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Poccuiickoit Penepanuu, 2010, Ne 16, ct. 1815, Ne 26, cT. 3446) 1 TOAMYHKTOM 5.2.18%
nyHkTa 5 Ilonoxenms o MuHHCTepcTBE NPOMBIIUIEHHOCTH M TOProBIHM Poccuiickoi
@enepauyy, yTBEpXKIEHHOIO nocranopineHueM llpasurensctBa Poccuiickoit ®Penepanuu
ot 5 urons 2008 r. Ne 438 (Cobpanue 3akoHonmarenscTBa Poccuiickoit @enepanun, 2008,
Ne 42, ct. 4825; 2009, Ne 3, ct. 378, Ne 6, cT. 738, Ne 11, cT. 1316, Ne 25, ct. 3065, Ne 26,
ct. 3197, Ne 33, ct. 4088; 2010, Ne 6, cT. 649, Ne 9, cT. 960, Ne 26, ct. 3350, Ne 31,
cT. 4251, Ne 35, ct. 4574, Ne 45, ct. 5854; 2011, Ne 43, cT. 6079, Ne 46, cT. 6523, Ne 47,
cT. 6653, 6662; 2012, Ne 1, ct. 192, Ne 43, ct. 5874, 5886; 2013, Neo 5, cr. 392)
NpHUKas3HblBalo:

1. YrBepaute mpuiaraemsle IlpaBuna opranuzallid TPOU3BOACTBA M KOHTPOINS
Ka4eCTBa JIEKapCTBEHHBIX CPELICTB.

2. KOHTpOJIb 32 HUCIIOIHEHUEM HACTOSIIET0 NPHKa3a OCTABJISIO 3a COOOH.
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VYTBEPXJIEHBI
npukazoM Munnpomropra Poccuy
or 7y Utofrd 20131 NeT7E

leaBn.ﬂa OpPraHH3alHH Mpou3BO/ACTBA
H KOHTPOJIS Ka4€CTBa JIEKAPCTBEHHbIX CPEACTB

I. OBHIME ITOJIOXKEHUS

1. IlpaBuna opranuszanuy IPOU3BOACTBA M  KOHTpPOJS KadecTBa
JIeKapCTBEHHBIX cpencTB (nanee — IIpaBuna) ycraHaBIUBalOT TPeOOBaHUSA K
OpraHu3ally IPOU3BOJICTBA U KOHTPOJS KadecTBa JIEKAPCTBEHHBIX CPEACTB A
MEeIUITUHCKOrO IpUMEeHEeH s ¥ BeTepUHApHOro NpUMEHEeHU .

2. IlpaBuna pacmpoCTpaHsIOTCS Ha BCE BUIBI JIEKApCTBEHHBIX CPENCTB U
yCTaHaBIUBAIOT 00IIMe TpeOOBaHNI K OpraHU3allly X MPOU3BOJCTBA U KOHTPOJIA
KayecTBa, a TaKXe CIelUalbHble TpeOOBaHUSA K OpraHU3allid IPOM3BOICTBA
OTAENHHBIX BUIOB JICKAPCTBEHHBIX CPEJICTB.

3. Hacrosmue [IpaBuna He pacnpocTpaHsIOTCS Ha BOIPOCH! OXPaHBI TPYJa
IepcoHalla, 3aHATOr0 B IPOM3BOACTBE, Ha OOECIeYeHHME INPOMBIIIIEHHON
Oe30macHOCTH, IIOXKapHOM 0e30macHOCTH, B3PHIBOOE30NACHOCTH, XUMHYECKOH
0€30I1aCHOCTH, CaHUTApHO-TUTHEHNYECKOH 0e30macHOCTH M HHOM 6e30I1acHOCTH
IPU IPOU3BOJACTBE JIEKAPCTBEHHBIX CPEACTB, a TAKXK€ HE 3aTparuBalOT BOIPOCH!
OXpaHbl OKpyXaromed cpenpl. [IpuHATHE HEOOXOMUMBIX MEP B YKa3aHHBIX
cilydasx, SBISETCS HENOCPEICTBEHHOW 00sf3aHHOCTBIO IIPOM3BOIMTENS B
COOTBETCTBHMHU C HOPMATHUBHBIMY IIPaBOBBIMHU akTaMu Poccuiickon Denepanum.

II. TEPMHHBI 1 OIIPEJEJEHWS

4. Ins nenedl Hacroswux lIpaBuyi MCHONB3yIOTCS CIENYIOIIME OCHOBHEBIE
TIOHSITHS:

0a/JI0H — KOHTeHHep OOBIYHO IMITMHIPUIECKOH (OpMBI, IPUCTIOCOOIEHHBIN
AT CKaToro, CXW)KEHHOIO WJIM  DPAacTBOPEHHOrOo  rasa, OCHAICHHBIN
IpucriocobeHreM Ul PperylIupoBKHM CIIOHTAaHHOTO BBITEKaHUA rasa IpH
aTMOc(hepHOM JIaBJIeHUM U KOMHAaTHOM TeMIieparype;

OHoJIOTHYEeCKHe areHTbl — MHKPOOPTraHM3MBbI, BKJIOYas IIOJIy4EHHBIE
METOLNaMU TE€HHOH WHXXEHEepPUH, KJIETOYHBIe KYyJbTyphl U DHAONAPa3HThl, Kak



IaTOT'€HHBIE, TaK U HEIIATOr€HHBIE;

OMopeakTOp — 3aKphiTas cHcTeMa, Takasi Kak (EPMEHTED, B KOTOPYIO
BBOZAT OMOJIOrHYECKHE areHThl Haps/y ¢ IPYyTHUM ChIPheM TaKHM 06pasoM, 4TO 3T0
NPUBOAMUT K MX PasMHOXECHHIO WM K IPOLYLIUPOBAHHUIO MMH APYTHX BEIIECTB
IyTeM B3aWMOIECHCTBUA C JAPYIMM CHIphbeM. BHOpeakTOpbl OOBIYHO CHAGXEHBI
PEryIupyroIKUMU B KOHTPOJIUPYIOIIMHU IIPpUOOpaMH, a TakXKe MPUCIIOCOOTIEHUIMH
1711 0OaBIEHUS U YOAIEHHS BEIECTB;

BaJIMIANHsA — JOKYMEHTAJIBHO O(pOpMIIEHHBIE IEHCTBUS, JAIOIINE BEICOKYIO
CTENIeHb YBEPEHHOCTH B TOM, YTO METOAMKA, IIpoiuiecc, 000pyIOBaHKE, MaTepHal,
onepanuss HJIH CHCTEMa COOTBETCTBYIOT 3aJaHHBIM TpeOOBaHUSM M HX
HCITOJB30BaHUe OyJEeT NOCTOSHHO MPUBOAUTE K PeE3yIbTaTaM, COOTBETCTBYIOIIUM
3apaHee YCTaHOBJIEHHBIM KPUTEPUSIM NPHUEMIIEMOCTH;

BO3BpaT — BO3BpaT JIEKAPCTBEHHOI'O CpPEJCTBAa €ro NPOHM3BOAUTENIO MU
IOCTAaBIIUKY;

BO3AYILIHBIA 1LLIIO3 — OrpaHWYEHHOE IIPOCTPAHCTBO C JByMsA HIH
HECKOIBKMMH [ABEPSMH, pACIONOXKEHHOE MEXIy MABYMS WIH HECKOJIBKMMHU
NOMEIICHUSIMH, HanpuMep, pa3HbIX KIacCOB YHCTOTHI, IIPEeIHa3HAYEHHOE JUIA
pa3fenieHus BO3MYILIHBIX Cpel MOMEUIeHUH IpU BXOJAE B HUX U MCIOJIb3yeMOe Kak
Ui Iepexo/ia IepCoHaa, TaK ¥ U1 epeMELICHHs MaTepHaIOB;

BbICOKO aKTHBHbI€ BeleCTBA — XHUMUYECCKUE COCAMHEHHS, OKa3bIBAIOIIHE
BO3JEHCTBHE HAa OPTaHU3M YeJIoBeKa B HU3KHMX KOHIIEHTPALIMAX,

BbICOKO AaKTHBHbIE JIEKADCTBEeHHbie CpeACTBA — JIEKAPCTBEHHBIE
CpeicTBa, Jaiolpe  (Qapmakonormdeckud dhdexr B HHU3KHX  [03ax
(KOHLIEHTpALUAX );

roroBasi NpPOAYKnusA (TOTOBBIA NPOXYKT) — JIEKapCTBEHHBIA IIpeIapar,
KOTOpPBIH IpoIlen Bce CTaAud TEXHOJOTMYECKOro Ipolecca, BKIIOYas
OKOHYATEJIBbHYIO YIIaKOBKY;

3aNHCh — JOKYMEHT, (PUKCHPYIOIIMI BHITOJHEHUE Da3IMYHBIX IeWCTBHM
IUI T0OKa3aTeNIbCTBA COOTBETCTBUA HHCTPYKIIHSAM;

H30/IMPOBAaHHAsl 30Ha — 30Ha, O00OpyAOBaHHas COOTBETCTBYIOLIMMHU
¢ubTpaMi M YCTpOMCTBaMH MOJTOTOBKM BO3dyxa Ui IIpelOTBpPAIlCHHSA
KOHTAMHHAI[MM BHEIIHEH OKpyXamomeld cpeiasl OHONOrMYeCKHMMH areHTamy,
IIPUCYTCTBYIOIIMMH B 3TOH 30HE;

H30JISIHS — JIEWCTBUSA 110 OrPaHMYEHHIO PACIIPOCTPAHEHUS OMOTOTHYECKHX
areHTOB WM APYTUX KOHTAMHUHAHTOB 3a NPEAEIIEl ONPeIeIEHHOIO IIPOCTPAaHCTBA,

H30JIAI[MA BTOpHYHAsi — CHCTeMa M3OJIAIMH, M[pefoTBpallaromas
MPOHUKHOBEHME OUOJOTMYECKOro areHTa BO BHEIIHIOIO OKpPYXXAOIIyI0 CPEAy HMIIH
B Apyrue paGoyre 30HBI, YTO IOCTUTAeTCs HCIIOJIb30BAHHEM IIOMEINEeHUH CO
CHeHaIbHBIMA CHCTEMaMH MMOATOTOBKH BO3JyXa, HATHIHEM BO3QYIIHBIX IIIHO30B
d (WIH) CTepWIM3aTOpoB i1 Iepefavyd MaTepHajioB HapyXy Hapsaay ¢
nporeypamMu 6e30macHOro BeIeH!s npouecca. Bo MHOTHX CiTydasxX HUCIIOb3yeTCA
JUISL TIOBEIIEHUST () ()EKTUBHOCTH IIEPBUYHON HU30JISLINH;

H30JIMI[HS TNepBHYHAs — CHCTEMa H3O/LMY, IpeAOoTBpalaroilas
INpPOHHKHOBEHHWE  OHOJIOTHYECKOT0O  areHTa B OKpyXalllyio  Cpeay,
HEMOCPEACTBEHHO MPUJIETAONTyI0 K pabodeli 30He, YTO JOCTUraeTCsa NOCPEACTBOM
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HCIIOJIb30BaHUsl 3aKPBITHIX KOHTEHHEPOB MM OOKCOB MJIs 0€30IMacHOTO BeJICHHS
Ouonorudeckux paboT HapsIy ¢ IpoleaypaMu Ge30IIaCHOrO BEIEHHS IIPOIEcca;

HHPHUIHPOBAHHBIA — 3apaXeHHBI IMOCTOPOHHHMH OHOJOTHYECKUMMU
areHTaMH M, ClIeOBaTeIbHO, CIIOCOOHBINA K PaclpOCTPaHEHHIO HHQEKINH;

HCXO4HOe chIpbe — oOllee IOHATHE, HCIOIB3yeMoe Uil 0003HauYeHHsA
HCXOJHBIX MaTEpUaNIOB, PEaKTHBOB M pacCTBOpHTENeH, NpeaHa3HaYeHHBIX I
IIPOM3BOJICTBA IIPOMEXYTOTHON IPOAYKINH WK (papMaleBTHYECKOH CyOCTaHIINH;

KaJauOpoBKa — [EMOHCTpalldisi TOro, 4YTO KOHKPETHBIH INpubop wWim
YCTPOWCTBO JaeT pe3yJbTaThl B YCTAHOBJIICHHBIX IIpeJeNiaX 10 CPaBHEHHIO C
pe3yibTaTaMu, MOJY4YaeMbIMH TP KCIIOJB30BaHHU CTAHIAPTHOrO oOpasua Wi
COIIOCTaBMMOIO €O  CTaHaaproM ofpasua ubo 3TaloHa BO  BCEM
COOTBETCTBYIOIIEM AMAINIa30HEe U3MEPEHHUH;

KapaHTHH — CTaTyC MCXOJHOTO CBIPhbS, YIAKOBOYHBIX MaTepHaloB,
IIPOMEXYTOYHOM, HepachacCOBaHHON WM I'OTOBOH MPOAYKLMH, HU30JHPOBAHHBIX
(GU3MYECKU WIH IpYTMMH 3P QeKTHBHEIME CIIOCO0aMH, IO MPHHSATUS pelIeHus oo
UX 0JJOOpPEHHH WK OTKJIOHEHHUH;

KBaNHpUKANUA — JeHCTBUSA, YIOCTOBEPSIONIME U NOATBEPXKAAIOIIUE
IOKYMEHTAJIIBHO TOT (akT, 4T0 O00OpYyIOBaHUE WM BCIIOMOI'ATENIbHBIE CHUCTEMBI
CMOHTHpPOBaHBl  JO/DKHBEIM  00pa3oM, IpaBWIBHO  (QYHKIUOHHUPYIOT U
OEeUCTBUTENIFHO IPUBOIAT K OXHAaeMBIM pesyibTaTaMm. [loHsATHEe «Banmunanusy
ABNseTCS OoJiee IMMPOKKUM M MHOT/IA BKIIIOYAET B ce0s MOHATHE «KBATA(DHKALH;

KJeTOYHas KYJbTypa — KIEeTOuHas Macca, IOJly4eHHas B pe3yibTare
BBIpPALIMBAHMUS in Vitro KJIETOK, H30JIUPOBAHHBIX OT MHOTOKJIETOYHBIX OPIaHU3MOB,;

KOJLUIEKTOP — YCTpPOHCTBO MM 00OpyJOBaHWE, IpelHa3HaYyeHHOEe M
OOHOTO WM HECKOJBKUX OalloHOB (KOHTEHHEpOB) U  IIO3BOJIAIOILEE
OJHOBPEMEHHO OYHMCTUTD U HAIlOJIHUTH ra30M OaIOH (KOHTEHHED);

KOMINbIOTEPU3HPOBaHHAsE CHCTeMa — I[IpOIECC MIM  Olepanus,
o0beIUHEHHas: B OJHO 1IeJI0e C KOMITBIOTEPHOH CHCTEMOM, BKIIOYAIOIIEH BBOJ
IOAaHHBIX, UX JIEKTPOHHYIO 00paboTKy U Bbiiady MH(OpPMAIIUU, HCIIOIB3YEMON JULI
IOKyMEHTAJILHOTO OOpMIIEHUS M(WIIK) ISl aBTOMAaTUIECKOIO YIIpaBIeHus;

KOHTpOJIHpyeMasi 30Ha — 30Ha, TIOCTPOCHHAsE M 3KCIUIyaTHpyeMas TaKuM
06pa3oM, 4TOOBI KOHTPOIHMPOBATh BO3MOXKHYIO KOHTAMHUHAIMIO U CIIy4yanHOe
pacIpOCTpaHEHHUE MUBBIX MHKPOOPTaHU3MOB, KOTOpask 3KCIUTyaTHPYETCs IpH
OTPULIATEIFHOM [JABIEHHHM 110 OTHOIIEHHMIO K CMEXHBIM KIacCHQHLIUPOBAHHBIM
IOMEIIEHUSAM U T03BOJIAET 3¢ (HEKTUBHO YCTPaHATh HE3HAYUTEIbHBIE KOJIMYECTBA
HaXOMAMMXCA B BO3QyXe HCTOYHMKOB KOHTaMHWHAIlMH, IIPU 3TOM CTElEHb
OCYILIECTBISIEMOTO KOHTPOJIS 3aBUCUT OT BUJIa MUKPOOPraHHU3Ma, UCIIONIE3YEMOr0 B
nporecce;

KOHTPOJIb B Hpouecce TMPOU3BOACTBA (BHYTPUIIPOU3BOJACTBEHHBIN
KOHTPOJIb, MEXOIIEPAIlMOHHBIA KOHTPOJIb) — KOHTPOJIb, BEINOJHAEMBIA B XOJ€
TEXHOJIOTHYECKOro Ipoliecca C IENIbI0 MPOBEPKH COOTBETCTBHS MPOMEXYTOYHOM
NpOoAYKIMH ¥ (WIH) NPOSYKIHMH 3alaHHBIM TpeOOBaHUSAM, IO pe3yJbTaTaM
KOTOPOT'O MO>XET BBHIIOJHATHCS KOPPEKTHPOBKA IapaMeTPOB TEXHOJIOTHYECKOro
npouecca. KOHTpOJNB COCTOSHHS OKpy»XXawomieid cpeasl HWIH 000pyIOBaHHMS
paccMaTpUBaeTCs KaK JIEMEHT KOHTPOJIA B Ipoliecce MPOU3BOICTBA,;
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KOHTPOJIbL KavecTBa — KOHTPOJIb KauecTBa BKIOYAeT B cebs oT6op mpob,
NPOBENCHHE  MCIBITAHWH, TNPOBEPKM HA  COOTBETCTBHE  TpeOOBaHHIM
cenuduKalyii, a TaxKe POy Pbl OpraHU3alMy, JOKYMEHTHPOBAHUS M BEIIAYM
paspeleHUs Ha BBIIYCK;

KPHOTeHHBIH cOcyl — COCyJA, TMpedHa3sHA4YeHHBIH JUId XpaHEHHS
COKIDKEHHOTO rasa IpY CBEpXHHU3KUX TEMIIepaTypax;
JEKAPCTBEHHOE pacTeHHe — IeJIo€ pacTeHHWe WIH €ero 4Yacry,

HCIIONb3Y€eMbIe B MEIULIUMHCKUX LIENSX;

JIeKapCTBeHHbIE CPEACTBA — BEIECTBA WJIK UX KOMOMHALIUY, BCTyAIOIIHe
B KOHTAaKT C OpPraHM3MOM 4YelOBEKa MK >XUBOTHOIO, IPOHHUKAIOIIME B OpraHbl,
TKaH{ OpraHM3Ma 4YeJIOBeKa WIM XXHBOTHOrO, IPUMEHsSEMbIe Ui NMPO(MMIAKTHKY,
OWarHOCTUKA (3a HCKIIOYEHHWEM BEUNIeCTB MM MX KOMOMHanui, He
KOHTaKTHUPYIOIMX C OpraHu3MOM 4YeJlOBeKa WK )KMBOTHOIO), JICYECHHA
3abosyeBaHUs, peabWwIWTaluM, IS COXpPaHEHHMS, MPEJOTBpAICHHSA  HIIH
IpepBIBaHus OEPEMEHHOCTH U IOJXy4YE€HHBIE U3 KPOBH, ILIa3Mbl KDOBH, U3 OpraHoOB,
TKaHe# OpraHM3Ma 4YeJIOBeKa MJIM )XUBOTHOTO, PAaCTeHHMH, MHMHEPAIOB METOAaMHU
CHHTE3a WIH C IpPUMEHEHHeM OHOJOrMYecKHX TeXHONOTud. K jeKapCTBEHHBIM
CpeACTBaM OTHOCATCS (apMaleBTHUYecCKUe CyOCTaHLIMM M JIEKapCTBEHHEIC
Tpenapars! ;

JIEKAPCTBEHHbIH PaCTHTEJbHBbIH NMpenapaT — JEeKapCTBEHHBIH Mpenapar,
IIPOM3BEEHHBI WM W3TrOTOBIEHHBIA M3 OJHOIO BHJIa JIEKapCTBEHHOIO
PacTUTENHHOTO CHIPhSI WM HECKOJBKHX BHJOB TaKOTO CBIPhS U EganmyeMmﬁ B
pacacoBaHHOM BHJIE BO BTOPHYHOHN (IIOTPeOUTEIBCKOM) YIIAKOBKE

MaTepHaJbHbIH 0ajlaHC — COOTHOIIEHHE MEXIY KOJHYECTBOM IIPOIYKIHH
M MaTepUAIOB, KOTOPOE TEOPETUUECKH MOXKET HCIIOIB30BaTECS B IIPOM3BOACTBE
M TIOQy4aTbCcs B pe3yJibTaTe NPOU3BOACTBA, M KOJIMYECTBOM NPOAYKLIUH HIIH
MaTepHaaoB, (AKTHYECKH MCIIONB30BAHHEIM B IPOU3BOACTBE M  (aKTHIECKH
TIOJTyYEHHBIM B PE3YJIbTaTe IPOU3BOJACTBA, C YUETOM JOITy CTUMBIX OTKIIOHEHHH;

HepachacoBaHHasi MPOAYKIMA — Jrobas MPOAYKIMs, NpOINEeAIIas BCe
CTaIM¥ TEXHOJOTMYECKOrO0 IpoIlecca 3a HCKIIOYCHHEM IIOTPEOHUTENBCKOH
yIaKOBKHY;

HOMep cepuH (HOMep NapTHH) — YHUKaJIbHas KoMOuHaIus Uudp, OyKB U
(AIM) CHMBOJIOB, KOTOpEIE MAEHTHGHIMPYIOT CepHIo (MapTUI0) U Ha OCHOBAHUM
KOTOPBIX MOMHO MPOCJIENUTs MCTOPUIO ee INPOHM3BOACTBA M peanusaiuu. [Ipu
IPUCBOEHHH HOMEpa CEPHU UCIOMB3YIOTCS apabCkue HUQPHL, MOCIeIHUE JeThIpe
nupsl B HOMepe cepuu 0003HAYarOT MECHI] ¥ IOl U3TOTOBJICHHUS JIEKAPCTBEHHOTO
CpencCTBa;

" Mynxr 1 cratsn 4 ®enepamsHoro 3akona oT 12 ampenst 2010 r. Ne 61-@3 «O6 obpawenys
neKapcTBEHHBIX cpencts» (Cobpanue 3akonoatenscrsa Poccniickoit @enepanuu, 2010, N 16,
ct. 1815).

" Iynxr 14 craten 4 ®enepansHoro 3akona ot 12 anpens 2010 r. Ne 61-®3 «O6 obpamenuy
JIeKapCTBEHHBIX cpeacTs» (Cobpanue 3akoHomaTenscTBa Poccmitckot denepaunn, 2010, Ne 16,

cT. 1815).
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nepeKpecTHasi KOHTAMHHAIMSI — 3arpA3HCHHE HCXOIHOIO  CBIPBA,
Marepuajga WM IMPOXYKIMH JPYTMM HMCXONHBIM CBIpbEM, MAaTEpHaOM WM
OpOayKLUEH;

nosTopHast 06pa6oTka — MOBTOpPHas 06pabOTKa CepUM WM JacTH CEpHHU
MPONYKLMH, HE COOTBETCTBYIOUIEH 3aJaHHBIM TpeOOBaHWAM, HAYMHas C
ONpe/ie/IeHHOM CTaJuy MPOM3BOACTBA — BBEIE HUE IPOMEXYTOYHOMN I POIYKIHH
uiH QapMareBTHIeCKOri CyOCTaHIUM, BKIF0Yas HECOOTBETCTBYIOIIYIO CTaHJapTaM
WIM  CHelU(UKal{¥, B IpoOIecC MNPOM3BOACTBA M IIOBTOPEHHE JTama
KPUCTAIUIM3AIMM WM IPYyIUX XAMHYECKHX MIM (QUI3MYECKHX MaHHUITY AU
(HaIIpEMep, JMCTILIAIHS, GUIBTpalys, XpoMaTorpadupoBaHKe, U3MENbYCHHE),
KOTOPHIE SIBJIAIOTCS CTaJHel YCTaHOBJEHHOIO IIPOM3BOACTBEHHOIO IIporecca.
I[IpooIKeHHe OCYILIECTBIICHUS CTailM IIPOM3BOJACTBEHHOTO MIPOLIECCA IIOCIE TOrO,
KaK KOHTpOJb B IIPOIlecCCe IPOU3BOACTBA IIOKa3ajl, YTO CTa[Ms HE 3aBEPIICHA,
CUMTAEeTCA YacThIO OOBIYHOTO IIPOLIECCa, a He IOBTOPHOH 06paboTkoi;

NOBTOPHOE HCHO/Ib30BaHWEe — BBEJISHHE NPOM3BENCHHOH paHee CEpHH
IPOLYKIMHU TpeOyeMoro kadecTsa (WX €€ JaCTH) B IPYTYIO CEpHIO IPOAYKUHH Ha
OTIpeIeIeHHON CTa iy IIPOU3BOJICTBA,

NMoceBHast KyJbTypa:

CHCTeMa TOCEBHOW KyJbTyphl — CHCTEMa, B COOTBETCTBHH C KOTOPOH
TI0CIIeJOBaTeNbHbIE CEPHH MPOIYKIHMKA IIPOM3BOIAT U3 OJHOM M TOH K¢ IIaBHOH
IOCEBHOMH KyJIBTYPHI IPU OIpPE/IEIeHHOM KOIMYeCTBe nepeceBoB (naccaxeit). [t
OGBIYHOTO IIPOM3BOJICTBA paboUyI0 MOCEBHYIO KyJIbTYpy TOTOBST K3 INIaBHOH
TT0CeBHOH KynsTyphl. Mcxons u3 TpebGoBanuil Ge3omacHOCTH U 3G GEKTHBHOCTH,
IpH TPOM3BOJICTBE TOTOBOM MPOXYKLMH, KOTOPYIO TONy4aloT u3 paboueit
[TOCEBHOM KyJIBTYpHI, HE JOJDKHO HCIIONB30BaThCs GOMIbIIee KOITHYECTBO Naccaxel
U3 TJIaBHOH IOCEBHON KyJIbTYpHI, 9€M Ui BAaKIUHBI, IpOIIENIIeH KIMHUIECKHE
HCCITeoBaHMS. IIpOMCXOXIEHHE M KONMYECTBO Ilaccakedl IIIaBHOM IOCEBHOH
KYIbTYpsl M pabodeil TMOCEBHOM KyNBTYpHl MOIDKHBI OBITh OGOpPMIIEHEI
IOKYMEHTAIIBHO;

rnaBHasg  IIOCEBHAd  KyJlbTypa —  KyJbTypa  MHKpPOOPraHHW3MOB,
pacmpejiefieHHass U3 OJHOro 00beMa IIOCEBHOM KyJIBTYyphl B €MKOCTH B IpoLecce
ONHON olepalMud TakuM o0pa3oM, 4YToOsl obecneyuTh OXHOPOJHOCTE,
IPENOTBPATUTh KOHTAMHHALMIO ¥ TapaHTHPOBAaTh CTaGWIBHOCT. IJaBHYIO
IOCEBHYIO KYJIbTYPY B JKHIKOM BHAE OOBIYHO XpaHSAT HPH TEMIIEpaType
mutyc 70°C MIM HIXe, B JNHOQWIM3HPOBAaHHOM BHAE — IIPH H3BECTHOH
TeMmIlepaType, obecednBaonieil cTabuIbHOCTS;

pa6oyas rmoceBHas KyJIbTypa — KyJIbTypa MUKpPOOPTraHU3MOB, IOy CHHAs 13
rMaBHOW ITOCEBHOM KyJNbTYpHl H IIpe[Ha3sHaueHHas JJii HCIONb30BaHusd B
IPOM3BOACTBE. Pabouyio MOCeBHYIO KyIbTYpPY PactpeelitoT B €MKOCTH U XpaHAT,
KaK OIKMCAHO BBIIIE JJIS [JIaBHBIX IIOCEBHBIX KYJIBTYD;

