BAaHUEM aTTECTOBAHHBIX
METOJIOB TpeOyeMOl UyBCTBUTEIBHOCTH U CHEHUPUYHOCTH K CIEAYIOINIMM MapKepam
BO30yIuTENENW TPAHCMUCCUBHBIX 3a00JIEBaHU!

- HBsAg;

- auturena k HIV 1 u HIV 2;

- anturena kK HCV.

Ecnu onuH M3 3TUX TECTOB AA€T MOBTOPHBIN IMOJOXKHUTEIBHBIM pE3yJbTaT, TO MOPLUIO
KpOBH (MJIa3MbI) OTKIJIOHSIOT. B HOpPMAaTHUBHBIX [OKYMEHTaX MOXET OBITh MPeayCMOTPEHO
IIPOBEJICHUE JIOTIOJHUTEIbHBIX TECTOB.

17. TemnepaTypy XpaHEHHUs KpPOBH, IJIa3Mbl U IPOMEKYTOUHBIX IMPOAYKTOB BO BpPEMS
CKJIQIUpPOBaHUsI U  TPAHCIOPTUPOBAHMUA  OT  3arOTaBJIMBAIOIIMX  YUPEXKACHUH 70
nepepabaThIBAIONINX MPEANPHUATHIA CleAyeT perJaMeHTHpPOBaTh. DTH YCIOBUS HEOOXOAMMO
cO0JII01aTh MPH JOCTABKE MPOTYKIIMH MOTPEOUTEITIO.

18. IlepBslii TOMOTEHHBIN My TUIa3Mbl KPOBU (B T.4. MOCIIE OTACTICHUS KPUOTIPEIIUITUTATA)
JOJDKEH ObITh HCIBITAH C  HCIOJIb30BAHMEM  aTTECTOBAaHHBIX METOJIOB  TpeOyemoi
YYBCTBUTENBHOCTU U crieuuyHOCTH. [Ipr mpoBeneHnu 3THX TECTOB B ITyJie MJIa3Mbl KPOBU HE
JIOJDKHA BBISIBISITECS  TIOJOKHUTENNBbHAS pPEaKlUsl Ha CIEAYIONIHEe MapKephl CIEMU(PHUIECKUX
TPAHCMHUCCHUBHBIX WH()EKIIMOHHBIX areHTOB:

- HBsAg;

- antutena k HIV 1 u HIV 2;

- aaturena k HCV.

[Tpy MONOKUTENBHBIX pe3yabTaTaX 3TOT IyJ HE JOJHKEH OBITh AOMYIIIEH K TPOU3BOJCTBY.

19. B mpou3BOACTBEHHBIH MPOLIECC MOXKET ObITh JOMYLIEH My IUIa3Mbl, MPOIIEIIINN
tectupoBanue Ha HCV RNA wmeromom NAT (TexHosorus amiuiupuKanuy HYKIEHHOBBIX
kucnot; nucleic acid amplification). [{ns ucnbITaHust CleAyeT HCIOJIB30BAaTh ATTECTOBAHHBIC
METOJIbl TOCTaTOUYHOM YyBCTBUTEIBHOCTH U CHEIIU(PUIHOCTH.

20. TpebGoBaHuss K TMPOBEACHUIO UCHBITAHUH Ha HAIWYNE BUPYCOB WU JPYTHX
WH(DEKITMOHHBIX areHTOB JOJDKHBI OBITH C(HOPMYJIHMPOBAHBI C y4€TOM 3HAHHWH 00 OIMACHOCTH
WHQEKIIMOHHBIX ar€HTOB U MPUTOTHOCTH MPUMEHIEMBIX METOI0B UCTIBITAHUH.

21. DTUKETKM Ha KOHTEWHEpaxX C OTAEJIbHBIMU J03aMH IUJIa3Mbl, XPAHSIIUMUCI TEpes
oObeIMHEHHEM M (PpaKIMOHUPOBAHHMEM, JIOJUKHBI  COOTBETCTBOBATh  YCTAHOBJIEHHBIM
TpeOOBaHUAM. DTUKETKU JOJKHBI COACPKATh, IO KpalHEW Mepe, CIEIyIoNTyl0 WH(OPMAIUIO:
UICHTU(HUKAIIMOHHBII HOMEpP OTOOpaHHOW MOPLMU KPOBU, HAUMEHOBAHHE U aJIpec JOHOPCKOIO
IIEHTpa WU TpaHC()Y3MOHHOU CIIy»ObI, OTBETCTBEHHOW 3a Ipemaparbl, CEpUUHBIH HOMEp
KOHTEIHepa, TeMIepaTypy XpaHEHUs, MOJHYI0 MacCy WM 00BEeM IJIa3Mbl, THIT aHTHKOATYJISTHTA
U J1aTy 3aTOTOBKH /WU pa3/eIeHUs KPOBU.

22. C uenpio yMEHBUICHHS PHCKa MUKPOOHOTO 3arpsi3HEHHs IUIa3Mbl MM BHECEHUS
MHOPOJIHOTO MaTepuaia ONepaluyd MO0 OOBEIWHEHUI0 U Pa3MOpPaXKUBAHUIO IUIa3Mbl CIEAyET
IIPOBOAMTH B YMCTOM 30HE HE HIKe D; mepcoHasn mpu 3TOM JOJKEH UMETh COOTBETCTBYIOILYIO
OlleXy, Macku U mnepuaTkd. HeoOXonumo perysisipHO KOHTPOJIHMPOBATh METOAbl OTKPHIBAHUS
KOHTEHHEpOB, OOBEIMHEHHS U pa3MOpPaKMBAaHUS IIJIa3Mbl, HAlpUMEp, IyTEM IPOBEICHUS
UCIBITAHUH Ha HAaJM4KUe MUKPOOHOTO 3arpsi3HEHUS.

23. Cnenyer 4YeTKO pasrpaHU4YMBaThb IPOMEXYTOUHBI WM TOTOBBIM IPOIYKTHI,
NpOLIEIINE ONepaluyd MO0 WHAKTHMBAUUMW WIM YAAJICHUIO BHUPYCOB, OT MAaTepHaloB, HeE
NOJBEPTHYTHIX JaHHOM 00padoTke.

24. He pomyckaeTcsi TPOBOIUTH AaTTECTAIMIO (MCHBITAHWS) METOJOB YHIaJCHUS WU
MHAKTHBALIMU BUPYCOB Ha 00OpPYyNOBaHMHU, UCIOJIB3YEMOM JUIS MPOU3BOJACTBA, BO M30EkKaHHE
3arpsi3HEHUS MPOAYKLIUU BUPYCaMU, IPUMEHSEMBbIMH ISl aTTECTallMK (UCTIBITAHUI).

XpaHeHnue 0o6pasIoB



25. Tlo BO3MOXHOCTM HHAWBHIyallbHbIE O0Opaslbl KPOBHU CJIEAYET COXpAHATH s
o0JieryeHus MpoBEACHUS B ClIy4yae HEOOXOAMMOCTH PETPOCHEKTUBHOrO aHanu3a. Kak mpasuio,
9TO BXOJUT B O0SI3aHHOCTbH 3arOTaBIMBAIOIIETO yupexaeHus. OOpasibl KaXI0To MmyJa IUia3Mbl
JIOJDKHBI XPaHUTBCS B COOTBETCTBYIOIIMX YCIOBUSAX HE MEHEE OJHOTO TOJa MOCIe OKOHYAHUS
CpOKa FOJJHOCTH MPOAYKTA, UMEIOLIET0 Hanboiee MPOAOKUTEIbHBINA CPOK XpaHEHUSI.

YTunu3zanust oTOpakoBaHHON KPOBHU/IUIa3Mbl U IPOMEKYTOUHBIX POYKTOB

26. Opranuzanys J0/DKHa pa3paboTaTh M BHEAPUTh HHCTPYKLMIO MO Oe30macHOW U
3 PEKTUBHON yTHIN3AIUN OTOPAKOBAHHBIX KPOBH/TIA3MBI WIIM TIPOMEXKYTOUHBIX MPOIYKTOB.

[Ipunoxenue 15
ATTECTALIMS TTPOLIECCOB 11 OBOPYIOBAHI A
OCHOBHBIE TOJI0KEHUI

1. C uenplo JA0Ka3aTeNbCTBA COOTBETCTBHMSI MApaMETPOB KPUTHUECKUX IPOILIECCOB
(o6opynoBaHMsl) 3aJaHHBIM TPEOOBAHUSAM MPOU3BOIUTEIN JICKAPCTBEHHBIX CPEJCTB JOJIKHBI
NPOBOJIUTH ATTECTAIMIO (UCTBITAHUS) TPOLECCOB M OOOpPYNOBAHMSA, HCIOIB3YEMBIX MpU
IPOM3BOJICTBE JIEKAPCTBEHHBIX CPEACTB. ATTecTanus (UCHBITAHUS) TaKXKe MPOBOIUTCS MNpHU
CYILIECTBEHHBIX HM3MEHEHHUSAX B IOMEIICHUSX, 00OpYyIOBaHMM U MpOIeccax, KOTOPhIE MOTYT
OKa3aTh BJIMSHHE Ha KauyecTBO MpoRyKUMH. g ompeneneHus cocraBa U odbeMa padoT IO
aTTeCTallUU CJIEIYET UCII0JIb30BaTh NOJIX0/], OCHOBAHHbIN HAa OLIEHKE PUCKOB.

[TnanupoBaHue paboOT MO aTTeCTAlUU (MUCIBITAHUIM)

2. Atrtecranus (MCTBITAaHUS) MPOBOIUTCS B IJIAHOBOM Topsiake. OCHOBHOW COCTaB padoT
MO aTTeCTallud JOJKEH ObITh O0(OpPMIICH B BHJIE MPOTPAMMbl aTTECTAIlMU (UCTIBITAHWUN) WA
HKBHUBAJICHTHOM JJOKYMEHTE.

3. Ilporpamma arrecTanuu SIBISE€TCS HUTOTOBBIM JOKYMEHTOM, COCTaBJICHHBIM B
JTAKOHUYHOM, TOUHOU U sICHOU popme.

4. B mporpamMMmy artTecTaliiy JOJKHBI ObITh BKJIIOUEHBI, 10 KpalHEW Mepe, CISTyIOIIne
JaHHbBIE:

a) LeJb MPOBEICHUS aTTECTALIUN;

b) opranuzaiimoHHasi cxema MpoBEICHUs aTTECTAIINN;

C) IepeyeHb BCEX IIOMEIEHUHN, CUCTeM, OOOpYyAOBaHUS M IPOIECCOB, MOJIEKAIIUX
aTTeCTalluu;

d) bopma Benenus qokymeHTaIMu (IPOTOKOJIOB U OTYETOB);

€) ATarbl U TpaduK BBHIIOIHEHUS padoT;

f) KOHTPOJIb U3MEHEHHIA,

€) CCBUIKU Ha CYIIECTBYIONINE JOKYMEHTHI.

5. B cnydae BbeITIONIHEHHS OONBIIMX TIPOEKTOB MOXKET TNOTpeOoBaThCs pa3paboTka
OTJICTBHBIX MIPOTPAMM ATTECTAIIHH.

JloxkymeHTanus



6. TpeOoBaHMsI K MPOBEACHUIO aTTECTAMU (MCIBITAaHUI) IODKHBI OBITh NMPUBEACHBI B
YTBEPKIACHHONH MeToauke. MeToauka [OJDKHA CoAep)KaTh TpeOOBaHUA K KPUTUYECKUM
npoiieccam (000pyIOBaHUIO) U KPUTEPUU OIIEHKH.

7. B xone mpoBeaeHMs aTTeCTallii TOTOBUTCS OTUET, COACPKAIIUNA CCHUTKA HAa METOTUKY
aTTECTAIlMHU, PE3YIbTaThl ATTECTAIIMH C OOBICHEHHEM JIIOOBIX OTKJIOHEHUH W BBIBOJAMH, B T.U.
PEKOMEHIAIMU T0 yCTPAaHEHHIO HEJO0CTAaTKOB. JItoOble M3MEHEHHs] B METOAMKE aTTeCcTalluu
JOJKHBI OBITH 00OCHOBAHBI U JIOKYMEHTATBHO O(hOPMIICHBI.

8. Ilocne ycmenrHoro 3aBepiieHus JaHHOTO dTara aTTecTaluu 0hopMIIseTCs 3aKII0YCHHE O
BO3MOXKHOCTH IIepexoa K CIeAyIoleMy 3Taly aTTeCTAlUH.

ATTecTanus npoekTa

9. IlepBBIM 3TaroM B KOMIUIEKCE pabOT MO aTTECTAIMM HOBBIX IMOMEIIEHUN, CUCTEM WM
000pyI0BaHUs SBISETCS aTTECTAIUS IPOCKTA.

10. Cnenyer mokasarh U JOKyMEHTAJIEHO O()OPMHUTH COOTBETCTBUE MPOCKTA TPEOOBAHUAM
GMP.

ATTeCTaI_[I/IH YCTaHOBJICHHOI'O O60py,HOBaHI/I$I

11. ATTecranuio yCTaHOBJIICEHHOT'O OOOPYIOBaHUS CJICIyEeT MPOBOIMTH JJISI HOBBIX HIIH
PEKOHCTPYUPOBAHHBIX TIOMEIICHHIA, CUCTEM U 000pYI0BaHUS.

12. IIpu aTTecTanyu yCTaHOBICHHOTO 000PYAOBaHUS MIPOBEPSIFOTCS, KAK MUHHMYM:

a) MOHTaXX O0OpyAOBaHUs, TPYOOIPOBOIOB, CUCTEM OOCTY>KUBAHUS M MHCTPYMEHTOB Ha
COOTBETCTBHUE UEPTEKAM U CIICIIUPUKAIINHN;

b) MmOJHOTA W COOTBETCTBUE MPEAOCTABISEMONW TIOCTABIUKOM JIOKYMECHTAIUU TIO
IKCIUTyaTallii ¥ TEXHUYECKOMY 00CITyKUBaHUIO;

C) HaJM4ue JOKYMEHTAIINH [0 KATUOPOBKE (ITOBEPKE);

d) cooTBeTCTBHE MaTepuaIoB U 00OPYIOBaHUS YCTAHOBJIECHHBIM TPeOOBaHUSM (TMPOEKTY).
[Ipu arrecTaruu yCTaHOBIEHHOTO 000PYIOBAHHS MOTYT TaK)Ke MIPOBOAUTHCS U APyTHE PAOOTHI.

ATTecTalysa B OCHAIIIEHHOM COCTOSHUU

13. Artrectamss B OCHAIIEHHOM COCTOSHUHM (aTTectanus (QYHKIIMOHUPYIOIIETO
000pyZI0BaHUsA) BBIMOJHIETCS TOCJIE YCHEIIHOTO 3aBEpIIEHUs aTTECTAllUd YCTAHOBJIEHHOIO
00opyIOBaHUsI.

14. IIpu aTTecTany B OCHAILIEHHOM COCTOSIHUM BBIINOJHSIOTCS, KAK MUHUMYM:

a) UCTIBITAHUS U TIPOBEPKH, UCXOMS U3 CHEIUPUIESCKIX 0COOEHHOCTEH MPOIECCOB, CUCTEM
1 000pyIOBaHUS;

b) ucnbiTanus (QyHKIHMOHHUPOBaHMUSA OOOpYNOBaHMS NpU PabOYMX THapameTpax, PaBHBIX
BEPXHHUM M HUKHUM JIONYCTUMBIM IIPEAeiaMm, T.€. B yCIOBUAX "HAUXYIIETO ciydas'.

[Tpu arTecTaryy B OCHAIIEHHOM COCTOSIHUM MOTYT BBITIONHSTHCS M IPYTUE PAOOTHI.

15. Tlocne 3aBepiieHus aTTecTanvi OOOPYIOBAaHWS B OCHAIIEHHOM COCTOSHHUU JIOJKHBI
ObITh pa3paboTaHbl MHCTPYKIUHM IO OHKCIUTyaTallud, KaauOpoBKe (IIOBEpKE) M OYHUCTKE,
MPOBEJCHO O0y4YeHHE MepcoHajda M HajakeHa CUcTeMa TeXHudeckoro obcmykuBanus. [locne
3TOT'0 MOKHO MPOBOJUTH O(PUIIMATHHYO TPUEMKY TTOMEIICHHH, CUCTEM B 000PYIOBAHHUS.

ArtTtecTanus B 3KCIUTyaTaluu

16. ATtrecramust B OKCIUTyaTalM (aTTecTalusl SKCIUTyaTHPYeMoro oOOpyIOBaHHs)
BBIIOJIHAETCSI  TOCJI€  YCHEIIHOIO  3aBEpIIEHUs]  aTTeCTallMd  YCTAHOBJIEHHOIO U
(GYHKIHOHUPYIOLIETO 000y IOBaHHUS.

17. Ilpu aTTecTanuu SKCILTyaTUpyeMOoro 000py1I0BaHNUS BBITOJIHSIOTCS, KAK MUHUMYM:



a) HCIIBITAHUA W HNPOBCPKU C HCIOJB30BAHUCM PCAJIbBHBIX MATCPUAIOB, aTTCCTOBAHHBIX
3aMEHHTEIICH WIIM IMUTATOPOB MPOJYKTA C YIETOM CIIEHU(PHUKH POLECCOB, TOMEIIECHUH, CUCTEM
WM 000pyJOBaHMUS;

b) HcHBITAaHUS W TPOBEPKH TPH PabOYMX IMapaMeTpax, PaBHBIX BEPXHUM H HIKHUM
JIOMyCTUMBIM TipenienaM. [Ipu aTTrecTamuy SKCILTyaTHPYyeMOTo OOOpYyNOBaHHS MOTYT TaKxKe
IPOBOJUTHCS U PyTUE PAOOTHI.

18. HecmoTps Ha TO, 4TO aTTecTalys HKCILIyaTHPYEMOT0 000pyIOBAHUS pacCMaTPUBAETCS
KaK OTAEIbHBIA BUJI PabOT, B HEKOTOPBIX CIIydasX OHA MOXKET BBITONHATHCS B COYCTAHHU C
aTTecTalyell B OCHAIIIEHHOM COCTOSHUH.

ATTecTanus dKCIUTyaTUPYEMbIX TTOMEIICHHM, CUCTEM U 000PYT10BaHUS

19. B npouecce Tekyuiel 3KCIUTyaTalluy CIEAyeT NOdy4yaTh JaHHbIE, 00OCHOBBIBAIOIINE U
HOJTBEPKIAIOIIME COOTBETCTBUE PA0OUYMX KPUTHUUYECKHX MapaMEeTpPOB 3a/JaHHBIM TPEeOOBAaHUSIM.
WNHeTpykuuu (METOAMKHM) U OTYETHI MO SKCIUTyaTalud, KaJuOpOBKE, OUUCTKE, TEXHUUYECKOMY
00CITy’)KHBaHUIO ¥ 00YyUEHUIO MEPCOHAIIA JOJKHBI ObITh 0POPMIIECHBI JOKYMEHTAIBHO.

ATtTecranus (MCTIIBITAHHS) TIpoIiecca
OO01111E TTOJTIOKEHNS

20. U3nokeHHble B HACTOSIIEM pasfiene TpeOOBaHMS OTHOCITCS K IEepBOHAYaIbHOU
aTTECTAIllMd HOBBIX MPOIECCOB, TMOCIEAYIONEH aTTEeCTallMd W3MEHEHHBIX TMPOIECCOB U
MOBTOPHOM aTTeCTallUU.