NpoAyKIHs — IIPOMEXYTOYHas1, HepachacoBaHHast ¥ FOTOBAs POMYKIHS,

NPOM3BOAMTENb — IPOM3BOIHUTEND JIEKAPCTBEHHBIX CPEICTB — OpraHu3anis,
OCYILECTBIIAIONIAS MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUM C



TpeboBanmaMu DenepanpHoro 3akona or 12 ampens 2010 r. Ne 61-03 «O6
0GpAlIIeHHY JIEKAPCTBEHHBIX CPEICTBY ;

NPOH3BOACTBO — JCATEIBbHOCTD 110 [IPOU3BOJCTBY JIEKAPCTBEHHBIX CPEICTB,
OpraHU3aIMsIMH - [IPOM3BOJUTENAMH JIEKapPCTBEHHBIX CPEICTB Ha OJHOW CTalWH,
HECKOJNIBKMX MJIM BCEX CTaJUAX TEXHOJIOIHYECKOro mpolecca, a Takxke II0
XpaHEHUIO U pean3alldd IPOU3BEIECHHBIX JIEKAPCTBEHHBIX CpeICTB , KOTOpas
BKJIFOYAeT B ce0sl OCYIIECTBIECHHE ONepaliii 1 KOHTPOJIA, CBA3aHHEBIX C IPHEMKOM
MAaTepHaiOB, TEXHOJOIMYECKMM I[pOIEcCOM, YNAaKOBKOH, IMepeyIaKoBKOH,
MapKHpPOBKOH, II€PEMapKUPOBKOM, BBIIYCKOM, XpaHEHHEM H peaju3alued
IIPOU3BEIEHHBIX JIEKAPCTBEHHBIX CPEACTB M (apMalleBTUYECKHX CyOCTa I,

NPOMEKYTOYHAs MPOAYKIHUSA — YJaCTHIHO 00pabOTaHHOE MCXOJHOE ChIpHE,
KOTOPO€ JOJDKHO ITPOUTH IMOCIEXYIOMHKE CTaquy IIPOU3BOACTBA MPEKAC, YEM OHO
craHeT HepachacoBaHHOW NpomykKiued. B OTHOmEHHMM (apMaUEBTHYECKUX
cyOCTaHIuit — MaTepral, KOTOPBI MONMy4YaoT B XO/€e CTaIdi TeXHOJIOTHYeCKOro
mporecca IPOM3BOACTBA  ()apMAalleBTHYECKUX  CyOCTaHIMM, ¥  KOTODBIH
npeTepreBaeT MallbHEHINe MONEKYIAPHbIE MNPEBpalleHHss WIH IOJABEPracTCs
OYHCTKE IpexJe, 4YeM OH craHeT (apMaleBTHYeCKod  CyGcraHimeit.
IIpoMesxyTodHas NpPOAYKLKS B OTHOIIEHHH (apMaleBTHYECKOH CyOCTaHIMH B
X0Jle TEXHOJOTMYECKOTO IIpOoLiecca MOXET IOJBEPraThbCs WIM HE IOABEPraThCA
BBILIETICHUIO;

npouneaypa — JOKyMEHTaIbHO O(OPMIEHHOE OIMCAaHHE OIepaluH,
TOJIEXAIIMX BBITOJHEHHMIO, MED PEIOCTOPONKHOCTH M MEPONIPHUSTHM, IIPSIMO HIIH
KOCBEHHO OTHOCSIIMXCS K TMPOU3BOACTBY IPOMEXYTOYHOM IPOXYKLMH,
(apmareBTHUEeCKON CyOCTaHIIMY MM JIEKAPCTBEHHOI'O CPE/ICTBA,;

JIEKAPCTBEHHOE pACTHTEJbHOE ChIpbe — CBEXHE WIM BBICYIICHHEIC
pacTeHus JHOO HMX YacTH, HCIONB3YEMBIE UL MPOMU3BOJCTBA JIEKAPCTBEHHBIX
CPeNCTB OpraHHM3alMsIMU - MPOU3BOJUTEISAMU JIEKAPCTBEHHBIX CPEICTB WM
M3rOTOBJIEHHS  JICKQPCTBEHHBIX IIpENapaToB  alT€YHBIMH  OpraHU3alHUAMH,
BETEpUHAPHBIMHU anTe4YHBIMHU OpraHM3alAMH, UHIVBUAY albHBIMH
NpeANpYHHAMATESIMM,  WMEIOLIMMH  JIMLIEH3HI0 Ha  (apMaleBTHYECKYIo
LeSATETBHOCTD

cepusi (mapTusi) — OIpENENICHHOE KOJMYeCTBO MCXOAHOro  ChIpbA,
YIIAKOBOYHBIX MAaTepHAOB MM IPOAYKIWH, NMoJBepraeMoe o6paboTke B OXHOM
VT B psJie IOCIIEI0BATENBHBIX TEXHOIOTHYECKHX IIPOLECCOB TAKMM 00pasoM, 4To
MOXHO PacCYHTHIBATH HAa ONHOPOJHOCTH MPOXYKIIHU B YCTaHOBJICHHBIX Ipe/enax,
IIPH 3TOM C TOYKM 3PEHHA KOHTPOJIS TOTOBON NPOXYKIMM CEPHs BKIIOYAeT B ceOs
COBOKYIIHOCTh ~€IHHHUI JO3UPOBaHHOH GOpMBI JICKApCTBEHHBIX  CPEJCTB
(mexapcTBeHHOM (OPMEI), NPOU3BENEHHBIX M3 OJHOTO OObeMa HCXOIHOro

* Co6panne 3aKoHOaTeNbCTBa Poccuiickoit ®enepamun, 2010, Ne 16, cr. 1815.

* Iynkr 31 crateu 4 ®enepanpHoro 3axoHa or 12 ampens 2010 r. Ne 61-®3 «O6 obpamenuy
JleKapcTBEHHBIX cpeacTs» (Cobpanue 3akoHOAaTenbcTBa Poccuiickoit denepanud, 2010, Ne 16,
cT. 1815).

** ynxT 13 cratsu 4 ®epepansHoro 3akona ot 12 ampens 2010 r. Ne 61-@3 «O6 obpauerun
JleKapCTBEHHBIX cpeacTs» (Cobpanue 3akoHoxaTenscTBa Poccuiickoi denepamyi, 2010, Ne 16,
ct. 1815).
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MaTepyanga M IPOUIEAIINX EIUHYI0 II0CJIEeNOBAaTEIbHOCTh IIPOM3BOJICTBEHHBIX
olepanyi YUIH eIUHBIN HUKII CTEPUIU3AlUY, a IPYU HENPEPHIBHOM IIPOX3BOJICTBE —
BCE €IMHHIIB], IPOU3BEIeHHbIE B 3a/laHHbI HHTEepBaJ BpeMeHU. it 3aBeplieHus
HEKOTOPBIX 3TaloB IIPOM3BOACTBA HHOIZA HEOOXOAMMO Da3feluTh CEPHIO Ha
ONpeNeNIeHHOe KOJNHMYECTBO IOJCEPH, KOTOpble IIO3KE OOBEAMHAIOT I
NOTy4YeHHUS  OKOHYATEeNbHOH  oxHOpomHoit  cepuu. Ilpm  HempepeIBHOM
IIPOU3BOJACTBE IOHATHE CEPUU JOJDKHO OTHOCHUTBCA K OIIPENEeIeHHOH 4YacTH
HOPOAYKLHH, XapaKTepUu3yeMoil OJHOPOAHOCTHIO. Pa3smep cepuM B 3TOM Clydyae
MOJET ONpPENENAThCA TUO0 (HUKCHPOBaHHBIM KOJXHYECTBOM, JIUOO KOJIHMYECTBOM,
IIPOU3BENECHHBIM 3a ONPEIEIICHHBIN IPOMEXYTOK BPEMEHHU,

COKHMKEHHBbIe ra3bl — rasbl, KOTOpbIE IIpH CTaHAApPTHEIX TEMIIEpaType H
IaBII€HUY HAIOJHEHHUS HaxoIiTcs B OaJIOHE B CKWDKCHHOM BHIE,

CHCTeMa — COBOKYNHOCTh B3aWMOCBSI3aHHBIX HEHUCTBHM M TEXHHYECKHX
CpeACTB, 00pa3yIomuUX eHHOE IIeN0e I OpraHU3allMK MPOU3BOJICTBA U KOHTPOJIA
Ka4yeCcTBa JIEKAPCTBEHHBIX CPELICTB;

cucrteMa 0aHKOB KJIETOK — CHCTEMa, IIPM KOTOPOH IIOCIENOBATENbHBIC
CEpUHM IPOAYKIMM IPOMU3BOAAT U3 KIETOYHBIX KYyJIbTYp, MpHHAIIEKAIIUX
IIaBHOMY 0aHKY KJIETOK, KOTOPBIN ITOJHOCTBIO OXapaKTEPHU30BaH Ha IOMJIHHHOCTh
M OTCYTCTBHE KOHTaMHuHalwii. HekoTopoe kxoiamdecTBO eMKOCTeH IiiaBHOro 6aHka
KIETOK HCIONB3yeTcs Al (GopMupoBaHHs pabouero OGanka kierok. Cucrema
0aHKOB KJIETOK IODKHA OBITh BaJIMAMPOBaHA Ha OIPENCICHHOE KOJIMYECTBO
IIEPECEBOB MIIM KOJIMYECTBO YIBOEHUN IOIYJIAIUH, 10 JOCTHXEHHA KOTOPBIX OHH
MOTYT HCIIOJIb30BAThCs B TEKYILEM IIPOU3BOJCTBE;

cneunuKanus — IepeyeHb HCIBITAHWM, CCBUIOK Ha AaHAIMTHYECKHE
METOAUKHA M KpUTEPHEB IPUEMIIEMOCTH, IPEICTaBIIAIONMX COOOH YHCIIOBBIE
IPaHUIB], HHTEPBAIEI WM APYTHE KPUTEPUHU AN COOTBETCTBYIOIIMX HCIIBITAHMM.
Crnemudukanus ycTaHaBIuBaeT HabOp  KpUTEpHEB, KOTOPBIM  JIOJKCH
COOTBETCTBOBAaTh MaTe€pHal, dYTOObl CUMTATbCA IPHUEMIEMBIM IS €ro
NpEAnoaraeMoro mnpuMeHeHus. I[IOHATHE «COOTBETCTBUE CHELU(UKALMN»
O3HadaeT, 4YTO MaTepuaj, NPOIUEIIANA HCIBLITAHHA COTJIaCHO IEepPEeYUCIEHHBIM
AHATUTUYECKUM  METOAWKaM, COOTBETCTBYET IHPHBEACHHBIM  KPUTCpUSIM
IIPUEMIIEMOCTH;

CTepHJIBLHOCTL — OTCYTCTBME JKHBBIX OpraHu3MoB. TpeGoBaHuid K
POBENEHMIO KOHTPOJIA CTEPWIBHOCTH NPUBEJEHBI B COOTBETCTBYIOIIUX OOIIEH
dapmakoneiiHOi craThe, (apMakKoNeiHON cTaTbe, HOPMATUBHOM TOKYMEHTAIUH
WX HOPMAaTUBHOM JOKYMEHTE;

TeXHOJIOTHYecKHi mpouecc — BCe OIepalMH, CBI3aHHBIE C POU3BOJICTBOM
JIEKAPCTBEHHOr'O0 CPEJCTBA M (papMalleBTUUECKOH CyOCTaHIMH, HAYMHAOIIHECS
C NPUEMKH HCXOIHOIO CHIPBS, MpOOJDKAoIIHecs oOpabOTKOM M yNaKOBKOW H
3aBepILAOIIMEecs [IOJIyYEHUEM I'OTOBOM IIPOIYKIIHH,

yNaKoBKa — BCE OIlepaiuy, BKIoYas (acoBKy M MapKHPOBKY, KOTOpBHIC
HeoOXOMUMO IPOUTH HepacacOBAHHOM MPOXYKIMH, HJIS IONy4eHHs TOTOBOH
npoAyKiuy. HamonHeHue CTepHIbHOM INpOAYKIMHM, KaK IIPaBWIO, HE CIEeHyeT
paccMaTpuBaTh KaK 4YacTh IIpollecca YNAaKOBKHM, IIOCKOJBKY B II€pPBUYHBIC
YIIaKOBKH IMPOLYKIIHS JO3UPYETCs, HO OKOHYATENIEHO HE YIIaKOBBIBACTCS,
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YNaKOBOYHBIH MaTepHag — 000N Marepualn, HCHONAB3YEeMbIH IIpH
YIaKOBKE JIEKapCTBEHHOI'O CpEACTBa, (apMalleBTUYECKOH CyOCTaHIMH WIIH
IIPOMEXYTOYHONW IPOLYKLHH, KpoMe 000 TpaHCIIOPTHOR Taphl I XpaHEHU,
TPaHCIIOPTHPOBKY MJIM OTIPY3KH. YIIaKOBOYHBIE MAaTE€pHAlIBbl IOJAPa3ACIAOTCI Ha
IEPBUYHBIE M BTOPUYHBIE B 3aBHCUMOCTH OT HAJIM4YMSA IPAMOIO KOHTAaKTa C
JIEKApCTBEHHBIM CPEICTBOM,;

YHOJIHOMOYEHHOe JMHO0 — DPAbOTHUK IIPOM3BOAMTENSA JIEKAPCTBEHHBIX
CPEACTB, HMEIOLMI  Bpicmiee  (apMaleBTHYECKOe, XHMHYECKOe  HIH
buosornyeckoe oOpasoBaHHe JHOO NMPH MPOHM3BOACTBE JIEKApCTBEHHBIX CPEICTB
IUI1 BETEpHUHAPHOrO MPUMEHEHUs BeTepUHapHOe oOpa3oBaHHE, CTaX pabOTHI He
MEHee YeM IATh JieT B o0iacTd NpoM3BOACTBA M KOHTPOJA KadecTBa
JIEKapCTBEHHBIX CpENCTB M aTTEeCTOBAaHHBIMI B IIOpsIKe, YCTaHOBIECHHOM
YTIOJTHOMOYEHHBIM (eiepalbHBIM OPraHOM UCTIONHUTEIHHON BIIACTH |

9YHCTasl 30HA — 30Ha, IIOCTPOSHHAs U SKCIUTyaTHpyeMasi TakuM oOpa3oM, 4To
B HEH CBeleHH K MHUHUMYMYy MpOHUKaHWe, 0Opa3oBaHHE U HAaKOILUICHHE
KOHTAMHHAHTOB B BHJE YaCTUI MU MHKPOOPraHW3MOB. KIacCel YHMCTBIX 30H
onpenenens! B IIpunoxxenuu Ne 1 x Hactosmm IIpaBunam;

YHCTAsA H30JHPOBAHHAs 30HA — 30HA, IIOCTPOCHHAS M J3KCILUTyaTHpyeMas
TakMM 00pa3oM, YTO OHa OJHOBPEMEHHO SBIISETCS YHUCTOM M H30JIMPOBAHHOU
30HOH;

IK30THYECKHH opranusM — OHOJOTMYECKHH areHT, BBI3bIBAIOIIN
3a60JleBaHMe, OTCYTCTBYIONIEE B JAHHOM CTpaHe WM reorpaguyeckor 30He, MO0
ABIIIOIIHUIACS OOBEKTOM NPOPMIAKTUYECKMX MEp MM IPOrpaMMbl IIO €ro
YCTpaHEeHHUIO B IaHHO# CTpaHe WK reorpadu4eckoi 30He.

ITII. OCHOBHBIE TPEBOBAHMUS K OPTAHU3AILIAA
IMMPOU3BOACTBA U KOHTPOJIA KA‘IEC’I:{]}A
JEKAPCTBEHHBIX CPEACTB (UACTH I )

®APMAIIEBTUUYECKASI CACTEMA KAYECTBA (I''IABA 1)
HpuHun

5. ITpousBomuTeNb NOMKEH IPOM3BOAUTH JIEKAPCTBEHHBIC CPEJCTBA Tak,
4TOOBl TapPaHTHUPOBATh MX COOTBETCTBHE CBOEMY HA3HAYEHHIO, TPeOOBaHHSIM
PETHCTPAllMOHHOTO JOChe WM IPOTOKOIYy KIMHMYECKOTO WCCICNOBaHUA H
MCKIIOYHTh PHCK, CBS3aHHBIA C HEYIOBIETBOPUTEIBHEIMH 0€30I1aCHOCTEIO,
KauyecTBoM, 3(@eKTHBHOCTEIO. (OTBETCTBEHHOCTh 3a  BBIMOJNHEHUE ITHX

* Yactp 7 crateu 45 ®enepansHoro 3akoHa ot 12 anpens 2010 r. Ne 61-®3 «O6 obpamenny
JleKapCTBEHHBIX cpencTsy (Cobpanue 3akoHogaTenbeTa Poccniickoit Oenepamu, 2010, Ne 16,
cr. 1815).

** 3neck u manee 1o Texcry IIpaBMI B cKOOKaxX IPHBOIUTCA HyMEPaLWs CTPYKTYPHBIX €IMHHIL

TeKCTa, COOTBETCTBYOMIas npasuwiaMm GMP EC.
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TpeGOBaHMI HeceT pPYKOBOJACTBO IIpou3BomuTeNs. VIX BHIONHEHHE Tpedyer
HaJUIeXallero HCHOJHEHUS CBOMX OOS3aHHOCTEH IEPCOHAIOM PasIUYHBIX
moApaselieHHi NPOM3BOJUTENS HAa BCEX YPOBHSAX, a TalKe IIOCTaBINMKAMH H
OpraHM3alMsIMH  OITOBOM TOPrOBIM JIEKapCTBEHHBIMH cpeacTBamu. /[l
JOCTHKEHHS JTHX Lejedl MpOM3BOAMTENh JODKEH pa3paboTaTh M OOECHIeYHTSh
MpaBWIbHOE (PYHKIHOHNPOBaHHE (hapMaleBTHYECKON CUCTEMBI Ka4eCTBa, KoTopas
BKJIIOUAEeT BBIONHEeHWe TpeOoBaHuit Hactosmux [IpaBun M  ocymiecTBiICHHE
yIpaBlIeHUs] pUCKaMM ISl KadecTBa. [Ipows3BoAMTENh HODKEH HOKYMEHTAJIBHO
odhopMuUTh (apMalleBTHIECKYI0 CHCTEMY KadecTBa M KOHTPOJHMPOBATh €€
s dexkTuBHOCTD. [ QYHKIMOHHPOBAHMSA BCEX 3JEMEHTOB (apMalleBTHYECKOM
CHCTEMBI  KayeCTBa  NpPOM3BOJWTENb  JODKEH  OOECHEeYuTh  HalH4ue
KBTM(DUIMPOBAHHOIO TEPCOHANA, HaIeXAaIlNX ITOMEINeHHH, 000py/oBaHMs H
TexHudeckuX cpeactB. (OCHOBHBIE TPUHIMIIEI  YNPaBIEHHS  KadeCTBOM
OpraHU3alyy MpPOM3BOJACTBA U KOHTPOJIS Ka4ecTBa M YIIPABICHHS PHUCKAMH NJIA
Ka4yecTBa SBIIAIOTCS B3aUMOCBS3aHHBIMHU.

d)apmaueBanecKaﬂ CHCTeMa KauyeCTBa

6. (1.1) VmpaBneHwe Ka4decTBOM KaK BCeOoOBEMIIOIIEE IOHATHE,
OXBaTHIBAIOIIlEe BCE BOMPOCHI, KOTOPHIE MO OTJAENBHOCTH WM B IENOM BIMAIOT Ha
Ka4eCTBO IPOAYKIHMH, NpeACTaBiIsseT co00H COBOKYITHOCTh OPraHMU3AlMOHHBIX
Mep, HaIpaBJICHHBIX Ha o0ecIedYeHHe COOTBETCTBHS KadyecTBa JIEKAPCTBEHHBIX
CPEICTB UX MpeaHA3HAYECHHUIO,

7. (1.2) Hacrosimue IIpaBuina npuMeHSIOTCS KO BCEM CTaIUAM KH3HEHHOIO
[UKJIa JIEKApCTBEHHBIX CPEACTB: IPOU3BOJACTBO JIEKAPCTBEHHBIX INPEIapaToB I
KIMHUYECKUX  HCCIICIOBaHMA, IEPEHOC  TEXHOJOIWMH,  IPOMBILLIEHHOE
IPOM3BOACTBO,  IIpeKpallleHHe  IPOM3BOACTBA  JICKAPCTBEHHBIX  CPEICTB.
ITponsBoauTens BrpaBe pacHpOCTPaHUTH (papMalleBTHUECKYIO CHCTEMY KadecTBa
Ha TaKkyl0 CTaJAMI0O JKH3HEHHOrO UHKJIA JIEKAPCTBEHHBIX CpPEICTB Kak
bapManeBTHYeCKas pa3paboTKa, YTO CIIOCOOCTBYET MHHOBAIUSAM U ITOCTOSHHOMY
yIy4IIEHHWI0, a TakKKe YINPOYHEHHIO CBA3H MexXIy (apManeBTUYECKOH
pa3paboTKON U IPOU3BOACTBOM.

8. (1.3) Ilpu paspaboTke HOBO# (hapMalleBTHYECKON CUCTEMBI KauecTBa WU
Ipd U3MEHEHWH CYLIECTBYIOIIEH CHCTEMBEI HEOOXOOMMO YYHMTHIBaTh 00BEM H
CIIOXXHOCTD IeATeTbHOCTH IIPOU3BOTUTEIIA. Hexotopsie ACIIEKTEHI
¢dapMalleBTHYECKOM CHCTEMBI KadecTBA MOTYT IIPHMEHSTBCS K JeSTeNBHOCTH
IPOU3BOJUTENS B LIEJIOM, a HHBIE — TOJBKO K ONpPEeIEeIeHHBIM IPOU3BOICTBEHHBIM
wromazakam. [Ipu sTom 3¢ ekTHBHOCTS BHEAPEHHU (apManeBTHIECKON CHCTEMBI
KauecTBa OOBIYHO JOKA3bIBAETCS HA YPOBHE IPOU3BOJCTBEHHOMN IUTOIAIKH.

9. (1.4) dapmaneBTHUecKas CHCTEMa KaudecTBa, IpeJHAa3sHAYCHHas MJIA
IIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB, NOJDKHA rapaHTHPOBAaTh, YTO:

a) () BBIOIYCK JIEKapCTBEHHOTO CpEACTBA C  COOTBETCTBYIOUMMHU
NI0Ka3aTesIMU KadecTBa JTOCTHUIaeTCs IOCPEINCTBOM pa3pabOTKH, IIIaHHPOBaHUS,
BHEJIPEHMSI, TOANEPKAHMS W HEMPEPHIBHOTO YCOBEPIIIEHCTBOBAHUS CUCTEMEI;



6) (ii) 3HaHHSA O JIEKAPCTBEHHOM CPEJICTBE U IIPOLECCE €ro IMPOU3BOJACTBA
IPHUMEHSIOTCS Ha MMPOTSHKEHUU BCEX CTaIUi )KU3HEHHOTO LIUKIIA,

B) (iii) JlekapcTBeHHBIE CpelCcTBa pa3paboTaHbl M MCCIIEIOBAHBI C yIETOM
TpeOoBanmit HacTosuwX IIpasu;

r) (iv) omepamuyd IO MNPOU3BOACTBY M KOHTPOJIO OMNpeHeseHbl U
COOTBETCTBYIOT TpeGoBaHMAM HacTosmux IIpaBu;

n) (V) OTBETCTBEHHOCTH U O0SI3aHHOCTH IT€PCOHAIIA YETKO ONPENEIIEHE,

e) (Vi) HpUHATBl Mepbl, obecneyuBaroIUe IPOM3BOJACTBO, MOCTaBKY H
HCIIOJIB30BaHHe HaJIEXAIMX HCXOOHOTO CHIPbSl M yIAKOBOYHBIX MAaTepHaloB, a
TaK)Xe NMPUHATHI MEPBI IO BHIOOPY M KOHTPOJIIO ITOCTAaBIIMKOB M IS MPOBEPKH
TOrO, YTO KaXK/1as IIOCTaBKa OCYIHECTRIIEHA Yepe3 YTBEPKAECHHYIO LEMb [IOCTaBOK;

X) (vii) BHEJIpEHbl  IPOLIECCHI, obeclieynBaloOllie  YIPaBICHHUE
IeATEeNbHOCTBIO, TIIepeaBaeMON Ui  BBIIONHEHMs JPYrod  OpraHu3alyu
(ympaBiieHHE ayTCOPCHHIOM);

3) (viill) YCTaHOBJIEHO M NOAJEPKHUBACTCA IIOCTOSHHOE KOHTPOIHMpYyEMOe
COCTOSIHHE ITyTEM pa3pabOTKH M HCIONB30BaHUA 3(QGEKTHBHOIO MOHUTOPUHIA U
KOHTPOJIBHBIX CHCTEM B OTHOIIEHMH 3((EKTHBHOCTH IIpoilecca M KadecTsa
JIeKapCTBEHHOTO CPEACTBa;

¥) (ix) pe3yipTaThl MOHUTOpPHHIA JEKAapCTBEHHOI'O CPEICTBA M IMPOLECCOB
NMPHHAMAIOTCS BO BHUMaHWe IIPA BBITYCKE CEpPHM, IPH paccieNOBaHUU
OTKIOHEHHMA W Ui INPUHATHA [peAylpexJaloliXx Mep BO H30exaHue
MOTEHIHATBHBIX OTKIOHEHMIA;

K) (X) MpoBOIUTCS HEOOXOAUMBIA KOHTPOJIB MPOMEXYTOYHOM IIPOIYKIHH,
KOHTPOJIb B IIPOLIECCe MPOU3BOACTBA U OCYILIECTBIIAETC BaIMAIINS,

) (xi) OCyIIECTBIAETCS MMOCTOSHHOE YIy4lIEHHE IMOCPEACTBOM BHEIPEHUS
YCOBEPIICHCTBOBAaHUH, OCHOBAaHHBIX Ha akKTyalbHBIX 3HaHUAX Iporecca Hu
IPOAYKLUY,

M) (xil)  OpHHAMAIOTCS ~ Mepbl IS IIEPCIEeKTUBHOH  OLEHKH
3aIUIaHUPOBAaHHBIX M3MEHEHHH M MX YTBEpXKIEHHS IO BHEIPEHUSI C YICTOM
YBEJIOMJIEHHS M COTJIACOBAHUS C YIOJHOMOYEHHBIM (elepalbHBIM OpraHoM
MCIIOJTHUTENILHOM BJIaCTH, €CJIX 3TO TpebyeTcs;

H) (xiii) mpoBOAWTCS OIEHKA IIPOBEJCHHBIX H3MEHEHWH MOCie WX
BHEJAPEHUS JJIS TIOATBEPXKASHUS TOTO, YTO IieNb W3MEHEHMH Oblia NOCTHIHYTa U
4TO 3TO HE OTPA3HIOCh HETaTUBHO Ha KAa4eCTBE NPOMYKIHH,

0) (xiv) BO BpeMs pacclefOBaHMs OTKIOHEHHWH, B TOM YHUCIE
MPeNoNOXKEHHH O Haluyuk JedeKrTa NPOAYKIMH M JAPYyrHX ImpobieM
IPUMEHAETCS COOTBETCTBYIOIIMH ypOBEHb aHalM3a OCHOBHBIX MPUYUH JaHHBIX
HecoOTBeTCTBHMA. IIpUuMHBI MOryT OBITH OIpENENE€HBl C HCIOJIB30BaHUEM
MPUHLUIIOB YIIpaBIEHUS pHCKaMH A1 KadecTBa. B ciydyae ecid HCTUHHAS
IPUYHHA HECOOTBETCTBHS HE MOXET OBITH OIpejieNieHa JOJKHA OBITh YCTaHOBIEeHa
Haubonee BeposATHas IpUYMHA. B ciyd4ae ecnM B KadyecTBe IPUYHHEI
MOJI03pEBAETCsS WM YCTAHOBJEHA uYejoBedecKas OIMMOKa, HaluMdMe TaKoH
NpHYMHBl JODKHO OBITH [OKa3aHO, 4TOOBI rapaHTUPOBaTh OTCYTCTBHE
CYIIECTBYIOIMX IPOLIECCHBIX, NPOLENYPHBIX WIA CHCTEMHBIX OIIMOOK HIH
npobneM. ITo pesynpTaTaM pacciielOBaHUS ONPEACNSIOTCS M IIPEeIIPHHAMAIOTCS
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COOTBETCTBYIOILIHE KOPPEKTHpYyIOIMe H (WIH) HpexyNpexIarollue AeHCTBHUS.
D¢ dekTHBHOCTh TakuX NeHCTBHH HOJDKHA IIPOBEPSITHCS M OLIEHUBATHCH
IPOU3BOJUTENIEM B COOTBETCTBHM C MNpPUHIWIIAMH YIIPABIECHUS DHUCKaMH JUIA
Ka4ecTBa,

m) (XV) BBOJ JIEKAPCTBEHHEIX CPEICTB B IPaXTAHCKUHA 0OOpOT 10 BHIIAYH
YIOJHOMOYEHHBIM JIMIIOM  pa3pellleHHs Ha BBIIYCK HE  JIOIyCKaeTcs.
Y1oJHOMOYEHHOe JIMIIO YIOCTOBEpSeT, YTO KaXIas CepHs JEKapCTBEHHOIO
cpeactBa Oblia MpoW3BeA€HAa M IPOKOHTPOJIMPOBAaHA B COOTBETCTBHH C
TpeOOBaHUSAMH PETUCTPALIMOHHOr0 Nocke U HacTosmux [Ipasui;

p) (Xvi) mpeampuHATEIE Mepsl 00ecmeYnBalOT KadeCTBO JIEKAPCTBEHHBIX
CPeICTB B TE€YEHHE BCEro CpPOKa TFOJHOCTH MPH HX XPaHEHHMU M IOCHIETYIOIIEM
obpalieHuy;

¢) (xvii) uMeeTcs mpoueaypa IPOBeJEHHs CAMOMHCIIEKIIMY ¥ (MIIH) ayuTa
KayecTBa, B COOTBETCTBHH C KOTOPOM PEryNISpHO OILEHHBAIOTCA SP(YEKTHBHOCTE U
TIPUTOAHOCTH (hapMaIleBTHYECKOM CHCTEMbI KadeCTBa.

10. (1.5) PykoBOACTBO HECET OTBETCTBEHHOCTH 32 HAIHWYHE 3PPEKTHBHOH
(apMaleBTHIECKON CHCTEMBI KauecTBa, HEOOXOAMMBIX PECYPCOB, a TaKkxke 3a To,
4yT0 OOS3aHHOCTH, OTBETCTBEHHOCTh M ITOTHOMOYHS OIIPEJEIECHEI, TOBEIEHBI 10
CBEIEHHS KaXIOoro pabOTHHMKAa W BBHINOJHSIOTCS BO BCEX IIOAPA3IEICHUSX
Ipou3BOAHMTENS. PyKOBOACTBO aKTHBHO y4acTBYeT B (hapMalleBTMYECKOM CHCTeMe
Ka4yecTBa, YTO rapaHTHPyeT MOAIEP)KKY ¥ 3aMHTEpECOBaHHOCTH IIEPCOHANIA Ha BCEX
YPOBHSX M BO BCEX MOApA3ENCHUIX MPOU3BOAMTENA B (PyHKIHOHMPOBAHHH
(hapMaIieBTHYECKOM CHCTEMBI Ka4ecTBa.

11.  (1.6) Heobxomumo  NpPOBOAUTH  INEpPHOAMYECKHE  0030pHI
(GYHKIHOHHPOBaHUS (apMalleBTHIeCKOH CHUCTEMBI KadeCTBa C BOBIECYEHHEM B
3TOT IPOILIECC PYKOBOACTBA ISl IOCTOSHHOIO YIyYIIEHUs IPOXYKILHH, IPOIECCOB
U CaMO¥ CHCTEMBI.

12. (1.7) ®apmaneBTHuecKas CUCTeMa KadecTBa JOJDKHa  OBITH
JOKYMEHTAIBHO odopmiieHa. ITpousBoauTenp JOJDKEH YTBEPAUTH PYKOBOICTBO
0 Ka4yeCTBY WJIM AHAJOTHYHBIA JTOKyMEHT, COJEpXKallMi ONKMCaHHE CHCTEMBI
yIpaBJIeHUS Ka4eCTBOM, BKIIFOYasi OTBETCTBEHHOCTh PyKOBOJCTBA.

Oprammamm NPOH3BOACTBA H KOHTPOJIA
KaYyecTBa JJICKAPCTBCHHBIX CPEACTB

13. (1.8) Opranu3zanys Mpou3BOACTBAa U KOHTPOJIS Ka4eCTBa JIEKAPCTBEHHBIX
CPEINCTB SABJSETCS YacThIO YIpPaBICHMs KayeCTBOM, KOTOpas rapaHTHpYyeT, 4TO
IMPOAYKIMSA IIOCTOSHHO IPOMU3BOJUTCS M KOHTPOJMPYETCS II0 CTaHAapTaM
KauecTBa, COOTBETCTBYIOINMM ee NpeJHa3Ha4eHHIO, a TaKXe B COOTBETCTBHHU C
TpeOOBaHUSMHM  PETHCTPAlIUOHHOTO  HOChE,  IPOTOKOJA  KIMHHYECKHX
MCCIIeOBaHUM U crielinUKaUY Ha 3Ty IPOLYKIHMIO.

14. OcHoBHEIe TpeGoBaHus HacTosmMX [IpaBuir:

a) (i) Bce MPOU3BOJCTBEHHEIE IPOLECCH] JOJDKHBI OBITh PErTIaMEHTHPOBAHBI,
IOJDKHEI CHCTEMATHYECKH IepecMaTPHBAThCA C YYETOM HAaKOILIEHHOIO OIIbITa, a
TaKkKe JOJDKHA IIOATBEPKAATECA HMX CIOCOOHOCTh 00ecmedMBaTrh IOCTOSHHOES
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IIPOM3BOZACTBO JIEKAPCTBEHHBIX CPEICTB TPeOyeMOro KayecTBa B COOTBETCTBHH CO
creruUKaIUIMHE;

6) (ii) kpuTHYEeCKHe CTaIUU MPOU3BOACTBEHHOTO MpoIecca U CyleCTBEHHBIE
MU3MEHEHHUS NpoLecca JOJDKHEI IPONTH BaJIKAALHUIO;

B) (iii) HOMKHEI OBITH 0OecIevYeHbl HEOOXOIUMbIE YCIOBUS Ui BBINOITHECHHUS
TpeOoBaHmit HacToAmX [[paBui, BKIIOYAs HaJTHYHUe:

HaJIeXanmmM o0pa3oM O0O0YYEHHOrO MepCOoHaNa, MMEIOIEro HeoOX0auMyIo
KBaJTU(DHUKAILHIO;

COOTBETCTBYIOIMX IIOMEIIEHUHA U MIIOMaeH;

COOTBETCTBYIOIIMUX 000pYy10BaHUS U 0OCITy)KUBaHUS,

COOTBETCTBYIOIIMX HCXOTHOTO CHIPhS ¥ YIIaKOBOYHBIX MaTEPHAIOB;

YIBEpXXIEHHBIX  IpoLeNyp ©  HMHCTPYKUMH B  COOTBETCTBHH C
dbapMaleBTHIEeCKO CHCTEMOM Ka4ecTBa,;

COOTBETCTBYIOIIMX YCIIOBHUH XpaHEHHS ¥ TPAHCIIOPTUPOBKH;

r) (iv) HHCTPYKIIMH U MPOLEXYPHl JOJDKHEI OBITh KOHKPETHBIMH, H3JI0XKEHBI
B IIMCBMEHHO# (hopMe SCHO U OJHO3HAYHO;

n) (v) mepcoHanm HOMKeH OBITh OOy4eH HaJUIeXKaIleMy BBIIOIHEHUIO
HpOLEayp;

e) (vi) B mpollecce IPOU3BOACTBA JOJDKHBI COCTaBIATHECA —3alMCH
(PYKOIMCHEIM croco6oM ¥ (WIH) C IpPUMEHEHHEM TEXHHYECKHMX CPEICTB),
JOKYMEHTaNbHO MOATBEPK/Ialomue PakTHIecKoe IPOBEJEHHE 3TAIIOB, TpeOyeMBIX
YCTaHOBJICHHBIMH METOAUKAMHU U MHCTPYKIUHAMH, a TaKXKe TO, YTO KOJIMYIECTBO H
Ka4eCTBO MPOAYKIIMHA COOTBETCTBYIOT yCTaHOBIIEHHBIM HOpMaM;

%K) (vil) OTKIOHEHHS MHOKHBI OBITH O(OPMIIEHH JTOKYMEHTAIBHO H
paccieoBaHbl C IENBI0 ONpe/eNleHus MPUYMHBEI OTKIOHEHHS W OCYLIECTBIICHMS
COOTBETCTBYIOIIMX KOPPEKTUPYIOMIUX U IPETyIPEeXJAIOIINX NCHCTBHIH;

3) (viii) mocke Ha cepuro, BKIIFOYas JOKYMEHTAIMIO TI0 peainu3alyy, NODKHO
II03BOJIATH OTCJIEKHUBATH MTOJIHYI0 UCTOPHIO IPOU3BOJICTBA CEPHH, COCTABIATECA B
TIOHSATHOM (hOpMe U XpaHUThCSA B HOCTYIIHOM dopMme;

n) (iX) 0 pu peanu3aluyl JIEKAPCTBEHHBIX CPEICTB HEO OXOMUMO CBECTH K
MUHHAMYMY BCE PHUCKH Ul UX KauyecTBa M YYUTHIBAThH IPaBUiIa *Ol'ITOBOI71 TOPTOBIIH
JIEKApPCTBEHHBIMU CPEICTBAMHU IJIs1 MEIUIIMHCKOTO IPUMEHEHHUS ;

K) (X) JOMKHa OBITh OpraHM3OBaHa CHUCTEMa OT3bIBa JIOOOH cepuu
JIEKapPCTBEHHBIX CPEICTB U3 0OpalleHus;

1) (xi) DOIDKHBI paccMaTpUBAThCA MPETEH3WM B OTHOLICHMH KadyeCTBa
peaM30BaHHEIX JIEKAPCTBEHHBIX CPEACTB, PACClIel0BaThCs MPHYMHEL JeQEKTOB U
IIPUHUMATECS COOTBETCTBYIOLIME MEphl KaK B OTHOLICHHH JICKAPCTBEHHBIX
CPEICTB HEHAUIEXAINEr0 Ka4ecTBa, TaK W IS TNPEJOTBpAIEHHs MOZOOHBIX
CITy4aeB.

* Ipuxas MEHHCTEPCTBA 3/IpaBOOXPaHEHHS ¥ COLMAIBHOrO passutus Poccuiickol Deneparu
or 28 nmexabps 2010 r. Ne 1222 «O6 yrBepxacHuE IlpaBun ONTOBOH TOProBIH
JNIEKAapCTBEHHBIMH CPEICTBAMH Ul MEJUUUHCKOTO IPUMEHEHHsS» (3aperiCTpHpOBaH B
Munucrepcrse roctunum Poccmiickodt ®enepanuu 04 ¢eppans 2011 r, pEerucTparMOHHBIHA
Ne 19698).
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KonTpoas kayecTBa

15. (1.9) Kontposnp kadecTBa BKIOYaeT B cebs orOop mpob, mpoBeneHue
UCTIBITAHWN, ITPOBEPKH HAa COOTBETCTBHE TPeOOBaHMAM cIelUbUKaLUN, a TaKkke
IpOLeypPhl OPraHU3AIMH, JOKYMEHTHPOBAHKS ¥ BbIIaY¥ pa3pelleHus Ha BBIILYCK.
[lenb KOHTPOJISI KayecTBa 3aKIFOYAETCS B HENONYIICHUHM K HCIIOJIB30BAHMIO WIIH
peanu3aiy MaTepUaIoB WM NPOIYKIHMU, HE YIOBIETBOPSIOIIMX yCTAHOBICHHBIM
TpeOOBaHUsM.

16. OcHOBHBIE TpeOOBaHM K KOHTPOJIO Ka4ecTBa:

a) (1) HamMYWe COOTBETCTBYIOUIMX IOMEUIeHWH © 000pynoBaHus,
00y4YEHHOr0 IEPCOHANIA M YTBEPXKAESHHBIX METOJMK Ui 0TOOpa mpo6, KOHTPOJIA U
MCIIBITAHMN HMCXOOHOIO CHIPBS M YMAKOBOYHBIX MAaTepHajioB, MPOMEXYTOYHOMH,
Hepac(acOBaHHOW M TOTOBOM MpPOLYKIMH, a TaKKe IPU HEOOXOIUMOCTH IUId
MOHHUTOPHHIA YCJIOBHH IPOM3BOJACTBEHHOM Cpelbl B IENAX BBINOJIHEHHS
Hacrosux [Ipasu;

6) (ii) npoBexeHue orbopa INpoO HKCXOAHOIO CHIPES M YHAKOBOYHBIX
MaTepHajioB, IPOMEXYTOYHOH, HepacacoOBaHHOM M TIOTOBOM IIPOIYKIHMH
aTTeCTOBAaHHBEIM IIEPCOHAIOM B COOTBETCTBMHM C METOAUKAMHM, YTBEPXKIEHHBIMH
HoJIpa3geIeHHeM KOHTPOJIS KadecTBa;

B) (iil) METOIMKM UCTIBITAHUH JOJKHEI OBITH BAJIMIUPOBAHEI,

r) (iv) cocraBieHue 3amuceit (PyKOIMUCHBIM CIIOCOOOM M (HIIM) C TIOMOLIBIO
TEXHHYECKHX  CpPEICTB), JOKYMEHTAJbHO  MOATBEPXKIAIOMMX, YTO  BCE
HeoOXOMHUMEIE MEPOIPHUATHS 0[O OTOOpY IIpoO, KOHTPOIK H METOJHKaM
MCTBITAHAM JIEWCTBUTENLHO IPOBEjAEHE. Bce OTKIOHEHHS OQOPMIAIOTCS
TOKYMEHTAJIBHO B paccilelyIoTcs;

n) (v) roroBas MpOAyKUMS MHO/DKHA COAEPXaTh (apMaleBTHIECKUe
CyOCTaHIMK, COOTBETCTBYIOLIHE PETUCTPALlAOHHOMY HOChE MO0 Ka4eCTBEHHOMY U
KOJIMYECTBEHHOMY COCTaBYy, a TakXe HMeTh TpeOyeMyro YMCTOTY, HaiJIexallylo
yIaKOBKY U IMPaBUIIBHYIO MapKHPOBKY;

e) (vi) 3ammcu, oGOpMIIEHHBIE IO pe3ylibTaTaM KOHTPOJS M HCHBITaHHH
WCXOMHOTO  ChIpbS M  YIAKOBOYHBIX  MATepHalioB,  [POMEXYTOYHOH,
Hepac(acoBaHHOM ¥ TrOTOBOW IPOAYKLMH, MOJDKHBI OBITH COIIOCTaBIICHBI C
TpeGoBanMaMHu crenudukanumit. OUeHKa NPOAYKIHH NOJDKHA BKIHOYAaTh 0030p U
OIIEHKY COOTBETCTBYIOIIEH IpPOM3BOJCTBEHHOM JOKYMEHTAallMd U  OLCHKY
OTKJIOHEHH# OT yCTaHOBJIEHHBIX IIPOLIEAYD;

%) (vil) HH onHa cepHs NPONYKIMM He MOXET OBITh BBeJeHa B
IpaXXIaHCKUif 00OpPOT IO TOro, KaK YIMOJHOMOYEHHOE JIMIIO HE YJOCTOBEPHUT €€
COOTBETCTBHE YCTaHOBIEHHBIM TpeGoBaHusM corinacHo Ilpunoxenuro Ne 16 k
HactosuwmM IIpaBuiam;

3) (viil) coxpaHeHHe MOCTATOYHOrO KOJIMYECTBA KOHTPOJBHBIX 00pa3loB
HCXOJHOIO CHIPbS, YIIAKOBOYHBIX MaTepHajoB M I'OTOBOM IPOXYKIMH, KOTOPOE
MO3BONHT @pHM HEOOXOOMMOCTH IPOBOJUTH HCHBITaHMA B OyaymeM B
cootBeTcTBHH ¢ ITpunoxennem Ne 18 x Hactosumm IIpapmmam. O6pasiisl rOTOBOR
IPOAYKIMH IOJDKHBEI XPaHWTBCS B OKOHYATEIBHOM YIAKOBKE 33 MCKIIOYCHHEM
o6pasios Gonplx 06BeMa, Macchl WM rabapHToB.
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O0630p xayecTBa NPOAYKIHH

17. (1.10) ITpousBoauTenb NOKEH PErYIISPHO MPOBOAUTE 0030pEI Ka4yecTBa
BCEX NMPOU3BEACHHBIX JIEKAPCTBEHHBIX IIPENapaToB, B TOM YHCIE JIEKAPCTBEHHBIX
IpernapaToB, H3rOTOBIIAEMBIX TOJBKO Ha OJKCIOPT, C LENBIO IOATBEPXKICHUSL
IOCTOSHCTBA  HMMEIOIIErocss  mpolecca,  COOTBETCTBUS  AEHCTBYIOMIUM
crienuuKausIM KaK Ha HCXOIHbIE CBIPbE, TAaK U Ha TOTOBYIO MPOAYKIMIO, JUIA
BBISBJICHUS TEHJICHIIMH U YCTAaHOBJIEHWS BO3MOXXHOCTH YJIy4IIEHUS NPOAYKIHU H
npouecca. Takue 0030psl AOKHBI OBITH OGOPMIEHB JOKYMEHTAIBHO H
MPOBOIUTHCS, KaK IIPaBHJIO, €XXETOJHO C yIETOM IPeBIAY X 0030pOB.

18. O630pHI KayecTBa JOJDKHBI BKIIIOYATH, [10 KpaHEH MepE, CIeayoInee:

a) (1) 0030p HCXOOHOTO CHIPhS W  YMNAKOBOYHBIX MAaTepHalOB,
HCITOJIE3yEeMEIX IIPH IIPOH3BOJICTBE, OCOOEHHO TE€X, KOTOPHIE IOJIyYEHBI OT HOBBIX
HNOCTAaBIIUKOB, ¥ OTHENBHBI 0030p MNPOCIHEKUBAEMOCTH LEMH IIOCTaBOK
(bapmanieBTHUIECKUX CyOCcTaHIIn;

6) (ii) 0630p KpUTHYECKUX TOUEK KOHTPOJII B IIPONECCE IIPOM3BOJCTBA U
pe3yNbTaTOB KOHTPOJIS TOTOBOH NPOIYKIUY;

B) (iii) 0630p Bcex cepuit, KOTOpBIE HE COOTBETCTBOBAJIH YCTaHOBJICHHBIM
crienuUKAIUAM, U pe3yJIbTaTOB COOTBETCTBYIOIIUX paccieI0BaHUM,

r) (iv) o630p BCex CyIIECTBEHHBIX OTKJIOHEHMH MM HECOOTBETCTBHUH,
0030p CBSI3aHHBIX C HUMHM pacciieloBaHul, 3P(PEKTUBHOCTH U Pe3yIbTaTUBHOCTH
MPEINPUHATHIX KOPPEKTUPYIOLIHX U MpeyIPeXXJAoIMX IEHCTBHIM;

n) (v) 0030p Bcex W3MEHEHHUH, BHECEHHBIX B IIPOLIECCH] MIIM aHATTUTUYECKHE
METOJIUKH;

e) (vi) 0630p MOJAHHBIX, YTBEPKIECHHBIX WIIH OTKIOHEHHBIX H3MEHEHUH B
PEruCTpalMoOHHOE JOChe, a Takxke 0030p M3MEHEHHH B JOChE HA JIEKAPCTBEHHBIC
Ipenaparsl, peIHa3HaueHHbIe TONBKO I 9KCIIOPTa;

%) (vii) 0630p pe3yNbTaTOB MPOTrPaMMBI MOHHUTOPHHIA CTAOMJIBHOCTH H
HeOJIaronpUATHBIX TEHICHIIHM;

3) (viii) 0030p BCexX CBS3aHHBIX C KadyeCTBOM IIPOAYKIMU BO3BpAaTOB,
IpeTeH3ui U OT3BIBOB, & TAKXKe MPOBEJEHHBIX B 9TO BPEMsl PacCIIe{0BaHUIH;

) (ix) 0030p  [OOCTaTOYHOCTH  JIIOOBIX  paHee  MPOBEJCHHBIX
KOPPEKTUPYIOIIHX AEHCTBUM B OTHOLIEHUH NPOM3BOJICTBA MIIM 000pYIOBaHNU,

K) (X) 0630p MOCTPErHCTPalMOHHBIX 00543aTeNIbCTB MPHU MOyYCHUH HOBBIX
PETrUCTPalMOHHbIX YAOCTOBEPEHUH MM BHECCHHM U3MEHEHUH B PETHCTPallHOHHOE
I0ChE;

1) (xi) cocTosHME KBIA(HUKALMK COOTBETCTBYIOIMX 000OpyINOBaHHA H
TEXHHYECKAX CpeINCTB, HallpuMep, CHCTEMBI HarpeBa, BEHTHILIIMH U
KOHIUIIMOHUPOBAHUS BO3yXa, CHCTEM CHA0)KEHHs BOJOM, CXKaTbIMHU Tra3aMu;

M) (xii) 0630p MOBHIX [OrOBOpPOB, YKa3aHHBIX B MyHKTax 237-255
HacTosmmX ITpaBui, ¢ IENBI0 MOATBEPXXACHHUS MX COOTBETCTBHS NEHCTBYIOIIHMM
TpeOOBaHUAM.

19. (1.11) B pamkax ¢papManieBTUYECKON CHCTEMBI Ka4eCTBa IIPOU3BOAUTEID
¥ IOpMAMYECKOE JIMIO, Ha MM KOTOpOro BBIAAHO pPErHCTPAIHOHHOE
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YIAOCTOBEpEHHE (€CIM OHHU SBIAIOTCA pa3sHBIMH OpraHM3aldsaMH), IOJDKHEI
OLEHHMBAaTh pe3yNnbTaThl 0030pa KayecTBa MNPONYKIMM H HeNaTh BBEIBOL O
HEOOXOJUMOCTH KOPPEKTHPYIOLIMX M INPEAYNPEXIarouX ACHCTBHE MM
IIpOBEICHUsT IOBTOPHOM Banupamuu. JlomkHBI OBITH pa3paboTaHBl IPOLIEAYPHI
YTIpaBIICHUS ¥ aHaIM3a TaKUX AEHUCTBUH; 3 (GEKTUBHOCTE ITHX MPOLERYP JO/DKHA
OBITE IpOBEpEHa PY NIPOBEIEHHH CAMOMHCIIEKIIMA.

20. OG630pel KayecTBa MOXHO TpPYNIOMPOBaTh II0 BHIAM IIPOLYKIHH
(HampuMep, TBepIble JeKapCTBEHHbIE (POPMBI, KHUIKHE JIEKApCTBEHHBIE (OPMEI,
CTepUIIbHBIE JIEKAPCTBEHHBIE IIpenapaThl), €CIU 3TO HAYYHO 0OOCHOBAHO.

21. Ecnu ropuandeckoe JIMIO, HA WMS KOTOPOI'O BBIIAHO PETHCTPALHOHHOE
yIOCTOBEpPEHME, HE SBIAETCS NPOU3BOAMTEIEM, MEXAY YKa3aHHBIM JIUIOM U
IIPOM3BOJUTENIEM JODKHO OBITh 3aKiIIOYEeHO COIVIallleHWe, OIpelesiolee
COOTBETCTBYIOIME OOS3aHHOCTH CTOPOH B OTHOIIEHHMH COCTaBieHHs 0030pa
Ka4ecTBa.

anaB.ﬂeHne PHCKaMH AJisl Ka4YeCTBa

22.  (1.12) VYopaBneHne  puCKaMd Uil KayecTBa  SBJISETCA
CHCTEMAaTHU3UPOBAHHBIM MIPOIIECCOM OLEHKH PHCKOB Uil Ka4eCTBa JIEKAPCTBEHHOTO
CpelCTBa, UX KOHTPOJIS, Iepenayn WHGOpMalKY, a Takke 0030pa B OTHOLIEHHM
yKa3aHHBIX PUCKOB. DTOT NPOLIECC MOXKET IPOBOJUTHCSA KaK IIEPCIEKTUBHO, TaK U
PETPOCIIEKTHUBHO.

23. (1.13) IlpuHuune! yrpaBieHUs: pUCKaMU U1l Ka4eCTBa:

a) (i) olleHKa pUCKOB JUIi KayeCTBa OCHOBBIBACTCS Ha HAYYHBIX 3HAHMIX,
ombITe paboThl B OTHOIIEHHWH Ipollecca M, B KOHEYHOM CYETe, HaIpaBJieHa Ha
3alUTy NMalUeHTa;

6) (ii) ypoBenp ycuimii, GopMaiu3alii ¥ JOKYMEHTAJIBHOTO O(QOpMIICHUS
mporecca ypaBlieHUs pUCKaMHU I KaueCTBa COOTBETCTBYET YPOBHIO PHUCKa.

IMEPCOHAJI (I''IABA 2)
Ipunnun

24. Oprasusamms W (QYHKIHMOHHpPOBaHHE  HaJUIeXalled  CHCTEMBI
obecrieyeHnss KadecTBa M  HAJJEXaIlero IPOM3BOJCTBA  JIEKAPCTBEHHBIX
MpernapaToB 3aBHUCAT OT 4YejoBedeckoro ¢axrtopa. Ilo oaTo# mpuvnHe
MPOU3BOAMTENS MJI1 PEIIeHUs BCeX 3a4ad, 3a KOTOpPHIE OH OTBEYaeT, HMeeT
JIOCTATOYHOE KOJIHUYECTBO KBAIM(PUIHPOBAHHOrO nepcoHana. Kaxapi paboTHHK
3HAaeT M IIOHHMAaeT CBOM JOJDKHOCTHBIE OOS3aHHOCTH, KOTOpPBIE HEOOXOoUMO
HOKYMEHTAIbHO OQOpPMHTE. Bech mnepcoHan 3HAeT IIOJNIOXKEHUS HACTOAIIMX
[TpaBwi, OTHOCSIIMECS K €ro AEATeNbHOCTH, a TakKe MPOXOJUT NEPBUYHOE U
MIOC/IEAYIOIEe HeTpephIBHOE O0ydeHHe, BKIIOYas MHCTPYKTaX IO BBITOJHECHUIO
THIHEeHUYeCKIX TpeOoBaHUH.

O6mune TpeboBaHUA
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25. (2.1) IlpowsBomuTens HODKEH HMETh JOCTATOYHOE KOJIHUYIECTBO
IIepCOHalla, UMEIOIIEro HeOOXOAUMYI0 KBATH(HKAIWIO M OmnblT pabotel. Kpyr
JOJDKHOCTHBIX OOS3aHHOCTEH KaXJIOro paboTHHKAa He IO/DKEH OBITh CIHMIIKOM
OOIIMPHBIM, 4YTOOBI HCKIIOYMTH BO3MOXXHOCTh BO3HUKHOBEHHS PHCKOB A
Ka4ecTBa IIPOAYKIIUH.