21. ArTtecTanus nporecca, Kak mpaBuio, JOJDKHA OBITh 3aBEpIICHA JI0 Havajla pean3ainun
JICKapCTBEHHBIX CPeICTB (TEpCIEKTHBHAsA aTTecTalus). B HCKIIOUMTENBHBIX CIydyasx, Korjaa
MPOBECTH TMEPCIEKTUBHYIO AaTTECTAI[MI0 HEBO3MOXXHO, MOXET BO3HHMKHYTH HEOOXOIMMOCTH
MPOBEACHHUS aTTeCTAllUd Tpolecca B XOJA€ NPOU3BOJACTBA  (TEKymash — aTTeCTaIus).
JleficTBOBaBIlIME B TEUEHHE HEKOTOPOrO BPEMEHHM MPOLECChl TAKXKE MOJJIeKAT aTTeCTallUu
(peTpocTieKTHBHAS aTTECTAIlH).

22. CnemyeT UpOBOAWTH AaTTECTAIIMIO TIOMEUICHUH, OOOpPYIOBaHMs, TMPOIECCOB U
AHAJIMTHYECKUX METOAOB KOHTpoJis. [lepcoHan, mpoBOASIIMN aTTECTAlUIO, JTOJKEH MHPOUTH
COOTBETCTBYIOIIEE OOyUEHHE.

23. Crnegyer mepUOIWYECKH OICHUBATH (YHKIMOHUPOBAHUE TOMEIICHUN, CHCTEM,
000pyI0BaHUs U MPOLIECCOB C IENBIO TOTBEPKACHUS UX paOOTHI B COOTBETCTBUU C 3aJaHHBIMU
TpeOOBAHUSIMHU.

HepCHeKTI/IBHaﬂ arrecragus

24. B coctaB paboT W JOKyMEHTAIlMU 110 TEPCHEKTHUBHOW aTTECTAIlMd BXOMAT, Kak
MUHUMYM:

a) KpaTKoe OIKCcaHue Mpoliecca;

b) nmepedeHb KPUTHUECKHUX CTAAUN MPOIECCa, KOTOPHIE MOJIEKAT UCCIICTIOBAHHIO;

C) TIepEYCHb HCIOIB3YEMBbIX TIOMEIICHHH W o0opyaoBaHus (B T.4. KOHTPOJBHOE,
U3MEPUTENILHOE M PETUCTPUpPYIOIIee OO0OPYIOBaHKE) ¢ YKa3aHHEM HaJIW4Us CBEIEHU 00 Hx
KanOpoBKe (TIOBEPKE);

d) cnenudukanuu Ha TOTOBYIO IPOAYKIIHIO;

€) MepeyYeHb UCIOIh3yEMbIX aHATUTUICCKUX METOIOB (TTPH HEOOXOIUMOCTH);

f) mpennaraeMbie BUIIbI BHY TPHIIPOM3BOJICTBEHHOTO KOHTPOIIS U KPUTEPUU MPUEMIIEMOCTH;

€) JOTIOIHUTEIbHBIEC UCTIBITAHUS U KPUTEPUU MPUEMIIEMOCTH M aTTECTAIU aHATUTHYECKIX
METO/IOB;

h) man or6opa npoo;



1) mopsIoK 0pOPMIICHHS U OLICHKH Pe3yJIbTaTOB;

J) 00SI3aHHOCTH U OTBETCTBEHHOCTb JIUI], YUYAaCTBYIOLIUX B MPOBEICHUN aTTECTALUH;

k) mpexamonaraemsrii rpad UK BHITOTHEHHS Pa0OT.

MoryT Takxe NpOBOAUTHCS U JpyTHe paboThl.

25. Ilpu poBeACHNH ATHX PabOT (B T.4. IPU UCHOIH30BAHUN MATEPHAIIOB B COOTBETCTBUHU
co crneuudukanyeit) Moxxer ObITh MPOU3BEIEHO HECKOIBKO CEpHil TOTOBOM NPOAYKIUHM HpU
OOBIYHBIX YCIOBUSX. TEOPETHUECKU YHCIIO MPOU3BOACTBEHHBIX ITUKIOB M HAOIIOICHHUH JTOJKHO
ObITH JTOCTATOYHBIM, 4YTOOBI BBIABUTh TEHICHLMU HM3MEHEHUS NapaMeTpoB U MOJIY4YHUThb
JIOCTAaTOYHbIC JaHHbIE Ui OLEHKW. J[Is arTectanmuu mpolecca CYUTACTCS JOCTAaTOYHBIM
BBIMOJIHUTh TPU MOCIEIOBATEIbHBIX CEPUM (IIPOM3BOACTBEHHBIX IIMKJIA), NPU KOTOPBIX
napaMeTphl HAXOIATCS B 3aIaHHBIX MPEJIeIax.

26. Pa3mep cepunm mnpu arTecTalMM JOJDKEH OBITh paBHBIM pa3Mepy CepuH IpHU
MPOMBIIIJICHHOM BBIITYCKE TIPOJTYKITHH.

27. Ecnum mnpexamonaraercs MNpojaka WIM TIOCTaBKa CEpUd, IPOU3BEJCHHBIX IpPU
aTTECTAIlNH, TO YCIOBUS MX MPOU3BOJICTBA JOKHBI TIOJTHOCTBIO COOTBETCTBOBATH TPEOOBAHUAM
HACTOSIILIEr0 CTaHAapTa ¥ HOPMAaTHBHOM JOKYMEHTAallMM, B T.4. YCIELIHOE IPOBEICHHE
aTTECTAIlHH.

Tekymias arrectauus

28. B UCKIIOYUTENBHBIX CIy4asX AOMYCKAaeTCs HE 3aBepIIaTh MPOTpaMMy aTTECTAlUH JI0
Hayasia CepUitHOTO MPOM3BOACTBA.

29. Pemenue o0 TpPOBENCHUM TEKyIIEH aTTeCTallMd JOJDKHO ObITh 0OOCHOBaHO,
JOKyMEHTaJIbHO O()OPMIICHO M yTBEPIKACHO JINI[AMHU, UMEIOLIMMHU Ha 3TO MPABO.

30. K mokyMeHTanmuum TO TPOBENEHUIO TEKYIIeW aTTeCTAllMd TPEIbIBISIOTCS TE XKe
TpeOOBaHMs, YTO U TIPU NMEPCHEKTUBHON aTTeCTallHH.

PeTpOCHeKTI/IBHaH arrecranusa

31. PerpocnieKTUBHAs aTTeCTAIMsI MOYKET MTPOBOJIUTHCS TOJIBKO JJIS XOPOIIO OTJIAKEHHBIX
npoiieccoB. [IpoBeneHne ee He MOMYCKAETCs, €CIM B COCTaB MPOAYKIMH, TEXHOJIOTHYECKUU
npoliecc Wi 000py10BaHNE HEJJABHO OBIITM BHECEHBI M3MCHEHHS.

32. PerpocnieKTUBHAs aTTECTAIUsl TAKUX MPOLIECCOB OCHOBHIBAETCS HA MPEIIIECTBYIOLIUX
nanubiX. [Ipu 3TOoM TpeOyercss pa3paboTKa CIeMaTbHONW METOJWKH W TIPOBEICHHUE aHaln3a
JAHHBIX MPEAIIECTBYIOMICH SKCIUTyaTalluy ¢ BIBOJAMU U PEKOMEHIAIUSMU.

33. McXOOHBIMH [aHHBIMHU ISl TIPOBEAEHUSI PETPOCIEKTUBHON aTTECTALIMU SIBIISIIOTCS
MPOTOKOJIbI MPOU3BOJICTBA U YIAKOBKHM CEpU MPOJYKIMH, KOHTPOJIbHBIE KAPThl MPOU3BOJICTBA,
JKypHAJIBI TIPOBEJICHUSI TEXHHUYECKOTO OOCTY>KUBaHUS, JaHHbIE 00 W3MEHEHWU B IEpPCOHAJIE,
MNOTEHI[MAIBHBIX BO3MOXXHOCTAX TMPOIECCa, JaHHbIE O TOTOBOM MPOAYKIMH, B T.4. KapTbl
TEHJICHIINH, a TAaK)KE PEe3yJIbTaThl U3YUYEHUS €€ CTAOMIBPHOCTH ITPU XPaHEHUHU.

34. Cepuu TUpOAYKIMH, OTOOpaHHBIC IJiI TPOBEIACHHS PETPOCICKTUBHOW aTTECTAIIHH,
JIOJDKHBI TIPEJICTABIISATh PENPE3CHTATUBHYIO BBIOOPKY IS BCEX CEpPUH, HM3TOTOBJICHHBIX B
TEYCHHE PACCMATPUBAEMOTO MEPHOa, B T.4. BCE CEPUH, HE COOTBETCTBYIOIINE CIICIU(DUKAIIUIM.
KonudecTBO MpoayKIIMK JOKHO OBITh JOCTaTOYHBIM, YTOOBI TIOKA3aTh CTAOUIILHOCTH IIpoliecca.
[Ipy mnpoBeneHun pPETPOCHEKTUBHOM aTTECTAllMM TMpolecca isg TOJYy4YeHHs JaHHBIX B
JIOCTAaTOYHOM  KOJIMYECTBE W pa3HooOOpaswmM  MOXET  TMOTpeOOBaThCS  IPOBEICHHE
JIOTIOTHUTEIHHBIX HCTIBITAHUI apXUBHBIX 00pa3IoB.

35. Jlns onieHKH CTaOMIBHOCTH TIpoIiecca MPHU MPOBEICHUN PETPOCTIEKTUBHON aTTEeCTAIUN
cileayeT BBINONHUTH aHanu3 JaHHbIX 1o 10 - 30 mocnegoBaTeNbHO MPOU3BENCHHBIM CEPHUSIM.
JlomyckaeTcss TMPOBEPATh MEHBIIEE YWUCIO CEpUA TMPU HAIWYUKU  COOTBETCTBYIOIIETO
000CHOBaAHHS.



ATTCCT&III/I?I IpoueCcCOB OUUCTKHU

36. Arrectanusi TPOLIECCOB OYMCTKH  BBITIOJIHSETCS C IEJIbI0  TOATBEPXKICHUS
3¢ (HEeKTHBHOCTH METOA0B OYUCTKU. [Ipr 3TOM NOIKHBI OBITH 3a/1aHbl AOMYCTUMBIE MIpeIeTbHbIC
3HAQUYEHUS HA OCTaTKU TMPOJIYKIMH, MOIOIIUX CPEACTB W MHUKpPOOHOE 3arpsi3HeHHe. OTH
npeenbHbIe 3HAYCHUS TOJKHBI OBITh peaibHO JOCTHKHUMBIMU U MIPOBEPSIEMBIMHU.

37. Jlna ompeneneHusi yCTAHOBJICHHBIX TPEJEIOB OCTATKOB BEIIECTB WIIM 3arpsi3HCHUM
ClIelyeT  HWCIONb30BaTh  aTTECTOBAHHBIE  AHAIUTUYECKME  METOAbl C  JOCTaTOYHOMU
YyBCTBUTEIHHOCTHIO.

38. Kak mpaBuio, arrecTanuio MpPOIECCOB OUYUCTKU CIEAYET MPOBOAUTH TOJBKO IS
MOBEPXHOCTEH, KOHTAKTUPYIOIIMX C TpoaykroMm. CreayeT Takke NPUHMMAaTh BO BHUMaHUE
neTand 00OpyJOBaHMSA, HE BCTyMHaloIIMe B KOHTAKT C NpoaykToM. CremyeT NpOBOAUTH
aTTECTAIMIO JUTUTEIIbHOCTA WHTEPBAJIOB BPEMEHH MEXKy OKOHUYAHHUEM IpoIlecca U OYMCTKOM, a
TaK)Ke OYMCTKOM M HayaioM cienyromiero mnpoiecca. CieayeT onpeaeauTb METOAbl OUUCTKU U
WHTEPBaJIbl BPEMEHHU MEXK/y MPOBEICHUEM OYHCTKHU.

39. JInst MEeTOA0B OUYUCTKH CXOTHBIX BUAOB MPOAYKIIMH U MTPOLIECCOB JIOMYyCKAaeTCs BEIOpATh
MPEACTABUTENBHBIA PSJl aHAJTOTHYHBIX MATEPHAIOB U MPOIECCOB. B Takux ciyyasx MOXKHO
MPOBOAWTH OIHO AaTTECTAIIMOHHOE HCCIEAOBaHUE Ui "HAUXyAIIEro ciaydyass', MpH KOTOPOM
YYHUTHIBAIOTCS BCE KPUTHUYECKUE (DaKTOPHI.

40. Jng arTecTallMd METOAAa OYMCTKH JIOCTATOYHO YCIIEITHOTO TPOBEACHUS TpeX
MOCJIEI0BATENBHBIX IIUKJIOB OYUCTKH.

41. Mertox "mpoBepsThb, MOKa He OyneT 4YucTo" HE 3aMEHSeT aTTeCTallMio Mpollecca
OYHCTKH.

42. B xayecTBe UCKIIOYCHHsS] TPHU AaTTECTAl[MM MPOIECCOB OYUCTKU JOMyCKaeTCs
WCIIOJIb30BAHUE MAaTEPUaNIOB, KOTOPHIE UMHUTHPYIOT (PU3HKO-XHUMHUUECKHE CBOMCTBA yIAISIEMBIX
BEIIECTB, €CJIH MOCIEIHNE SIBISIOTCS TOKCHYHBIMA WIIH OIIACHBIMHU.

KonTposp nsmenenui

43. BHeceHue UW3MEHEHMH B HCXOJHBIE MaTE€pUaNIbl, KOMIOHEHTHl MPOIYKIIUH,
TEXHOJIOTHYECKOe 00O0pyIOBaHUE, MapaMeTphbl OKPYKAIOIIeH MPOU3BOJACTBEHHOW Cpensl (WIn
IUTOINAAKH), METOABI TPOM3BOJICTBA M KOHTPOJISA, KOTOPBIE MOTYT TOBIHITh Ha KadyeCTBO
OPOAYKTa WM BOCHPOU3BOAMMOCTh IMPOILIECCA, JMJODKHO BBIMOTHATHCS TIO  CIEIUATBHO
pa3paboTaHHBIM HWHCTPYKIUSAM. METOIbI KOHTPOJII WM3MEHEHHWH JIOJDKHBI TpeayCcMaTpUBaTh
MOJTy4YeHUEe JOCTATOYHO TMOJIHBIX J@HHBIX, YTOOBI YOEOUTHCS, YTO B M3MEHEHHOM IIpoIiecce
OyJeT mpOU3BOIUTHCS MIPOAYKT TPEOYEeMOTo KauecTBa B COOTBETCTBUU C JIOKYMEHTAITUCH.

44. Bce m3MeHEHHS, KOTOpPbIE MOTYT OKa3aTh BIIMSHUE Ha KAdeCTBO MPOAYKIMH WU
BOCIIPOM3BOJAMMOCTD TPOIIECCa, TOJHKHBI OBITh OOOCHOBAHBI, O(POPMIICHBI JOKYMEHTAIEHO W
yTBepkKAeHBI. ClelyeT OIEHUTh BO3MOXKHOE BIUSHUE N3MEHEHHI B IIOMEIICHHSIX, CUCTEMAaX WU
00OpYJIOBaHMU Ha TPOAYKIHWIO, B T.4. Ha TPOBEJICHHE AaHAIN3a PUCKOB, W OIPEICIHTH
HEOOXOMMOCTh TPOBEACHUS U 00beM padoT MO TOBTOPHOW aTTecTaluu (IMOBTOPHBIM
WCITBITAaHUSIM).

[ToBTOpHAas aTTecTanus (IOBTOPHBIC UCTIHITAHMUS )

45. CnenyeT BBITIOJHATh MEPHOTUICCKYIO OIEHKY IMOMEIIEHUN, CUCTEM, 000PYI0BaHMS U
npoieccoB (B T.4. MPOLIECCOB OYUCTKU) JIsI MOATBEPXKICHHUS MX COOTBETCTBHUSL 3aJIaHHBIM
TpeOoBanusiM. Eciu cyllecTBeHHblE W3MEHEHHS OTCYTCTBYIOT, TO BMECTO IOBTOPHOM
arTreCraumm OJO0CTaTO4YHO COCTaBUTH OTYCT, CBI/IIIGTGJIBCTBYIOH_[I/Iﬁ O TOM, 4YTO IOMCHICHU,
CUCTEMBI, 000pYyI0BAaHUE U MPOLIECCHl COOTBETCTBYIOT YCTAHOBIEHHBIM TPEOOBAHUSIM.

TepMHHBI U OTIpeIETICHUS



[IpuBeneHHbIE TEPMHHBI, OTHOCSIIMECS K aTTECTAllMM W HCIBITAHUSM, HE BKIIOYEHBI B
pazmen "TepMuHbl W ompeneneHus" HACTOSINETO CTaHAAPTA, HO MCMIOJB3YIOTCS B JaHHOM
[Ipunoxenuu.

Amnamu3 puckos (risk analysis): MeTo OIIEHKH M ONTUCAHUS KPUTHYECKUX TTApaMETPOB TPU
GYHKIIMOHUPOBaHUU 000PYAOBAaHUS WIIH MIPOLIECCa.

Atrecrarmst B okcruryatammu  (performance  qualification; PQ):  mokymeHTanmpbHOE
MOJTBEPXKJICHUE TOTO, YTO MOMEIICHHs, CUCTEMBbl U O0OpyJOBaHHME B KOMILIEKCE paboOTaroT
3QPEKTHBHO W C BOCIPOU3BOJAWMBIMU ITOKA3aTENSIMH B COOTBETCTBHH C TPOMBIIUICHHBIM
pEeraaMeHTOM, TEXHOJIOTUYECKUMHU HHCTPYKIUSAMU U crielu(prKanuend Ha MPOayKT.

Attecranms npoekra (design qualification; DQ): mokymeHTabHOE MOATBEPKACHUE TOTO,
YTO MPOEKT MPOU3BOACTBA (B T.4. MOMEIIEHUS, CHUCTEMbI W OOOPYJIOBAaHME) BBHITIOJHEH B
COOTBETCTBMH C 33JaHMEM Ha TPOCKTHPOBAHWE, HACTOSIIUM CTAaHAAPTOM U JPYTHMH
HOPMATUBHBIMH JJOKYMEHTaMHU.

ATttecranms mporecca (process validation): mOKyMeHTalnbHOE MOATBEPXKACHUE TOTO, YTO
MPOLIECC, BBIMIOIHSAEMBIM B paMKax YCTaHOBIIEHHBIX MapaMeTpoB, MpOoTeKaeT PPEeKTUBHO U C
BOCTIPOM3BOJAMMBIMH TIapaMeTpaMH, TPOU3BOIS JEKAPCTBEHHOE CPEICTBO, YIOBJIETBOPSIOIICE
BCEM 3aJJaHHBIM TPeOOBAHMSIM K MPOAYKIIUU U €€ KaueCTBY.