26. (2.2) IlpowsBomuTenb MAOJDKEH HMETh YETKYIHO OpraHM3allOHHYIO
CTPYKTYpy.  JIOIDKHOCTHBIE  OOf3aHHOCTM  pabOTHHMKOB,  3aHHMAIOLIMX
OTBETCTBEHHBIE JOJ/DKHOCTH, JOJDKHBI OBITh M3JIOXKEHBI B JTOJDKHOCTHBIX
MHCTPYKUHUAX. YKa3aHHble pPaOOTHHKM JOJDKHBI 00J1afarh IOJHOMOYHUSIMH,
HEOOXOIMMBIMM IS BBIIOJHEHHs BO3JIOXKEHHBIX Ha HUX (QyHkmmid. Hx
JNOJDKHOCTHBIE OOS3aHHOCTH MOTYyT OBITH IE€pelaHbl JPYTMM Ha3Ha4Ye€HHBIM
3aMeNIAl0IIUM paboTHUKaM, o0JiagaroIyM JIOCTaTOYHBIM YpOBHEM
kBanmuuKanuu. [Ipy ompemeNeHuy JOJDKHOCTHBIX OOS3aHHOCTEH IIepcoHaa
TIPOM3BOIHUTENE HE JOIDKEH JOIYCKATh CIIyYaeB HEOOOCHOBAHHOTO AyOIIMPOBAHHS
obs3aHHOCTe M (yHKIMH pabOTHHKOB, a TaKkKe ClIydaeB, KOTJa Kakue-mubo
06GSA3aHHOCTH, CBSA3aHHBIE C BHIIOJHEHHEM TpeGoBaHMM Hacrosux IIpaBmi,
OKa3bIBAIOTCS HE 3aKPEILIEHHBIMA HU 33 OJHUM M3 PaOOTHHKOB.

OTBeTCTBEeHHBIH MEPCOHAJ

27. (23) K OTBETCTBEHHOMY IIEPCOHAIy OTHOCATCS PYKOBOAUTEINb
IIPOM3BOJCTBA M PYKOBOJMTENb IOAPAasAeieHHs KOHTPOJA KayecTBa, a Takke
yInoJHOMo4YeHHoe(ble) Juno(a), €Cld MOJIHOMOYHA YIIOJTHOMOYEHHOTO(bIX)
una(JIH) He BO3JIOXKEHB Ha PYKOBOUTENS IIPOM3BOJICTBA M (VIIH) PYKOBOAUTEN
nofpasaeieHus KOHTPoJIsA kagecTBa. OTBETCTBEHHBIN MEPCOHAI NOJDKEH paboTarts,
KaK [paBUIO, Ha YCJOBHSX IONHOTO pabodero BpeMeHH. PykoBomuTenu
IIPOM3BOJICTBA H MOJpA3IeNeHuss KOHTPONS KauyecTBa NOJDKHBI OBITh HE3aBHCHMbL
Apyr ot apyra. Jiis NpOM3BOAMTENIEH, SBISIOIMXCSA KPYITHBIMU OpraHU3alMAMH,
yacTh OGA3aHHOCTEH, NpeXyCMOTpeHHBIX IyHKTamu 30-32 Hacrosumx llpasui,
IOMyCKaeTcs nepeaaBaTh ApyTrHM pabOTHUKAM.

28. (2.4) O6513aHHOCTH YIIOJTHOMOYESHHOTO JIMIA!

a) (a) ymOJHOMOYEHHOE JHULO JOJDKHO [OATBEPIMTH, YTO Kaxas Cepui
JEKapCTBEHHBIX  CPEACTB, [MPOU3BEJCHHAas B Poccuiickoit  Denepanuy,
TIPOM3BE/ieHa ¥ UCIBITaHa B COOTBETCTBHM C JEHCTBYIOIIUM 32KOHOAATEIHCTBOM
Poccuiickoit ®enepanyy 1 TpeOGOBaHUAMH PETUCTPAMOBHOIO 0CHE;

6) (b) B OTHOLICHHHM JIEKAPCTBEHHBIX CPEJICTB, BBITYIECHHBIX 32 Npe/elaMu
Poccuiickoit ®Pepepauuy, yIOJHOMOYEHHOE JHLIO AO/DKHO MOATBEPAHTH, 9TO
KaXaas MMIIOpTApyeMas cepus NPOAYKUIHH IIpollia IPOBEPKY B IIOPAJKE,
ycTaHOBJIeHHOM B Poccuiickoi ®enepaniy;

B) (C) YIOJHOMOYEHHOE JHIO JODKHO AOKYMEHTaIbHO MOATBEPAUTD, 9TO
TIpOIECC NPOU3BOACTBA OCYHIECTBJIEH B COOTBETCTBHH C HACTOAIIMMH [IpaBunamu,
a TaKKe YJOCTOBEPHUTH Ilepe] BhIIayedl KaXIOro paspelleHHs Ha BBIMYCK, H9TO
KaXas cepHs NpOAYKIMH Hpou3BeJeHa M (WIM) UCIBITaHA B COOTBETCTBHM C
TpeGOBaHUAME PETHCTPAIHIOHHOTO JOChE.
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29. Kpanmubukanys YIOJIHOMOYEHHOIO JIMLA [JOJDKHAa COOTBETCTBOBATh
Tpe6GOBaHMAM, YCTAHOBJIEHHBIM 3aKOHONATeNbCTBOM Poccuiickont ®Denepariuu.
YIONHOMOYEHHOE JIMIO JOJDKHO COCTOSTH B InTare Inpoussomurens. Ero
06S3aHHOCTH MOTYT OBITh IlEpe[aHBl TOJNBKO APYTOMY YIOJHOMOYEHHOMY(BIM)
nany(am).

30. (2.5) OcHoBHBIE 0053aHHOCTH PYKOBOAMTEISA IIPOU3BOACTBA:

a) () obecreynBaTh MPOM3BOACTBO M XpaHEHHE MPOAYKIMH B
COOTBETCTBHH C yTBEPKAEHHOM TOKYMEHTALMEH ISl OCTHKEHHS HEOOXOMMMOro
Ka4yecTBa;

6) (ii) yrTBepxkzaTh MHCTPYKIMH, Kacaromldecs IPOM3BOJCTBEHHBIX
orepalyii, 1 o6ecreuuBaTh UX TOYHOE BEINOIHEHHE;

B) (iii) obecriednBaTh OLIEHKY M MOJANMCAHHE MPOU3BOACTBCHHBIX 3aruceit
YIIOJHOMOYEHHEIM Ha 3TO NEPCOHATIOM Iepell MX IMepenaded B NOApasJeieHHe
KOHTPOJIS Ka4ecTBa;

r) (iv) KOHTponupoBaTh  paboTy  MOAYMHEHHOIO  CTPYKTYpHOIO
nmojpasfeleHus, COAep)XaHHEe IIOMEINEHHH, OKCIUIyaTallMlo M TEXHHYeCKOe
obcyxuBaHre 000py IOBaHHU,;

n) (v) obecreunBaTh MpOBeJEHUE COOTBETCTBYIOIIEH BATHAAIINHY;

e) (vi) oOecreumBarh MpOBeIEHHE HEOOXOAUMOrO IEPBHYHOIO M
MOCIEAYIOIEro  HENpephIBHOTO  OOydeHWs  MepcoHala  TMOJYHHEHHOIOo
CTPYKTYPHOTO ITOAPA3AEIECHHU.

31. (2.6) OcHOBHBIE 003aHHOCTH PYKOBOAMUTEIS [IOAPA3CICHIs KOHTPOIL
Ka4yecTBa:

a) (i) omobpsATe WM OTKIOHATH MCXOJHOE CBIPbE, YIAKOBOYHbIC
MaTepHaibl, a TaKke [POMEeXYTOYHYIO, Hepac(hacoBaHHY0 H TOTOBYIO
POy KIHIO;

6) (ii) ouleHUBAaTh AOCHE HA CEPHIO;

B) (iii) o6ecrmeunBars NpoBeeHHe BCeX HEOOXOMUMBIX UCIIBITaHUM;

r) (iv) yTBepXaTh cnequdUKaLyy, HHCTPYKIMK O 0TO0pY po6, METOABI
UCIIBITAHMH 1 ApyTHe IPOLELy bl [I0 KOHTPOJIIO Ka4eCTBa;

n) (V) yTBepKIeHHE M MOHHTOPHMHI HCIONHHUTENEH IO JOToBOpaM,
yKa3aHHBIM B IMyHKTax 237-255 Hactosmux [Tpasui (MciblTaHUs 110 KOHTPAKTY);

e) (vi) KkoHTponupoBaTh  paboTy  HOAYMHEHHOrO  CTPYKTYPHOTO
NOJIpasfeieHus], COIepKaHHe IOMELIEHUH, OKCIUTyaTallklo ¥ TEXHHIECKOe
o0ciTy)xuBaHue 000pyJOBaHMS,

) (vii) ob6ecrieunBaTh NPOBEIEHNE COOTBETCTBYIOLICH BalHIALUHY;

3) (viii) o6ecreunBaTs IPOBEJEHHE HEOOXOAUMOrO IEPBUYHOIO M
MOCNEAYIOMIEr0  HeIpephlBHOTO  00y4eHWss  IepcoHaga  MOAYHHEHHOTO
CTPYKTYPHOTO NTOAPa3AeJICHHS.

32. (2.7) PyxoBomutenud IPOM3BOACTBA U TIOAPA3ACICHUSA KOHTPOJLI
KauecTBA WMEIOT OOlIMe MM COBMECTHO BEHIMOJNHAEMBIE OOS3aHHOCTH,
OTHOCSIIMECS K KaUeCTBY, KOTOPbIE BKIIOYAIOT B Ce0s, B YaCTHOCTH, CIEAYIOIIEe:

YyTBEPXKAEHUE MpOLENyp H JPYyTHMX HOOKYMEHTOB, BKIIOYas BHECCHHC
M3MEHEHHH B HUX;

MOHMTOPHHT ¥ KOHTPOJb IIPOM3BOACTBEHHOHN CpEIBL;
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KOHTPOJb IIPOU3BOACTBEHHON I'MI'MEHBI;

BaJIMJJAIUIO IIPOLIECCOB;

oby4eHue nepcoHana;

YTBEPXKIAEHHWE W MOHHMTOPHHI @OCTaBIIMKOB MCXOJHOTO CBIPBS U
yIIaKOBOYHBIX MaTepHalIOB,;

YTBEP)KICHUE ¥ MOHHUTOPUHI HCIOJNHUTENEH 110 AOroBOpaM, YKa3aHHBIM B
myHKTax 237-255 nacrosmux [IpaBui (KOHTPaKTHBINA IPON3BOAUTEID);

OllpeieIeHUe U MOHUTOPHUHI YCIOBHHM XpaHEHHUsS HCXOJHOIO CHIpbI H
POXYKILIHY;

XpaHECHHUE 3aIUCEH;

MOHHUTOPHHT COOTBETCTBHUSA TpeOOBaHUSM HacTosmuX IIpasu;

IIPOBEPKY, UCCIEOBAHUE ¥ B3ATHE IMPOO B NEIIX MOHHTOPHHIAa (akTOpOB,
CIIOCOOHBIX BIMATH Ha Ka4e€CTBO MPOIAYKLKUH.

O6yuenne

33. (2.8) IlpoussBomwrenp HOKEH OOECHeYUTh OOyYeHHe IepcoHana,
JOJDKHOCTHBIE  OOS3aHHOCTH  KOTOPOrO  IIPEINoNaraloT — npeOblBaHue B
POM3BOJCTBEHHEIX 30HAX WM KOHTPONBHBIX JjabopaTopusax — (BKIOYas
TeXHAYECKHI M 0OCITyKHMBAIOIIMH ITepCoHa, a TakKe pabOTHHUKOB, MPOBOASIIUX
y6OpKY), a TaKXe Ipyroro NepcoHala, NEATEeNbHOCTh KOTOPOIO MOXET OKasarh
BIIMSHUE HA Ka4eCTBO POy KIUH.

34. (2.9) KpoMe ocHOBHOro 00y4eHus, BKIIOYAIOIIET0 TEOPUIO M MPAKTHKY
[pHMeHEeHHs HACTOSAIMX IIpaBwi, BHOBb NPHHATEIE Ha pabory pabOTHHKH
JO/DKHBI IPOMTH IepBHYHOE OOydeHHE B COOTBETCTBHH C 3aKPEIUICHHBIMH 34
HAMH 00s13aHHOCTAMHM. IIpoM3BOANTEND HOJDKEH TaKXKEe MPOBOAUTE IIOCIIENYIOLICE
HeNpepBIBHOE 00y4YeHNe epcoHana, NepUOANYECKH OLCHHBAs €ro MPAaKTHIECKYIO
sddexruBHOCTs. OBydeHHe TNepcoHana IOJDKHO IIPOBOAMTECA IO YYeOHBIM
porpaMmaM, yTBEpKIEHHBIM COOTBETCTBEHHO PYKOBOIHUTEIEM IIPOM3BOACTBA
60 PYKOBOAMTENEM IOApasielieHHss KOHTpONsA KadecTsa. IIponsBonUTENb
06513aH XpaHATh JOKYMEHTALHIO O IPOBEAEHMH 00y UeHUS.

35. (2.10) Ilepconam, paborarommii B 30HaX, TI/A€ KOHTaMHUHAIIWA
[PeCTABIsAET ONACHOCTh, HAIPHUMEp, B YHCTHIX 30HaX MIM B 30HaX PabOTHI C
BBICOKO aKTUBHBIMH, TOKCUYHBIMH, UHOUITUPYIOIMMHA WK
CeHCHOMIH3HPYIONIIMHE BENECTBAMH, HOJDKEH IIPONTH CIIENHANbHOE 00y deHue.

36. (2.11) Ilocetutenu Wi He NpolueAumHre oOydeHHe DPabOTHHKM He
IOJDKHBI JOIYCKAaThCS B MPOU3BOACTBEHHBIE 30HBI M 30HBI KOHTPOJIA KadecTsa.
[Ipy HeOOXOOMMOCTH IOCEIEHHs [aHHBIX 30H YKa3aHHBIE JHLA AODKHBL
NpefBApUTENHFHO MPOWTM WHCTPYKTaX, B YaCTHOCTH, IO IpaBHIaM JHIHOHA
TUTHEHHI M HWCIOJB30BAHUIO 3AIMTHON OJEXAbl. 3a 3TUMH JHIAaMH JOJDKHO
OCYIECTBIIATHCS TILATENbHOE HabrogeHue.

37. (2.12) ITpu o6y4eHur JOIKHBL IOAPOGHO PashACHATBCS U 00CYKAATHCS
KaK NPUHLHUIBI O0ecredeHHs KauecTBa, TaK M BCEe MeEphbl, yiydmaiolmue HX
IIOHMMAaHWE U OCYIIECTBIICHHE.
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I'urnena mepcoHaJa

38. (2.13) IlpousBomurens HOMKEH pa3paboTaTh W BHEIPUTH KOMILIEKC
MEDONPHUATHA II0 IPOU3BOACTBEHHONH TUIMEHE C YYeTOoM OcoOeHHOCTei
KOHKPETHOIO IIPOM3BOACTBA. YKa3aHHBIH KOMIUIEKC MEpONPHATUH JOJIKEH
coJepxarb IpOLEdyphl, Kacarolquecs COOMIOJeHHs TpeOOBaHUHM K COCTOSHHIO
370POBBS, CaHUTApHBIX NpaBWI U TpeboBaHMU K oJexJe nepcoHana. Kaxmsii
paGOTHHK, IOMKHOCTHBIE OOS3aHHOCTH KOTOPOrO IPEAIoJaraloT mnpeObiBaHue B
30HaxX IMPOM3BOJACTBA M 30HAX KOHTPOJSA KayecTBa, NOJDKEH IIOHHUMATb U CTPOTO
cobmoIaTh 3T mponexypsl. PykoBonsimii mepcoHal HECeT OTBETCTBEHHOCTH 3a
BBIIOJIHEHHE TIEPCOHAIOM IpaBMJI JHUYHOW THUIHEHBl M OpPraHM3alUIo
HeoOX0aUMOro 00yJYeHus.

39. (2.14) JIuua, npuHUMaeMBble Ha paboTy, JOJKHBI IIPOMTH MEIUIMHCKUM
ocMoTp. IlpousBoguTenb 00s3aH yTBEPAUTH UHCTPYKLUH, OOECIIEUHMBAIOIIUE €TI0
OCBEJIOMJIEHHOCTh O COCTOSIHMHM 3IOpPOBbS IIEPCOHANa, KOTOPOE MOXET IOBIUATH
Ha Ka4ecTBO MPOXYKIWH. [locie mepBHYHOrO MEAMLMHCKOIO OCMOTPa JOJDKHEIL
IPOBOIUTECS PeryJIsipHbIE MOCIEAYIOIHEe MEAULIMHCKAE OCMOTPEI IIEPCOHAA.

40. (2.15) IpousBoauTeNnb JODKEH NPEANPUHATE Mephl, 00ecIednBaroiye
HEeJOMyIIeHne JIMI] ¢ UHGEKIMOHHBIMU 3a00JCBaHUAMHM HIIH  OTKPHITHIMHU
MIOBPEXACHUAMHI Ha OTKPBHITBIX y4acTKax Tejla K IPOM3BOJACTBY JIEKAPCTBEHHBIX
CpPeICTB.

41. (2.16) Jluna, Bxomsmiye B IIPOU3BOACTBEHHBIE 30HBI, TOJDKHBI HOCHUTh
3aIIUTHYIO OJIEXIY, COOTBETCTBYIOIIYIO BEITIONHAEMBIM B 3THX 30HAX OINEPALIKIM.

42. (2.17) B npou3BOACTBEHHBIX 30HaX M 30HAX XPaHCHHS 3aIpelaroTcs
MpHeM IIMINM, [UTHhe, JKEBaHWE WM KypeHMEe, a TakKe XpaHeHHe IHINEeBBIX
IIPOAYKTOB, HAITUTKOB, TAOaYHbIX M3JEIHI H JMYHEIX JIEKAPCTBEHHBIX IIpENapaTos.
He nmomyckaercs obas  JeATeNbHOCTh, Hapyllalomias yCTaHOBJICHHBIE
THIMEHHYECKHe TpeOOBaHUS B IPOM3BOJACTBEHHBIX W JAPYTUX IIOMEIIEHHIX,
KOTOpast MOXeT OKa3aTh OTPHUILATENIFHOE BIUSIHNIE HA Ka4eCTBO IIPOXYKIHUH.

43, (2.18) Heobxomumo wu30eraTh HEMOCPENCTBEHHOTO KOHTaKTa pPYyK
TIepcoHaNa ¢ OTKPHITOM MPOIYKIHell, a Takke ¢ J0O00H 9acThio 000pyIOBaHUA,
KOHTaKTUPYIOIIEH C IPOAYKIIHEH.

44. (2.19) IlepcoHan ToMKEeH IPOUTH HHCTPYKTaX 110 paBUJIaM MBIThS PYK.

45. (2.20) Crnenuanpible TpeOOBaHUA K I'MTHEHE MEpPCOHANA, 3aHATOTO Ha
IIPOU3BOACTBE  OCOOBIX  IPYHN  HPOAYKUMH  (HAmpumep,  CTEPUIIBHBIX
NIeKapCTBEHHBIX  IperaparoB), orpaxeHs! B Ilpunoxenun Ne 1w
[Tpunoxenun Ne 5 k HactosmuM IIpaBuiam.

IIOMEIINEHHMS 1 OBOPYIOBAHME (I''IABA 3)
IpuHIHD
46. Tlomemenus u  obopymoBaHue  HEOOXOIMMO  pacrojararh,

[IPOEKTHPOBATH, CTPOMTH, OCHAIIATh M IKCIULyaTHPOBATh TaKUM 06pasoM, 4TOOHI
OHH COOTBETCTBOBAJIX ITPOBOJUMEIM omepaiisiM. VX mIaHupoBOYHOE pelleHHe U
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KOHCTPYKIWMsI HOJDKHBI CBOJUTh K MHUHHMYMY pDHCK oUIMOOK M obecneduBaTh
BO3MOXHOCTb 3()(EeKTUBHOH OYMUCTKM U OOCIyX HMBaHUS B IENIX HCKIIOYCHHUS
IEPEKPECTHON KOHTaMMHAIIMM, HAKOIUIEHWS TBUIM WIM TIpSI3d M JOOBIX
HeOIIaroNnpusTHEIX (PaKTOPOB IS Ka4yeCTBa POy KIIHH.

ITomemennst

O6mue TpeGoBaHuA

47. (3.1) Ilpu ycnoBuu cOOMIONEHUS BCEX Mep IO 3allMTE IPOM3BOJICTBA
OKpyJKaloIllasg cpela IOMeIleHHH JOJDKHA NpeACTaBiIATh MHHMMAIbHBEIA PHCK
KOHTaMHHAI[M¥ MaTe€pHaIOB UK [IPOLyKIUH.

48. (3.2) Oxcmulyartanus, NPOBEJEHHE TEXHHYECKOro OOCIY)KHMBAHHS H
pEMOHTa TOMEIIeHUH He [OJDKHBI OKa3blBaTh OTPHIATENIBHOIO BIMSHUSA Ha
Ka4eCTBO MPOAYKIMH. Y OopKa u JIe3uH(EKIUs IOMEIIEHUH TOJDKHBI IIPOBOJUTHCS
B COOTBEICTBHHM C  TOAPOOHBIMH  HMHCTPYKUMSAMH,  YTBEPXKICHHBIMH
IPOU3BOIUTETIEM.

49. (3.3) Ocgemenue, TeMneparypa, BIQXHOCTb M BEHTWIALMS IOJDKHEI
COOTBETCTBOBATh HA3HAYEHWIO IIOMEIIEHWs M HE OKa3hpiBaThb MPAMOIO HIH
KOCBEHHOTO HeOJIaronpHATHOIO BO3JCHCTBHMS Ha JIEKAPCTBEHHBIE CPENCTBA BO
BpeMsd HX TPOM3BOACTBA M XpaHEHWs, a TaKke Ha Haexamee
(GyHKIMOHUpOBaHKe 000Py 1OBaHHU.

50. (3.4) IIpu NPOEKTUPOBAHMHK H SKCILTyaTal[K MOMEIEHHH JOJDKHA GBITh
obecrieyeHa 3aiuTa OT MPOHUKHOBEHHS B HUX HACEKOMBIX MU XKMBOTHBIX.

51. (3.5) B momemenus He JOITyCKArOTCs JIMIIA, HE UMEIOIIKE IIpaBa nocTyna
B HUX. [IpOM3BOACTBEHHBIE 30HBI, CKJIAJCKHE 30HBI ¥ 30HBI KOHTPOJIA Ka4ecTBa HO
JIOJDKHBI MCTIONB30BATHCS I CKBO3HOTO IPOXOJIa IIEPCOHANa, He paboTaroiiero B
HUX.

IIpou3sBoacTBeHHAsI 30HA

52. (3.6) [ns MuUHUMH3ALMM DHCKa U1 310pOBbA JIIOJe BCJIEACTBUE
IIEpeKPEeCTHOM KOHTaMMHAIMK IIPH IPOM3BOJACTBE HEKOTOPHIX JIEKapCTBEHHBIX
NpenapaToB, TaKMX KaKk CEHCHOMIM3HMpYIOIMe  BELIECTBA (manpumMmep,
NEHANMJUINHE]) WX GHOJOrMYecKue JEeKapCTBEHHBIE IMPENapaThl (manpumep, u3
)KUBBIX  MHKPOOPTraHU3MOB),  HEOOXOAMMO  NpPEeayCMOTPETh  CIICLHATIBHO
npeqHa3HaYeHHbIe B 000CO0JEeHHbIe MOMEICHNU, obopytOBaHHE M CPEJICTBa HX
obcyxuBanusa. B OHMX M TeX ke IOMELICHUAX He NOIyCKaeTCs MPOU3BOJACTBO
OTIENbHBIX BHUIOB AHTHOHMOTHKOB, OIpEIEIEHHBIX IOPMOHOB, IHTOTOKCHHOB,
BBICOKO AaKTHBHBIX JIEKAPCTBEHHBIX CPEACTB M MPOAYKIMH, HE SIBJISTIOITIEHCS
JIeKapCTBEHHBIMU CPeACTBaMM. B MCKIIOYMTENBHBIX CIy4asX MPOU3BOACTBO TakKMX
JNIEKAPCTBEHHBIX CPEICTB JOIMyCKAaeTCd B OLHUX IOMELICHUAX [pH pas3[eiCeHUH
IMKIOB POM3BOACTBA II0 BpeMEHM C COONIOJCHHEM CHENHANBHBIX MEp
TIPeJOCTOPOKHOCTY ¥ NIPOBeJIEHHEM HEOOX0UMON BaIM/IAllUH.

53. 3anpemiaeTcs IPOM3BOJCTBO AI0B TEXHUYECKOTO HA3HAYEHM, TakUX KaK
MEeCTULMABl ¥ TepOMUMIbI, B TOMEIIEHHUSX, HCIOJIb3yeMBbIX JUls INPOU3BOACTBA
JIeKapCTBEHHBIX CPEICTB.
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54. (3.7) IlnaHupoBOYHbIE PEIICHHS NOMEIICHUH IODKHBI 00ecrednBaTh
BBIMTOJIHEHHE TPeOOBaHUN K YPOBHIO YHCTOTHl W, IPU HAIMYUU BO3MOXXHOCTH,
JOJDKHBI COOTBETCTBOBATh JIOTHYECKOW ITOCIE{OBATENBHOCTH IPOM3BOACTBEHHBIX
OTepaIyH.

55. (3.8) [IlnanupoBOYHBIE peEIICHUS IPOU3BOJCTBEHHBIX 30H H
BHY TPUIPOU3BOICTBEHHBIX 30H XpaHeHUS JOJDKHBI obecriedrBaTh
IIOCIEOBATENFHOE M JIOTMYHOE pasMeIleHHe OOOpYyAOBaHMS M MaTepHalioB,
CBOAAINEe K MHHHMYMY pPHCK II€peIyThIBaHMs pPa3JHYHBIX JIEKapCTBEHHBIX
CPEACTB WM HMX KOMIIOHEHTOB, O0eCIeymBaroIlee OTCYTCTBUE IIEPEKPECTHON
KOHTaMUHAIIMK U CBOJAIIee K MHHMMYMY PHMCK IIPOITyCKa WIM HENpaBHUIBHOIO
OCYIIECTBIEHHS JTFOOO0ro dTara Ipy MPOU3BOACTBE MIIM KOHTPOJIE.

56. (3.9) B momemeHHsX, B KOTOPbIX HCXOIHOE CHIpbe K II€PBHYHBIC
YIaKOBOYHEIE MATepHalibl, TPOMEXYTOYHAs WM Hepac(acoBaHHAas ITPOXYKIMA
IIOJBEP)KEHE] BIUSHUIO IPOU3BOACTBEHHOM Cpelbl, BHYTPEHHHE ITOBEPXHOCTH
(CTeHBI, MOJBI ¥ MOTOJKH) JOJDKHBEI GBITh INMAJKMMHM, 0e3 Iueneil ¥ TpeIlluH Ha
CTBIKAX, He IOJDKHBI BBINEIATH YAcTHI], a TakKe TOJDKHBI JIETKO M 3((HEKTHBHO
OYHINATECS M, IPYU HEOOXOIUMOCTH, AE3MHPHUIMPOBATHCS.

57. (3.10) TpyGompoBOAEI, OCBETHTENbHbIE NMPUOOPHI, BEHTUIIALMOHHBIE
YCTaHOBKM M JPYTH€ CHCTEMBI OOCITYXHMBAaHHUA NOJDKHBI OBITH CIIPOEKTHPOBAHbL H
PACIOIOXKEHBI TaKMM 06pa3oM, 9ToOBl He OBUIO yIiIyONeHHUH, 3aTPy AHAIOIIMX UX
o4ucTKy. IIpy HaIMYM{ BO3MOXHOCTH JOCTYII K HEM Ui OGCIYXHBAaHHS JOJDKEH
OBITh U3BHE MPOU3BO/ICTBEHHBIX 30H.

58. (3.11) Touxu MOOKITIOYEHUS K KaHAIH3AIMOHHBIM CTOKaM IOJDKHEI OBITH
COOTBETCTBYIOIUMX  pa3MepoB ¥  00OpyJOBaHBl ~ YCTPOHCTBaMH  JUIA
MpeJOTBpallleHust oOpaTHOro mnoTtoka. IIpy HamuYuu BO3MOXHOCTH CIEXYeT
u36eraTh OTKPHITEIX CIIMBHBIX Xken060B. Ho eciu cymecTByeT HeOOXOIMMOCTE HX
MICIIOJIb30BAHMUS, OHHM JOJDKHBI OBITh HETTTyOOKMMH Ui OOJEerdeHHs OYUCTKH M
ne3uHbEeKIn.

59. (3.12) B npou3BOACTBEHHHIX 30HaX JOJDKHA HCIOIb30BATBCA
>0(eKTHBHAs CHCTeMa BEHTWALMM, MMEIomas CpeacTsa [Uis  KOHTPOJA
IIapaMeTpoB BO3Iyxa (BKJIOYas TEMIEpPaTypy H, [Ae HEOOXOIHMMO, BIKHOCTb M
QUIBTpalMiO) B 3aBHCHMOCTH OT BBITYCKaeMOH MIPOMYKIMH, BBITONHACMBIX
oTepaIyii ¥ OKpy>KarolleH Cpeapl.

60. (3.13) B3BsemmBaHue UCXOJHOIO CBHIPBS, KaK NPaBUIIO, OCYIIESCTBIACTCA
B OT/IEJIBHOM, MIpeIHa3Ha4e€HHOM JIJIS 9TOTO IIOMEILEHHUH.

61. (3.14) B Tex ciyyasx, Korga IPOMCXOAMT 0Opa3oBaHHE IBUIA
(HampuMmep, BO BpeMs or6opa 1po0, B3BELIMBAaHMA,  CMELIMBaHMI,
[IPOM3BOJICTBEHHBIX OIEpalyif, yIaKoBKH CyXOH NPORYKIMH), HODKHBI OBITH
IIPUHATHL CIENUaTbHbIe Mephl IPEJOCTOPOXKHOCTH B LENAX NPEAyNPEHICHHA
IIEpEKPECTHOM KOHTaMUHAIIMH ¥ 00JIErYeH st OUHCTKH.

62. (3.15) ITomemeHuss s yHaKOBKH JIEKaPCTBEHHBIX CPEACTB AOJDKHBI
6BITH CIENMATBHO CIPOEKTHPOBAHbl M PACTIONOXKEHBI TakuM o6pasoM, 4TOOBI
M36eXaTh Iepey THIBaHUI WIIN NePEKPECTHOM KOHTAMHHAIIMH.

63. (3.16) IlpousBoncTBEeHHbIE 30HBI JODKHBI OBITH XOPOIIO OCBEIIEHBI,
0COBEHHO B MeCTax, Iie HPOBOMTCS TOCTOSHHBIA BU3yaJIbHBIH KOHTPOJIb.
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64. (3.17) KonTpons B mporecce IPOU3BOJACTBA MOXXHO IPOBOIMTH B
IIPOU3BOJICTBEHHOW 30HE, €CIIM 3TO HE CO3JaeT PUCKa IS TEXHOJOTUYECKOro
mporecca.

Cxknaackue 30HbI

65. (3.18) Ckiaackue 30HBI JAODKHBI MMETh BMECTHMOCTH, JOCTATOYHYIO
JUISL YIIOPSIOYEHHOTO XPaHEHHS Pa3JIMYHbIX KaTeropuii MaTEpUaIOB M IPOXYKIIHH:
HCXOJHOTO  CHIp M  YNAKOBOYHBIX  MAaTepUalioB,  IPOMEXYTOYHOH,
Hepac(acoBaHHOM M FOTOBOM MPOIYKIHH, a TaKXKe NPOAYKIMH, HAXOMISAIIEHCS B
KApaHTHHE, MPOAYKLHM, paspelieHHOW JUIg  BBIIyCKa, OTKJIOHEHHOH,
BO3BPAILEHHON WJIH OTO3BaHHOM.

66. (3.19) Ilpu MPOEKTHPOBAHMH ¥ OCHAILIEHHH CKJIAJCKHX 30H HEOOXOAMMO
IpeyCMaTpUBaTh HaJJIeXXalue yclIoBus XpaHeHHs. CKiainckuhe 30HBI JOJDKHBI
OBITh YHCTHIMA M CyXMMHM, B HHMX JO/DKHA MOJIEPXKHBAaThCA Tpebyemas
Temneparypa. Eciu Tpe6yroTcs ClieUMaibHble YCIOBUS XpaHeHus (Hampumep,
TEMIIEPATypa, BIAKHOCTH), TO HeoOXoauMo oOecleuynBaTh M IPOBEPATH TaKHe
YCJIOBHS, @ TAKXKe OCYIIEeCTBIATh HX MOHUTOPHHT.

67. (3.20) B MecTax IpreMKH U OTTPY3KH HOJDKHA OBITh 0ObecriedeHa 3alura
MCXOJHOTO CHIPbS, yIAKOBOYHBIX MAaTepHaloB U MNPOMYKIMHM OT BO3JEHCTBUA
IOTOMHBIX YCJIOBHHA. 30HBI TNpPUEMKH JOJDKHBI OBITH CIIPOGKTHPOBaHBI H
000pyIOBaHbl TAKAM 00pa3oM, YTOOBI Tapy ¢ IMOCTYNAIOIIMMU UCXOAHBIM CBIPBEEM
¥ YIIaKOBOYHBEIMH MaTepHalaMi MOXHO ObIJIO OYMINATD Iepes CKIaiUPOBaHHEM.

68. (3.21) Ecnu pexxuM KapaHTHHA 00€CIIEYMBACTCSA XPAHCHHEM IIPOAYKIIUH
B pa3feNbHBIX 30HAX, TO 3TH 30HBI TOJDKHBI OBITH YETKO 0OO3HA4YeHEI, a JOCTYI B
HUX pa3pelleH TOJNBKO IEePCOHATy, HMEIOUIEMY COOTBETCTBYIOIIUE ITOJHOMOYHA.
Jrobass gpyras cuHcTeMa, 3aMeHsIomas (U3WYECKUd KapaHTHH, JIOJDKHA
obecrieYynBaTh IKBUBAJIEHTHYIO 6€30I1aCHOCTb.

69. (3.22) Orbop mpo® HMCXODHOrO CHIPbS W IEPBUYHBIX YIAKOBOYHBIX
MATEpHAJOB, KaK MpPaBHIIO, CleAyeT BEIIONHATH B OTAENBHOM 30He. OT6Op 1MpOd,
OCYILECTBIISIEMBI B 30HE XPaHEHHUS, JOIDKEH [IPOBOAUTECA TAaKMM 06pa3oM, 4TOOH!
NPENOTBPATHTh KOHTAMUHALMIO MM [IEPEKPECTHYIO KOHTAMHHALIMIO.

70. (3.23) Hdns xpaHeHus 3a0pakOBaHHBIX, OTO3BaHHBIX MM BO3BpAIICHHBIX
HCXOJHOTO CHIPbS, YIAKOBOYHBIX MATEpPHIOB HIH NPOMYKIHMH MOJDKHBEI OBITH
TIIpeyCMOTPEHBI H30JIMPOBAHHEIE 30HEI.

71. (3.24) BrICOKO aKTHBHBIE BEIECTBA M JICKAPCTBEHHBIC CPEICTBA, B
OTHOIIEHUH KOTOPHIX HOPMATHBHBIMH IIPaBOBRIMH  akTamu Poccuickod
®eiepanuy yCTAHOBIICHBI ClIENHUANBHEIE YCIOBHS XPaHEHHs, NOJDKHBI XPaHUTBCA B
Oe30IMacHBIX M 3aIUILIEHHBIX 30HaX.

72. (3.25) HomxHo GBITH obGecredeHO Oe30IacCHOe M HAJIeXKHOE XPaHEHUC
I€YaTHBIX YIIAKOBOYHBIX MAaTepHAaNOB, TaK KaK OHH CYATAIOTCS KPUTHICCKMMH JULL
obecriedeHMsi COOTBETCTBHS  JIEKAPCTBEHHOTO  CPEICTBa  YCTAHOBIICHHBIM
TpeOOBaHUAM.

30HBI KOHTPOJIAl Ka1eCcTBAa
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73. (3.26) JlabopaTopru KOHTpPOJS KadecTBa JOJDKHBI OBITH OTHENIEHBI OT
IIPOU3BOICTBEHHBIX 30H. JTO OCOOEHHO BaXKHO VIS JIaOOpaTOpHil IO KOHTPOJIIO
OMONTOTMYEeCKMX U  MHKPOOHMOJIOTMYECKHMX  JIEKAPCTBEHHBIX  CPENCTB M
PagMoOU30TOIIOB, KOTOPhIE TaKXKe TOJDKHBI OBITh OTAENEeHE! IPYT OT IpyTa.

74. (3.27) KouTtponbsHble 1ab0OpaTOpUH HOJDKHBEI OBITH CIPOEKTHPOBAHEI
TakMM 00pa3oM, YTOOBI OHH COOTBETCTBOBAIN TPEeOOBaHMSM K BBIIONHSIEMBIM B
HUX paboram. IDnomage mabGoparopwit [OOJDKHA OBITH JOCTAaTOYHOH s
UCKIIIOYEHHUS IEpeImyThIBaHUS U MEPEeKPECTHON KOHTAMHHALMM, a TaKkXe Ui
XpaHeHus 00pa3IoB U 3amucel.

75. (3.28) [na 4yBCTBUTENbHBIX NPHUOOPOB, HyXAAIOLIUXCS B 3alUTE OT
BUOpaIiy, 3JeKTPOMArHUTHBIX IOJIEH, BJIQXXHOCTH BO3AyXa M APYTHMX YCJIOBHH,
JOJDKHBI OBITH IIPEIyCMOTPEHBI OTJIeIbHbIE KOMHATH.

76. (3.29) Ecnu HOpMaTHBHEIMH IIPaBOBBIMH aKTaMu Poccuiickoit
Depmepanyy yCTaHOBIICHEI ClIeIMaIbHbIE TPeOOBaHUS K J1aOOPaTOPHAM, B KOTOPBIX
NpOBOAATCA  paboTel CcO  choenu(UYECKUMH  BELIECTBAMM,  HallpHMeD,
OUOOrHYECKUMH WM paJUOaKTHBHBIMKM MaTepHallaMH, Takue TpeOOoBaHMs
TOJDKHEI COOJIFO1ATHCS.

BcnomorartesibHbI€ 30HBI

77. (3.30) KoMHaTHI OTABIXA ¥ [pHEMa MUK AODKHBI OBITH OTHAENEHBI OT
OpYTUX 30H.

78. (3.31) Tlomemenuns misd HepeoJeBaHUs, TyaleTsl M JyIIEBbIE KaOUHEI
JOIDKHBI HMETh YIOOHBIH HOCTYyNm; HMX IUIAaHWPOBKA M pasMephl JIOJDKHBI
COOTBETCTBOBATh UHCJIEHHOCTH IepcoHana. He pomyckaercs, 4ToOBI TyasieThl
HETIOCPEACTBEHHO COOOIAIUCH C TPOU3BOACTBEHHBIMHI HIIH CKIIaJICKUMH 30HAMH.

79. (3.32) MacTepckue INpH HAQIMYMHA BO3MOXHOCTH JOJDKHBI OBITH
OT/IeJIeHB! OT IIPOM3BOCTBEHHBIX 30H. B cllyuae eciii XpaHEHHeE 3allacHbIX YacTel
¥ HHCTPYMEHTOB OCYIIECTBISEICS B IIPOM3BOICTBEHHOM 30HE, OHHM JIOJDKHEI
ComepXXaTbcs B IPELYCMOTPEHHBIX JUIL JTOr0 KOMHATaX WK 3alHPaOLIMXCH
AIUKaXx.

80. (3.33) BuBapuu OODKHBI OBITH H30JMPOBaHBI OT APYTHMX 30H, UMETH
OTAENBHBEIA  BXOA  (mMOCTYm K  JKMBOTHBIM) M OTACNBHBIC  CHCTEMBI
BO3/LyXOIIOArOTOBKH.

O6opynoBanue

81. (3.34) KoHCTpyKIus, MOHTaX ¥ IOPSATOK TEXHHIECKOTO 0OCITYKHBAHHA
IIPOM3BOACTBEHHOTO 000PYJOBaHHs NOJDKHEI COOTBETCTBOBATE €0 HA3HAICHHUIO.

82. (3.35) PaboThl MO pPEMOHTY M TEXHHYECKOMY OOCIyKHBaHHMIO
060pyIOBaHUs HE NOJDKHBI OKa3bIBaTh OTPHIATENIBHOTO BIHMAHMSA HA Ka4eCTBO
IPOXYKIIUH.

83. (3.36) KOHCTpYKIIUS MPOM3BOACTBEHHOrO 00O0PYI0BaHUs NOJDKHA OBITH
Takol, 4TOOBl €ero MOXHO OBLIO JIErKO M THIATeNbHO ouHInaTh. O4YHCTKY
HeOOXOMMMO MpPOBOAUTH B COOTBETCTBHH C MOAPOOHBIMU HHCTPYKIMAMH,
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YTBEPXKIACHHBIMU Npou3BojuteneM. ObopyoBaHMe JOJDKHO COAEPXKATHCA TOJIBKO
B YACTOM U CYXOM COCTOSHHH.

84. (3.37) NluBenTaph U cpeacTBa ISl YOOPKH M OYHUCTKU HE JOJKHBI OBITH
HCTOYHHKAaMH KOHTaAMUHAI[HH.

85. (3.38) OGopymoBaHHe MOKHO OBITH YCTAHOBJIEHO TakUM 00pa3oM,
4TOOBl HE [ONyCKaTh BO3HHKHOBEHHE KaKOro-THOO pHCKa OMMUOOK WK
KOHTaMUHAIIHIO.

86. (3.39) Texnonoruueckoe 060pyOBaHNE HE AOIDKHO BIUATH Ha KAYECTBO
MPONYKIHH U IIPEACTABIATh OIIAaCHOCTH AJIS NPOXYKIHH. YacTH TeXHOIOTHIECKOro
000pyHOBaHus, KOHTAaKTUPYIOIIME C MpOAyKIKeH, He AOJDKHBEI BCTyIaTh C HEH B
XMMHYECKYIO peaKIIHMIO, BEIACIATh Wik abcopOupoBaTh BEIECTBA, OKA3BIBAIOIINE
BJIMSHUE Ha Ka4eCTBO MPOIYKIIHH.

87. (3.40) Tounocts u paboumii AWana3soH BECOB U IPYIMX CpEeACTB
H3MEpPEHH JOJDKHBEI COOTBETCTBOBaTh IIPOM3BOJCTBEHHBIM H KOHTPOJBHBIM
OIepaIusIM, B KOTOPEIX OHHM HCIIONB3YIOTCA.

88. (3.41) KanubpoBKa M IOBepKa BECOB U JPYTMX CPEACTB M3MEpEeHHH,
PETHCTPHPYIOIIMX H KOHTPOJHHBIX NPHOOPOB MOJDKHBI IPOBOXUTBCA €
OIIpe/IeNICHHON EPHOJUYHOCTBIO COOTBETCTBYIOIIMMHM METONAaMHU. Pe3ynbraThl
KaTHOPOBKM ¥ IIOBEPKH JOJDKHEI OBITH JOKYMEHTAIbHO O(OPMIIEHBI ¥ MOUIEXKAT
XpaHEHUIO.

89. (3.42) CraumonapHsle TpyOOMpOBOABI IODKHBI UMETh MapKHPOBKY C
yKa3aHHEM IPOXOISAIIMX [0 HAM BEIIECTB M, ecnu TpeOyercs, HampaBlicHHA
IIOTOKA.

90. (3.43) TpyGorpoBoas! I BOABI OYHMINEHHOW, BOIBI JULA UHBEKITHH
(IMCTHITHPOBAHHOM, IEMOHM3UPOBAHHON) ¥ IIPH HEOOXOAMMOCTH TPYOOIPOBOE!
IUISL IPYTO# BOJIBI JIOJDKHBL TIOABEPraThCsl CAHUTApHOH 06paboTke B COOTBETCTBUH
C MHCTPYKIMAMH, YTBEPXICHHBHIMH IIPOM3BOJHUTENEM, B KOTOPBIX YKa3aHbI
npenensl MUKpOOHOM KOHTaMMHAllMd M Mephbl, NPUHMMAacMble B Ciiydae HX
MPEBBIIICHHUS.

91. (3.44) HewucnpaBHoe OGOpyHOBaHHE JOIDKHO OBITB Y[aNeHO U3
IIPOM3BOJACTBEHHOM 30HBI M 30HBI KOHTpPOJIA KauecTBa HIIH, IO KpaWHeHl Mepe,
YeTKO MapKHUpOBaHO KaK HEHUCIIPAaBHOE.

JOKYMEHTAIIUS (I'VIABA 4)
Hpunnun

92. JIOKyMEHTAI[Us COCTAaB/IseT HEOThEMIEMYIO YacTh (apMaleBTHIeCKOU
CHCTEMBI Ka4ecTBa U ABJIIETCS KIIFOYEBBIM JIEMEHTOM OpraHM3alUy IIPOU3BOACTBA
W KOHTpONA KadecTBa MPOAYKUMH B COOTBETCTBHMH C HacTosiuMH Ilpapriamy.
B cucreMe ympaBieHHS KageCTBOM IIPOM3BOJUTENI YETKO yCTaHaBIMBAIOTCA
pa3TMYHBIE BUIBI HCIIONB3YEMOH JOKyMEHTAUMM W HOCHTeNeH UH(OpMAaLMH.
JIOKyMEHTAIUsI MOXET CyIIECTBOBAaTh B Pa3NMYHBIX (opMax, B TOM YHCIE Ha
GYMa)KHOM, 3JIEKTPOHHOM WM HHOM Hocutene. [J1aBHOH LENBI0 IIpUMEHAeMOH
CHCTEMBI JOKYMEHTAlMH SBISIETCA CO3JaHWe, YIpaBJICHHE, KOHTPOIL H
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pEerucTpanns BCEH JEATENBHOCTH, KOTOpas MOXET HEHOCPEICTBEHHO MM
OIIOCPEIOBAHO BJIMATHL Ha BCE AacCHEKThl KadecTBa JIEKAPCTBEHHBIX CPEJICTB.
CucTtemMa ynpaBieHHMsS Ka4yeCTBOM COIEPXHUT JOCTATOYHO IOJAPOOHBIE YKa3aHUS
A1 obecneyeHUs HaIJIeXallero JOKYMEHTAIbHOTO O(GOPMIIEHMS pPa3IM9HBIX
IIPOIIECCOB M OLIEHKU KaKUX-TnOo Habmomenwil. DTH yKasaHUs HalpaBleHBI Ha
o01ee NOHUMaHKe TPeGOBaHM# C IENBIO JEMOHCTPAIMA UX COOIIONEHHU.

93. CymiecTBYIOT [Ba OCHOBHEIX BHJa JOKYMEHTALMH: JUIS BBIMOJHEHHUS
TpeboBaHui HacTosIMX IIpaBui, TO €CTh perIaMeHTHPYIOIas NOKYMEHTAlUs, 1
JJISL PErMCTPAaliMd KX COOJIONEHHs, TO €CTh PErHCTPUPYIOMAas IOKYyMEHTAIIMs.
IlpousBomutens  obecrmeyuBaeT  HaQIeXallee  COCTABIECHHE  YKa3aHHOM
JOKYMEHTALMH B 3aBUCUMOCTH OT €€ BHIA.

94. Ilpou3BoauTeNb OCYLIECTBISET KOHTPOIb JUIs 0OecedeHns TOUYHOCTH,
LIEJIOCTHOCTH, NOCTYITHOCTH M OJHO3HAYHOCTH JOKYMEHTOB. PernamenTupyromue
JOKYMEHTBI JTOJDKHBI OBITH NOCTYIHBL, TO €CTh 3allMCaHbl WX 3aQUKCHPOBaHBI
MHBIM CIIOCOOOM Ha TaKMX HOCHUTENIX HHPOpMALMH, JaHHbIE C KOTOPBIX MOLYT
OBITH OJY4YeHHI B UATaEMOH opMe, B He JOJDKHBI COJepXKaTh OIMIMOOK.

Buabl 10KyMeHTOB

95. OCHOBHOE JOChE MPOU3BOJCTBEHHOM IUIOMIAAKMA IPEACTAaBIsIET COOOM
JOOKyMEHT, B KOTOPOM OIMCaHa OpraHu3alis IPOU3BOICTBA U KOHTPOJIS Ka4yecTsa
JNIEKapCTBEHHBIX CPEJICTB B COOTBETCTBHH C TpeboBaHUAMY HacTosnwmx [Ipasui.

96. Jlocke Ha ceputo mpeacTaBiseT co00H JOKYMEHT, OTPaXKaroUMi IIPOLECC
IPOU3BOCTBA KaXXJJOH CEPUU IMPOIAYKLUH, B TOM YHUCIIE BbIIady paspelleHus Ha ee
BBIITYCK, ¥ Bce (DaKTOpBbI, BIUSIONIE Ha Ka4eCTBO TOTOBOM IIPOLYKIIMH.

97. PermameHTHpYIOIIas JOKYMEHTAIMS BKIIOYAeT B ce0s ClleMyoIye BUIEL
JOKYMEHTOB:

cenHpUKalMd — [JOKYMEHTBI, COJIeprKallie IIoApoOHble TpeboBaHMs,
KOTOPBIM JOJDKHBI COOTBETCTBOBAaTh MCXOMHOE CHIPhE, YIIAKOBOYHBIE MATEPUATIBI 1
MPOAYKIUS, MCIIONB3YIOINMECH MM IoNydaeMmble IpH Hpou3BojcTBe. OHM
SIBJISIFOTCS] OCHOBOH JIJISI OLIEHKHU Ka4yeCTBa JIEKapCTBEHHBIX CPEJCTB;

IPOMEBINIICHHBIN pPErJiaMeHT, TEXHOJNOTMYEeCKHEe MHCTPYKLMH, BKIIOYas
HHCTPYKLUM II0 YIMAaKOBKE, METONUKH HCHIBITAHUNA — JOKYMEHTHI, COIEpIKaIlHe
nogpobHyro uH(OpMammio 000 BCEM HCIIOIB3YEMOM HMCXOJHOM  CBIDBE,
000pyJOBaHHU U KOMITBIOTEPU3HPOBAaHHBIX CHCTeMax (IIpU UX HAIMYMH), a TAKXKE
BCE MHCTPYKIHH IO OCYIIECTBJICHUIO TEXHOJIOTMYECKHX IIPOLECCOB, YIIAKOBKE,
oTOOpy mpo0 M IPOBENEHHIO HCHIBITaHWH. [1e NpPUMEHHMMO, IO/DKHEI OBITh
yKa3aHbl BCe TOYKM KOHTPOJIS B IIpoliecce IMPOM3BOJCTBA, a TAKXKE HCIIOJIb3yEMbIC
NPOLIECCHO-aHATTMTHYECKHUE TEXHOJIOTHU BMECTE C KPUTEPUAMH IIPHEMIIEMOCTH,

npouexypsl (TakkKe MOTYT Ha3bIBaThCSl MHCTPYKLMSAMH MM CTaHJApTHBIMU
omepaioHHBIMU mpouenypamu (manee — COII)) — HOKYMEHTEI, COIepXKallue
yKa3aHHS IO BBITIOJIHEHHUIO ONPEeNICHHBIX Ollepallii;

IPOTOKOJIEI (TUIAHBI) — JOKYMEHTHI, COAEPIKAIUe yKa3aHMs 110 MPOBEJCHHIO
M PpEerucTpaliy OTHENBHBIX omnepanuid (HampuMmep, IPOTOKON BalUJALHH,
OCHOBHOM IUTaH BaJIMAIUH);
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JOTOBOPBl — COTJIALIEHUS, 3aKMIOYEHHBIE MEXAY 3aKasuuKaMd |
UCIIOJHUTENIIMA OTHOCHTENIEHO paboT, KOTOpblE BBIIOJIHSIOTCS CTOPOHHUMH
OpraHu3alMsaIMH (ayTCOPCHHT).

98. Pervcrpupyromas JOKyMeHTalus (3amicy U (M) OTYETHI) BKIIOYAET B
cebs clemyronye BUAbI JOKYMEHTOB:

3aIICH — JOKYMEHTHI, QUKCHPYIOIIHe BBHIIOJHEHHUE Pa3iMYHBIX NEHACTBUH
I [OKa3aTeJIbcTBA COOTBETCTBHS MHCTPYKLMSIM, HAIIPEMED, MEPOIPHUATHH,
MPOUCIIECTBHM, pacciiefoBaHUl. B OTHOIIEHMN cepyHM 3alIMCH JOJDKHBI COAEPXKATh
FICTOPHIO KaXIOM CepUH MPOIYKIMHM, BKIIOYas ee pealn3alyio. 3aucy cofepxar
MCXOZHbIE JaHHBIE, HCIIONb3YEMBIE U OPMUPOBAHUS APYTHUX 3anucel. B ciydae
€CHHM 3aIMCH BEeIyTCd B JJIEKTPOHHOHX (popMe, ITOJIB30BaTENId MPOrpaMMHOIO
obeclieueHHs, Ha KOTOPBIX BO3JIO)KEHAa OTBETCTBEHHOCTh 3a BEJEHHE TaKuX
3aMUced, JOJKHBI OINpeNeNsaTh, Kakue NaHHble HEOOXOIMMO HCIONB30BaTh B
Ka4ecTBE UCXOIHBIX. B KayecTBe HCXOMHBIX I0JDKHBI OBITh OTPaXKEHBI, [T0 KpaiHeH
Mepe, Bce IaHHbIe, Ha KOTOPBIX OCHOBEIBAIOTCS PEIICHUS 110 KAIECTBY,

DOKYMEHTEHI, IOATBEPXKIAIOIMe KadecTBO (Tacmopra, aHATHTHIECKHE
JTUCTKY, ¥ MHbIE aHAIOTMYHBIE JOKYMEHTHI) — AOKYMEHTHI, COLCpXKaIlKe pe3IoMe
pe3yJIBTAaTOB MCOBITaHHH 00pasloB NPOAYKUMHA WIH MCXOAHOTO ChIpbi M
YIIaKOBOYHEIX MATEpUaJoB BMECTE C OLEHKOH COOTBETCTBHA YCTaHOBJICHHOH
cnenudukanui. B ciygae ecnm NpH IPOU3BOACTBE CEPUHM  HCIOJB3YeTCH
nporieccHo-anauTHyeckas texHonorus (ITAT), To oueHKa COOTBETCTBHA CEpUH
TpeGOBaHUAM PETUCTPALMOHHOTO JIOChe MOXET ObITh OCHOBaHa (wenvKoM MM
YaCTUYHO) Ha aHajiu3e NaHHBIX, I1apaMETpPOB H pe3yJbTaTOB, IIONYyYCHHBIX B
peasHOM BpeMeHH (Pe3toMe i OTYeThI 00 OTKIOHEHUSIX);

OTYETH] — JOKYMEHTBHI, COIPOBOXJAIOIIME BBIMOJHEHHE KOHKPETHBIX
3aJ]aHHi, POEKTOB MM PacCIefOBaHUM M OTpaXalouye pe3yJbTaTbl, BHIBOJBI Y
pPEKOMEHJALMH.