AtTecTanus  ycTaHOBJIE€HHOro  obGopynaosanus  (installation  qualification;  1Q):
JOKYMEHTaJIbHOE TOJTBEPKICHHE TOTO, YTO MOHTaX MOMEIICHHH, CUCTeM U 000pyJOBaHUs
(YCTaHOBIIEHHBIX WM W3MEHEHHBIX) BBIIIOJHEH B COOTBETCTBHH C TIPOCKTOM M JIPYTOi
TEXHUYECKON JOKYMEHTALUEH.

ATTecTanysi B OCHAIICHHOM COCTOSIHHM; aTTecTanus (QyHKIIMOHUPYIOIIEro 000pyI0BaHUsS
(operational qualification; OQ): HOKyMeHTanbHOE MOATBEPKIEHHE TOTO, YTO MOMEIIEHUS,
cucteMbl U o0OopyaoBaHHE (YCTAHOBJIEHHbIE MM U3MEHEHHbIE) (YHKUMOHHMPYIOT B
COOTBETCTBUU C MPEABABIIEMBIMI TPEOOBAHUSIMHU BO BCEX PEKUMaAX PaAOOTHI.

Wmutupyroumii nponykt (simulated product): maTepuai, KOTOpBI IO CBOMM (PU3UUECKUM
U, TI0 BO3MOXHOCTH, XUMUYECKUM XapaKTepUCTHKaM (Hampumep, BSI3KOCTH, pa3MepaM YacTHll,
pH u np.) OaM30K MPOIYKTY, K KOTOPOMY OTHOCHTCS aTrTecTauus. Bo MHOTHX CllydasiX 3TUMH
XapaKTepUCTHUKAMU MOTYT 00JafaTh cepuH Ianedo (MpoaykTa, He COAEpKallero akKTUBHOTO
UHIPENEHTA).

Kontpons wu3menenuii (change control): mokyMeHTanbHO O(OPMIICHHBIM TMOPSIOK,
COIJIACHO  KOTOPOMY  MPEACTABUTENM  PA3IMYHBIX  CHEIMAJIbHOCTEW  paccMaTpHBAIOT
NPEJIOKEHHBIE MM CYLIECTBYIOIIME HW3MEHEHUs, KOTOpble MOTYT TMOBJIUSATh Ha CTaTyc
"ATTecToBaHO" A IOMEIIEHUH, 000pyIOBaHHS WM MPOLIECCOB M ONPEICIIAIOT HEOOX0IUMOCTh
NEeNCTBUI, KOTOPBIE JOKHBI 00€CTIeYUTh U JOKYMEHTAIBHO O0(OPMUTH MOJACPKAHUE CUCTEMBI
B cTaTyce "ATTecToBaHO".

Haunxynmmii ciydait (worst case): yCJIOBHsS WM KOMIUIEKC YCJIOBHM, OTHOCSAIIUXCS K
BEPXHUM U HIKHMM NpeIeNbHBIM 3HAUCHHUSM IapaMeTpOB IMPOM3BOACTBEHHOIO Ipolecca U
CBSA3aHHBIX C HUMHU (DaKTOPOB, OINpeNeTCHHBIX JOKyMEHTAIMel, KOTOpble MOTYT MPHUBECTH K
caMOi BBICOKOH BEpPOSITHOCTH TOSIBJICHHUSA Opaka B MPOLECCe WM MPOAYKTE IO CPABHEHMIO C
ujealbHBIMH YCIOBUAMU. Takue ycnoBusl He Bcerja o0s3aTeabHo MPUBOIAT K Opaky B mpoliiecce
WIN TIPOJTYKTE.

[TepcnektuBHas atrtectamust (prospective validation): arrecrtaius, BBITIOJHAEMAs 10
Hayaja CepUHHOro MPOU3BOJICTBA MPOAYKLUH, IPeTHA3HAUCHHOH JUIs peaTu3aliiH.

[ToBTOpHAs aTTecTarus; MOBTOPHBIE UCHBITaHUS (re-validation): moOBTOpeHHE MEPBUYHOM
aTTecTallud Tmporecca i oOecreueHuss TrapaHTHM TOro, YTO HM3MEHEHHs B IIpolecce
(o6opynoBaHWM), BHECEHHBIE B COOTBETCTBHU C TMPOIEAYPOH KOHTPOJIS HM3MCHCHHH, HE
YXYIIIAI0T XapaKTePUCTUKU MPOIIECcca U KaYeCTBO MPOTYKIIHH.

PerpocnextuBHas arrecramus (retrospective validation): arrecranus cepuitHOro mporecca
IPOM3BOJICTBA PEATU3yeMOTr0 MPOJYKTa, OCHOBAaHHAsI HA TOJIYYECHHBIX JAaHHBIX O IPOU3BOJICTBE
U KOHTpOJIE Cepuil MPOAYKIIHH.



Cucrema (system): KOMIUIEKC 000PYI0BaHHsI, UIMEIOIIETO 00IIee Ha3HAUCHHE.
Texymas arrectanmst (concurrent validation): arrecrtanus, BbINOJHSEMas BO Bpems
TEKYyIIEro (CepuifHOr0) MPOU3BOICTBA MPOAYKIIMH, ITPEIHA3HAYEHHON Ul pealn3alllu.

[Ipunoxenue 16

I[NOATBEPXAEHUE YIIOJIHOMOYEHHBIM JIMIIOM COOTBETCTBUA CEPUUA
IMPOAYKIMNU C LEJIBIO EE BBIITYCKA

1. ObnacTh npUMEHEHUS

1.1. B nacrosmem [IpuiiokeHnn yCTaHOBJIEHBI NOPAIOK MOATBEPKACHUS COOTBETCTBHUSA,
BBITOJIHSAEMOr0 YIMOJIHOMOYEHHBIM JIMIIOM, U TpeOOBaHMs K BBIIYCKY CEpUH JIEKapCTBEHHBIX
CPEIICTB B PEATU3ALUIO COIIACHO AEUCTBYIOLIEMY MOPAIKY .

1.2. B IlpunoxeHun pacCMOTPEHBI TAK)KE ClTydau, KOI/ia MPOU3BOICTBO CEPUU MPOAYKLINU
WIH NPOBEICHNE aHAIM30B Pa3/IeJICHO HAa HECKOJIBKO 3TaIlOB, BBHINOIHIEMBIX B Pa3HBIX MECTax
WIM pa3HbIMH IIPOU3BOAMTEIAMM, a TakKe KOIZa CEpPUI0 MPOMEKYTOYHOM WU
HepachacoBaHHOM MPOIYKIMU Pa3/eNioT Ha JIBe U Oojiee cepuil TOTOBOM POy KIUH.

Hacrosimee IlpunoxeHne pacnpocTpaHseTCs TAaKXKE Ha JIEKapCTBEHHBIE CPEACTBA,
IpeHAa3HAaYCHHbIE JUIsl KIMHUYECKHUX HCCIIEOBaHUM, NMPOU3BOACTBO KOTOPBIX HMMEET CBOU
ocobennoctH (IIpunoxenne 13).

1.3. Hacrosimee IlpunokeHue He OXBaThIBAET BCE BO3MOJKHBIE CIIydau IOATBEPKICHUS
COOTBETCTBUSL M HE OTHOCUTCS K NPOAYKLUHH, BBIIYCK KOTOPOM pErNIAMEHTUPYETCS
CHelMalbHbBIMU TPeOOBaHUAMHU (TaKMMHM, KaK IpenapaTsl KPOBH WM UMMYHHBIE IPENaparsl,
WHCYJIMHBI, Ta3bl MEAUIIMHCKOIO IPUMEHEHHUS U JIEKAPCTBEHHBIE CPEICTBA JIs JETEN).

1.4. OcHoBHbIE TpeOOBaHUS K BBIIYCKY CEpUM NPOAYKIMU HMPUBOAATCSA B JMIEH3UU Ha
IPOM3BOJICTBO M JOKYMEHTaX, 0()OPMIIEHHBIX NIPU rOCYyAapCTBEHHON peructpauuu. Hu onHo u3
IIOJIO’KEHUH HacTosmero [IpunoxeHns He MOXKET UCIOIb30BaThCs, €CJIM OHO BBIXOJUT 33 PaMKHU
YCTaHOBJICHHBIX TPEOOBaHUIA.

2. OCHOBHBIE TTOJOKEHUA

2.1. Kaxnas cepust roTOBOM NPOAYKLUMHU AODKHA MOJYYUTh OT YIOJHOMOYEHHOIO JIMIA
MOJITBEPK/IEHUE €€ COOTBETCTBHS YCTAHOBJIECHHBIM TPEOOBAHUSIM 0 €€ BBIMYCKa B pear3aluio
Ha BHYTPEHHEM PBIHKE WJIM HA SKCIIOPT.

2.2. llenbto KOHTPOJIA 32 BBIITYCKOM CEPUU MPOAYKIHUH B PEUTH3ALMIO SABJISIOTCS:

- obecrieueHue rapaHTHH TOTO, YTO MPOU3BOJICTBO M KOHTPOJIb KAYECTBA CEPUU TPOTYKIHH
COOTBETCTBYIOT TpEOOBAaHUSAM JIMIIEH3UM Ha MPOU3BOJCTBO, PETUCTPALMOHHOTO J0ChE U
HACTOALIETO CTaHJapTa WM aHaJOTMYHOIO CTaHJapTa JpYyrol CTpaHbl, NPU3HAHHOTO
SKBHUBAJICHTHBIM HACTOSIILIEMY CTaHIAPTY;

- BO3MOXXHOCTb OIIEPATUBHOIO HAaXO0XKJEHUS YIIOJHOMOYEHHOIO JIMIA, KOTOPOE BBIJANIO
paspelieHre Ha pealu3aldio Cepud NpOAYKIHMH (B CiydasX peKIaMaldd WIA OT3bIBa
MPOTYKIIHUHN).

3. BBenenue

3.1. IIpou3BOACTBO CEpHM JIEKAPCTBEHHBIX CPEJACTB, B T.4. KOHTPOJb KadecTBa,
paszensieTcs Ha CTaJud, KOTOPbleé MOTYT BBINOJHATHCS B PAa3IMYHBIX MECTaXx M Pa3HBIMU



IMPOU3BOAUTCIIAMMU. Kamﬂas{ cTagvud OOJDKHA BBINMOJIHATHECA COTNNIACHO COOTBCTCTBYIOIIMM
HOPMATHUBHBIM JTOKYMEHTaM, TpeOOBaHUSAM HACTOSILEro CTaHgapra U JACHCTBYHOILEMY
3aKkoHoAarenscTBY  Poccuiickoit  ®egepauuu.  OTUM  JOMKHO  PYKOBOJACTBOBAThCS
YIOJHOMOYEHHOE JIUIO, OCYILIECTBISIOIIEE MPOLEAYPY MOITBEPKACHUS COOTBETCTBUS CEPUU
TOTOBOM MPOIYKIMU YCTaHOBJIEHHBIM TPEOOBAHUSAM IIEPE]] BHIITYCKOM €€ B PEalIN3alUIO.

3.2. Ha npakTuke 0JHO yIMOJIHOMOYEHHOE JIMIIO0 MOXET HE 3HaThb OCOOEHHOCTEN Ka)J0ro
JTana MPOU3BOJCTBA. YIOJIHOMOYEHHOE JIMLO, KOTOPOE IMOATBEPKIAET COOTBETCTBUE CEPUU
TOTOBOM MPOXYKIHMH, MO OTAEIbHBIM BOIPOCAM MOXET ONMUPaThCs Ha 3aKIIOYEHUs APYTUX
YIOJHOMOYEHHBIX JIMI. B MOJ00HBIX CllydasxX YIOJIHOMOYEHHOE JIMILO JIOJKHO OBITH 3apaHee
YBEPEHO B HAJKHOCTU 3THUX 3aKJIIOYEHHMH, MCXOJS M3 JIMYHOIO OMNbITa WIM Ha OCHOBAaHUU
MNOATBCPKACHUA, IOJIYUYCHHOI'O OT APYIruX YIOJHOMOYCHHBLIX JIWMI BHYTPHU yCT&HOBJ’ICHHOfI
CHCTEMBI KayecTBa.

3.3. Ilpu BBINOJHEHUM OTIEJIBHBIX 3TANlOB IMPOU3BOJCTBA B JPYroi CTpaHE aHAJIOTUYHbIE
TpeOOBaHUS K COOTBETCTBUIO MPOM3BO/ICTBA U MPOBEIECHUIO KOHTPOJISI KAUeCTBa MPEAbSABISIOTCS
U K YYaCTHHMKY IPOM3BOJICTBA B 3TOM cTpaHe. B 3ToM ciyyae mpoM3BOACTBO JIEKAPCTBEHHBIX
CPEICTB TAKXXE JOJHKHO OCYILECTBIISATHCS B COOTBETCTBMM C JIMLEH3UEH Ha MPOM3BOJACTBO U
TpeOOBAaHUSIMU PETUCTPAIIMOHHOTO Joche. [IpousBoAWTENh MOMKEH HMMETh JHUIEH3UIO Ha
OCYILIECTBJIEHUE CBOEH JESITENbHOCTH B COOTBETCTBHM C 3aKOHOM CBOEH CTpaHbl U BBINOIHATH
TpeOOBaHUS HACTOSIIETO CTaHJapTa WIN CTaHAapTa, IPU3HAHHOTO SKBUBAJIEHTHBIM EMY.

4. O01HE TTOJIOKEHNS

4.1. Paznuunble ctaguu (3Tambl) MPOU3BOJICTBA, BBO3a, KOHTPOJIS M XPAHEHUS OJTHOM U TOM
K€ CepuHM TPOAYKIMH MOTYT BBINIONHATHECA B pa3HbIX MecTax. Bce 3Tu Mecta u
MPOU3BOACTBEHHBIC IUIOMIAJKK JOJDKHBI WMETh OJIHY WM pa3ielibHbIE JIUIEH3UH Ha
MPOU3BOJCTBO M OCYHIECTBISATH JEATEIBHOCTh MOJ KOHTPOJEM, MO KpaiHeil mepe, OJHOTO
YIOJIHOMOYEHHOTO JIMIA, MOJATBEPKAAIOUIETO0 COOTBETCTBUE 3TOM CEpPUM YCTAaHOBJICHHBIM
TpeOOBaHUSM JI0 €€ BBIITyCKa B pealn3aliuio.

4.2. PaznuyHble CEpUM MPOAYKIMH MOTYT NPOU3BOAMUTHCS WM HMIOPTUPOBATHCA U
BBIITYCKAThCS B MPOJAXy B Pa3HBIX CTpaHaX, UMEIOIIMX corjamenue ¢ Poccuiickoit @enepanueit
0 B3aMMHOM NPU3HAHUU YCIOBHM MPOU3BOACTBA U peasn3auu. [Ipu 3ToM nepxaTensb JIULEH3UN
Ha MPOU3BOJCTBO, MMEIOIIMNA MPaBO Ha BBITYCK CEpUU MPOAYKIHMHU B pPEaTU3aLUIO, JOJKEH
UMETh B CBOEM pACHOPSHKCHHMHM TOYHOE YKa3aHWE aJpeca IUIOMIAJKH, Ha KOTOpOil Oblia
BBIMYIIIEHA KOHKPETHAas cepusi MNPOAYKUMH, ¥ HHPopManuio 00 YHOJIHOMOYEHHOM JIHLE,
OTBETCTBEHHOM 32 TIOJITBEPKICHIE COOTBETCTBUS €€ Ka4eCTBa YCTAaHOBICHHBIM TPEOOBAHUSIM.

4.3. YIIOTHOMOYEHHOE JIMIIO, MOTBEPKAAIOIIEE COOTBETCTBUE CEPUM FOTOBOM MPOIYKIIMH
YCTaHOBJICHHBIM TpeOOBAHHSIM TMeped BblAaueld pa3pelieHus Ha pealld3aliio, MOXKET
OCHOBBIBaTh CBO€ pEIIEHHWE Ha JUYHOM 3HAHUU BCEX WCIIOJIb3YEMbIX B IPOU3BOJICTBE
MOMEIICHUI U MPOLECCOB, ONBITE YYAaCTBOBABIIETO B MIPOU3BOACTBE MEPCOHANIA U TPUMEHIEMOMN
cuctemMbl kadecTBa. OHO MOXET TakKe OMHUPAThCS Ha 3aKIIOUYEHHE CO CTOPOHBI OJHOTO HIIN
0ojiee yYMOTHOMOYEHHBIX JIMI[ O COOTBETCTBHM TIPOMEXKYTOUHBIX OTaloB IPOU3BOJICTBA
YCTaHOBJICHHBIM TPeOOBaHUAM. 3aKIIOYEHHE JOJDKHO OBbITh O(OPMIIEHO TOKYMEHTaIbHO U
JIOJKHO SICHO OMPENENsATh MPEeIMET MOATBEPKICHUS COOTBETCTBUA. [lopsiiok MOATBEpKICHUS
JIOJDKEH OBITh 0(hOPMIIEH TIOKYMEHTAIBHO.

4.4. TlonTBepxaeHue TpeOyercs B TOM Ciydae, KOrJa YIOJIHOMOYEHHOE JIUII0 OMUpPAeTCs
Ha 3aKJII0YEHHE JPYTroro YIOJHOMOYEHHOro Jnuia. OHO JOJIKHO COOTBETCTBOBATH MOJIOKEHUSIM
paszznena 6 HACTOSIIETO CTaHAApTa. Y OJHOMOYEHHOE JIMI0, MOATBEPIKAAIOIIee COOTBETCTBUE
CepUM TOTOBOM TPOAYKIMH YCTAaHOBJIEHHBIM TpEOOBaHHSAM, JIOJDKHO TapaHTUPOBATh
coOIofIcHHE JOTOBOPEHHOCTEH M TpeOOBaHWI K MpoleaypaM, OMPEISICHHBIM B YKa3aHHOM
nokyMmeHnte. dopma TOKyMEHTa OMpenessieTcsl CTOpOHAMU (HampuMep, B BHJIE€ MHCTPYKLUU B
paMKax OpraHu3aluy Wik I0r0BOpa MEXIY pa3IudHbIMU OpPraHU3aIUsIMU).



4.5. Yka3aHHOE TOATBEPXKIEHHE JOJDKHO BKIIOYATh B ceOs 0053aTEIBCTBO CO CTOPOHBI
IOCTaBIIMKAa Hepac(hacoOBaHHOTO WM MPOMEKYTOUHOIO MPOIYKTa CTaBUTh B M3BECTHOCTh
noyiy4yaTessi(eif) MpOAYKIIMH 000 BCEX OTKJIOHEHMSIX, pe3yJbTaTax, BBIXOIAIIUX 33 pPAMKHU
cneurpuKkanuii, HECOOTBETCTBUSAX TPEeOOBAHUAM HACTOSILIET0 CTAHAAPTA, PACCIEJOBAHUSX,
peKiIaMaluiax Wi JOPYyrux CO6I>ITI/I$[X, KOTOPBIC OOJDKHO IMPUHHMATb BO BHHMAHHC
YIOJHOMOYEHHOE JIUIO, OTBETCTBEHHOE 3a MOJTBEPXKIEHHUE COOTBETCTBHUS CEpUH TOTOBOM
OPOAYKIIMH BCEM YCTAHOBJICHHBIM TPEOOBAHUSM.

4.6. Ilpun MCHOJNB30BaHUM CHCTEM C KOMIIBIOTEPHBIM YIIPAaBJICHHEM W KOHTPOJEM s
JOKYMCHTAJIBHOI'O O(l)OpMJ'ICHI/Iﬂ MMOATBCPIKACHUA COOTBECTCTBUA U PA3PCIICHUA HAa BBIITYCK CCPUU
NPOAYKIUH ClIeayeT pykoBoacTBoBaTbes [IpaBunamu, npuBenenHsiMu B [Ipunoxxenun 11.

4.7. Ilpn HanUuuyU MOATBEPKACHUS COOTBETCTBUS CEPUM TOTOBOM MPOIYKLUH, BBIAAHHOTO
YIOJHOMOYEHHBIM JIUIIOM, HE TpeOyeTcs MOBTOPEHUS 3TOM MpoLeyphl B CTpaHaX, UMEIOLINX C
Poccuiickoit ®enepanueil corjamieHue O B3aMMHOM IPU3HAHUM PE3YJIbTATOB IMOAOOHOU
HpOLETyPHI.

4.8. BHe 3aBUCUMOCTH OT KOHKPETHBIX MEPONPUATUI MO MOATBEPKICHUIO COOTBETCTBUS U
BBIITYCKY NMPOJYKIMU JIOJKHA CYLIECTBOBATh MPOLEAYPA BBIIBICHUS U OBICTPOrO OT3bIBA BCEH
IPOAYKIIUH, KOTOPAst MOXKET MPEJCTABIATH ONACHOCTD ISl IOTPEOUTEICH.

5. IlpoBeneHne UCNBITAHUM U BBITYCK B PEAIM3ALUIO CEpUN MPOAYKIMH, IPOU3BEACHHON
BHYTpH CTpaH, umeroimux ¢ Poccuiickoit denepanueni cornaiieHue 0 B3auMHOM IPU3HAHUU

5.1. IIpon3BOACTBO PaCHOIOKEHO B OJJHOM MECTE.

Ecnu Bce cragum (miaum 3Tambl) MPOM3BOJCTBA M KOHTPOJIS BBINOJHSIOTCS B Ipenaenax
OJIHOM TPOUM3BOJACTBEHHOH TIUIOMIAJKH, BBIMOJIHEHUE OTICIbHBIX IPOBEPOK MOKET OBITh
nepeaHo JAPYyTUM JIHIaM. YTIOJIHOMOYEHHOE JIMIIO, MOJTBEPIKIAIONICe COOTBETCTBUE CEpPUU
FOTOBOW MPOAYKIMH, HECET MEPCOHAIBbHYIO OTBETCTBEHHOCTh 3a JOCTOBEPHOCTH PE3YJIbTATOB
IMPOBCPKHU B pPaAMKax yCTaHOBHeHHOI\/JI CUCTCMbI Kady€CTBa MU MOXCT NPHHHUMATb BO BHHUMAHHC
3aKJIIOUYEHUSI O COOTBETCTBUM YCTAHOBJICHHBIM TpPEOOBAHMSIM IPOMEKYTOUHBIX O3TAloB OT
APYTrUux YINOJHOMOUYCHHBIX JINI, OTBECTCTBCHHBLIX 3a OTU CTAIHHU.

5.2. PaznuuHble cTaiuy MPOU3BOJCTBA BBIIIOJIHSIOTCS B PA3HBIX MECTaX.

Ecnu Pa3siiMUHbBIC CTaAWW IMPOU3BOACTBA CCPHUU NPOAYKIHUH BBIIOJHAOTCA HaA PAa3HBIX
IIPOU3BOJACTBEHHBIX IUIOMIAIKaX B IPEAesiax OJHOW OpraHM3aluy, TO YIOJIHOMOYEHHOE JIUIIO
JIOJDKHO OTBEYATh 33 KXY CTaJMI0 MPOu3BOJCTBA. [loATBEpk/IeHHE COOTBETCTBUSI CEPUU
TOTOBOM NMPOJYKLUUU YCTAaHOBJIIEHHBIM TPEOOBAHUSAM JOJIKHO BBIMOJIHATHCS YIOJIHOMOYEHHBIM
JIMIIOM IIPOU3BOAUTCIIA, KOTOPOC JII/I60 HECCT IMCPCOHAIBHYIO OTBCTCTBCHHOCTH 3a BCC CTaAUU
MPOU3BOJICTBA, JIMOO MPHUHHUMAET BO BHHUMAaHHE 3aKIIOUYEHHUS O MPEAIIECTBYIOMIMX CTaIHsX,
CACJIaHHBIC YITOJJTHOMOYCHHBIMU JIMIIAMH, OTBECTCTBCHHBIMHU 34 3TU CTAAWU.

5.3 OtnenpHble TPOMEKYTOUHBIE CTAaAWM MPOU3BOJACTBA  BBINOJHSIOTCS  APYroi
OpraHu3alUEN.

Opna win Oosiee MPOMEXKYTOUHBIX CTaAMM MPOM3BOACTBA M KOHTPOJS KauecTBa MOTYT
6LITI> BBITIOJTHCHBI Z[perI\/'I oprT: aHmauHeﬁ. YnoiaHoModeHHOE JIMIO 3aKa3urKa MOXCT IIPUHHUMATDh
BO BHUMAaHHE 3aKJIHOYEHUE YIIOJTHOMOYEHHOTO JINLA UCIIOJIHUTEISA O COOTBETCTBYIOIEH CTaIHH,
HO OHO HECET OTBCTCTBCHHOCTHL 3a TO, YTO OTa pa60Ta BBITIOJIHACTCA B COOTBETCTBHUU C
noroBopoM. [loaTBep:kneHHE COOTBETCTBHS CEPUM TOTOBOM MPOAYKLIMU yCTAaHOBJICHHBIM
Tpe6OBaHI/IHM JOJIZKHO 6BITB BBITIOJIHEHO YIOOJIHOMOYCHHBIM JIMIIOM MMPpONU3BOAUTCIIA,
OTBETCTBEHHOTI'O 3a BBIITYCK CEPUH MPOAYKIIMHN HA PHIHOK.

5.4. U3 cepun HepachacOBaHHOW NPOAYKIUH B pa3IMYHBIX MECTaxX MPOU3BOIUTCS
HECKOJIBKO CEpHUi TOTOBOM MPOAYKIIMH, KOTOPHIE BBITYCKAIOTCA HAa PHIHOK HA OCHOBAaHWM OJIHOM
JIMIICH3WH Ha IIPpaBO NPOU3BOJACTBA JICKAPCTBCHHLIX CPCACTB.

5.4.1. VYHnonHOMOYEHHOE JIMIIO JepJKaTeyid JMIEH3MM Ha TpaBO IMPOU3BOICTBA
JCKapCTBEHHBIX CPEACTB M MX pealM3allfio, BBIMyCKAKIIee Cepuro HepachacoBaHHOU
NPOIYKIIMH, MOXKET MOATBEPKAATh COOTBETCTBUE BCEU CEPUM F'OTOBOW MPOIYKIIMHM JO MOMEHTA



BBITTyCKa €€ Jis peaiu3anuu. B 3ToM cilyyae ymojgHOMOYEHHOE JMIo JuOo OepeT Ha celds
IEPCOHAIBbHYI0 OTBETCTBEHHOCTh 3a BCE CTAJUM MPOU3BOJCTBA, JIUOO NPUHUMAET BO BHUMaHHE
3aKJIIOYEHUSI O KayecTBE CepUM MPOAYKIMH, MOJIYYEHHBIE OT YIOJIHOMOYEHHBIX JIHI] C MECT
BBIITYCKa CEPHUI TOTOBOM NMPOTYKLMH.

5.4.2. ]Jlomyckaercs TakXe TMOATBEPKIACHUE COOTBETCTBUS KaXJOH CEpUu TOTOBOM
IPOAYKIMM O MOMEHTA BBIIIYCKA €€ B PEAIN3ALMI0 YIIOJHOMOYEHHBIM JIMLIOM ITPOU3BOJUTENS,
KOTOPBIH BBIIOJHUII MOCJIEIHIOI MPOU3BOACTBEHHYIO ONEPAIUIO, IPEIIIECTBYIONIYIO BBITYCKY
cepud TroTOBOW mpoayKuuu. B 3ToM ciydyae oHo aubO0 Oeper Ha cebs MNEPCOHATIBHYIO
OTBETCTBEHHOCTb 33 BCE CTAJIMU TPOM3BOJICTBA, JIHUOO NMPHUHUMAECT BO BHUMAHUE 3aKIIOYCHUE O
KaueCTBE CEPUH, IIOJYYEHHOE OT YIOJHOMOYEHHOIO JIMIIA C MECTa BBIIYyCKa CEPUHU
HepachacoBaHHON MPOTYKIIHH.

5.4.3. Bo Bcex ciyyasx opraHu3alyy MpOM3BOACTBA TOTOBOM MPOAYKLINU B Pa3HBIX MECTAX
Ha pa3HbIX NMPOU3BOJCTBEHHBIX IJIOMIAJKAX B paMKax OJHOM JUIIEH3UU Ha MPaBO MIPOU3BOJCTBA
JIEKapCTBEHHBIX CPEJCTB JOHKHO OBITH ONPEIEIEHO OIHO JIUIO (KaK MPaBUIIO, YIOJTHOMOYEHHOE
JHIO0 TPOM3BOIUTENST CEepUU HepachacoBaHHONW MPOAYKIUH), KOTOPOE HECET IMOJHYIO
OTBETCTBEHHOCTH 3a BBIIIYCK BCEX CEPHIl FOTOBOM NPOLYKLMH, MOJIYYEHHBIX U3 OAHON Cepuu
HepachacoBaHHON MPOIYKIMH. DTO JIMIO JOJDKHO 3HATH O JIIOOBIX MpoOieMax, CBS3aHHBIX C
Ka4ecTBOM JIH000H cepry roTOBOM MPOIYKIMH, M KOOPAHMHUPOBATH JIIOObIE IEHCTBUS, CBSI3aHHBIE
C Ka4eCTBOM CepHH Hepac(hacOBaHHOW TPOTYKIHH.

Howmepa cepuit HepachacoBaHHON U TPOU3BEACHHON U3 HEE TOTOBOM MPOAYKIIMH MOTYT HE
COBIIAJaTh, HO MEKIY HUMH JOJDKHA MTPOCIICKHUBATHCS CBS3b, 0)OPMIIEHHAS IOKYMEHTAIBHO.

5.5. U3 cepun HepacdacoBaHHON MPOAYKIMM B Pa3HbIX MECTaX Ha pa3HbIX IJIOLIAJIKaX
IIPOU3BOJUTCSI HECKOJIBKO CEpUi TOTOBOM MPOAYKIMH, KOTOPBIE BBIMYCKAIOTCS Ha OCHOBAaHUU
pa3HBIX JIMLIEH3UH HA IPaBO IPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB.

5.5.1. YnoinHOMOUYEHHOE JIMIO MPOU3BOAUTENS TOTOBOW MPOIYKIMH, MOATBEPHKIAAIOIICE
COOTBETCTBUE CEPUU TOTOBOM MPOIYKIMHM YCTAHOBIEHHBIM TPEOOBAHUAM, MOXKET JIMOO B3STh Ha
ce0s1 MepCOHaJIbHYI0 OTBETCTBEHHOCTb 33 BCE CTAaIUM NPOU3BOJACTBA, JIMOO OCHOBBIBATHCS Ha
3aKJIIOYEHUH, MOJIYYEHHOM OT YIIOJHOMOYEHHOI'O JIMIA IPOU3BOJUTENS Hepac(hacOBaHHOU
HOPOAYKIUH.

5.5.2. JIwobGas mpobiema, cBs3aHHAs C Ka4eCTBOM JIFOOOW CEpUH TOTOBOW MPOMYKIIHH,
UCTOYHUKOM KOTOPOW MOTJIa SBUTHCS MCXOJHAsl cepusi Hepac(hacoBaHHOM MPOAYKIMH, TOJKHA
OBITh COOOIIIEHA YIOJHOMOUYEHHOMY JIMIly, OTBETCTBEHHOMY 3a MOJTBEPXIECHUE KauecTBa dTOU
cepun HepacacoBanHoil mpoaykuuu. Ilocme 3TOro ymoJIHOMOYEHHOE JIMIO JOJKHO
NOPEANPUHATh BCE HEOOXOAUMBIE NEHCTBHUS B OTHOLIEHMM BCEX CEpUil FOTOBOM MPOIYKIMH,
NPOM3BEACHHBIX U3 JAaHHOM cepun HepachacoBaHHOU mponaykiuu. [lopsaok AeHCTBHI B 3TOM
cllydae JI0JIKEH ObITh YCTAHOBIIEH B COOTBETCTBYIOIIEH HHCTPYKLIUH.

5.6. Cepuro ToTOBOM NPOAYKIMM 3aKyHaeT M pealu3yeT JepKaTesb JIMLEH3UU Ha
IPOM3BOJICTBO JIEKAPCTBEHHBIX CPEJCTB B COOTBETCTBUM C COOCTBEHHOW JIMIIEH3MEH Ha
peanu3anyio NpoayKuuu. (DTO MPOMCXOAWUT, HAIpUMEP, KOIZla OpraHu3alys, MMOCTaBIISIOIIAs
npenapar-JUKeHEpUK, 3aKylnaeT TOTOBYK HpPOAYKLHUIO, COOTBETCTBHE KOTOpOM He OblIo
NOJATBEP)KJIEHO HAa OCHOBAaHUM JIMLEH3UM IPOU3BOJAUTEINS, M BBIIYCKAET €€ Ha OCHOBAaHUU
COOCTBEHHOM JIMIIEH3MHU HA IIPAaBO NMPOU3BOCTBA U pealln3alliK JEKapCTBEHHbBIX CPECTB.)

B sroil curyanuu ymnOJHOMOYEHHOE JIMLO OPraHU3alld{, 3aKyNaroUled NPOAYKLUIO, HE
UMEIONIYI0  JTOKyMECHTAIBHBIX  PE3YJbTAaTOB  IOATBEPKACHHUS  COOTBETCTBHSA,  JOJDKHO
HNOJATBEPAUTH COOTBETCTBHE YCTAaHOBJICHHBIM TPEOOBAHUSAM 3TOW CEpHH TOTOBOM MPOAYKLIHUH J10
MOMEHTa ee peanusanuu. lIpm 3TOM yNOJHOMOYEHHOE JIMLO 3aKyNalOUIeH OpraHu3anuu
NpUHUMAeT Ha ce0s OTBETCTBEHHOCTh 3a BCE CTaJWU IPOM3BOJCTBA MM OCHOBBIBACTCS HA
3aKJIFOYEHUH O KaYECTBE CEPUU MPOAYKIUN YIIOTHOMOYEHHOTO JIMIA OPTaHN3AUNA-TIOCTABIUKA.

5.7. JlabGopatopusi KOHTPOJS KauyecTBa JIEKAPCTBEHHBIX CPEACTB W TMPOU3BOIHUTEND
JICKapCTBCHHBIX CPEACTB JECHCTBYIOT HAa OCHOBAaHMWM pPAa3JIM4YHBIX JIMICH3UHA Ha IIPaBO
IIPOM3BO/ICTBA JIEKAPCTBEHHBIX CPEJCTB.



YIOJIHOMOYEHHOE JIMIO, MOATBEP)KIAIOIIEE COOTBETCTBHE CEPUM TOTOBOM MPOAYKLIHU
YCTAHOBJICHHBIM TPEeOOBAHUSAM, MOXKET NPHUHATH Ha ce0sl OTBETCTBEHHOCTb 3a IPOBEJEHHE
UCIBITAHUHN JIEKApPCTBEHHBIX CPEJICTB MOJO0OHON J1abopaTopueill WM MOXKET OCHOBBIBATHCS Ha
HOJTBEPKIEHUH HEOOXOAMMOT0 KauecTBa MPOBEACHHS UCIIBITAHUM U Pe3yIbTaTOB, MOTYYEHHbIX
OT JpYyroro yIOJHOMOYEHHOro juua. IIpm  OTCyTCTBMM  Takoro MOJATBEPKACHUS
YIOJIHOMOYEHHOE JIMIIO JOJDKHO 3HaTh paboTy JaHHOM JjabopaTopuM U METOAMKH,
IIPUMEHSIEMBIE B HEH, JJIs IOATBEPKICHHS COOTBETCTBHS KAYECTBA JaHHOU FOTOBOW MPOLYKIIMH.

6. O0513aHHOCTH YTIOJTHOMOYEHHOTO JIUT[A

6.1. Tlepen ocymiecTBICHUEM MPOLEAYPHI MOATBEPKACHUS COOTBETCTBUS CEPUU T'OTOBOU
MPOIYKIHMH JO MOMEHTA €€ BBIMYCKa Ha PHIHOK YIIOJHOMOYEHHOE JIUIO JOJKHO TapaHTUPOBATh
CIeayIoIIee:

a) cepusi TOTOBOM MPOAYKIIMH U MPOIIECC €€ MIPOU3BOACTBA COOTBETCTBYIOT JTUIICH3UOHHBIM
YCJIOBHSIM U PETUCTPAITMOHHOMY JIOChHE;

b) cepus roToBO# MPOIYKIIUU MTPOU3BEICHA B COOTBETCTBUU C TPEOOBAHUSAMHU HACTOSIIETO
CTaHJapTa, a JJIs CEpUU MPOAYKIIUU, UMIIOPTHPYEMOI U3 JAPYTOW CTPaHBI, - B COOTBETCTBUU C
npaBUjaMU TPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB, MO KpalHEW Mepe, SKBUBAJICHTHBIMU
TpeOOBAHMUSIM HACTOSIIETO CTAaHAAPTA;

C) OCHOBHBIE IMPOLIECCHI MPOU3BOJCTBA M METOJbI KOHTPOJS aTTECTOBAHBI (HCIBITAHbI) C
y4eTOM (PaKTUIECKHX YCIOBHUI MPOU3BOJICTBA U TIPOTOKOJIOB HA CEPUIO MPOTYKITUH;

d) nro0ble OTKIIOHEHHs WM 3allJIaHUPOBAaHHBIE M3MEHEHHUS B TEXHOJOTHYECKOM IMPOLECcCce
WM KOHTPOJIE KayecTBa ObUIM yTBEPXKJICHBI OTBETCTBEHHBIMU JHIaMU. JIF0ObIe OTKJIOHEHHS OT
JULEH3UOHHBIX YCIOBUN HA MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEICTB U PETUCTPALIMOHHOTO J0CHE
OBLTN COTJIACOBAHBI C COOTBETCTBYIOIIUM KOMIIETCHTHBIM OPTaHOM;

€) MPOBEeJICHBI BCE HEOOXOAUMBIE NMPOBEPKH U HCTIBITAHUS (B T.4. JOMOIHUTEIBHBIA 0TOOD
po0, MPOBEPKU U UCTIBITAHUS, BHI3BAHHBIC OTKJIOHCHUSMH B TEXHOJIOTMYECKOM TPOIECCe MU
TJIAHOBBIMHM H3MEHECHHSIMHU );

f) moxymMeHTaIus Mo MPOU3BOJICTBEHHOMY MPOIECCY M KOHTPOIIO KadecTBa odopmiieHa B
YCTaHOBJICHHOM TOPSIIKE;

€) IPOBEJICHBI Ay IUTHI B COOTBETCTBUU C TPEOOBAHUSIMHU CUCTEMBI 00ECTICUCHUS KaUueCTBa,;

h) nmpuHATEI BO BHUMaHUE Bce (haKTOPBI, KOTOPHIC MO MHEHHUIO YIOJHOMOYEHHOTO JIHIA
SIBJISIIOTCS CYUIECTBEHHBIMU JJI KAUeCTBa JJAHHOW CEpUU MPOLYKIIUU.