IloaroroBka u KOHTPOJIb JOKYMEHTAIIHH

99. (4.1) IlpomsBoauTeNs NOKEH pa3paboTaTe BCE BHUJBI JTOKYMEHTOB H
obecreunTh uX codmonenue. TpeboBaHus MPUMEHSAIOTCS B PaBHOHM Mepe KO BCEM
THTIaM HocHTeNnel nHpopMamuu. KoMmmiekcHas cucteMa JT0JDKHA GBITh OHATHOH,
HAJUIOKAIIAM 006pa3oM JOKYMEHTAIbHO O(QOPMICHHOH W BaIMIUPOBAaHHOH, H B
OTHOILIEHHH Hee NOJDKEH OBITh yCTaHOBJIEH NOCTaTOYHBIM KOHTpOJb. Hekoropsre
JOKYMEHTHI (MHCTPYKUMHA U (WIM) 3aIIHCH) MOTYT ObITh CMELIAHHBIMH TI0 dopme,
TO €CTh 4acTh JOKYMEHTa MOXET CyIIeCTBOBATh B BJIEKTPOHHOM BHIE, & ApyTrasd
yacTh — Ha OyMaXHOM Hocurele. B3amMOCBA3M W Mephl IO KOHTPOJIO B
OTHOIIEHHH OPUTMHAJIOB JOKYMEHTOB, YUEeTHBIX KONHUH, OOGpaOOTKM JaHHBIX H
3anmceil TODKHBI OBITh YETKO M3JIOXKEHE! KaK A CMELIaHHBEIX N0 dopMe, TaK H
IUIS OTHOPOJHBIX 10 (OpPMe CHCTEM JOKyMEHTAIIMH. YYeT KOIHUH OCYMeCTBIAETCS
B IOpAAKE, ONpeNeNseMOM Npou3BofuTeneM. JIOIDKHBL OBITH  BHEJPEHBI
COOTBETCTBYIOIIME KOHTPOJBHBIE MEPONPHMATHSA B OTHOIICHHM JJICKTPOHHBIX
OKyMEHTOB, TAKMX KaK IMa6JoHEl, GOPMBI M NEpBHYHBIE JOKYMEHTHL. JIOJDKHEI
[POBOMIUTECS COOTBETCTBYIOMIME KOHTPOJIBHBIC MEPOTPHATHS UL 00ecredeH s

26



IIEJIOCTHOCTH 3aIKceil B TeUeHHe CPOKa XPaHEHU.

100. (4.2) JlomxkeH GBITH yCTAaHOBIEH MOPANOK pa3pabOTKH, 0hOPMIIEHHS,
BBIJAYM, H3BATHA NOKYMEHTOB M BHeCeHHMs B HHUX M3MeHeHMHA. JlOKyMeHTHI
JIOIDKHEI COOTBETCTBOBAaTh TPeOOBAaHUAM pPETUCTPAIMOHHOIO IOCHE, a TaKKe
JOKyMEHTaM, IIOJaBaeMbIM JUIi IIOJNy4eHHs JIMIEH3WH Ha IPOHU3BOACTBO
JIEKApCTBEHHBIX CPeICTB. BocnpousBeieHne OPUTHHAIBHBIX JOKYMEHTOB C IIEJIBIO
IOJTyYeHHUs YIETHBIX KOTMIA HE JJOJDKHO NPUBOIUTE K BOSHUKHOBEHHIO KaKuX-JIHO0
OIMOOK IMpY KOMTMPOBaHUHU.

101. (4.3) PernameHtupyoomue JOKYMEHTBI  YTBEPXIAKOTCA  H
MOAIHUCHIBAIOTCA JIHI[AMK, HUMEIOIUMH I[IpaBO IIOJINHKCH, C YyKa3aHHEM JaThl.
CojepXaHHe JOKYMEHTOB JOJDKHO OBITh OJHO3Ha4YHBIM. JIOKYMEHTBI JOIDKHBI
HIMETh YHUKANBHYIO HIOeHTH(UKaruo. Heobxomumo ycCTaHaBIMBATE CpOK
JIeUCTBUS JOKYMEHTOB.

102. (4.4) PernaMeHTHpyIOIIME IOKYMEHTHI JIOJDKHBI HMMETH JIOTUYHYIO
CTPYKTypy, OGECHeuMBalOLIyl0 NPOCTOTY MX mpoBepku. CTHIb H3NOKCHHUA
JIOKYMEHTOB JIOJDKEH COOTBETCTBOBATh X IPEIIOIaraeMoMy HCIIOJIb30BAHHIO.

103. (4.5) JlokyMeHTHl JO/DKHBI pETYJSIpHO IE€peCMaTPUBATBCA U
aKTyalM3MpPOBATECS, HEOOXOOMMO MCKIIOYUTh HCIOJB30BAHUE YCTApEBIIMX
BEPCHIA.

104. (4.6) JIokyMeHTHl He peKOMEHIyeTcs OQOPMIIATE B PYyKOIIMCHOM BHE.
Ecnu B JIOKYMEHTE IPeLyCMOTPEHO PYKOIMCHOE BHECEHHE JaHHBIX, TO UL 3TOrO
JOJDKHO OBITH TOCTaTOYHO MECTA.

IIpaBuJia HaLJIEKAEro JOKyMEHTAJbLHOro odopmMeH s

105. (4.7) BreceHue pYKONHCHEIX NAHHBIX JOJDKHO BBIIIONHATHCS HCTKO,
pa3GoOPUMBO ¥ TAKHM 06pa3oM, YT00b! BHECEHHEIE IaHHBIE HENb3s OBLIO yIAHUTh.

106. (4.8) 3amucu ciedyeT BECTH IPH BBIIOJTHEHWM KaXIOTO NEHCTBHA U
TakK¥M 00pa3oM, YTOGHI MOXKHO OBLIO IIPOCIEHUTH BCIO 3HAYMMYIO ACSATCIBHOCTD,
KacaroIy ocs IPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB.

107. (4.9) JIroGoe u3MeHeHHe, BHOCMMOE B HNOKYMEHT, ITOINHUCHIBACTCA H
jatupyercs.  VI3MeHeHHe  JO/DKHO  JaBaTh  BO3MOXXHOCTE — NPOYTCHHA
NepBOHAYANEHOM MHpopManyy. ['ie NpIMEeHMMO, HOJDKHA OBITh yKa3aHa NpAYHHA
M3MEHEHHUS.

XpaHeHne JAOKYMEHTOB

108. (4.10) Heo6xoI¥MO 4YETKO ONPENENUTh, KAKHE€ 3aIlMCH OTHOCATCA K
KOHKPETHOMY BHIY IPOH3BOACTBEHHOM MHESTEIPHOCTM M [I€ OHY HaXONATCA.
Heo6XoouMo IpedyCMOTpeTs Mepbl KOHTPOIS, KOTOpble —00ecrnevnBaroT
I[eOCTHOCTh 3aliceli HA MpPOTHKEHWHM BCEro Cpoka HUX xpaHeHud. Ilpu
HEO0OXOIMMOCTH 3TH MepBI JOJDKHBI OBITh BAJIUIXPOBAHBI.

109. (4.11) Ocobbie TpeGoBaHUS BBIABUIAIOTCSA K JOKYMEHTAlMH Ha CCPHIO,
KOTOpPYIO CIeIyeT XPaHHTh B TEUCHHE OJHOrO IOa IIOC/IE OKOHYAHWA CpOKa
FOIXHOCTH 3TOH CEPHM WM HE MeHee IIATH JIeT IOCTIe OLEHKH COOTBETCTBUS CEpUM
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YIIOJTHOMOYEHHEBIM JIMIIOM (B 3aBHCHMOCTH OT TOro, Kakod cpok jonbme). [l
JIeKapCTBEHHBIX IPENapaToB, MpeAHa3HaYeHHBIX A KIMHUYECKUX UCCIIEIOBaHMH,
TOKyMEHTALIMIO Ha CEPHIO CIIEAYET XPAaHUTh He MEHee IIATH JIET II0CIIE 3aBEPIIECHH
WM TIPEeKpallieHus KIHHUYECKUX HCCIeNOBAHUM, B KOTOPBIX HCIIOJIB30BAIM 3Ty
CepHuIo.

110. (4.12) [Ins apyrux BHAOB AOKyMEHTAllUM CPOK XpaHEHUS 3aBUCHUT OT
BHJIOB JIEATEIBHOCTH, KOTOPYIO 3Ta JOKYMEHTAIUs CONpOoBOXAaeT. Kpuruueckyro
JIOKYMEHTAIIMFO, BKIIIOYas HCXOAHBIE JaHHbIE (HallpUMep, KacaroIHuecs BaTUAAIIH
WM CTaOHIBHOCTH), MOATBEPXKAAroNHe UHGOPMALMIO PETHCTPAIHOHHOIO JI0CHE,
HEOOXOJMMO XPaHHUTh Ha TPOTSHKEHHM CpOKa MIEHCTBHS pPErucTpaloHHOrO
ynocToBepeHus. JlomyckaeTcsi YHUYTOXATh OMNpPENENICHHYIO JOKYMEHTALHIo
(HanpuMep, MCXOJHBIE NaHHbIE, CONPOBOXKAAIOIIKE OTYETH 10 BaIMIALUM WA
cTaGMIBHOCTH), €CNM JOaHHBIe OBUIM 3aMEHEHHI IIOJIHBIM KOMILIEKTOM HOBBIX
naHHbIX. OOGOCHOBaHME TaKMX JEHCTBHHM JOWKHO OBITE  OQOPMIICHO
JOKyMeHTanbHO. Ilpu 3TOM HeOOXOAMMO YYHTHIBAaTh TPeOOBaHHSA K XpaHEHHIO
JOKYMEHTAIIMK Ha CepHio, HalpUMED, B CIyYae JaHHBIX IO BaIMAAIMH Iporecca
CONPOBO/AIONIVE MCXOJHBIE JaHHBIE CeAyeT XPaHHTh, 110 KpaiHeH Mepe, Takoe
)Xe BPEMS, KaKk M JOKyMEHTAl[dI0 Ha BCE CEpHH, JUIT KOTOPBIX paspemicHHe Ha
BBIITYCK HOATBEPXKICHO TAHHBIMY 3THX BaTHJIallHOHHBIX MCCIeJOBAHHH.

Cneunduxannu

111. (4.13) IlpousBoauTenb AOJDKEH MMETh COOTBETCTBYIOLIMM obpazom
yTBEPXKIEHHEIE CIIENA(PUKAIIME Ha HCXOIHOE ChIpbE, YIaKOBOYHBIC MAaTCpHAIbl 1
FOTOBYIO MPOAYKIIHIO C YKa3aHWEM JaThl YTBEPKIACHHA.

Cnenuduxanuy Ha HCXOIHOE ChIpbe
M YNAKOBOYHBbIE€ MATEPHAJIbI

112. (4.14) Crenudukaiy Ha KCXOAHOE ChIphE M yNIaKOBOYHbIE MATCPHAIILI
JOJDKHBI COAEpXaTh (WM TODKHBI MPHBOIMUTHCS COOTBETCTBYIOUIUC CCBUIKH, TIE
IPUMEHUMO) CIIEAYIOLIEE:

a) (a) ommcaHMe WCXOMHOTO CBIPbS WM YIAKOBOYHBIX MAaTepHAIOB,
BKJTIOYAIOIIEE:

HaUMEHOBaHUe U BHYTPEHHHMH Ko/ (IpX HEOOXOUMOCTH);

CCBUIKY Ha (h)apMakOIleHHYI0 CTaThbiO, HO PMAaTHBHYIO IOKYMECHTAIMIO I 1
HOpMaTHBHBIN JOKYMEHT;

HalMEHOBaHME YTBEP)KAEHHBIX MMOCTABLUIMKOB M IPOM3BOAUTEIL] MCXOHOTO
CHIPhS. WM YTIAKOBOYHBIX MAaTEPHAJIOB;

obpazer] meyaTHbIX MaTEPHAJIOB;

6) (b) HECTPYKIHH [0 OT6OPY MPOG ¥ MPOBEIEHUIO MCIIBITAHHH;

B) (C) KaueCTBEHHBIE M KOJIMYECTBEHHBIE XapaKTCPUCTHKU C YyKa3aHUEM
TIpefeIbHBIX 3HAYEHNH,

r) (d) ycnoBus XpaHeHHs ¥ MEPHI IPEIOCTOPOKHOCTH;

) (e) CpoK rOJHOCTH.
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Conenunduxanum Ha NPOMeKYTOYHYIO
H HepacacoBaHHYIO NPOAYKI{HIO

113. (4.15) Croneuuduxkaimuu Ha OPOMEXYTOYHYI0O U HepachacCOBaHHYIO
IPOXYKIHIO JOJDKHEI OBITh B HAJTMYKY IIPH €€ MPUOOPETEeHNH MK OTIPY3KE U MU
HCIIOJIB30BaHUM JAHHBIX O MPOMEXYTOYHOM NpPONYKLIHMHU IPU OLIEHKE KayecTBa
rOTOBOM TNPOAYKIMH. OTH CHeHUGUKAIIMH JOJDKHBI OBITh  aHAJIOTMYHBI
criequUKaKsIM, COOTBETCTBEHHO JIMOO HA MCXOIHOE CHIpbE, MO0 Ha rOTOBYIO
POy KITHIO.

Crnenudukanuu Ha rOTOBYIO NPOLYKIHIO

114. (4.16) Crenudukanuy Ha rOTOBYIO IPOMYKILMIO TOJKHBI COJEPXKaTh
ClIeAyIOIIKe NaHHEIE:

a) (a) HavMeHOBaHME JIEKADCTBEHHOIO CpeAcTBAa M Kox  (mpH
He0OXOUMOCTH),

6) (b) cocTaB  JIEKapCTBEHHOTO  CpeAcTBa  HJIM  CCBUIKY  Ha
COOTBETCTBYIONIYIO (hapMaKONeHHyI0 CTaThi0, HOPMATUBHYIO JOKYMEHTAIMIO HIIH
HOPMAaTUBHBIA JOKYMEHT;

B) (C) ONHMCaHMe JeKapCTBEHHOM (OPMBEI U TNOAPOGHBIE CBENEHHS 00
YIIaKOBKE;

r) (d)gHCTpyKIMH 10 0T6OPY MPO6 ¥ IPOBEIEHHUIO UCIIBITAHHUH;

n) (e) KayeCTBEHHbIE W KOJUYECTBEHHBIE XapaKTEPUCTHKU C yKa3aHHEM
JOIYCTUMBIX NPeENbHBIX 3HAYCHUM;

e) (f) ycnoBus XxpaHeHUs: 1 MePBI IPEAOCTOPOXKHOCTH IPH UCTIOIb30BaHHH
(rme IpUMEHUMO);

%) (g) CpOK rOJHOCTH.

HpOMbl[ﬂJ’leHHblﬁ perjjaMeHT H TEXHOJTOrHIE€CKHE HHCTPYKINH

115. Ha xaxjoe IIporU3BOAUMOE JIEKAPCTBEHHOE CPEACTBO U KaXIplii 00beM
cepud HEOOXOAWMO KMeTh IPOMBINUICHHBIA pErilaMeHT, yTBEP KJICHHBIA
PYKOBOJIUTENIEM MPOU3BOAUTENS JIEKADCTBEHHBIX CPEICTB, M TEXHOJIOIHMIECKHC
HHCTPYKIIHH.

116. (4.17) TIpoMBINLIEHHBIH pErJIAMEHT BKIIOYAaeT B ce0s IepeyeHb
ACIIONB3YEMBIX (papMaleBTHIEeCKUX CyOCTaHIM W BCIIOMOTaTENbHBIX BEIIECTB C
yKasaHHeM KOJMYeCTBA K@XJOr0 M3 HHX, [JaHHBlE 00 HCIONBE3yeMOM
00Opy/I0BaHMH, ONMUCAaHUE TEXHONOIHYECKOro Iporecca U METOLOB KOHTPOJA Ha
BCEX OJTalax IIPOM3BOJACTBA JIEKApCTBEHHBIX cpeicTB. OOume TpeOOBaHHA K
CTPYKType W WHble TpeGOBaHHA K CONEPXKAHUIO NPOMBIIIICHHBIX PEriIaMeHTOB
YCTAHOBIIEHBl ~ COOTBETCTBYIOIIMMH  HOPMAaTHBHBIMH  IPaBOBBIMH  aKTaMH
Poccuiickoit @enepanuy.

117. (4.18) TexHONOrHYECKHE HHCTPYKIIMM BKIIFOYAIOT B CEO:

a) (a) maHHBIlE O MeCTe OCYINECTBICHUS IIpouecca Hu 00 OCHOBHOM
060py 10BaHKH, KOTOPOE JOJDKHO IIPH 3TOM HCIIONB30BATECH,
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0) (b) MeTompl WM CCBUIKM Ha METOHBI, KOTOPHIE HCIOJNB3YIOTCS UIA
MOATOTOBKY IIPOU3BOJICTBEHHOrO 000OpyIOBaHusS (HAmpuMep, OYHCTKA, MOHTAX,
KaIMOPOBKa, CTEPUIN3ALHA);

B) (C) MHCTPYKIMH IIO IIPOBEPKE TOrO, YTO 000OpyIoBaHUe U pabodee MeCTO
CBOOOJHBI OT MpPENBIAYINEH IPOLYKLMH, HEHYXHBIX IS 3aIllaHMPOBaHHOIO
mporecca HOKYMEHTOB H MaTepHalioB, a TakKXKe II0 IIPOBEPKE YHCTOTHI
000pyIOBaHHS M €ro TOTOBHOCTH K CJIeyIOIIeMy IIpOLEecCy;

r) (d) mompobHoOe omHcaHHEe KaXIOro IeWCTBHs (HAIpHMEp, MPOBEPKH
MaTephalioB, IMpeOBapUTENbHON 00paboTKU, TMopsAKa 3arpy3Kd  ChIPb,
KPUTHIECKHX IMapaMeTpoB Mpolecca (BpeMs, TeMIeparypa);

n) (e) HMHCTPYKLIMM IO BHAaM KOHTpOJS B IPOLECCE IPOM3BOACTBA C
yKa3aHHeM JOIYCTHUMEIX IPEIeNIOB KOHTPOJIMPYEMBIX IIapaMeTPOB,;

e) (f) TpeboBanmMs K XpaHEHHIO Hepac(hacCOBaHHON NPOAYKIHH, BKIIOYas
Tapy, MAPKHAPOBKY H CHEIHATBHBIE YCIOBHSA XPaHeHHH, Tie 3TO TpebyeTcs;

X) (g) crienuaibHble MEPhI IPEJOCTOPOKHOCTH.

HNHCTpYKIHH 110 YIAKOBKE

118. (4.19) Jlnsg xaxnoro JEKapCTBEHHOTO CpeICTBa, pasMepa H THIA
YIIAKOBKH JIOJDKHBI OBITH yTBEPXKIEHBl MHCTPYKIMH IO YIIAKOBKE, BKIIOYArOmIne
ClIeAyIOLINEe CBEIEHNS WM CCBUIKM Ha HUX:

a) (a) HauMeHOBaHWe JIEKapCTBEHHOIO IIperapara, BKIIOYas HOMEp CEpHH
Hepac(hacoOBaHHOM NPOLYKLIMK U FOTOBOH PO KIHH;

6) (b) ommcaHMe ero JeKapcTBEHHOM (OpMBEI W JRO3MpOBKH  (IZe
IIPAUMEHHMO);

B) (C) KONMYECTBO JIEKAPCTBEHHOTO CPEJICTBA B OKOHYATCIBHOH yIaKOBKE,
BBIPAXEHHOE B INTYKaX, €AMHULIAX MacChl WK 00beMa;

r) (d) monHbIA MepedeHs BceX HEOOXOAMMBIX YIIaKOBOYHBIX MaTepHUalIOB,
BKJIIOYAs MX KOJIMYECTBO, pasMephl U THUIBI C yKa3aHHeM KOJa HWIIM HOMeEpa,
OTHOCSIITUXCS K CrielM(pUKAIMIM Ha KaX bl yIaKOBOYHBIH MaTepHal,

n) (e) rae mpuMeHHMO, 00pa3el] MM KOIIHMIO COOTBETCTBYIOLIMX MEIATHBIX
YIaKOBOYHBIX MarepualjoB M 00paslbl, yKa3blBalOIME Ha MECTO HaHECCHHH
HOMepa CEpUHU U CpOKa FOAHOCTH POy KIHH,

e) (f) ykasaHusa MO MpOBEpPKE OYHCTKH HCIIONB3yeMOro 0OOpyHOBaHHA H
pabodero Mecra OT IpembIAyIIeH NPOAYKIMH, JOKYMEHTOB WK MaTepHalloB,
KOTOpsle He TpeOyroTcs Ui NpOBeNCHHS 3allIaHAPOBAHHBIX ONEpAlMH 10
yHaKoBKe (YHUCTOTA JHHHM), @ TaKKe YHUCTOTBI M TOTOBHOCTH [JaHHOIO
060pyIOBaHUS K HCIOJIb30BaHHUIO,

%) (g) Mepsl MPeIOCTOPOXXHOCTH, BKIIIOYas TIIATENIBHYIO IPOBEPKY 30HEI
YIIaKOBKM U 060pYI0BaHHUsl, FapaHTUPYIONIHE OYMCTKY YIIaKOBOYHOH JIMHHH IIEPE/
HavaoM paboTsl;

3) (h) onucanwe Tpolecca YNAaKOBKHM, BKIIOYasd BCE  BaXKHBIC
BCIIOMOTATeJIbHBIE OIIEPAIUK U HCIIONb3yeMoe 000pyJOBaHHE;

u) (i) o mucaHue KOHTPOJISA B IIPOIECCE IPOM3BOJCTBA C yKasaHWAMM IIO
oTOOpy HIpob U IOy CTUMBIX IIPEJEIOB.
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Hocbe Ha cepHIo

119. Jlocbe Ha CepHrO COAEPXKUT 3aIIMCH 110 IPOU3BOACTBY CEPHH, 3aITHCH 10
yIIaKOBKE CEpHUH M JpyTrHe JOKYMEHTEI, TOATBEpKAAlolUe IIPOM3BOJICTBO CEPHH B
COOTBETCTBUH C HAcTOSAUIMMH [IpaBuiamy, a Takxke NOKYMEHTBI JJIA pealr3alyy
CepHH.

3anucH no Npou3BOACTBY CEPHH

120. (4.20) Ha kaxzayio NpOU3BEOEHHYIO CEPHIO HOJDKHBI COXPaHATHCS
3aIIHCH 10 NPOU3BOJICTBY CEPHUH, KOTOpPHIE OCHOBBIBAIOTCA HA ITPOMBIILICHHBIX
periaMeHTaXx ¥ TEXHOJOTMYECKHMX HHCTPYKLIHSIX M COJEpXKaT CIIEeOyIONIyIo
UHbOpMaLIHIO:

a) (a) HAaMUMEHOBaHUE U HOMEP CEPUU IIPOMYKILIHH;

6) (b) maTel ¥ BpeMs Havyaia U 3aBepIICHHs TEXHOJOIHYECKOTO Ipolecca, a
TAK)X€ OCHOBHBIX IIPOMEXYTOYHBIX CTaIVH;

B) (¢) damunuio(d) ¥ HHUIMANBl oOllepaTopa(oB) KaXIOH OCHOBHOM
TEXHOJOTMYECKOH OIlepaldl ¥, NpU HEOOXOAMMOCTH, IHI@, IPOBEPHBIIETO
KaXIYIO U3 3THX OIeparyii;

r) (d) sHomep cepuu U (WUIH) HOMEP aHAIUTHYECKOTO KOHTPOJA, a TaKKe
(haKTUIECKH OTBELIEHHOE KOJMYECTBO HCXOJHOTO CHIPhs KaXIO0ro BHja (BKIOYas
HOMED CEpHUM M KOJHMYECTBO TOOOTro NOOABIEHHOIO pPEreHEepHpPOBAaHHOIO HIH
niepepaboOTaHHOTO ChHIPhS);

n) (€) OCHOBHBIE TEXHOJOIHMYECKHe ONepalli¥ WIH HEWCTBHA, a Takxke
OCHOBHO€ UCIOJIb3yeMoe 000pyAOBaHHE;

e) (f) samucu MO KOHTPOMIO B IIpoLEccE IPOM3BOACTBA C yKa3aHHEM
HCTIOJTHUTEJIEH U MOTYUYEeHHBIX pe3yJIbTaTOB;

%) (g) BbIXOJ HPOAYKLMH Ha pa3In4HbIX CTaJUAX IIPOU3BOJACTBA;

3) (h) ommcaHHe OTKIOHEHHH OT IPOMBIIUIEHHOTO perilaMeHTa M
TEXHOJIOIMYECKHX HMHCTPYKUHMM, MOJNUCAHHOE YIOJHOMOYEHHBIM JIHIOM C
yKa3aHHeM JIaThi;

u) (i) MOANKCH JIMIA, OTBETCTBEHHOIO 3a TEXHOJOIMYECKUH IpoLece, C
yKa3aHMeEM JaThl.

121. 3ammcu 10 MPOM3BOACTBY CEpHM NPOLYKIHMH OQOPMILIIOTCS
JIOKYMEHTAJIBHO OJHOBPEMEHHO C BBITIOJJHEHHEM COOTBETCTBYIOIIEH ONEPALIUH.

122. B citydae eciiy BaJIMAMPOBaHHEBIM IIPOIECC II0ABEPracTCs NOCTOSHHOMY
MOHHUTOPHHIY W KOHTPOJIIO, TO aBTOMAaTHYECKH CO3[aBaeMble OTYETHl MOTYT
OrpaHHYMBaTECA OOIIMM 3aKIIOYEHHMEM O COOTBETCTBHHM M OTYETaMu 00
OTKJIOHEHHSX ¥ (MITH) OTCTYIUIEHHUSX OT CIEHM(DUKALHH.

3anucu no ynaKkoBKe CepHH
123. (4.21) Ha xaxmyro NpOU3BEACHHYIO CEPHIO HIIM YacTh CEPUH JOJDKHBI
COXPaHATHCA 3alUCH 10 ymakoBke cepu. OHHM JOJDKHBI OCHOBBIBATBHCS HA
COOTBETCTBYIOIIUX JACTAX MHCTPYKLUH 10 YIIaKOBKE.
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124. 3anucH 10 ymakoBKe CEpHM NOJDKHBI BKJIFOUATh B ceOs Crelyroliue
JaHHEIE:

a) (a) HaMMEHOBaHHE ¥ HOMEP CEPUU JIEKAPCTBEHHOI'O CPE/ICTBA,

6) (b) maty (maThl) ¥ BpeMsi IPOBEISHMS OIEpaLMii 110 YIIaKOBKe;

B) (¢) ¢amwiuio(M) ¥ HHHIUAIBl OIEparopa(oB) KaXJOW OCHOBHOM
TEXHOJIOTHYECKOM OIlepallid M, TpU HEoOXOAMMOCTH, JIHI@, NPOBEPUBIIETO
Ka)KIyI0 U3 STHX ONepalyii;

r) (d) 3amucd MpoBepOK HWAEHTHYHOCTH U COOTBETCTBHS MHCTPYKLHSIM IIO
YIIaKOBKeE, BKJIIOYAs pe3yJIbTaThl KOHTPOJIS B IIPOLIECCE TIPOU3BOJICTBA;

1) (e) ceemenns 00 OCYIIECTBICHHBIX ONEpallMsaX IO yIaKOBKE, BKIIOYas
CCBUIKM Ha MCITOJIb30BaHHOE 000pyIOBaHUE U YIIaKOBOYHBIC JIMHUY;

e) (f) obpasupl UCMOJIE30BAaHHOIO [€YAaTHOIO YIAKOBOYHOIO MaTepHala,
BKJIIOYast 00pasiibl ¢ HAHECEHHBIMH HOMEPOM CEPUH, CPOKOM IOAHOCTH M IIPOYHMH
JOITOJIHUTENNEHEIMA MapKHUPOBOYHBIMH JJaHHEIMU,

k) (g) omvcaHue OTKIOHEHUH OT MHCTPYKIMA MO YIIaKOBKE, IOJIUCAHHOS
YIIOJTHOMOYEHHBIM JIULIOM C YKa3aHUEM JIaThI,

3) (h) KOIMYECTBO ¥ CCHUIKY Ha HOMEp WM HaHMEHOBaHHE BCEX IE€YATHBIX
YIAaKOBOYHBIX MaTepualoB H HepacacOBaHHOM MPONYKUHH, BBIJAHHBIX,
MCIONB30BaHHBIX, YHHYTOXEHHBIX WIM BO3BPAIICHHBIX Ha CKJIad, a Takxke
KOJNMYECTBO TOTOBOrO IPOAYKTA IS COCTAaBICHHS MAaTepHAIBHOrO OanaHca.
DJeKTPOHHBI KOHTPOJb B IIPOILECCe YIAKOBKH SBISETCA OCHOBAHMEM [UIA
HEBKJIIOYEHHS TaKo¥ MHPOpMaluHy,

1) (i) mOAmKCH JKIa, OTBETCTBEHHOTIO 32 MPOLECC YNAaKOBKH, C yKa3aHHEM
IaThl.