VH0JIHOMOYEHHOE JIMIIO0 MOKET UMETh JOIOJIHUTEILHBIE 00A3aHHOCTH B COOTBETCTBUH C
3aKoHoarenbecTBOM Poccuiickoit denepanuy WK JOJKHOCTHBIMU MHCTPYKIUSAMU.

6.2. YIOJIHOMOYEHHOE JIUIO, MOJATBEPKIAIONIEE COOTBETCTBHE MPOMEKYTOYHOM CTaaMH
Mpou3BOACTBA corjacHo 4.3 Hacrosmiero [IpunoxeHus, IMeeT B OTHOUIEHUHU 3TOM CTaJiuM TaKue
K€ O00S3aHHOCTH, KaK M YIOJHOMOYEHHOE JIMIIO, BBITYCKAIOIIEE CEPUI0 TOTOBOW MPOIYKIIMH
(ecmu Ipyroe He yKa3aHO B IOKYMEHTAIIHUH).

6.3. YIIOTHOMOYEHHOE JIUIT0 JOJIKHO TOAIEPKMUBATh CBOIO KBATM(DHUKAIIHNIO HA TPEOyeMOM
YPOBHE C YYETOM U3MEHEHHUN B CUCTEME YIIPaBJICHUS KaYE€CTBOM.

6.4. Ilpu npuBJIEUEHUN YIOJHOMOYEHHOIO JIMIA K MOJITBEPKIACHUIO COOTBETCTBUSL CEPUU
MNPOJIYKIMH, KOTOPYIO OH 3HAeT HEIOCTAaTOYHO (Hampumep, NPU OCBOEHHHU HOBOTO BHJA
MPONYKIIMK WIM TIPH TEPEeXOje Ha JPYyroe MPEeANpHsITHE), YIMOTHOMOYEHHOE JHII0 JIOHKHO
HOJYYUTh HEOOXOAMMYIO KBaIM(PUKALKIO, TPU STOM MOXKET IOTPeOOBAaTHCS IPOBEICHHE
MMOBTOPHOM aTTECTAIUH.

7. TepMuHBI ¥ onpeCIICHUS
Cepus HepacdacoBanHoi rotroBor npoaykiuu (bulk production batch): cepus mpomykumm

C pa3MepoM, YCTAaHOBJICHHBIM IIPU PErHCTPALUU JICKAPCTBEHHOTO CPE/ICTBA, TOTOBAasI K (acoBKe
B OKOHYATEJIbHYIO YNIAKOBKY JM0O0 HAXOJAIIAsACA B MHAMBUAYAIbHBIX YIIAKOBKAX U rOTOBAs JJis



KOMIUIEKTOBAHUSI OKOHYATEIBHBIX YyHakoBOK. Cepusi HepachacOBaHHON NPOMYKIIUH MOXKET
coZepKaTh, HANPUMeEp, KUIKUN Hepac(acoBaHHBIA MPOIYKT, TBepAble GopMbI (TAOIETKH HIIH
KariCyJIbl) MM HAIIOJTHEHHBIC aMITyJIbI.

OrneHka coOTBETCTBUs cepuu TroToBoi mpoxykuuu (certification of the finished product
batch): mokymeHTanmbHOe OQOpPMIIEHHE COOTBETCTBHS CEPUU  TOTOBOH  TPOJYKIHU
YCTaHOBJICHHBIM TPEOOBAHHUSM JI0 BBIITYCKA CEPUU B PEATH3ALHIO.

[lontBepxnenue (confirmation): MOANUCAaHHOE CBUIETENHLCTBO TOrO, YTO MPOLECC HIIU
UCTIBITAaHUSI ~ BBIIOJIHEHBI B COOTBETCTBMM ¢ mpaBwiaMmu GMP  u  tpebGoBaHMsMHU,
YCTaHOBJICHHBIMH TIPY TOCYIapPCTBEHHON PETUCTPAIMH, U COTIIACOBAaHHOE B MMMCHMEHHOU (opme
C YIIOJTHOMOYEHHBIM JIUIIOM, OTBEYAIOIIMM 32 OLEHKY COOTBETCTBHUS CEPUH T'OTOBOM MPOIYKIUH
710 €€ BBIITYCKa.

Cepus rortoBoil mpoaykuuu (finished product batch): B KkoHTekcTe HacTOALIErO
[Ipunoxenns o3HavaeT CEPUIO0 MPOAYKIIUH B OKOHYATEIHHON YIAKOBKE, TOTOBYIO K BBHIITYCKY B
peann3anuro.

Nwmmoprep  (importer): oOmamatens TpaBa (IepKaTeNlb JIMIIEH3WH) HA  HMIIOPT
JIEKapCTBEHHOTO CPECTBA.

Cornamenne o B3amMHOM mnpm3Hanwm (Mutual Recognition Agreement - MRA):
COTJIAIICHWE O B3aUMHOM IPH3HAHMM WHCIIEKIMHA CO CTPAaHOHM, B KOTOPOH MpOM3BOIATCS (M3
KOTOPOH IMOCTABIISIOTCS) BBO3UMBIE JIEKAPCTBEHHBIE CPE/ICTBA.

Ynonnomouennoe nuio (Qualified Person): cMm. myHkT 50 paznena "OOmme TpeboBaHus U
omnpeneneHus".

[Ipunoxenne 17
BLIITYCK ITO ITAPAMETPAM
1. O01He MOI0XKEHNS

1.1. Onpenenenue "BblMyck MO mapameTpaM', HCIOJb3yeMoe B JaHHOM IlpunokeHuw,
OCHOBaHO Ha ompezeneHun EBpormneiickoil opranu3zaiuy 1o KauecTBy M MOAPa3yMEBAET BBITYCK
OPOAYKIIMM Ha OCHOBE [JaHHBIX O 3HAYEHUSAX [apaMeTpOB, MOIY4YEHHBIX B XOJI€
TEXHOJOTMYECKOr0 Tpolecca, W JaHHBIX O COOTBETCTBUU TMPOU3BOACTBA TPeOOBaHUSAM
HACTOSILETr0 CTaHAAPTa, KOTOPbIE FApaHTUPYIOT, YTO MPOAYKIUS UMEET TpeOyeMoe KauecTBo.

1.2. Breimyck 1o mapameTpaMm JIOJDKEH YIOBJIETBOPATH OCHOBHBIM —TpeOOBaHHSIM
HACTOSILETr0 CTaHAAPTA, COOTBETCTBYIOIIUX MPUIOKECHUN U N3TI0KEHHBIM HUKE TPEOOBaHUSIM.

[Tpumeuanue - [lopsaok BeIgauM 3aKIFOYEHHSI O BBITYCKE OTJEIBHOTO BUJA IPOAYKIIMH 110
napameTpam JI0JDKEH ObITh YCTaHOBIIEH B COOTBETCTBYIOIINX HOPMATHBHBIX JTOKYMEHTAX.

2. Beinyck no napaMerpam

2.1. IlpoBeneHue MOJTHOTO KOMIUIEKCA MPOBEPOK M KOHTPOJsS MapamMeTpoB B IpoIecce
MIPOU3BOJICTBA MOXET 00€CreynTh 0oJiee BHICOKYIO CTETIEHb COOTBETCTBUSI TOTOBOM MPOAYKIUU
NPEIbABISEMBIM TPEOOBAaHHUAM IO CPABHEHUIO C KOHTPOJIEM T'OTOBOMN MPOYKIIHH.

2.2. KoHTponb OTAENBbHBIX ITOKa3aTeJe TOTOBOM MPOMYKIIMHM MOXKET OBITh 3aMEHEH
KOHTPOJIEM T[apaMeTPOB TEXHOJOTUYECKOr0 TMpoIecca MpU MNPOU3BOACTBE MPOIYKIIHH.
Pa3zpenienne Ha BBITyCK 1O HapaMeTpaM BbIAAE€TCS, WU3MEHSETCS WM H3bIMAETCS JIMIIAMU,
HECYIIUMH OTBCTCTBCHHOCTL 3a OLCHKY Ka4YCCTBAa NPOAYKIHUH, COBMCCTHO C KOMIICTCHTHBIMH
JUIAMH, OCYLIECTBIISIOIIUMU KOHTPOJIb KaueCTBA JIEKAPCTBEHHBIX CPEJICTB.



3. Beinyck no nmapamerpam AJisi CTEPUIBHON IPOTyKIHH

3.1. B sToM paznene ycTaHOBIEHBI TPeOOBaHHS K BBIMYCKYy IO TapaMeTpaM TOTOBOM
OPOAYKIMK ©0€3 TPOBEINCHHS WCHBITAHUS Ha CTEPWIbHOCTh. (OCHOBAaHUEM IS OTMEHBI
UCIIBITAHUS. HA CTEPHIBHOCTh MOTYT OBITh TOJBKO JaHHBIC pPE3yJNbTAaTOB AaTTeCTAlUU
(McTIbITaHMI) IPOLIECCOB CTEPUIIU3ALIMU HAa COOTBETCTBUE 33aJaHHBIM TPEOOBAHUM.

3.2. HcnopiTaHuss Ha CTEpUIBHOCTb TO3BOJSIOT OOHAPYXHUTh TOJNBKO 3HAYUTEIHHBIC
HapyLIEHUs B CUCTEME 00EeCTIeUeHUs CTEPUIbHOCTH.

3.3. Beimyck mo mapaMmeTpaM JIONYCKaeTcs TOJbKO B TOM CIIy4yae, €CJIM IapaMeTpsl
mpoliecca CTEPHIIN3AIUU CEPUU MPOAYKIIUU TapaHTHUPYIOT, YTO aTTECTOBAHHBIN (MCIIBITAHHBIN)
MPOIECC CTEPUIIU3AINHA COOTBETCTBYET MPEABSABISIEMbIM TPEOOBAHUSIM.

3.4. B Hacrosiee BpeMs BBIIIYCK 10 MapaMeTpaM JOIMYyCKaeTCsl TOJbKO JUIsl IPernaparos,
noJyieKanux (PMHUITHON CTepUIIN3AIMH B IEPBUYHON YITaKOBKE.

3.,5. Jlns BbIDycka 1O TapaMeTpaM IMPUMEHSIOTCS  METOAbl  CTEPHIM3ALINU,
COOTBETCTBYIOIIKE TPeOOBaHUAM JIeHCTBYIoIIeH Dapmakomnen.

3.6. Beimyck mo mapameTpaM HE TPUMEHSETCS MPU TPOU3BOJACTBE HOBBIX IPENapaToB,
MOCKOJNIBKY JIS TOJIyYeHUS MPEACTaBUTEIBHBIX PE3YyJIbTaTOB 00 MCIBITAHUSX HA CTEPUIHLHOCTH
TpedyeTcs Bpemsi. B OTAenbHBIX Cilydasx pe3yabTaThl UCIIBITAHUN BBITYCKAEMBIX MIPENapaToB HA
CTEPWIBHOCTh MOTYT PacHpOCTPaHATbCS TAaKKe HAa HOBBIM Ipemnapar, €CiId B HEro BHECEHBI
TOJIbKO HE3HAYUTENIbHbIE N3MEHEHHUS B IIJIaHE 00€CTIEYEeHUS] CTEPUIIBHOCTH.

3.7. Tlpu aHanu3e PHUCKOB CHCTEMbI OOECIEYEHHsI CTEPUIBHOCTU CIIEAyeT OOpaTUTh
BHHUMAaHHE Ha OLIEHKY CIy4aeB BBITYCKa HECTEPUIBLHOMN MPOIYKIUH.

3.8. Ilpenpimymuii ombIT pabOThl MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB JIOJKEH
CBHUJICTEIILCTBOBATH O COOTBETCTBUH €T0 MPOM3BOJICTBA TPEOOBAHMUSAM HACTOSILETO CTAaHAAPTA.

3.9. Tlpu olleHKE COOTBETCTBHSI MPOU3BOJACTBA TPEOOBAaHUSAM HACTOSIIEIO CTaHAAapTa
CJelyeT YUWUTBHIBATh BBISBIICHHBIE CIIydau HApyLIEHUS CTEPUJIBHOCTU MPOIYKLHU, PE3yIbTaThl
UCIIBITAHUN Ha CTEpUIBHOCTh JAHHOTO IIpenapaTra, a TakKe pe3yJIbTaTbl HWCIBITAHUN
CTEPUIILHOCTH NPENapaToB, CTCPUIIN3YEMbIX TAKHM K€ WM aHATOTUYHBIM CIIOCOOOM.

3.10. VYyacTok MPOU3BOACTBA U CTEepUIIN3aluN JIOJIKHBI 00CITy)XKMBaTh
KBaJTM(PHULIMPOBAHHBIE MHXXEHEP M MHUKPOOMOJIOTH, MMEIOIINE OIBIT paboThl MO 0OECIEYESHUIO
CTEPHJIBHOCTH.

3.11. PazpaboTka u TlepBOHAYalbHas arTecTauusi (MCIBITAaHUS) MPOAYKUUH H
TEXHOJOTMYECKOro Mpolecca MOJKHBI TapaHTHPOBaTh, YTO HpU COOIIOACHUM BCEX YCIOBUMN
[[EJIOCTHOCTh ¥ KA4€CTBO MPOAYKIIMU OYyT COXPAHEHBI.

3.12. K paccMOTpeHUI0 M3MEHEHUW [IOJKHBI MPUBJIEKAThCA JIMIA, OTBETCTBEHHBIE 3a
o0ecrnevyeHne CTEPUIBLHOCTH, UYTO JIOJDKHO OBITh YUTEHO B CUCTEME KOHTPOJISI U3MEHEHUH.

3.13. Cnenyer opraHuM30BaTh CHCTEMY KOHTPOJS MHKPOOHOTO 3arpsi3HCHUS MPOIYKIIHH
nepes CTepUuIn3aluei.

3.14. JlomkHa OBITH UCKIIFOYEHA BO3MOYKHOCTD MEPEITy THIBAHUS MPOAYKIHH, TPOIISAIICH 1
HE TMPOILIEANICH CTEePHIM3AINI0, YTO OOecreynBaeTcsl MyTeM (U3MYECKOTO pa3felieHus
OPOAYKIMH WM  HCIOJb30BAHMEM  JJIEKTPOHHBIX CHCTEM, NPOLIEAIINX  ATTECTALMIO
(MCTIBITaHUS).

3.15. TIpoTokoabl cTepUIM3aliid JOHKHBI TMPOBEPATHCS HA COOTBETCTBHE TPEOOBAHUSIM
crienuuKalny ¢ MPUBJICYCHUEM HE MEHEe JIByX HE3aBUCHUMBIX UCTIONHUTENEH. Takoil KOHTPOIb
MOXET IMPOBOAMUTHCS JABYMSI COTPYIHHMKAaMU WIM COTPYIHHKOM M KOMIBIOTEPHON CHCTEMOW,
MPOLIEIICH aTTecTaluio (UCIIBITAHUS).

3.16. Ilepen BbIMYCKOM KaXJA0W CEpUH MPOAYKUIHUH CIEIYET AOMOIHUTEIBHO MOATBEPINUTH
ClIelyIolIee:

- BCe IUIaHOBbIE pPabOThl MO OOCIY)XMBAaHMIO W TEKYLIHME IPOBEPKU HCIIOJIb3YEMOTO
CTEPHJIN3aTOPA BHITIOJIHEHBI;



- BCE PEMOHTHbIE pabOThl U MU3MEHEHHS COTJIaCOBAHbI C MUKPOOMOJIOTOM U MH)KEHEPOM,
KOTOpbIE HECYT OTBETCTBEHHOCTD 32 MPOLIECC CTEPUITU3ALINH;

- HCII0JIb3y€eMble TPUOOPHI MPOILIN KaTUOPOBKY (IIOBEPKY);

- CPOK JCHUCTBUS aTTeCTaluy (MCIBITAHUN) CTEPUIN3ATOPA IJIs JaHHOW 3arpy3Ku HE UCTEK.

3.17. Ecnu monyuyeHo pa3pellleHHuEe Ha BBIIYCK CEpUU MPOAYKLIHMU IO MapaMmerpam, TO
peleHuss O BBIMYCKE WIM OTOPAaKOBKE CEpUU NPOAYKUIUH JOJDKHBI OBITh OCHOBAaHbI Ha
TpeOOBaHUSAX YTBEPXKICHHBIX HWHCTPYKUMH (crenmduranuii). [Ipu HEBBIOTHEHUH 3THX
TpeOOBaHUI BBITYCK MPOAYKLUHN HE IOIYCKAeTCs JaXke MPH YCIOBUHU YCIEIIHOTO MPOBEICHUS
UCIBITAaHUS HA CTEPUIIBHOCTb.

TepmuHsbl 1 onpeneneHus

Boeinyck no nmapamerpam (parametric release): cuctema BbIITyCKa IPOAYKIMH Ha OCHOBE
JTAHHBIX O 3HAYEHUAX MapaMeTpOB, MOITYYEHHBIX B X0J1€ TEXHOJIOIMUYECKOTO Mpoliecca, U JaHHBIX
O COOTBETCTBUH IPOU3BOJICTBA TPEOOBAHMUSAM HACTOSIIETO CTaHIAPTa, KOTOPBIE TapaHTHPYIOT,
YTO MPOAYKIMA 001aaeT TpeOyeMbIM KaUeCTBOM.

Cuctema obecrieueHusi crepuibHOCTH (sterility assurance system): KOMIUIEKC Mep IIO
00€CIEeYeHHIO CTEPUIIBHOCTU TPOTYKIIHH.

Jlnist iperapatoB, MOUIeKAIMX (PHHUITHON CTEPUIIN3AUH, 3TOT KOMITJIEKC MEp BKJIIOYAET
B ce0s cremyrouiee:

a) pa3pabOTKy POIYKTa;

b) monyueHue JaHHBIX 00 MCXOJHBIX MaTepuallaX U TEXHOJOTMUECKUX BCIIOMOTATENIbHBIX
cpencTBax (HampuMep, ra3ax M CMa304HBIX MaTepuasax) W, MO0 BO3MOXXHOCTH, MPOBEACHUE MX
MHUKPOOHOJIOTHYECKOTO KOHTPOJIS;

C) TpPOBEIACHWE KOHTPOJS 3arpsA3HEHHs B XOJE€ TEXHOJOTHYECKOro TIpolecca JUIs
OpPEOTBPALICHNs TONaJaHUsl MHUKPOOPTaHU3MOB B MPOAYKIMIO M HUX Pa3MHOXKEHHs. ITO
JOCTUTAeTCs IyTeM OYUCTKH M JEe3MH(EKIMU TOBEPXHOCTEH, BCTYMAIOUIMX B KOHTAaKT C
IPOAYKUUEH, BBINOJIHEHHUEM PAa0OT B YUCTBIX MOMEUICHUSAX Ul NMPEJOTBPALICHUS MONAdaHUs
3arpsA3HEHUN M3 BO3JyXa, MPOBEACHHEM TEXHOJIOIMYECKOrO Mpollecca C OTPaHUYCHUSMHU BO
BPEMEHU U, TI0 BO3MOXHOCTH, (QUIIbTPALINY;

d) mpenoTBpaieHue MEpenyThIBaHUS MPOU3BOJCTBEHHBIX MOTOKOB CTEPUIM30BAHHOU H
HECTEPUIIM30BAHHON POAYKIHUH;

€) COXpaHEeHHE LEJIOCTHOCTU TPOTYKIIIH;

f) mpornecc crepunuzanumy;

g) BCIO CHCTEMY KayecTBa, B T.4. CHUCTEMYy OOECIICYEeHHUS CTEPHIBHOCTH, a HMEHHO:
KOHTPOJIb U3MEHEHUH, 00yueHue nepcoHana, Haluuie NUCbMEHHBIX UHCTPYKLMM, KOHTPOJIb 32
BBIMYCKOM MPOAYKLHUH, IJJAHOBOE TEXHUYECKOEe OOCITyXHBaHWE, aHAIM3 OIMMUOOK U
Mpea0TBpalIeHre OMMUOOK M0 BUHE YEJIOBEKA, aTTeCTAlUIO (MCTIBITAaHUS ), KATHOPOBKY (TIOBEPKY)
U T.J.

[Ipunoxenne 19
KOHTPOJIBHBIE U APXVMBHBIE OBPA3ILIbI

1. ObnacTh npUMEHEHUS



1.1. Hacrosimee [IpunoskeHne ycranaBnuBaeT TpeOOBaHUS K OOpAILIEHUIO C KOHTPOJIbHBIMU
o0Opa3liaMu HMCXOJIHBIX, YMAaKOBOYHBIX MAaTEepUalOB, TOTOBON MPOMYKIHWU H C apXUBHBIMU
o0pasiamMu roTOBOM MPOAYKIUH.

1.2. CneunanbHble TpeOOBaHMS K JIEKApPCTBEHHBIM CpEACTBAM Ui HCCIIEIOBAaHUM
npuBeneHsl B [Ipunoxxenuu 13 k HacTosIEMy CTaHAAPTY.

1.3. Hacrosmee IlpunoxkeHue Takke paclnpocTpaHseTcs Ha paldoTy ¢ apXUBHBIMU
oOpa3laMu  JIEKapCTBEHHBIX CPEJICTB, pealnu3yeMbIX (MMIOPTHPYEMBIX) HECKOJIbKUMU
TUCTPUOBIOTOPAMHU.

2. OO0I11IHE TTOJIOXKEHUS

2.1. OGpa3siipl cueayeT XpaHUTh IS IPOBEICHUS:

- aHAIMTUYECKUX HCCIIEOBaHU;

- aHaJIM3a TOTOBOM MPOAYKLUH B CIydae HEOOXOAUMOCTH.

C yueTom BbIIIEyKa3aHHOTO 00pa3ibl MOKHO Pa3/IeiuTh Ha IBE TPYIIIHL:

Kontponsnsiit o0pazen (Reference Sample) - oOpasen (1mpo6a), oroOpaHHbli(as) U3 cepuu
HCXOJIHBIX, YMAaKOBOYHBIX MAaTEpHANIOB MM TOTOBOH NPOIYKIMH, KOTOPBIH XpaHHUTCS IS
NPOBE/ICHUS aHajM3a B TEUEHHWE CpOKa TOJHOCTU cepuH (Ipu Heobxoaumoctu). Cuemyer
COXpaHUTh OOpPa3lbl C KPUTHUECKUX IPOMEKYTOUHBIX ATANOB (HAIpUMEp, IMOCIe KOTOPHIX
npeaycMaTpuBaeTCs IMPOBEJCHUE AaHAIWTUYECKUX MCCIEeIOBAaHUNW W Bblada pa3pelleHui Ha
BBIITYCK) ¥ TIPOMEXYTOUYHBIX MPOIYKTOB, KOTOPBIE MOCTABIAIOTCS 32 MPEAEIIbl 30HBI KOHTPOJIS
IPOM3BOJIUTENS, €CIIM CTAOMIIBHOCTh 00Pa3LioB IOMYCKAET 3TO.

ApxuBHblii oOpazerr (Retention Sample) - oOpasenm B OKOHYATENBHOH YIIaKOBKE,
OTOOpaHHBIM M3 cepuM TOTOBOM MNpOAYKUMH. Ero XxpaHsaT B ILensiX MOATBEPKIACHUA
ueHTHYHOCTH. Hampumep, B TedeHHE CpoOKa XpaHEHUS CEPHH MOXET MOTPeOOBATHCS OCMOTP
o0Opa3lla WIM YHaKOBKHM, MapKHPOBKH, JHMCTa-BKJIAJblIa (MHCTPYKIMHU IO MPUMEHEHHIO),
nojy4deHue HH(POpMAIMM O HOMEpPE CEpUH M CPOKE TOAHOCTHU. VICKIIIOYEHHUs IOIyCKaroTCs
TOJBKO B TE€X CllydasX, KOTAa HpeabsBisieMble TpeOOBaHHS MOTYT OBbITh BBINOJIHEHBI 0€3
COXpaHeHHs yOiauKaToB 00pas3loB (apXUBHBIX OOpa3LlOB), HANPUMEP, MPH YMAKOBKE MasbIX
KOJINYECTB MPOAYKIMHM M3 CEPUM, NPEAHA3HAYEHHBIX [UIA DPA3JUYHBIX PBIHKOB, WIM HpHU
IPOM3BOJICTBE JICKAPCTBEHHBIX CPEJICTB, UMEIOIIUX OUYEHb BHICOKYIO CTOUMOCTD.

Bo MHoOrux ciydasx KOHTpOJIbHBIE M apXHUBHbIE 00pa3lbl MPOMYKIUH HACHTUYHBI U
SBIISIIOTCS] €AMHUIIAMH TIPOIYKIIMHA B OKOHYATEIBHOM YIaKoBKe. B Takux ciydasx KOHTPOJIbHbIE
U apXUBHBIE 00pa3Lbl MOTYT pacCMaTPUBAThCS KaK B3aMMO3aMEHIEMBIE.

2.2. Ilpou3BoauTENh, UMIOPTEP W/WIN CYOBEKT, BBITYCKAIOUIMNA CEpUIO MPOIYKIHU (CM.
OyHKTl 7 m 8 naHHoro IlpunokeHus), NOJDKHBI XPaHUTh KOHTPOJIBHBIE W/WIM apXUBHBIE
0o0pa3mpbl OT KaXA0H Cepur TOTOBOW MpoAykuuu. lIpowsBoauTens Takke ODKEH XpaHHUTh
KOHTPOJIbHBIE 00paslbl OT KaXKAOH CEpUM HCXOAHBIX MAaTEepHaloB (KpOME HCKIIOUEHHH,
NPUBEJCHHBIX B MyHKTE 3.2 maHHOro llpmioskeHus) w/wMian NMpoMexXyTOuyHOW mpoaykuuu. Ha
KaX/IOM y4YacTKe [0 YIAKOBKE CJEIyeT XPAaHUTh KOHTPOJIbHBIE OOpa3lbl OT KaXAOH cepuu
NEePBUYHBIX YIMAKOBOYHBIX MaTEpHaliOB M IEYAaTHBIX MaTepuaioB. Jlomyckaercss BKIOYATh
NIeYaTHbIE MaTEPUaIbl B COCTaB KOHTPOJIbHBIX W/WIIN apXUBHBIX 00Pa31l0B TOTOBOH MPOILYKIUH.

2.3. KOHTpOJIbHBIE W/UIN apXUBHBIE 00PA3Ibl XapaKTepU3yIOT CEPUI0 TOTOBOM MPOAYKLIUU
WIN HCXOAHBIX MAaTEpUaNIOB, SIBJSIIOTCS NPUWIOKEHUEM K IPOTOKOIY CEpUHM U MOTYT OBITh
OLICHEHBI B CIy4yae, HalpuMep, peKiiaMaliiii Ha KauecTBO JIEKAPCTBEHHOTO CPEJCTBA, MPOBEPKU
COOTBETCTBUSI TPEOOBaHMSIM, YCTAHOBJIEHHBIM INPH TOCYAapCTBEHHOW PETUCTpalMU, INPOBEPKU
MapKUPOBKH U YIIAaKOBKU HJIU TPH MPOBEPKE HAJ30PHBIMU OpraHaMy (MHCIIEKITUEH).

2.4. CrnenyeT BeCTH JOKYMEHTAIMIO, MO3BOJISIIOIIYIO TIPOCIEIUTh IPOUCXOKICHHUE
00pa31oB, 1 MPEJCTABIATH €€ B HAJ30pHbIC OPTaHbI.

3. Cpok xpaHEeHUs



3.1. KoHTponbHBIC U apXUBHBIC 00pa3bl OT KaXI0H CEPUU TOTOBOU MPOIYKIUH CIEAYET
XpaHUTh, KAK MUHMUMYM, B T€YEHUE CPOKA TFOJHOCTU CEPUM U OAHOTO r0/a IMOCJIE MCTEUEHHUS
cpoka rogHocTd. KOHTpONBHBI 00pa3el] ToKEeH OBITh YIIaKOBaH B €0 MEPBHYHYIO YHAKOBKY
WIM B YIAKOBKY, COCTOSIIIYIO M3 TOTO € Marepuaja, 4YTO M NEepBUYHAs YMAKOBKAa, B KOTOPOMU
IpenapaTr peaju3yercs Ha pblHKE (yKa3aHUS B OTHOLIEHUM HMIIOPTHPYEMBIX JIEKApPCTBEHHBIX
CPEACTB IS )KUBOTHBIX, KDOME HMMYHHBIX [IPENaparoB, AaHbl B MyHKTax 8 U 9 Ilpunoxenus 4
K HAaCTOSIIEMY CTaHAAPTY).

3.2. OOpa3upl HCXOOHBIX MaTepHaAOB (KpOME pacTBOpPHUTENEH, Ta30B WM  BOJBI,
IpeHAa3HaYCHHBIX JJI1 TEXHOJOTUYECKHX 1IeJIei) JOKHBI XPaHUTHCSI B TEUEHHE HE MEHEe JBYX
JeT TOCie BBITyCKa MPOAYKIMH, eciau Oojee IMTEIbHBIA MEpHoj] He MPeayCMOTPEH
HOPMATHUBHBIMH JOKYMEHTaMH. DJTO BpEMsSI MOXET OBITh COKPAIIeHO, €CIU B CIEHU(PHUKAINN
yKa3zaH 0ojiee KOPOTKUI Mepruoj CTaOUILHOCTH MaTepuana. Y MaKoBOYHBIE MAaTEPUAIIBI TOJKHBI
XPaHUTBCS B TEUEHUE CPOKA XPAHEHUS] COOTBETCTBYIOIIErO TOTOBOI'O MPOIYKTA.

4. KonnuecTBO KOHTPOJIBHBIX M apXUBHBIX 00pa3lioB

4.1. KonnuecTBO KOHTPOJBHBIX U apXUBHBIX O0pa3lOB AOKHO OBITH JOCTATOYHBIM JJIS
IPOBEICHUS] HE MEHee JIBYKPaTHOTO aHAJUTHYECKOTOo KOHTPOJS CEepUHM TNPOIYKIHH B
COOTBETCTBUU C TpPeOOBAHMUSMHM, YCTAHOBJICHHBIMHU MpPH TOCYJapCTBEHHOH perucrpanuu. B
cilydyae HeOOXOJIMMOCTH CIIAYeT Al KaXJIOro BHJA aHATUTHYECKOTO KOHTPOJIS MCHOJIb30BATh
HEBCKPBITHIE yMAaKOBKH. JI10ObIE MCKIIOUEHUS JOJDKHBI ObITh OOOCHOBAaHBI M COTJIACOBAHBI C
COOTBETCTBYIOIIUM OPTraHOM.

4.2. Heobxomumo cobOionaTe TpeOOBaHMS B OTHOLIEHMHM KOJIMYECTBA KOHTPOJBHBIX
00pa31oB 1, IpU HEOOXOIUMOCTH, APXUBHBIX 00Pa31I0B.

4.3. KonTponbHble 00pa3lbl AOKHBI OBITH NMPEACTABUTEIbHBIMU ISl CEPUM HCXOJHBIX
MaTepHaoB, MPOMEXYTOYHOM WIM TOTOBOW MPOIYKIMM, U3 KOTOpOHl OHM oTOOpaHbl. s
KOHTPOJIsI HanboJjee KPUTHUECKUX ATAINOB Mpoliecca (HampuMep, Havaida WM KOHIIAa Mpolecca)
MOTYT OTOMpaThcs AOMOJIHUTENbHBIE 00pa3ubl. Eciu npolecc ynmakoBKH Cepuu BEJETCs B XO€
JBYX M OoJjiee orepanuii Mo ymakoBKe, TO MOCe KaXKAOH U3 3THX OIepanuil cienyer oTonpaTh
HE MEHee OJHOr0 apXWBHOTO oOpasma. JIroOble MCKIIOYEHHS OJDKHBI OBITh OOOCHOBAaHBI U
COIIACOBaHbI C COOTBETCTBYIOIIUM OPraHOM.

4.4. Bce HeoOXxomuMble MaTepHabl M O00OpYyIOBaHHME ISl TPOBEACHUS KOHTPOJIS B
COOTBETCTBHUH CO CIEIH(PHUKAINEH JOKHBI ObITh B HATMYUU (MITH OBITH JIETKO TOCTYITHBIMH) J10
UCTEUYEHHS CPOKA FOJHOCTH IMOCJIEAHEN BBITYCKAeMON CEpUU U OJHOIO roja MOocie UCTEYEHHUs
CpPOKa FOJJTHOCTH.

5. YcnoBus XpaHeHUst

5.1. XpaHeHHE KOHTPOJIbHBIX 00pa3loB TOTOBOM MPOAYKLUMH U AKTHBHBIX CYOCTaHIHIA
JIOJDKHO OBITh OPraHM30BAHO B COOTBETCTBUU C TPEOOBaHMSAMU HOPMATHBHBIX JIOKYMEHTOB Ha
JIeKapCTBEHHbIE CPEJICTBA U aKTUBHBIE CYOCTAHIIHH.

5.2. YcnoBus XpaHeHMs JIOJIKHBI COOTBETCTBOBAaTh TPEOOBaHMSM, YCTAHOBIIEHHBIM IIPH
pEruCTpaIy JEKapCTBEHHOTO CPEACTBa (HarpuMep, TpeOOBaHUM K MOHMKEHHOW TemIieparype,
eciu TpedyeTcs).

6. IIuceMeHHbBIE COTJIallIeHUS

6.1. Ecim pgepxarenb JMIEH3MM Ha TMPOU3BOJCTBO HE SBIAECTCS OJHOBPEMEHHO
IOPUINYECKUM JINLIOM, OTBETCTBEHHBIM 3a BBIIYCK cepuu Ipoaykuuu B Poccuiickon denepanuu
<*>_ 0053aHHOCTH MO OTOOPY M XPAHEHUIO KOHTPOJIBHBIX/apXUBHBIX OOPA3IOB JOJKHA OBITH
ompeJiesieHa B TUCbMEHHOM COTJIAIIEHUH MEXKAY JIByMsI CTOPOHAMU B COOTBETCTBUU C Pa3ACIIOM
7 wactu | maHHOTO CcTaHgapTa. JTO TAK)XKE KacaeTcs ClydyaeB, KOT/a Kakas-JIn0o NesTeNbHOCTh



[0 MPOU3BOJCTBY WM BBIIYCKY CEpUM NPOAYKIMHM HPOBOAUTCA HE HAa TOM MPEIUPUATHU
(TpOM3BOACTBE), KOTOPOE HECET OOIIyI0 OTBETCTBEHHOCTh 3a CEPUI0 MPOAYKLUUH Ha PHIHKE
Poccuiickoit @enepanuu <*>. [lopsnoxk oTOOpa M XpaHEHUS KOHTPOJBHBIX M apXUBHBIX
00pa3uoB Ul KaXI0ro NpeanpusTis (IPOU3BOICTBA) JODKEH OBITh ONpe/esieH B MMCbMEHHOM
COIVIAIICHUM.

<*> #B opurunaie npasun GMP EC yxkazano EC (3nech u ganee 1o Texcry)#.

6.2. YIIOJIHOMOYEHHOE JIMIIO0, KOTOPOE BBIJACT Pa3pelICHUE HA BBIITYCK, TOJKHO YOS IUThCS
B TOM, 4YTO BC€ KOHTPOJBbHBIE M apXHBHbIE OOpaslpl OyAyT B HAJIWYMM B TEUYCHHUE
yCTaHOBJIEHHOTO nepuoja. Ilpu Heo6XoANMOCTH MOPSAAOK MOJyYeHHUs] 00pa3loB JAOKEH ObITH
ompeJiesieH B TMCbMEHHOU (hopme.

6.3. Ecniu B mpoM3BOACTBE T'OTOBOM NPOMYKIMHM IMPUHUMAET ydacTue Oosee OJHOTO
npeanpuATHs (TPOU3BOJCTBA), TO MOPSIOK OTOOpPa M MeCTa XPaHEHHS KOHTPOJBHBIX U
apXUBHBIX 00PA3IIOB JOJKHBI OBITH ONPE/IeTeHbl B TUCbMEHHON (hopMe.

7. KonTponbabie 00pa3inpl. OOIIue momoKeHs

7.1. KoHTponbHble 00pa3ubl MpeaHa3HaueHbl JUIsl MPOBEACHUS aHAINW3a U JOJKHBI OBbITH
JOCTYIHBI JUIsl J1aDOpaTOPUH, UMEIOIIENH aTTECTOBAHHBIE METOJUKU €ro mnposeaeHus. O0pasiibl
HCXOIHBIX MaTepUAJIOB, UCIIOJIb3YEMBIX B IPOU3BOJICTBE JIEKAPCTBEHHBIX CPeACTB B Poccuiickoi
@enepar <*>, u 00pa3upl rOTOBOM NPOAYKIMHM AOJKHBI XPAaHUTHCS HA MNPEANPUATUU -
IIPOM3BOJUTEIIE TOTOBBIX JIEKAPCTBEHHBIX CPEACTB.

7.2. llopsaok oOpaleHus: ¢ KOHTPOJIbHBIMU 00pa3laMyu TOTOBBIX JIEKAPCTBEHHBIX CPENICTB,
IIPOM3BOJUMBIX B IPYTUX CTPAHAX:

7.2.1. Ecniu cTpaHa uMeEeT CcOIVIalleHWE O B3aUMHOM Mpu3HaHUKM ¢ Poccuiickoit
®deneparueit <*>, To KOHTPOJIbHBIE 00Pa3Lbl MOI'YT OTOMPATHCS U XPAHUTHCS HA MPEIIPUATHH-
MPOU3BOIUTENIE. ITO JIOJDKHO OBITh O(OPMIICHO MHUCHMEHHBIM COTJIAIICHHEM MEXIy
umnoprepom BHyTpu Poccuiickoii denepauyu M NPOU3BOAMUTENEM, HAXONALIMMCS 3a €€
npeenamH.

7.2.2. Eciu cTpaHa HE HMEET COIVIAIlIeHHs O B3aMMHOM Ipu3HaHuu ¢ Poccuiickoit
®eneparueil, To KOHTPOJIbHBIE 00pPa3Ibl TOTOBOM MPOIYKIMU CIEAYET OTOUpAaTh U XPaHUTh Ha
YIOJHOMOYEHHOM TPEeANPHUATHH, paciiofiokeHHOM B Poccuiickoit @enepaunu. Ot60p 06pa3ios
JIOJI’KEH BBITOJIHATHCS B COOTBETCTBUU C MUCbMEHHBIM COTIAIIEHUEM MEXy BCEMU CTOPOHAMHM.
Pexkomenryercst XpaHUTh 00pa3Libl TaM, I1€ MPOBOAMIICS KOHTPOJIb MPOITYKIMH IIPU €€ BBO3E.