IIpouexypbl H 3aIIHCH

Ilpuemka

125. (4.22) Ha npueMKy Ka)XIOH IOCTaBKH KaXX10ro BHJ@ HCXOAHOI'O ChIPhA
(B TOM uMcie Hepac)aCOBAHHOM, MPOMEXYTOYHON HIIM TOTOBOH POIYKIWH), a
TaKKe NEPBHYHBIX, BTOPUYHBIX M IE€YaTHBIX YNAaKOBOYHBIX MATEpHANIOB NOJDKHEI
OGBITh B HAIWYMM  YTBEPXKICHHBIE  IPOM3BOTUTENEM  IPOUCAYphl M
IIOATBEP)KIAIOIINE 3aIUCH.

126. (4.23) 3amucu o NpUeMKe NOJDKHBI COAEPKaTh:

a) (a) HaMMeHOBaHHE MaTepHala B HAKJIa[HOM! 1 Ha Tape;

6) (b) BHyTpH3aBOACKOS HaMMeHOBaHHE (€CIH OHO OTJIHYACTCS OT
HAMMEHOBAHMs, YKa3aHHOTO B TO/IYHKTE «a@» HACTOSIIErO IyHKTa) U (wm) Kox
Marepuaia (IIpu HeoOXOAUMOCTH),

B) (C) maTy IpHUEMKU,;

r) (d) HamMeHOBaHWE NOCTABIIMKA ¥ HAUMECHOBAHHE POU3BOTUTEILA,

n) (e) HoMep cepuH IPOU3BOAUTENIS,

e) (f) obliee KONMYECTBO MNONYyYEHHBIX MATepHalioB ¥ HHCIO CSIMHHL
yIaKOBOK;

X) (g) HOMep cepuH, IPHUCBOSHHEIN ITOCIe IPUEMKH, Tie MPUMEHUMO;

3) (h) nmro0bIe CyIIecCTBEHHBIE 3aMeYaHUs.
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127. (4.24) [IlpouwsBoguTenps JODKEH YTBEPAUTH MPOLENYPH IO
BHYTPU3aBOJCKOM MAapKHUpOBKE, KAapaHTHHY M XPaHEHHUIO HCXOJHOI'O ChIPb,
yIIaKOBOYHBIX U, €CIM HEOOXOUMO, IPYTUX MaTepHalloB.

Ot6op npob
128. (4.25) TlpousBoauTenb MOJDKEH YTBEPIAUTH IPOLEXYpHl IO OTOOPY
mpo0, comepkaliye CBeIeHHS 00 HCIOJIB3YeMBIX MeTomax U o06opynoBaHMH,
KOJMYECTBAX, KOTOPHIE MOJDKHBI OBITH OTOOpaHBI, U JIOOBIX MOIJIEXAIMX
COONMIONEHHIO Mepax IMPEeIOCTOPOXXHOCTM BO M30€XaHHWE KOHTaMHMHAIUH
MaTepHalia Wi JIIoO00ro yXyALUIeHHs ero Ka4ecTsa.

IIpoBeaenue HcnbITAHMI
129. (4.26) IlpomsBomuTenb AODKEH YTBEPAMTH METOAMKM HCIBITaHHA
HCXOJTHOTO CHIPbS, YMAaKOBOYHBIX MAaTe€pHaNOB M IPOMYKIMH HA pPasIMHBIX
CTag¥sAX IPOM3BOJCTBA C YKA3aHMEM HKCIIONB3YEMbIX METONOB W 000pYyIOBaHUS.
[TpoBeeHHbIe UCTIBITAHUSA OQOPMIISIOTCS JOKYMEHTAIBHO.

HNubie neicTBud

130. (4.27) [IlpomsBomutens OODKEH  YTBEPAUTh  NPOLEAYDEI,
yCTAHABIUBAIOII}e TOPSIOK BBIIyCKa M 3a0pakoBKH CBIpbS M IPOJYKIHM, B
YaCTHOCTH, BBIAU¥ YIIOJHOMOYEHHBIM(H) JUIOM(aMH) paspelleHuss Ha BBITYCK
rOTOBOM HpoAyKIMH. Bee 3ammcu JOMKHBI OBITH JTOCTYMHBI YIIOTHOMOYEHHOMY
many. JomxHa OHITE BHegpeHa cucTeMa Uil O0O3HAa4eHHs CHeHalbHBIX
HaOIIONeHUH U TI00BIX U3MEHEHUH B OTHOLIEHUH KPUTHYECKUX JaHHBIX.

131. (4.28) IlpowsBoauTenp MOIDKEH BECTH W COXPaHATH 3alKCU TIO
peany3ali KaXI0M Cepur NPOAYKIHH B IENIX o6IerdeHus OT35IBa 3TOH CEpUH B
cirydae HeOOXOAUMOCTH.

132. (4.29) HeoOxomauMoO KMETH NHMCHBMEHHO H3JIOKECHHBIC IPUHIAIIB,
IpOLEypsl, IUIAHBI, OTYETHl M OTHOCALIMECS K HHUM 3alUCH NPEINpUHATBIX
IEWCTBUM MK CIENIaHHBIX 3aKJII0YeHUH, I7le IPMMEHUMO, B OTHOIIICHHH!

BaJMIAIHMM ¥ KBATH(GUKAIMH [IPOLECCOB, 000pY IOBaHUS U CHCTEM;

MOHTaXa ¥ KaTHOPOBKY 000py 10OBaHHUS,

IepeHoca TEXHOJIOT Ui,

TEXHHYECKOTO 00CITyKUBaHUS, OYUCTKY U Ne3UHDEKIUH;

TepcoHaa, BKIIOYas UISHTUGUKAIMIO IOAMHCeH, 00ydeHHe HacTOSAIHM
[IpaBuiaM ¥ TEXHHYECKMM BOIpoOcaM, M[epeo/icBaHue M THIHCHUHUCCKHE
Tpe6OBaHHs, & TAKXKE IPOBEPKY dPHEKTUBHOCTH 00y ICHHS;

MEpOIpPUATHIA, HAIIPAaBIEHHBEIX Ha OCYLIECTBICHHE KOHTPOJIS MOSBICHUSA U
pacrpoCTpaHEHHUs BpEIUTENEH;

IIPETEH3HH;

OT3BIBOB IIPONYKIIMH;

BO3BpAaTOB MPOAYKIIHH,

KOHTPOJIsI HK3MEHEHUH;

paccleJoBaHusA OTKIOHEHHH U HECOOTBETCTBHUM;
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BHYTPEHHETO0 ayJHMTa KadecTBa W (WJIH) COOTBETCTBHA TpebGOBaHHAM
HacTtosmux [IpaBuit;

0600mmeHns 3amumceil (Hampumep, 0630pa KadecTBa IPORYKIMM) IIpH
HEOOXOIHUMOCTH,

OLIEHKH, IIPOBEIECHHON B TOM YHCJE B MECTE OCYINECTBJICHHS AEATEIBHOCTH
IIOCTABIHKA (fajiee — OLeHKa [TOCTABIIHKA).

133. (4.30) INpousBoauTenp AOKEH YTBEPAUTH OXHO3HAYHBIC MHCTPYKLUH
0 OKCIUTyaTallid OCHOBHBIX €JWHHL IMPOMU3BOJACTBEHHOrO M KOHTPOJIBHO-
AHATTUTHYECKOrO 000py IOBaHMS.

134. (4.31) IIpousBoauTeNs JOKEH BECTH PETUCTPALIMOHHBIC XKy PHAJIBI UL
Haubolee BaXHOIO HIM KPUTHUYECKOIO TEXHOJIOTMYECKOro X KOHTPOJIBHO-
AHAJIMTHYECKOTO O0OpYAOBaHUS, a TakkKe AN MOMEIUEHHWH, Te [TPOM3BOAMIACE
npoaykuusa. B 3THX XypHanax JOJKHBI PErMCTPHPOBATECS B XPOHOJIOIMIECKOM
nopsaake Mo6oe HCIONB30BaHWE 3THX IOMEMIeHHH, 00OpynoBaHMI U METONIOB,
IIpOBe/IeHHEe KaTHOPOBKH, TEXHUYECKOTo 00CIYKUBAHUS, OYUCTKH UM PEMOHTA C
YKa3aHMEM JIaT ¥ JIMLI, BBIIOJHUBIINX 3TH PabOTHL.

(4.32) TlpousBoAnTENH NODKEH BECTH YYET JOKYMEHTOB B paMKax CHCTCMBI
yTpaBieHHs Ka4eCTBOM.

IMMPOMN3BOACTBO (TJIABA 5)
Mpunnun

135. TexHojmorvdyeckwe  OIEpalli¥  OCYINECTBILLZOTCA 110 YCTKO
YCTAHOBJIEHHBIM IIpOLelypaM, OTBEYAIOT HACTOAIUM ITpaBunaM AJ8 IOJTYYCHUT
NPOAYKIKH TpeOyeMOoro KadecTsa ¥ COOTBETCTBYIOT JHMUEH3HA Ha MPOU3BOACTBO
JIEKapCTBEHHBIX CPEACTB M PETMCTPAIMOHHOMY JOCHE.

O6mue TpeGoBaHuA

136. (5.1) IIpou3BOACTBEHHBIA MpoLECC MOJDKEH OCYIIECTBIATRCA H
KOHTPOJIMPOBATHCS KBATAPHUIMPOBAHHEIM IIEPCOHAIIOM.

137. (5.2) Bce peiictBuf, IPOBOAMMBEIE C HCXOAHBIMH  CBIPBEM,
YIIaKOBOYHBIMKM MaTepHajiaMi M ITPOAYKIHWeH, TaKue Kak IPHUEMKa, KapaHTHH,
oT60p mpob, XpaHeHHe, MApKUPOBKa, Bblaya B IIPOM3BOICTBO, TEXHOJOTMYECKHH
mpoLlecc, YHNAaKOBKa M peaiu3alys, [ODKHBI —OCYIIECTBITHCA  COIVIACHO
mpoleaypaM WM HHCTPYKIMAM, YTBEPXKACHHBIM  NPOUSBOJHUTEICM, U
0hopMIIATECSA JOKYMEHTAIIBHO.

138. (5.3) Bce nocTynaromue HCXOAHOE ChIpbe U yNaKOBOYHbIC MaTCpUaIbL
JOKHBI OBITH IIPOBEPEHEI, YTOOBI rapaHTHPOBATh, YTO IIOCTaBKa COOTBETCTBYET
3akasy. TapHble MecTa NOJDKHBI OBITH OYMINEHBI (IIpH HeOOXOQMMOCTH) H
MapKHPOBAHEI C yKa3aHueM Tpebyemoii uHdopMariy.

139. (5.4) ®axThl NOBPEXAEHUS Tapbl M YIAKOBKH H mo0ple Jpyrue
po6ieMbl, KOTOPEIE MOTYT HeOGIaronpusTHO MOBIMATE HAa Ka4eCTBO MCXOIHOTO
CBHIPbS M YIIAKOBOYHBIX MaTepHaJIOB, MOJDKHBI OBITH PacCiiell0BaHBI, odopMITeHBI
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JTOKYMEHTAJIBHO, a HHPOpPMaNKA 0 HUX HO/DKHA OBITH NON0XEHa B IOApa3fielieHue
KOHTPOJISL Ka4eCTBa.

140. (5.5) Ilocrynaromue UCXOAHOE CHIPhE M YIAKOBOYHBIC MaTepHaibl U
IpOM3BEJEHHAss TOTOBas IPORYKUIHUSA JOIDKHBI HEMEVICHHO IIOMEINAThCd B
KapaHTHH, OEHCTBYIOMINA HO INPUHIMIY PpasIelbHOIO XPaHCHHA HIM 3a CYeT
OPraHMU3AIMOHHBIX MEpP, U COIEPXKATbC B HEM [0 MOMyYeHMs paspeIleHHs Ha
WICTIONB30BaHHE HMCXOJHOTO CHIphS MIM paspellieHHs Ha BBIIYCK T'OTOBOH
IPOXYKLHUH.

141. (5.6) TlpueMmka 3aKymaeMoil IPOMEXYTOYHOH M HepacacoBaHHOH
IPOLYKIMK IPOBOIAUTCS B COOTBETCTBHM C IIPaBUIaMH, JACHCTBYIOIIMMM s
MCXOJHOTO CHIPBS.

142. (5.7) Bce ucxoaHOE CBHIpbE, YIIaKOBOYHbIE MaTepHaibl U MPOIYKIIUIO
clelyeT  XpaHHTh B  COOTBETCTBYIOIIMX  YCJIOBHAX,  YCTaHOBJICHHBIX
IIPOM3BOAMTENEM, B OIpPENEIeHHOM IOPSIKE, 00eCIeYnBalOEM Pa3IeeHUe 1o
cepHusM M YCTAHOBIIEHHYIO 04epPEeIHOCTh MCIIOJIB30BaHNUS CKIAJCKHX 3aI1acoB.

143. (5.8) IlpomsBomutens INOIDKEH IMPOBOTUTH IIPOBEPKHM BBIXONOB H
MaTepHANbHOTO OanaHca, d9To6B yGeauThCS B OTCYTCTBHH OTKJIOHEHHH,
IPEBBIIIAIOIINX HOITy CTUMBIE IIpeebHbIe 3HaYeHNS.

144. (5.9) He pnomyckaeTcss OJHOBPEMEHHOE WM IIOCJIEAOBATE/IbHOC
IPOBElEHHME Omepanyil ¢ pasIHYHBIMA [POAYKTaMH B OIHOM H TOM XK€
IOMeIeHNH 3a MCKJIIOUEHHEeM TeX ClydaeB, KOrga He CyIIeCTBYeT pHCKa
TepeITy THIBAHMS WU NIePEKPECTHON KOHTaMMHAIIKH.

145. (5.10) Ilpomykims, HCXOAHOE ChIpbe ¥ YIAKOBOYHBIC MaTepHalbl
JO/DKHBI OBITh 3aIlIAIIEHE] OT MHKPOOHOHW M JpYyro¥ KOHTaMHHAIMKM Ha BCEX
CTaIHMAX IPOU3BOJICTBA.

146. (5.11) Tlpm pabore c CyXMMH MaTepualamMu M IPOAYKIHEH
Heo6XOIUMO IIPUHUMATE 0COOBIe MEPBI IPEIOCTOPOKHOCTH II0 MPEAOTBPAIICHHIIO
00pa3’oBaHUs M PACIpPOCTPAHEHHS IBUIH. JTO OCOOCHHO BAXHO IPH pabote ¢
BBICOKO aKTMBHEIMH M CEHCHOMIN3UPYIOLIMMH BEIIIECTBAMHU.

147. (5.12) B TedyeHue BCEro BpeMEHM IIpoLECCa MPOU3BOJCTBA BCE
HCIIONB3yEMBIE HMCXOXHOE CBIPbE, YNAKOBOYHBIE MaTepuaisl, Tapa U
Hepac(aCOBAaHHOM NPOAYKLMY, OCHOBHBIE ENUHMIBI OOOpYNOBAaHWA M, IpH
HeoOXOIUMOCTH, IOMEINEHHS NOJDKHBI OBITh MapKHpOBaHBI J3THKETKaMH WK
MHBIM CIIOCOGOM C yKa3aHHEM IIPOM3BOIUMOM IPOIYKIMH KX 00pabaTeiBaeMoro
JCXOAHOTO CHIpbS ¥ YNAKOBOYHBIX MAaTepHalioB, a TaKKe O3HPOBKH (rme
IPUMEHHMO) U HOMEpa CEpHH IIPOH3BOAMMON MpoxyKimH. Takas MapKHpOBKA
JHOJDKHA TAaKKe YKas3hlBaTh CTaJHI0 TEXHOJIOIMYECKOro Impouecca (rne
IIPUMEHUMO).

148. (5.13) DTHKeTKH, TpUKpEIUIeHHble K KOHTeHHepaM, 000pYIOBAHHIO
WIH TIOMEIIEHHSM, IOJDKHEI OBITh 9YETKHMH, OXHO3HAYHBIMH, YCTaHOBICHHOH
npousBoauteseM GopMbl. PexoMeHayeTcs B JONOIHEHHE K uHbOpMaLUK Ha
STHKETKaX JUId yKa3aHHs CTaTyca UCIIOIb30BaTh LIBETOBYIO MAPKUPOBKY .

149. (5.14) IlpousBoguTenb MAOJDKEH KOHTPOJMPOBATh NPaBUIEHOCTH
coelfHEeHNd TPY6OIpPOBOIOB U JPYTUX dacTel 060pyAOBaHM, IPUMEHAEMBIX UL
TPaHCIIOPTUPOBKYU IIPOIYKIMH U3 OIHOW 30HBI B IPYTYIO.
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150. (5.15) He nomyckaroTcs moOble OTKIOHEHUS OT HHCTPYKLMH MM
MeTonuK. ECIM MpOM30LUIO OTKIOHEHHWE, TO OHO HOJDKHO OBITH MHCBMEHHO
CaHKIIMOHHPOBAHO JIMIOM, HMEIONIMM COOTBETCTBYIOIIME [OJIHOMOYHS, C
TIpUBJIEYEHUEM IIPU HEOOXOAMMOCTHU NOApa3/ie/IeHHsI KOHTPOJIA KauecTBa.

151. (5.16) B npou3BOACTBEHHbIE IIOMEIUEHHSA MOXET BXOAWUTH TOJBKO
TIepCOHAJI, UMEIOIUI IpaBo J0CTyIa B HUX.

152. (5.17) B momemieHusx ¥ Ha 0OOpYJOBaHHH, NPEAHA3HAYCHHBIX IUIA
IIPOM3BOJICTBA  JIEKAPCTBEHHBIX CPEICTB, HE JONYCKAaeTCs IPOU3BOACTBO
IPOIYKI¥H, He SBISIOLIEHCS IEKAPCTBEHHBIMH CPEICTBAMH.

IIpexoTBpameHHe NePeKPeCTHOH KOHTAMHHAIMM
NpH NPOU3BOACTBE

153. (5.18) JlomkHa GBITH HCKIIIOYEHA KOHTaMHUHAIMA HCXOJHOTO CBIPhA WA
MPOXYKIHMHE JAPYTHM HCXOIHBIM CHIpheM HIM TNpoAyKimed. Puck CIy4aiHoH
TIepeKpPECTHON KOHTAMUHAIIMM BO3HHKAEeT B PE3YNBTaTe HEKOHTPOIUPYEMOTO
pacIpoCTpaHeHus MBUIH, a30B, NapoB, a’po30Nied WM MHUKPOOPraHU3MOB, B
pesyinbTaTe 0OpaGOTKH MCXOIHOTO CHIPhS M IPOTYKUMH, BCICACTBME HAIMIMA
OCTAaTKOB Ha 06OpYIOBaHMM U Ha ofexae nepconana. CTeneHp prcKa 3aBHCHUT OT
THI2 KOHTAMMHAHTA ¥ KOHTAaMHHHpyemoil npoxykuuu. K Haubonee oOmacHeM
KOHTAMHMHAHTAM OTHOCATCS BEIIECTBA C BHICOKOH  CEHCHOWIM3MpYIOIIEH
aKTMBHOCTBIO, OHOJIOTHYECKHE JIEKapCTBEHHBIE IPEnaparsl, COACPKAIIHUE KUBBIC
MHKPOOPTaHH3Mbl, OIpE/e]eHHble TOPMOHBI, HTOTOKCHIECKHE JIEKApCTBEHHBIC
Tpenapars! U JpyTHe BEICOKO aKTHBHBIC BEINECTBA. Hauboiiee onacHO! sBIAETCA
KOHTAMUHAIMA JIEKApCTBEHHbBIX [penaparoB, IPeIHa3HaYCHHBIX AJIA HHBEKIIH, a
TalOKe JIEKAPCTBEHHBIX IIPENaparoB, NPUHUMAEMBIX B GoNBIIAX J03ax U (WIH)
IJIUTENEHOE BpeMs.

154. (5.19) Jlns npenoTBpalleHUs EPEKPECTHOH KOHTaMHUHAIMM JOJDKHEL
6BITH IIPELYCMOTPEHEI COOTBETCTBYIOLIHE TEXHMIECKUE 1 (vi1K) OpraHU3aluOHHBIE
MepEHI, B TOM YHUCIJIE:

a) (a) mpou3BOICTBO B BBICNCHHBIX 30HAX (obsi3aTenbHOE VI TaKMX
POAYKTOB, KAaK MEHHLMLIMHE], KUBEIE BaKIMHEI, JIEKApCTBCHHBIC Mperapartkl,
cojiepyKalie JKHBbIE MMKDOOPraHW3MBI, M HEKOTOpBIC IpYTHe OMOJIOTHYECKUE
JleKapCTBEHHEIE TIPeNapaThl) MM IIPOM3BOACTBO MO MPUHIAITY MPOU3BONCTBEHHRIX
muioB  (KaMmmaHMi C  pasAclIeHHEM  BO BpeMeHH) C  MHocleayromen
COOTBETCTBYIOIIEH OUMCTKOH,;

6) (b) obecrederre BO3LYLIHBIMY IUTFO3aMHU K BBITAKHBIMU yCTPOMCTBAMH,;

B) (C)cBene HHe K MHUHHMYMy DHCKA KOHTaMHHAIMM, BbI3BIBACMOTO
penupKyjsupeil MIM  OBTOPHBIM  IIOCTYIUICHHEM HeoOpaboTaHHOIO  WJIH
HeocTaTOYHO 00pabOTaHHOrO BO3AYX4;

r) (d) xpaHeHHe 3aIIMTHOA OREXIBI BHYTPU [IOMEIEHi, B KOTOPBIX
o6pabarsiBaeTCsS NPOAYKIHUS, CO3aromast 0coGeHHO GOJIBIION PHCK IePEKPECTHON
KOHTaMMHALIWH,
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J) (e) mpuMeHeHHe METOJOB OYHUCTKH W JEKOHTAMHHALUU C M3BECTHOH
3¢ PeKTUBHOCTHIO, TaK Kak He3()(HEeKTHBHO OUYHMINEHHOE 00OpYIOBaHHME OOBIYHO
SBJISI€TCS UCTOYHUKOM TEePEKPECTHON KOHTaMUHAIUY;

e) (f) ucronp3oBaHUE «3aKPBITBIX CUCTEM)» IPOU3BOJCTBA;

%) (g) KOHTPOJh HAIWYHA OCTaTKOB ¥  IIPUMEHEHHE OITHKETOK,
YKa3bIBAIOIUX CTATyC OYMCTKH 000pyI0BaHUS.

155. (5.20) ITpousBoguTens HOJDKEH NEPHOAUIECKH ITPOBEPATH IIPOBEACHHE
MEPOIPUATHH [0 TPENOTBPAICHUIO INEPEKPECTHOM KOHTAMMHAMM M HX
3} ()EeKTHBHOCTH B COOTBETCTBHH C YTBEPXKICHHBIMH ITPOLIETy PaMH.

Baaupauus

156. (5.21) Mepormpusarus MO BalTUAAllMH TOJDKHBI OBITH OCHOBOHM s
HazJIexalleil opraHu3alyy [IPOU3BOACTBA M KOHTPOJIS Ka4eCTBa JICKAPCTBEHHbIX
CPEZICTB B COOTBETCTBHH ¢ HacTosImMHK ITpaBunamu. OHY ZOIKHBI IPOBOAUTHCS
B COOTBETCTBHM C YCTAaHOBJIEHHBIMU Ipolemypamu. IlomydeHHBIE pE3yNbTaThl U
BBIBOJILI TOJDKHEI OBITH 0OPMIIEHE! JOKYMEHTAIIBHO.

157. (5.22) Ilpu BBeJeHHMH HOBOrO INPOMBIIUIEHHOIO PperiaMeHTa HiIH
HOBOTO METOJa IIPOM3BOACTBA HEOOXONUMO JOKasaTh HX IPUTOAHOCTD LA
cepuiiHOro mnpom3BoAcTBa. JOMKHO OBITE [OKa3aHO, YTO JAHHBIA IIpolecc
IPOM3BOACTBA IPH HCIONE30BaHUM IPEIyCMOTPEHHBIX HCXOJHOrO  CHIpBA,
YIIaKOBOYHBIX MaTepHaloB M 000pyIOBaHUs IO3BOJAET MOCTOSHHO MPOM3BOMMTE
IPOAYKIIMIO TPeOYEMOro Ka4ecTBa.

158. (5.23) CymecTBeHHBIE H3MEHEHHsS IPOLECcCa IPOM3BOJCTEA, BKIIOYa
mo6oe W3MeHeHHe OOOpYHOBaHMS WM HMCXOJHOIO ChIpbS M yINAKOBOUHBIX
MaTepHaloB, KOTOpble MOTYT MOBIMATH HAa Ka4eCTBO MNPOAYKIHMHM U (amm)
BOCIIPOM3BOIMMOCTB IIPOLIECCa, HOJDKHBI IIPOATH BaIMIALHMIO.

159. (5.24) Ilpoueccs! U NpoLEeXyphl CIEAyeT MOABEpraTh MIEPUOANYECKON
peBanMmanyy (IIOBTOPHOH BalWiauuu) I/ TapaHTHX TOrO, YTO OHM OCTAIOTCA
TIPMTOHBIMH IS AOCTHKEHHS TpeOyeMBbIX pe3yIbTaToB.

Hcxoanoe cuipbe

160. (5.25) 3axynka HMCXOQHOrO CBIPbS ABIIACTCA BAXHOH ornepauuen, B
KOTOPYIO IOJDKEH OBITH BOBICYEH IEPCOHAT, pacroJiararoumi NoapoGHEIMHE 1
HOJHBIMM CBEICHHUSAMU O IOCTaBIIUKaX.