7.2.3. KoHTposabHbIE 00pa3ibl UCXOIHBIX M YIIAKOBOYHBIX MaTEPHUAJIOB CIENYET XpaHUTh
TaM, IJI€ OHU UCIIOIb30BAIINCH I TPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB.

8. ApxuBHBIE 00pa3IIbI
OO01111E TTOIOKEHUS

8.1. ApxuBHble 00pa3lbl JOKHBI OBITH MPEICTABUTENBHBIMU JUIS CEPUM TOTOBOU
IPOIyKIMH, peanu3yemoil B Pocculickoit @enepanuu, 1 KCIOIb30BaATHCS JUIsI KOHTPOJIS C LENBIO
HNOJTBEPXKJIEHUS] COOTBETCTBUS  TPeOOBAHUSAM, YCTAHOBJICHHBIM HIPU  TOCYAapCTBEHHOU
peructpanuu, Wi TpeOoBaHUSAM 3aKkoHojarenbcTBa Poccuiickoit ®enepaunu (Mckiroydas
TEXHUYECKHE MapaMeTpbl). B cBsA3u ¢ 3TUM apXxuBHbBIE 00pa3libl JOKHBI XPAaHUTHCS B IIpeeiax
Poccniickoit @enepanun. Pekomenayercs XpaHuTh UX B MECTE HAXO0KJICHUS YIIOJHOMOYEHHOIO
JIMIIA, BBIAABILETO PA3pELIEHUE HA BBIIYCK MPOILYKILUH.

8.2. Ecnm peiicTByeT corjamieHue O B3aMMHOM IPU3HAHUU U KOHTPOJbHBIE 0Opaslibl
XpaHATCSA y NMPOU3BOJAUTENSA, HAXOAAILIErocs B cTpaHe 3a mpeaenamu Poccuiickon denepannn



(cM. myHKT 7.2.2 manHoro IIpuiioskeHust), OTIENbHBIE apXUBHBIE 00pa3Ibl JOJDKHBI XPaHUTHCS B
Poccuiickoit ®enepanuu (cMm. myHKT 8.1 gannoro [Ipunoskenus).

8.3. ApxuBHBIE 00pa3IbI JOJKHBI HAXOIUTHCS Y IPOU3BOIUTENS, HMEIOIIETO JTUICH3HIO, U
OBITh JOCTYNHBIMU JJIS IPE/ICTABUTENEH HAA30PHBIX OPTaHOB.

8.4. Ecnu B mocienoBaTeIbHOCTH "BBO3 - MIPOLIECC YIIAKOBKHU - KOHTPOJIb - BBIMYCK cepun”
ydacTByeT Oojiee OAHOro TmpousBoauTens B mnpenenax Poccuiickoit @enepauuu, TO
OTBETCTBEHHOCTb 3a OTOOp M XpaHEHUE AapXMBHBIX O0Opa3lloOB JOJKHA OBITH OINpejesieHa
INUCHbMEHHBIM COTJIAIIEHUEM MEXKy Y4aCTBYIOLIIMMHU CTOPOHAMH.

9. KoHTponbHblE M apXuBHbBIE 00pa3libl MPOAYKLHH, WUMIOPTHPYEMOW (peain3yemoil)
HECKOJIbKUMH JTUCTPUOBIOTOpaMU

9.1. Ecim BTOPUYHYIO YIAKOBKY JIEKAPCTBEHHOI'O CPEJICTBA HE BCKPBIBAIOT, TO CIEAYET
XPaHUTh TOJIBKO HMCIOJB3YEMBIM YNAKOBOUHBIM MaTepHall, IOCKOJIbKY PHUCK IE€pEIyThIBaHUS
IIPOyKIIMA HA30K WJIM OTCYTCTBYET.

9.2. Ecnu BTOpUYHYIO YIIaKOBKY BCKPBIBAIOT, HAIPUMeEp, AJISl 3aMEHbl KAPTOHHON KOPOOKH
WIN JINCTKA-BKJIAJIBIIIA, TO CIEAYyEeT OTOMpaTh OJAMH apXHWBHBIM 00pa3er uIisd KaxI0i ornepanun
IpoLecca yIaKOBKH, T.K. CYIIECTBYET PUCK MEPENyThIBAaHUSA MPOAYKIMH B IPOLECCE YIAKOBKH.
Cnenyer mnpeaycMOTpeTh TMOPSIOK, TO3BOJSIOMMI OBICTPO ONpEAeNsiTh BHHOBHOIO B
HepenyThIBaHUU (IPOM3BOJIUTENb WM AMCTPUOBIOTOP), T.K. OT OTOr0 3aBUCUT O00bEM
OT3bIBAEMOM IPOLYKLHH.

10. KouTponbHble W apXuBHbIE 0O0Opaslbl B Ciaydyae JMKBUJALMM HPEIIPUITHSA-
IIPOU3BOAUTEIS

10.1. B cnyyae TUKBHIAIUYU NIPEANPHUATHI-TIPOU3BOIUTENS U OT3bIBA (OTMEHBI, UCTCUCHUS
CpOKa JACWCTBHS) JIMIIEH3UH Ha MPOU3BOJICTBO HA PHIHKE MOXKET OCTAThCsI OOJBIIOE KOIUYECTBO
cepuil MPOAYKIUH C HEUCTEKUIMM CPOKOM TOJHOCTH. B 3TOM ciyuyae mpousBoauTenb 00s3aH
nepesaTh KOHTPOJIBHBIE W apXUBHBIE 00pasibl (M COOTBETCTBYIONIIYIO TOKYMEHTAIIMIO) Ha
XpaHeHue B NpeJHa3HadeHHoe AJisl 3Toro mecto. IlpomsBoaurens momkeH 00OCHOBATH Mepen
HAJ30pPHBIM OPraHOM JOCTAaTOYHOCTH MPHUHATHIX MEP MO XPAaHEHUIO U BO3MOXXHOCTb NEpenaydu
00pa31oB 1J1s NPOBEACHUS OLICHKU U aHaJIu3a, P HEOOXOAMMOCTH.

10.2. Ecnu mpow3BoAMTENh HE MOXKET CAENaTh ITOTO, TO BBINOJHEHHE HEOOXOTUMBIX
JNEUCTBUM MOXKET OBITh TEpEeNaHo APYroMy MPOM3BOAUTENIO. Jlep)karenb JHUICH3UH Ha
MPOM3BOJICTBO HECET OTBETCTBEHHOCTh 3a TaKyl mepenady (QyHKIHMNA W 3a TPEJCTaBICHUE
HeoOXoauMol HH(pOpMaIMK HaA30pHOMY opraHy. Kpome Toro, oH JODKEH COIIacoBaTh C
HA/30PHBIM OPTaHOM JIOCTATOYHOCTh MEp 10 XPAaHEHHUIO KOHTPOJIBHBIX U ApXUBHBIX 00Pa3IIOB.

10.3. Otu TpeboBaHUsI PACIPOCTPAHSIIOTCS TAaKXKe Ha CIIydaill JUKBHIAIMH TIPOU3BOJICTBA,
Haxoaswerocs 3a npenenamu Poccuiickoit @enepaunu. B 3TOM cllydyae UMIIOPTEP HECET
OTBETCTBEHHOCTh 3a MPHUHATHE HEOOXOIMMBIX MEp U COIJIACOBaHHE C COOTBETCTBYIOIIMMU
OpraHaMu.

OBIIME TEPMUHBLI U OITPEAEJIEHUA

B Hacrosimiem cranaapre HCIOJAB3YHOTCS CIEAYIOIIUE TEPMUHBI C COOTBETCTBYIOLUMH
OTPEICIICHUSIMUA :



1. Arrecranusi; ucneitanus (qualification, validation): mokaszaTenbCcTBO TOTO, HTO
METOAMKa, Tpolecc, o0opyroBaHME, MaTepuai, ONepalus WM CUCTEMa COOTBETCTBYIOT
3aJJaHHBIM TPEOOBAHUSAM M WX UCIIOJIH30BAHNE ICHCTBUTEIBHO JTAET 0XKUIAEMbIE PE3YIIbTATHL.

2. bannon (cylinder): cocyn s XpaHeHus ra3a npu BBICOKOM JIaBICHUH.

3. bauku xirerok (cell bank):

Cuctema 0ankoB kietok (cell bank system): cucrema, mpu KOTOpoil mocienoBaTeibHbIE
CepUU TPOAYKIUH TPOU3BOIAT W3 KIETOYHBIX KYJBTYp, MPUHAICKAIINUX TIABHOMY OaHKY
KJIETOK, KOTOPBIN MOJIHOCTBIO OXapaKTE€pPU30BaH Ha MOAJUHHOCTb U OTCYTCTBHE 3arps3HEHUI.
HekoTopoe Konmu4ecTBO €MKOCTEH TIIaBHOTO OaHKa KIIETOK HCIIONB3yeTcs s (hOpMUpPOBAHHS
pabouero Oanka kieTok. CucreMa OGAHKOB KIJIETOK JOJDKHA OBITh aTTecToBaHa (MCIBITaHA) Ha
OTIpeNIeIICHHOE KOJIMYECTBO MIEPECEBOB MIIM KOJMYECTBO YBOCHUH MOIYJISALUH, 10 TOCTHKCHUS
KOTOPBIX OHU MOT'YT MCIIOJIb30BaThCs B TEKYILIEM ITPOU3BO/ICTBE.

I'maBHbBI  Oamk  kimeTtok (master cell bank): kymbTypa KJIETOK, ITOJTHOCTBIO
OXapaKTepHU30BaHHAs Ha TMOAJIMHHOCTb M OTCYTCTBHE 3arpsi3HEHHH, pacnpeiesieHHas IIo
€MKOCTSIM B TIpOIecce OJHOW oOmepanmuu TakuM o00pa3oM, 4YTOObI OO0ecleYnBaINCh €e
OJTHOPOJHOCTh M cTaOWIbHOCTh. Kak mpaBwiio, TJIaBHBIM OaHK KJIETOK XpaHWUTCA MpHU
temneparype Munyc 70 °C wnu Huxe.

PaGounit Oank kmetok (working cell bank): kympTypa kietok, oToOpaHHasi U3 TJIABHOTO
0aHKa KJIETOK JIJIsl IPUTOTOBJICHUS TPOM3BOICTBEHHBIX KYJIBTYp KJIETOK. Paboune OaHKH KIETOK
XpaHAT npu Temneparype Mmunyc 70 °C uim HIke.

4. buonornyeckne areHtbl (biological agents): MHUKpOOpPTaHU3MBI, B T.4. IOJyYEHHBIE
METOAAMU T€HHOM MHXXEHEpPUM, KyJIbTypbl KJIETOK U JHJOMAPa3sUThl, MAaTOT€HHbIE WU
HETIaTOTeHHEIE.

5. buopeaktop (biogenerator): M3oIMpoOBaHHas cucTeMa (Hampumep, (GepMeHTaTop), B
KOTOPYIO BMECTE C APYTUMH MaTephallaMi BBOST OHMOJIOTMYECKHE areHThl W B pe3yJbTare
IpOTEKAIOIIEH peaklUuu MPOUCXOAUT HUX Pa3MHOXKEHHME WIM 00pa3oBaHME JPYTUX BEIIECTB.
Buopeakropsl, kKak mpaBuiio, 000OpYyIyIOTCS YCTPOHCTBAMHU MJISl PETYJIUPOBAHHS, KOHTPOJI,
N00aBJICHUS U U3BJIEUEHHsI MaTEPUAIIOB.

6. BHyTpUIIPOU3BOICTBEHHBI KOHTPOJIb (in-process control): KOHTPOIb, BHIIOJIHIEMBIN B
XOJIE TEXHOJIOTMUECKOro Ipolecca € IEeNbI0 MPOBEPKU COOTBETCTBHS NPOMYKLUHM 3aJaHHBIM
TpeOOBaHUSAM, IO pe3ysbTaTaM KOTOPOT'O MOJKET BBIIOJIHATHCA KOPPEKTHPOBKA HapaMEeTpPOB
TEXHOJIOTUYECKOT0 Ipouecca. KOHTpoiab COCTOSHUS OKpYXarolled cpeibl UM 000pyaoBaHMS
paccMaTpUBaeTCs Kak 3J€MEHT BHYTPUIIPOM3BOICTBEHHOTO KOHTPOJIS.

7. BosBpar (return): BO3BpaT JEKapCTBEHHOTO CpPEACTBA €ro IPOU3BOJUTEIIO WM
MOCTaBIIUKY.

8. Bozaymnelii momto3 (air-lock): orpannueHHOE MPOCTPAHCTBO C ABYMS HIIM HECKOJIBKUMHU
JBEPSMU MEXKIY IBYMS WIM HECKOJbKUMHU TMOMEINEHUSMH (HAmpuMep, PaziIHuHBIX KJIaCCOB
YHCTOTHI), IPEAHA3HAYEHHOE IS pa3/eJIeHUs] BO3AYIIHBIX CPeJ]l MOMELCHUH IIPU BXOJE B HUX.
Bozaymselil nutio3 ¢y XUt Ui epexo/ia epcoHaa Win NepeMeleHls MaTepHalloB.

9. T'otoBas mpoxaykmus (TroToBbii poaykT) (finished product): nekapcTBeHHOE CpenacTBo,
IpPOILEAIIEe BCE ATAIBI TEXHOJIOTHYECKOTO MPOIECCa, B T.4. OKOHYATEIbHYIO YIIAKOBKY.

10. N3omupoBanHas 30Ha (contained area): 30Ha, 00OpPYyIOBaHHAs COOTBETCTBYIOIIMMH
¢uIBTPaMu U YCTPOMCTBAMHU MOATOTOBKU BO3yXa JJIsl MPEAOTBPAIICHUS 3arpsS3HEHUS] BHEIIHEH
OKpY>Karollel cpe/ibl OMOJIOTMYEeCKUMH areHTaMu, IPUCYTCTBYIOIIUMU B 3TOH 30HE.

11. M3onsiuusa (containment): MEpbI 10 OrPAaHUYEHHUIO PACTIPOCTPAHEHUS] OMOIOTHUECKOTO
areHTa WM Jpyroro BELIeCTBa 3a MPeAeibl OIPENEIEHHOIO IPOCTPAHCTBA.

[lepBryHas U30ISAUMA: U30JSLHKS, TPEMATCTBYIONIAS IPOHUKAHUIO OMOJIOTHYECKOTO areHTa
B OKPYXAIOLIYI0 Cpey, HEMOCPEACTBEHHO MpUIIETalolyo K pabodeii 30He. IlpegycmarpuBaer
UCIIOJIb30BaHUE 3aKPHITHIX KOHTEHHEPOB WM OE30MACHBIX OMOJIOrMYECKHX IMIKa(poOB U METOA0B
0€30I1aCHOT0 BBIIIOJHEHUSI TEXHOJIOIMUECKUX ONepaLni.

BropuuHas u305s11s1: M30ISMMS, TPENATCTBYIONIAs TPOHUKAHUIO OMOJIOTHUECKUX areHTOB
BO BHEUIHIOI OKpYXaloIllyl0 cpeay WiId B Jpyrue paboume 30HBL IlpemycmarpuBaer



UCTIOJIb30BaHUE TIOMEIIEHUI CO CIENHaIbHBIMI CHCTEMaMH TOATOTOBKM BO3yXa, BO3IYIIHBIX
IIJTI030B W/MIM CTEPUIM3ATOPOB JUIsl MEPEMEIIEHUs] MaTepuajoB U obecrednBaeT 0e30MacHoe
BBITTOJIHEHHE TEXHOJOTHUYECKUX Omeparnuii. Bo MHOTHX cilydasiX MCIIOJIb3YETCS ISl TIOBBIIICHUS
3¢ (EeKTUBHOCTH NEPBUYHON U3OJISALHMH.

12. Unctpykums; Metoamka; mporenypa (procedure): TOKYMEHT, COIASPKAIIUN yKa3aHHS
[0 BBIMOJIHEHUIO OTJAEJbHBIX BHUAOB oOlepauuil (Hampumep, MO OYHMCTKE, MEepPEeOeBaHHUIO,
KOHTPOJIO OKpY’Kalomenl cpeasl, OoTOOpy NpoO, MPOBENCHUIO HCIBITAHWH, SKCILTyaTalluu
00opyaOBaHuUs).

13. UWndummposannsni (infected): 3apakeHHBI YyXEpOTHBIMH  OHOJOTHYECKUMHU
areHTaMHM U CIIOCOOHBIH K pacrpoCTpaHeHUIO HH(EKLINH.

14. Vicnibitanus (validation): cM. aTTecTanus.

15. Hcxonnble maTepuanbl (starting material): mo0oe BemecTBO, MCIONb3yeMOE s
IIPOM3BOJICTBA JICKAPCTBEHHBIX CPEJICTB, KPOME YITAaKOBOYHBIX MaTEPHAJIOB.

16. Kanubposka; moBepka (calibration): onepanuu, ycTaHaBIUBAIOILIUE TIPU OTPEACICHHBIX
YCIIOBHSAX 3aBUCUMOCTh MEX/Y 3HAUCHHSIMH, PETUCTPUPYEMBIMH KOHTPOJIBHO-U3MEPHUTEIHHBIMH
npubopaMu (CUCTEMaMHU) U COOTBETCTBYIOIMMH CTaHAAPTHBIMU BEIMYMHAMU (3TAJIOHAMHU).

17. KapantuH (quarantine): CcTaTyC MCXOAHBIX WU YNAKOBOYHBIX MAaTEpUANIOB,
IPOMEKYTOUHOM, Hepac(hacOBaHHON WIJIM FOTOBOM MPOTYKIMH, U30JIMPOBAHHBIX (PU3UUECKU WIIN
WHBIM 00pa3oM, 10 BRIHECEHHS PEUICHHs 00 MX BBITYCKE WM OTKIIOHCHUH.

18. Komnekrop (manifold): yctpoiicTBo unu o0opyaoBaHue, MO3BOJIAIONIEE OAHOBPEMEHHO
HAIOJIHITH Ta30M HECKOJIBKO 0aIIOHOB (KOHTEHHEPOB) M3 OJTHOTO UCTOYHHKA.

19. Kontponupyemast 30Ha (controlled area): 30Ha, mocTpoeHHas W SKCIUTyaTHpyemas
TaKUM 00pa3oM, 4YTOOBI TPEIOTBPATUTH BHECEHHE BO3MOXKHOTO 3arps3HEHHS U CIy4aiHOe
pacrpoCcTpaHEHHE KUBBIX OPraHU3MOB (HaIIpUMep, MOKET UMETh CUCTEMY BO3IyXOIOAIOTOBKH,
COOTBEeTCTBYyMOIyI0 30He D). CremeHb KOHTPOJIS 3aBUCHT OT CBOWCTB OPraHU3MOB,
UCIIOJIb3YEeMBIX B TEXHOJIOTHYECKOM Iporecce. Kak MuHMMYyM, Takas 30Ha JOJDKHA HMETh
OTPHLIATEILHOE JIABJICHHUE II0 OTHOIIEHHIO K CMEXHBIM TIOMEIIEHUSIM M BO3MOXKHOCTb
3¢ (GEKTUBHO yJAJIATh HE3HAUUTEIbHBIE KOJTMYECTBA a3PO30JIbHBIX 3arpsA3HEHUI.

20. KonTpous kauectBa (quality control): cm. myHkt 1.4 pa3znena 1.

21. Kpuorennslii cocyn (cryogenic vessel): cocyn st XpaHEHHUS! CKMKEHHBIX Ta30B MPHU
CBEPXHHM3KHUX TEMIIEpaTypax.

22. Kynerypa xmerok (cell culture): kmerouHass Macca, MOJydYeHHas B pe3yibTaTe
BBIPAIMBAHUS in Vitro KJIETOK, U30JIMPOBAHHBIX OT MHOTOKJIETOYHBIX OPTaHU3MOB.

23. JlekapctBenHoe pactenue (medicinal plant): pacTeHre WM 4acTh €ro, UCIOIb3yEMOE
JUTS METUIIUHCKUX IIeTeH.

24. JlexapctBeHHoe cpenctBo (medicinal product): mroboe BemecTBO WM KOMOWHAIIHS
BEIIECTB, MPEAHA3HAYCHHOE JUIS JICYEHUS WIM NMPO(WIAKTUKU 3a00JeBaHUN y YeIOBEKa WU
XKHUBOTHBIX. JIr000€ BelecTBo WM KOMOMHALMA BEIIECTB, BBOJUMOE YEJIOBEKY WM )KUBOTHBIM C
JTUAarHOCTUYECKUMHU  LEISIMH  JUIi  BOCCTAQHOBJICHMS, KOPPEKTHPOBKH WM  W3MEHEHHS
¢usnonornueckux (QYHKIMH YeloBeKa MM JKUBOTHBIX, TAaKKE PpacCMaTpUBAETCs Kak
JIEKapCTBEHHOE CPEJICTBO.

25. JlekapcTBeHHOE CpEACTBO M3 pacTuTeabHOro chiphs (herbal medicinal product):
JIEKapCTBEHHOE CPEJICTBO, COAEpIKallee B KAUeCTBE aKTHBHBIX MHIPEJUEHTOB TOJBKO BEIECTBA
PaCTUTEJIBHOTO TPOUCXOKACHUS U/UIIU MpernapaThl Ha UX OCHOBE.

26. HepacdacoBanHblii TOTOBBI NpoAykT; Oank-poaykt (bulk product): mpoamykr,
IPOILEAINI Bce IPOU3BOJICTBEHHbIE CTa/INH, 3a HCKIOYEHUEM OKOHYATEIbHON YIIaKOBKH.

27. Homep cepun; Homep naptuu (batch number or lot number): onpeaenenHoe coyeranue
udp u/vnu OykB, 0003HAYAIOIIEE CEPHUIO TTPOTYKIIUH.

28. TlepekpecTHoe 3arps3HEHHE (Cross contamination): 3arpsi3HEHHE MATEPUAIOB WU
NPOAYKIUH JPYTUMHU MaTepranaMu WIU NPOIyKIHEH.

29. IlepepaboTka (reprocessing): TOBTOpHas 0O0pabOTKAa CEpUM WM 4YacTU CEpUu
IPOAYKIUH, HE COOTBETCTBYIOLICH 3a/laHHBIM TPEOOBaHMIM, HAUMHAs C ONPEAEICHHON cTaauu



IPOM3BOJICTBA, ISl OTYYCHHUS IPOAYKIIUN TPeOyeMOro KauecTBa Mmocie MPOBEACHNS OTHOW WITH
HECKOJIbKUX JONOJHUTENbHBIX ONEepaIuii.

30. IToBTOpHOE WHCHOJIb30BaHUE (recovery): BKIIOYCHHE MPOU3BEACHHOW paHEee Cepuu
OpOAYKUUM TpedyemMoro kadectBa (WJIM €€ 4YacTH) B JAPYTylI0 CEpHI0 NPOAYKIUH Ha
OTIPEIeIICHHON CTa UM MTPOU3BO/ICTBA.

31. IloceBHoit matepuai (seed lot):

Cucrema moceBHbIX MaTepuasioB (seed lot system): cumcrema, TpH  KOTOPOW
IOCJIEI0BATENIbHBIE CEpUU MPOAYKIMU TOIYy4aloT U3 TJIaBHOIO IOCEBHOIO Marepuana Npu
OTIpE/ICIICHHOM KOJIMYECTBE IepeceBoB (maccaxel). B TekymeM mpou3BojacTBe pabounii
[IOCEBHOW Marepuan TOTOBUTCS M3 TIJIABHOI'O IIOCEBHOTO MaTepuana. ['OTOBBIA MPOIYKT
NPOM3BOUTCS U3 pabouero MOCEeBHOTO Marepuaja, MPH STOM YHCIO TEPECEBOB M3 TJIABHOTO
[IOCEBHOTO MaTepHaja He JOJDKHO MPEBBINIATh 3HAUYEHUs, YCTAHOBJICHHOTO NMPH KIMHUYECKUX
UCTIBITAHUSAX ~ BaKIWH, HCXOAs W3 TpeOoBaHWil  Oe3omacHOCTH ©  APPEKTHBHOCTH.
[TponcxoxaeHue TJIaBHOIO IOCEBHOIO MaTepualla U HUCTOPHsI IEepeceBOB M3 HErO JOJKHBI
0(pOpPMIIATHCS JOKYMEHTAIBHO.

I'maBHBIE moOceBHOW Matepuan (master seed lot): KynpTypa MHKpPOOpPraHH3MOB,
pacrpeneneHHas U3 OJHOTO Hepac(hacOBaHHOTO MPOMYKTA MO E€MKOCTSM B TIPOILECCE OIHOM
olepaluu TakuM o00pa3oM, YTOObl 00ECHEeYyUBAINCH OJHOPOJAHOCTb, CTAOMIBHOCTH M HE
JIOIYCKaJIOCh 3arps3HeHue. [J1aBHBIM NOCEBHOW MaTepHal B JKMJIKOM BHUIE XPAHAT IIPH
temneparype MuHyc 70 °C; B 1M0(pMWIN3UPOBAaHHOM BHUJIE - IPU TeEMIIEpaType, 00ecreunBatonei
€ro CTaOMIILHOCTD.

PaGounit moceBHoii wmarepuan (working seed lot): KympTypa MHUKpPOOPTraHHU3MOB,
NOJy4YeHHAsi W3 TJIABHOTO TIOCEBHOTO MaTepuana M TpeaHa3HaueHHAs /I HCIOJIb30BAaHUS B
npous3BoJcTBe. Pabounii MmMoceBHON MaTepuan pacnpeieisercs M0 €MKOCTIM M XpaHHUTCA
AQHAJIOTUYHO XPAaHEHMIO TJIABHOTO MTOCEBHOTO MaTepHaa.

32. [IpousBoautens (manufacturer): neparenb JIULEH3UU Ha TPOU3BOJICTBO.

[Tpumeuanue - Ilpeanpusitue, OCYIIECTBISIOIIEE XOTsS Obl OAWH 3Tal IMPOU3BOJCTBA,
paccMaTpHBaeTCs Kak MPOU3BOAMUTENb JIEKAapCTBEHHBIX CPECTB.

33. IlpomsBoacTBo (manufacture): Bce omepanid W BHUABI KOHTPOJIS, CBSI3aHHBIC C
NOJy4YeHHUEM, TPUEMKOW U 00pabOTKOM HCXOIHBIX MAaTepHajoB, YIMAaKOBKOH, BBITYCKOM B
peanu3anmio, XpaHEeHUEM U OTTPY3KOM JIEKAPCTBEHHBIX CPENICTB.

34. TlpomexyTtounslii mTpoAykT (intermediate product): uacTuyHO 00pabOTaHHBIN
MaTtepuasl, KOTOPBIM MOHKEH MPOWTH NalbHEHIIME CTaguu NPOM3BOJICTBA, MPEXKIE YEM OH
CTaHeT Hepac(hacoOBaHHBIM I'OTOBBIM IPOIYKTOM.

35. IIpOMBINUICHHBIA pPETJIaMEHT, TEXHOJOTHYECKWE HWHCTPYKUMH W HMHCTPYKUHUH IO
ymakoBke (manufacturing formulae, processing and packaging instructions): JOKYMEHTSHI,
ONPENETAOIINE BCE HCIIONIb3yEMbIE HCXOJHBIE MaTEpHallbl M ONEpaluu M0 NPOU3BOJACTBY U
YIaKOBKE NPOAYKIIUH.

[Tpumevanus:

1. IIpOoMBIIIIEHHBIN PETTIAMEHT SIBJISIETCS TEXHOJIOTMYECKUM JIOKYMEHTOM JEHCTBYIOIIErO
CEpUITHOI0 MPOMU3BOJICTBA, YCTAHABIMBAIOIIMM METOAbl IPOU3BOACTBA, TEXHOJIOTMYECKUE
HOPMAaTHUBBI, CPEJICTBA, YCIOBUS M TOPSIOK IIPOBEAEHUS TEXHOJOTMYECKOrO Ipolecca U
o0OecreynBarONIMM TOJTy4YeHHE JIEKAPCTBEHHOI'O CpEICTBa C IMOKa3aTelsIMH  KadecTsa,
OTBEYAIOIMMH TPeOOBaHUSM HOPMATUBHON JOKYMEHTAIUH.

2. JlaHHBIH TEpPMHUH HCIOJB3YETCS TOJBKO B 0O0JAcTH MPOU3BOJICTBA JIEKAPCTBEHHBIX
CPEJICTB.

3. IIpoMbIIUIEHHBIA PErIaMeHT HE OTHOCUTCA K TEXHHUYECKHM perjiaMeHTam,
npexycMoTpeHHbIM DenepanbHpIM 3aKk0HOM "O TEXHUYECKOM PEryIMpPOBaHUM".



36. Ilpotokon Ha ceputo (record): MOKyMEHT, OTPa)KalOIIMA TPOLECC MPOU3BOJICTBA
KaXI0M ceprH MPOAYKIIMHU, B T.4. pa3pelicHHE Ha €€ pealln3alluio, U Bce (PaKTOpPbI, UMEIOIIHNE
OTHOIIICHHE K Ka4eCTBY TOTOBOH MPOTYKIIHH.

37. Pammodapmanetuueckuid mpemapaT (radiopharmaceutical): mo6oe jexapcTBEeHHOE
CPEICTBO, CoJepXKaliee B TOTOBOM BHJE OJWH WM Ooyiee paiuOHYKIHIOB (paJMOaKTHBHBIX
U30TOTIOB), UCIOJIB3YEMBbIX JIJISI MEUIIMHCKUX TIEJICH.

38. PacturenpHoe ceippe (crude plant; vegetable drug): ceipele WM BBICYIICHHBIC
JICKApCTBCHHBIC PACTECHUS MJIM UX YaCTH.

39. PeructpanuonHoe jocke (registration dossier): KOMIUIGKT JTOKyMEHTOB M MaTEpPHAIIOB
YCTAHOBJICHHON CTPYKTYpPhl M COJICp)KAaHUS, NPEIACTABISICMBbIH BMECTe C 3asBKOW Ha
PETUCTPAIHIO JIEKAPCTBEHHOTO CPE/ICTBA, a TAK)KE YTBEPIKICHHBIN B TIPOIIECCE PErHCTPALIUH.

40. Cepusi; maptus (batch; or lot): onpeneneHHOE KOJIMYECTBO OJHOPOAHBIX MCXOIHBIX U
YIaKOBOYHBIX MAaTEPHAJIOB WJIM OJHOPOTHOW MPOAYKIHH, 00paOOTaHHON B XOJE€ OJHOW WIIH
HECKOJIBKUX TIOCIICIOBATEIBHBIX TEXHOJIOTHYCCKUX CTaIIHIA.

[Tpumeuanne - Ilpu HEOOXOIUMOCTH Ha OIPEINCICHHBIX CTAAUAX IMPOU3BOJICTBA CEpPHUS
MOJXET OBITh pa3jielicHa Ha IMOJICEPUHU, OOBEIUHSICMbIC BIIOCICIACTBHUA B OJIHOPOJHYIO CEPHUIO
npoaykuuu. [lpu HempepbIBHOM TPOHM3BOJCTBE IOHATHE CEPHUH JODKHO OTHOCHTHCA K
OTIPENICIICHHOW YaCTH MPOAYKIIUHU, XapaKTEPU3yEeMON OJTHOPOIHOCTBIO.

C ToOuKkM 3peHHs KOHTPOJS TOTOBOW MPOAYKIMH CEpHUsl MPOMYKIMH BKIOYAET B ceOs
COBOKYITHOCTh CIMHHUIl JO3UPOBAHHONH (OPMBI JIEKAPCTBEHHBIX CPEACTB (JIEKAPCTBEHHOMU
(GOpMBI), M3TOTOBICHHBIX W3 OJHOTO 00BEMa MCXOJHOTO MaTepuana W TPOIISANINX EIHHYIO
MIOCJICIOBATEIPHOCT MPOWU3BOJICTBEHHBIX OMNEPAMi WM CIUHBIA IMKJI CTEPUIH3AINN; TPU
HETIPEPHIBHOM TTPOU3BOICTBE - BCE EAWHUIIBI, IPOU3BEICHHBIC B 3aJaHHBII HHTEPBAJI BPEMEHHU.

41. Cxmxennsle rassl (liquifiable gases): ra3sl, KOTOpbIe IPU CTAHJAPTHBIX TEMIIEPATYpe U
JTaBJICHUH HAIIOJHEHUS HAXOJATCS B OaJUIOHE B CXKMXKEHHOM BHJIE.

42. Cucrema (system): COBOKYIMHOCTb B3aUMOCBSI3aHHBIX JIEUCTBHUM U TEXHUYECKUX
CpeACTB, 00Pa3yIOUIMX €IMHOE 1IEJIO0E.

43. CuctemMa C KOMIIBIOTEPHBIM YIpaBICHHEM M KOHTposieM (computerized system):
cUcTeMa, BKJIIOYaroass B ce0s BBOJ JaHHBIX, HX OJIEKTPOHHYIO 0O0paOOTKy ¥ BBIBOJ
UH(POPMALINH, UCTIOTIB3YEMOH I PETUCTPALU IIK aBTOMATUYECKOT'O KOHTPOJISL.

44. ComocraBieHne;, BBIXOA NpoAykiuu (reconciliation): cpaBHEHHE OXHUAAEMOTO U
(akTHuecKoro O00BEMOB TPOM3BEACHHOW WJIM HCIOJB30BAaHHON NPOAYKIUH C Y4YETOM
CTaHJAPTHBIX OTKJIOHEHUH.

45. Cnemmduxanus (specification): TOKyMeHT, coaepKaluii TpeOGOBaHuUs, PEIbIBIsSEMbIC
K MaTepuajaM U HpOAYKTaM, MHCIOJIb3yEMbIM MM IOJIy4YaeMbIM IpH IPOU3BOJCTBE,
SIBIISTFOLIMIACS OCHOBOM JIJIs1 OIIEHKH KayeCcTBAa JIEKAPCTBEHHBIX CPE/ICTB.

46. CrepunbHOCTh (sterility): OTCYTCTBHE J>XKMBBIX MHUKpPOOpPraHHU3MOB. TpeOoBaHMs K
NPOBEICHUIO KOHTPOJII CTEPUIBHOCTH TPUBEACHBI B COOTBETCTBYIOUICH HOPMAaTUBHOU
JOKyMEHTaLUH.

47. Texnonoruueckuit npouecc (production): omnepanuu, BKIIOYAIOMKE B ce0S IPUEMKY U
00pabOTKy MCXOHBIX MaTEpPHAJIOB, YIIAKOBKY U MOJYYEHHE TOTOBOIO MIPOAYKTA.

48. YnakoBka (packaging): Bce onepauuu, B T.4. HallOJHEHUE U MapKUPOBKA, IPOBOIUMBIE
¢ Hepac(acoBaHHBIM ITPOAYKTOM JUIs IIOJTYYEHUS TOTOBOTO IIPOAYKTA.

[Tpumeuanue - CTepuibHOE HaNOJHEHHE, KaK MPaBUIIO, HE CIEAYEeT paccMaTpUBaTh Kak
yacTb Ipoliecca yHakoBkM. B 3Tom ciyuae Hepac(acoBaHHBIM HPOAYKTOM CUHUTAKOTCS
HAIOJIHEHHBIC TIEPBUYHBIC KOHTEHHEPHI 0€3 OKOHUATENbHON YIIaKOBKH.

49. YnakoBouHblli MaTepuan (packaging material): 1000#f MaTepuan, mpUMeEHsSEMBbIN A
YTIaKOBBIBaHMUS JICKAPCTBEHHBIX CPEZCTB, 34 NCKIIOYCHNEM BHEIIHEH YIIaKOBKH, HCIIOIb3YEeMOH
JUI TPaHCHOPTUPOBAaHUS. YTAKOBOYHBIE MaTepHajbl JAEATCA HA NEPBUYHbIE U BTOPUYHBIC B
3aBUCHMOCTH OT HAJIMYHS IIPSIMOTO KOHTAKTa C IMIPOTYKTOM.



50. YnonaomouenHoe nuio (Qualified person): cOTpyaHUK MPEATTPUATHA-TIPOU3BOIUTEII,
MPUHUMAIOIINN OKOHYATENIbHOE PEIICHNE O BBIITYCKE CEPUU JIEKAPCTBEHHOTO CPEACTBA.

51. Yucras 30Ha (clean area): 30Ha, MOCTPOCHHAS W AKCILTyaTUPyeMasi TAKHM 00pa3oM, 4To
B HEH CBEJEHO K MHUHHMYMY MpPOHHKaHUE, 00Opa30BaHHE W HAKOIUICHHE 3arpsi3HEHUN B BUIE
JacTul 1 MUKPOOPTaHU3MOB.

[Tpumeuanue - Tunbl YUCTHIX 30H onpeaeneHsl B [Ipunoxenun 1.

52. Ywucras wu3onupoBaHHas 30Ha (clean contained area): 30Ha, MOCTPOCHHAs U
IKCIUTyaTHpyeMasi TAKUM 00pa3oM, 4TO OHA OJHOBPEMEHHO SBISICTCS YUCTON W M30JMPOBAHHOU
30HOM.

53. Dx30THYeCcKHil opraHM3M (exotic organism): OHWOJIOTUYECKUN AareHT, BBI3BIBAIOIIHIA
3a0oJeBaHKe, OTCYTCTBYIOIEE B JAaHHOM CTpaHe WK reorpaduueckoil 30He, 100 SBISIOLUICS
00BEKTOM MPOPHUIAKTHUECKUX MEP WII TPOTPAMMBI 10 €r0 YCTPaHEHHIO.

CBEJJEHUA
O COOTBETCTBMM HAITMOHAJIBHBIX CTAH/IAPTOB
POCCHUICKOM ®EJEPALIMU CCHIJIOUHBIM MEXYHAPOJIHBIM
(PETMOHAJIBHBIM) CTAHIAPTAM

O0o3HaueHUs O0o03HaueHNE 1 HAMMEHOBAHUE COOTBETCTBYIOIIECTO
CCBUTIOYHOTO HAIMOHAIBHOTO CTaHIapTa
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