161. (5.26) VcxonHoe CHIpbe JOJDKHO 3aKyIaTECS TOJBKO Yy yTBEPHICHHBIX
TIOCTABIIMKOB, YKa3aHHEIX B COOTBETCTBYIOIIEH CIIEL(HUKAIMY, ¥ TPH HANTHIHH
BO3MOXKHOCTH HEIIOCPEICTBEHHO Y IIPOM3BOAMTENCH MCXOIHOIO CBIPhA, KOTOPAIC
6yLyT SBIATHCS IOCTABHIMKAMU HCXOJHOTO CBHIPBS. PexoMenyercs, 49TOOBI
crielpUKaIY, yCTAHOBICHHBIE IPOM3BOAMTENEM JEKapCTBEHHBIX CPEICTB Ha
ACXOIHOE Chipbe, OBUIM COINIaCOBAHBI C IIOCTaBLIMKAMH. Bce acnexTsl
IPOM3BOJCTBA M KOHTPOJIS HCXOIHOTO CBIpbS B OTHOIICHHH TpeOGOBaHUH K
obpallleHnI0, MapKHUpOBKe, YMaKoBKe, INpoLeaypam OTOpaKkoBKH, a TaKkKe
PacCMOTPEHHIO TIPETEH3UH JTOIDKHBI GBITH COrIacoBaHbl MEXIY IPOU3BOIUTENIEM
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JIEKapCTBEHHBIX CPEICTB U ITOCTABIIHKOM.

162. (5.27) B xaxnodl ImoCTaBKe OO/DKHBI IIPOBEPATHCH LEIIOCTHOCTE
YIIaKOBKH U IUIOMO, COOTBETCTBHE YKA3aHHBIX B HAKJIATHOM CBEIEHHH 3THKETKAM
IIOCTaBIUIHKA.

163. (5.28) Ecnu oxgHa mocTaBKa MCXOIHOTO CBHIPBS COCTOMT U3 Pa3IUYHBIX
CepUM, TO KaXIyI0 CEepHI0 HEOOXOAMMO paccMaTpUBaTh KakK OTACIBHYIO B
OTHOLIEHHH oTOOpa mpoOd, NMpOBEACHUsS HCIBITAHUM Y BBIIA4YM pas3pelleHHus Ha
HCIOJIb30BaHME.

164. (5.29) Haxopsineecs B CKIaACKOM 30He UCXOIHOE CHIPhE JOIKHO OBITH
COOTBETCTBYIOLMM o0pasom MapkupoBaHo (myHKT 148 nacrosiux Ilpaswmn).
DTUKETKM JOJDKHEI COEPXKATEH B TOM YKCIIE CIEAYIOIIYI0 HHPOPMAIIHUIO:

HaHMEHOBaHKe MPOYKIMH U IIPA HEOOXOXUMOCTH BHY TPU3aBOJCKOMN KOJ;

HOMEp CEpUM IIPOM3BOAUTENs W (WIH) HOMEp CEpHM, NPHCBOCHHBIA NpH
IIPUEMKE;

I7ie NpUMEHHMO, CTATyC COHEPKUMOro (HaImpuMep, «B KapaHTHHE», «HA
MCIBITAHAI, «Pa3pelIeHoy», «3a0pakoBaHO»);

CPOK TORHOCTH HIH, Tl€ NPUMEHMMO, JaTy, IOCIe KOTOpOH TpeOyercs
IpOBEAECHNE IOBTOPHOI'O KOHTPOJIS.

Ecid  WCIONB3YIOTCS IMOJNHOCTBIO  KOMIIBIOTEPU3MPOBAHHBIE ~ CHCTEMBI
XpaHEHM, TO YKa3bIBaTh BCIO Ty HHGOPMALIHIO Ha STUKETKE HE 00513aTEIBHO.

165. (5.30) IlpomsBoxuTens AOJDKEH YTBEPAWTH IPOLECHYPEl KM MEpBI,
rapaHTHPYIOIIME IOIJIUHHOCTE COINEPKUMOIO KaKIOTO KOHTeHHEpa HCXOIHOIO
chIpbi. KoHTeliHepbl, W3 KOTOPHIX OBLIM OTOGpAaHBI NpPOOBI, JIOJDKHEI OBITH
IIpOMapKHUpoBaHbl (IyHKT 216 Hactosmwx [pasun).

166. (5.31) IlpomsBoauTens AOIDKEH MCIOJB30BATh TOJNBKO TO HCXOAHOE
ChIpbE, KOTOPOE pa3spellleHo MoApa3JelieHiHeM KOHTPOJIA KadecTBa M HUMECT HE
HCTEKIIUNA CPOK FOJHOCTH.

167. (5.32) HcxomHoe cChHIpb€ NOIDKHO BBIAABaThCA TOJIBKO CICLHAIBHO
HA3HAYEHHBIMH JIAIAME B COOTBETCTBHH C YTBEPXKIEHHOH IPOLEMYpPOH, YTOOBI
rapaHTHPOBaTh, YTO HYXHOE HCXOJIHOE CHIPhE TOYHO OTBEIICHO WM OTMEPEHO B
YUCTYIO M HaJJIeXauM o0pa3oM MapKHPOBaHHYIO Tapy.

168. (5.33) JlomkHa NpPOBOAMUTHECA He3aBHCHMas IIPOBEpKa KaXIOro
BBIAHHOTO MCXOJHOTO CHIPhA, a TaKXKe ero Macchl MM o0bema. PesyibraTsl
IPOBEPKHU JODKHBI OBITH 0QOPMIIEHB! JOKYMEHTATIBHO.

169. (5.34) McxomHoe ChIpbe, BBIJIAHHOE JUIS KaXIOH CEpUH, IOJDKHO
XPaHUTHCA BMECTE H YETKO MapKHPOBAThCS.

TexHoJOrHYecKHe onepannu:
NpoMeXyTo4YHasi H HepacdacoBaHHAs NPOAYKIMS

170. (5.35) Tlepen HayaioMm OGOH TEXHONOTHIECKOH ONMEpAalU JODKHBL
6BITH TPHUHATHI MEpHl, TapaHTHpYIOIIye, 4TO paboduas 30HA M obopyioBaHHE
OUMIIEHBl ¥ OCBOOOXAEHHI OT JIF060r0 MCXOMHOIO CBHIPbS, MPOMYKIHH, OCTaTKOB
MPOMYKIMM WM JOKYMEHTAllWH, He MMEIOIMX OTHOIICHUS K 3aIJIaHMPOBAHHOM
omeparym.
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171. (5.36) IlpomexyTouHas ¥ HepachacoBaHHAs NPOXYKIMA JIOJDKHA
XPaHUTHCS B HAJJIEXKAIIUX YCIOBHSAX.

172. (5.37) Kpurideckue mpoLecCs JO/DKHBI MPOUTH BaIUAAIMIO (ITyHKTHI
156-159 nacrosmux [Ipasui).

173. (5.38) JIoykHBl GBITH IPOBEAEHBI ¥ JOKYMEHTAIBHO O(GOPMIIEHBI BCE
HeoOX0JMMbIe MEPOIPUSATHS [0 KOHTPOIIIO B IIPOLECCe MPOU3BOACTBA H KOHTPOJIIO
IIPOU3BOJICTBEHHOU CpeJIbI.

174. (5.39) JIro6oe cyliecTBEHHOE OTKJIOHEHME OT OXHAAeMOro BbIXOJa
IIPOAYKIMH JIOJKHO OBITH 0QOPMIIEHO JOKYMEHTAJIBHO ¥ PacciIeJOBaHo.

YnakoBo4HbIe MaTepHaJbl

175. (5.40) 3akynke ¥ KOHTPOJIIO NEPBHYHBIX M IEYATHBIX YIIAKOBOYHBIX
MaTepHaoB, a TaKKe OOpalleHHI0 C HUMM HEOOXOAMMO YHENATh TaKoe Xe
BHHMaHHe, KaK U UCXOJJHOMY CHIPEIO.

176. (5.41) OcobGoe BHHMaHWE HEOOXOAMMO YACIATh I€YATHBIM
matepranaM. OHM JOJDKHBI XpaHUTHCS B O€30ITACHBIX yCIOBUAX, HCKIFOYAIOMINX
JOCTYIl TMOCTOPOHHUX IHI. Pa3pe3aHHBle 3TUKETKH H Jpyrue paspO3HCHHBIC
TIeYaTHBIE MaTepHallbl TOJDKHBl XPaHUTBCS M TPAHCIOPTHPOBATECS Pas/eIbHO B
3aKpBITOH Tape, HCKIIOYaiolled#i WX IepenyThIBaHHe. Pa3pemienne Ha
UCIIONB30BaHWE YIIAKOBOYHBIX MaTEpPHaJIOB  JOJDKHO  BBIIABATBCH  TOJIBKO
CIIelMaNbHO HA3HAYEHHBIMA JIMIAMH B COOTBETCTBHH C  YTBEpXKICHHOH
IIPOLE Ay POH.

177. (5.42) Kaxmodl mocTaBKe MM CEPUM TEPBUYHBIX MM IEYATHBIX
YIIaKOBOYHEIX MaTepPHaJOB JOJDKEH OBITh NPUCBOCH UIeHTHQUKAMOHHEIH HOMEp
WA UICHTH(PUKAIIMOHHBIA 3HaK.

178. (5.43) IIpocpoyeHHbIE UM HENPHUTOAHBIE K MCIIOJb30BaHUIO IICIATHBIC
WIH TepBHYHBIE YNAKOBOYHBlE MaTepHanbl MOJDKHBI OBITh YHHYTOXEHBI C
JIOKYMEHTAIBHBIM OQOPMIICHHUEM.

Onepanuu no ynakoBke

179. (5.44) Tlpu cocraBieHWH ILIAHOB OIlepalMii IO YyNAKOBKE ocoboe
BHUMAHMe IOJDKHO OBITh YIeTeHO CBEJEHHI0 K MHUHAMYMY PUCKa IIepeKpecTHOH
KOHTaMMHAIMH, IIE€peNyTHIBaHUA W NMOAMEHBI. He NOIyCKaeTCs ynakoBbIBaTh
IPOAYKIIMIO Pa3IM4HBIX BAIOB B HENOCPEICTBEHHOH OJM30CTH JAPYr OT Apyra 3a
MCKITIOYEHHEM CITy4aeB, pefyCMaTPUBAIONIMX HU3HIECKOe pasAeeHue.

180. (5.45) Ilepex HayanoM ONE€paulUil IO YNAKOBKE JOIDKHBI OBITH
IPeNIPUHATE MEpHI, TapaHTUPYIOLIRe, 9T0 pabovas 30Ha, YNAKOBOYHBIC JIMHHY,
[levyaTHBIEe MaIlMHBL ¥ Jpyroe o0OpyNOBaHKE SBIIFOTCS YHCTHIMU M HE COACPKAT
M00Ble  MCIIONB30BABIIMECS paHee JIEKapCTBEHHBIE CPEICTBa, YNAaKOBOYHBIC
MaTepHaNbl WM JOKYMEHTHI, €ClIH OHM He TpeOyroTcs Ui 3aIlIaHNPOBaHHOM
omeparuy. OuYuCTKa JIMHUM JO/DKHA MPOBOAUTECA COINACHO yTBEPXKIEHHON

npouenxype.
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181. (5.46) HaumeHoBaHnHe W HOMEp CEpHUH YIAKOBBIBAEMOHN IPOIYKLUHU
IOJDKHEI OBITH YKa3aHBI Ha KaXIOM YIIaKOBOYHOM MECTE MU JIMHUHY.

182. (5.47) Ilpn mocTyIuieHNH MPOAYKIMK M yIIaKOBOYHBIX MaTepHaOB Ha
y4aCTOK YIaKOBKH JOJDKHO OBITH IPOBEPEHO MX KOJIMYECTBO, MACHTHYHOCTH U
COOTBETCTBUE MHCTPYKLIUAM IIO YIIaKOBKE.

183. (5.48) Marepuansl MepBHYHON YIAKOBKHU II€pPE] HAYaJIOM OIllepaluu
HAIOJIHEHHS JOJDKHBI OBITh yHCTEIME. HeoOxomuMo obecrieduTs IpeIoTBpaleH e
U ycTpaHeHMe J000H KOHTAaMHMHAllM¥, TaKOM KaK OCKOJKH CTeKiIa H
MEeTaJITIYECKUE YACTHILIBL.

184. (5.49) PexomeHpmyercss OCYLIECTBIATh MApKHPOBKY KaK MOXHO
6bicTpee Tocie (acCOBKM M YKYINODKA. JIOJDKHBI OBITH NMPHHATH HEOOXOIMMBIE
Mephl, FApaHTHPYIOIME, Y9TO He NPOU30MAET IIeperyThHIBAHUS MM OLIMOOIHOH
MapKHAPOBKH.

185. (5.50) IIpaBWIBHOCTH BBIMONHEHHMS JIOOBIX TEYATHBIX OIEpaHil
(HampyMep, HaHECEHHs HOMEpOB CEpHif, CPOKa FOJHOCTH), OCYIIECTBISIEMBIX JIHO0
KaK OTHeJbHAs TEXHOJOrWYecKas orepanus, Jubo B Mporecce YNaKOBKH,
He0B6XOIMMO TIIATEIHHO KOHTPOIMPOBATE K 0dOpMILATE HOKyMeHTalIbHO. Ocoboe
BHHMaHHE IOJDKHO OBITH yIeleHO PYYHOH MapKHpOBKe, KOTOPYHO HEeOOXOAHMO
PETYJIPHO HEPepOBEPATE.

186. (5.51) Ocobble Mepbl MPEIOCTOPOXKHOCTH JOIDKHBI COOMOAATECA TPH
HCIONB30BAHUM DPa3pe3aHHBIX JTUKETOK M HaHeCEHWH MAapKHPOBKYM BHE JIMHHH
ynakoBkd. i TNpeJoTBpallleHds MepermyThIBaHMA I€YaTHOTo — MaTephaia
PEKOMEH/IyeTCsl KCIIONIb30BaTh STHKETKH B PYJIOHE BMECTO paspe3aHHbIX STHKETOK.

187. (5.52) IlpouwsBomuTens  JOJDKEH  NPOBOAWTE  IPOBEDKH,
rapaHTUPYIOIIYE, YTO BCE DIEKTPOHHBIE yCTPONCTBA CYATBHIBAHMSA KOJA, CHETIMKH
JTHKETOK U aHAJIOTMYHEIE YCTPOCTBa paboTaroT IPaBUIBHO.

188. (5.53) MapkupoBKa YyNaKOBOYHBEIX MaTEpHayoB, HaHECEHHad C
OMOIIBIO M€YaTH WIM METONOM THCHEHMs, NODKHA OBITh OTYETIHBOH M
yCTOMNYMBOM K BEIIBETAHHUIO WA CTUPAHHIO.

189. (5.54) Ilpu KoHTpoJNe mpolecca YIMaKOBKH MNPOAYKIMH Ha JIMHAW
JIOJDKHO MIPOBEPATHCS, B YACTHOCTH, CIIEAYIOIIee:

a) (@) oOmuit BHEIIHMHI BUJI yIIaKOBOK;

6) (b) KOMILIEKTHOCTH yIIaKOBOK;

B) (C) HCIOJB30BaHHE HA[JIEXKAIMX BHAOB NPOAYKIHMH H yIAKOBOYHBIX
MaTepHaloB;

r) (d) mpaBHWIBHOCTH HaHECEHHH JIF000H MapKUPOBKH,;

n) (e) NpaBHUIbHOCTH PabOTHI KOHTPOJIBHBIX YCTPOHCTB Ha JIMHUH.

190. O6pasisl, B3ATHIE C YNAKOBOYHOW JIMHUM, HE CJIEAyeT BO3BpaIlatTh
IIOBTOPHO Ha JIMHMIO.

191. (5.55)Ecnu  mpu ymakoBKe IPOAYKIMY BO3HUKIM HENPEIBHICHHBIC
0OCTOSTEILCTBA, OHA MOXET OBITh BO3BpAlleHa B MPOU3BOACTBO TONBKO IOCTIE
CHELMAabHOM ITPOBEPKHM, IPOBENEHMS PAcClIeNOBaHUs W C paspelieHHus JIHId,
MMEIOIIEro COOTBETCTBYIOINIME IOJHOMOYMS. YKa3aHHBIE NEHCTBHSA JOIDKHBL OBITH
0(hOpPMIIEHE! B BUJIE [IPOTOKONIA, KOTOPBIH HEOOXOIMMO XPaHHUTE B yCTAaHOBIIEHHOM
TIOpSIIIKE.
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192. (5.56) Ilpu cCyuiecTBEHHOM WM HEOOBIYHOM DPaCXOXICHHH,
YCTQHOBJIEHHOM BO BpeMs COCTABICHUS MaTepUaJbHOro Oananca, MeXIy
KOJIMYECTBOM  HepachacoOBaHHOW  INPOXYKLUH, IE€YaTHOIO  YNAKOBOYHOI'O
MaTepHala ¥ YKCJIOM IPOM3BEIEHHBIX €IMHUI] TOTOBOH IPOXYKIMH, HEOOXOMUMO
IIPOBECTH PACCIIEIOBAaHKE U YCTAHOBUTD [IPUYHHY 3TOTO PACXOXACHUS IO BBIIATH
pa3pelIeHns Ha BBIIYCK.

193. (5.57) Tocrne 3aBeplIeHMs ONEPALHi IO YIIAKOBKE JIOObIe OCTaBLIACCS
YIIaKOBOYHbIE MATEPHANbl ¢ HAHECEHHBIM HA HUX HOMEPOM CEPHH JOJDKHEI OBITH
VHHYTOXEHBI C IIOCTENyIOMM NOKyMEeHTalbHBIM odopmieHueM. Bosspar Ha
CKJIaJl HEMapKHPOBAHHBIX YIIAKOBOYHBIX MAaTEPUAJIOB NPOU3BOAAT B COOTBETCTBHU
C YTBEPXKIEHHOH NPOLIEyPOH.

I'oToBas npoayKUHs

194. (5.58) o BBIga4M pa3pelieHys Ha BBITYCK rOTOBas IPOIYKUIHS T0/DKHA
COZIEPXAThCSA B KAPaHTUHE B YCIIOBUSX, YCTAHOBICHHBIX IPOM3BOTUTCIIEM.

195. (5.59) To MoMeHTa NOMy4eHHs paspeleHus Ha BBIITYyCK JO/DKHA OBITH
IpoBeJieHa OLIEHKA Ka4eCTBa FOTOBO! NPOMYKIMH B HEOOXOMMOH IOKy MEHTALMH
B TIOpSAJIKE, yCTAHOBICHHOM ITyHKTamu 202-236 HacTOAIIMX [TpaBui.

196. (5.60) ITocne BEImauu pa3pelieHds Ha BBIIYCK TOTOBAA IPOMYKIHA
JODKHA XPAHUTHLCS KaK MPUrofHas Ul pealu3aliy B yCIOBUSX, yCTAHOBICHHBIX
IIPOU3BOJUTENIEM.

OTKJIOHCHHBIC, MOBTOPHO HCNOJIL30BAHHbIC
H BO3BpallleHHbI¢ MATEPHAJIbI H NPpOoAYKIHS

197. (5.61) OTkiI0HEHHBIE MAaTEPHATIB ¥ IPOJYKIHSA NODKHBI MMETD JETKYIO
MapKHPOBKY U XPAaHUTHCS Pa3eNbHO B 30HAX C OTPAHUYCHHBIM JIOCTYIIOM. Onn
OIJIeXaT BO3BPATy IOCTABIIMKY, mepepaborke (eciu 3TO JOITyCTUMO) HIIH
YHHYTOXKeHUto. JIIoOble BBHIMNOJNHEHHbIC INEHCTBHA [NOJDKHBL OBITH O(OPMIIEHBI
JOKYMEHTAJIbHO W CaHKLUOHHPOBAHbl JIALEAMH, MMEIOMIUMH COOTBETCTBYIOIIHE
TIOJTHOMOYHSL.

198. (5.62) IlepepaGoTKka OTKJIOHEHHOH MPOMYKIMH JOMyCKaeTces B
HCK/IIOYMTENBHBIX CIydYasx IpH YCIOBMM OTCYTCTBHS YXYIIICHHS Kagectsa
rOTOBOM TPOAYKIMM ¥ BBIIOJNHEHHS BCEX TpeGOBaHUi  CIEIUPUKAIUH.
Ilepepa6oTka HOJDKHA OCYIIECTBIATHCS B COOTBETCTBHH C  YTBEPXKICHHBIM
MPOMBIIUIEHHBIM ~ PErIAMEHTOM — NOCHe  OLEHKA ~ BO3MOXHOIO — pHcka €
IOCTIEAYIONIUM JOKYMEHTAIBHEIM OQOPMICHHUEM.

199. (5.63) IloBTOpHOE HCIONB3OBAHME BCEH CEPMU WIM HaCTH PaHEe
TIPOU3BE/ICHHBIX CEpHH COOTBETCTBYIOHIETO Ka4ecTBa ITyTEM o0BeAUHEHUT C
cepueif Takoi ke NPOAYKUMH Ha OIpEIENCHHOH CTajuy IpPOU3BOACTBA,
Ipe Ly CMOTPEHHOM IPOMBILIIEHHBIM perIaMeHTOM, JOJIKHO OBITH
CaHKIVOHHPOBAHO 3apaHee C YYeTOM OLEHKH BOZHMKAIOIIMX DUCKOB, BKIOHAA
M060e BO3MOXKHOE BJIWSHUE HAa CPOK FOTHOCTH. JeATENbHOCTh IO MOBTOPHOMY
MCIIONTG30BAHUIO JOJDKHA OBITH OopMIleHa JOKYMEHTAIBHO.
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200. (5.64) Heo6xoauMocTh JOIOIHUTENILHOTO KOHTPOJIS TOOOH rOTOBOM
NPOMYKIMH, NpoIlenmeys nepepaboTKy, HIM NPOIYKIMH, B KOTOPYH ObLia
BKIIIOYEHA ITOBTOPHO HKCIIONB30BaHHAs MpPOAYKLHS, OIpeneNsieT MoIpasfeiicHue
KOHTPOJIS Ka4eCTBa.

201. (5.65) BosBparenHas ¢ pbiHKa MPOAYKLHSA, HaJl KOTOPOM OBLI yTpadeH
KOHTPOJIb CO CTOPOHBI IIPOM3BOAMTENS, NOJDKHA OBITH YHHYTOXCHA, €CIH He
IOATBEPXKICHO COOTBETCTBHE €€ KadecTBa YCTAaHOBJICHHBIM TpeOOBaHUSIM.
Pemienve o 1nOBTOpHOM mpojaxe, MepeMapKHpOBKE HIH  ITOBTOPHOM
HCTIONIF30BaHUM MOXET OBITh NPHUHSATO TOJBKO IOCHE CIELMAIbHOIO aHalu3a,
IPOBEEHHOTO IOApa3/ielecHHeM KOHTpPOJS KadecTBa B COOTBETCTBHH C
yTBEpXACHHOH mnpouexypod. Ilpm sToM HeoOXOOMMO YYMTHIBATH XapakTep
IIPOAYKIIMH, €€ MPEIBICTOPHIO B COCTOSHHE, COONIOAEHHE CIENHUATBHBIX yCIOBHA
XpaHEHUs WM BpeMs, Mpourejiiee ¢ Aarhl BEIMycKa. IIpu MOOBIX COMHEHHSX B
OTHOIIEHHY KavyecTBa IPOAYKIUH He IOIyCKAeTCs €€ IOBTOPHOE HUCIOJIB30BaHUE
I TIOBTOPHBIN BBINYCK, HO JOITyCKaeTCsA ee XMMHUYecKas IepepaboTKa ¢ LENbIo
pereHepalii aKTHBHBIX HHIPEIVEHTOB. Bce BBIIONHAEMBIE ACUCTBUS JOJDKHBI
OBITH 0QOPMIIEHBI TOKYMEHTAIBHO.

KOHTPOJIb KAYECTBA (I'JIABA 6)
Hpuruun

202. KonTpons kawecTBa BKIo4aeT B cebs orbop mnpod, NmpoBeneHHe
WCIIBITAHMH M TIPOBEPOK HA COOTBETCTBHE TpPeOOBaHMAM  cCrelUUKaluii,
VHCTPYKIMI M JAPYTMX JOKYMEHTOB, OpPraHM3allui0 paboThl, JOKYMEHTAIBHOE
odopMileHHe W BBIAdy pa3spelleHHil Ha BBIIYCK. [lens KOHTpONA Ka4ecTsa - HE
JIOMYCTUTh K WCIONB30BaHUIO WM pealu3alii MaTepuallbl WIH NPOAYKIHIO, HE
YIOBJIETBOPAIOIIME YCTAHOBIEHHBIM TpeOoBaHuAM. KOHTponb KauecTBa He
OrpaHHYHBaeTCs J1aGopaTOPHBIMU paboTaMH, OH JHOJDKEH CONPOBOXKAATH IPHHATHS
BCEX pELICHHWH, KAacCalOIIMXCs KadecTBa MHPOAYKIMH. (OCHOBONONArarOmiM
MPUHIMIIOM Ui yJOBIETBOPUTEIBHOH paboThl MOJpasfeNeHHus KOHTPOJIA
Ka4ecTBA CUUTAETCS €ro He3aBHCHMOCTH OT IPOM3BOJCTBEHHBIX MOJApas/eleHuH
(myHKTHI 5-23 Hactosmux [Ipasmn).

O6mmue TpeboBaHHsA

203. (6.1) B CTpyKType KaXIOTO IIPOM3BOAMTENS HOIDKHO OBITH
mojpas/ielieHie KOHTPOJs KadyecTBa, HE3aBUCHMOE OT JPYIHX OJ(pa3AeTICHUH.
PykoBoguTenp 3TOr0 IOApa3feNeHHs NO/DKEH HMeTh COOTBETCTBYIOIIYIO
KBTH(GHUKALUIO U OIBIT pabOTHl, B €ro MOAYMHEHUH NOJDKHBI HaXOAUTHCA ONHA
WIM HECKOJBKO KOHTPONBHEIX JaGoparopmii. IloipasierneHue HOMKHO OBITH
o0ecriedyeHoO J[JOCTATOYHBIMH pecypcaMH, 4YTOObl TapaHTHpOBaTh, 4TO BCE
MEpOTIPHUATHS [0 KOHTPOJIIO KayecTBa IPoBOAATCS 3G PEKTUBHO U HAJIEKHO.

204. (6.2) OcuoBHBIE 00513aHHOCTH PYKOBOIHUTEIS MIOAPA3ACIICHHA KOHTPOJIA
Ka4decTBa U3JIOKEHBI B ITyHKTax 24-45 wacrosmux [Ipasun. Ha moxpasnenenue
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KOHTPOJIA KayecTBa MOTYT OBITh BO3JIOKEHBI MHBbIE OOS3aHHOCTH, B TOM YHCIIE
pa3paboTka, BalMaalMs W BHEIPEHHE BCEX NPOLEAYP IO KOHTPOIIO KavecTsa,
XpaHEHHE KOHTPOJBHBIX 00pa3LioB MCXOJHOTO CBIPhS, YIIAKOBOYHBIX MATEpPUAIIOB
U TNIPOAYyKIUH, obecrieyeHHe NPaBHIBHOW MapKUPOBKH YIAKOBOK C HCXOIHBIM
CBIPBEM M IPOAYKLMEH, HaOMoAeHHe 3a CTaOMJIBHOCTHIO IIPOIYKLIMH, YYacTHE B
paccieOBaHUM TPETEH3HWH B OTHOIIEHHWH KadecTBa NPOMYKIHMU. Y Ka3aHHBIE
0053aHBOCTH JIOJDKHBI BBINOJIHATBCS B COOTBETCTBHM C  YTBEPXKIEHHBIMH
npouenypaMH U IIPY HEOOXOIUMOCTH OOPMIIATECS AOKYMEHTANIBHO.

205. (6.3) Ilpm omeHke KauecTBa TIOTOBOM IIPOAYKUIMH  JOJDKHBI
pacCMaTpHUBAaThCA BCE  COOTBETCTBYIOINME (PAKTOpHI, BKIIOYas  yCIOBHUA
IPOM3BOJCTBA, pEe3yJbTaThl KOHTPOJsS B IpoIlecce IPOU3BOACTBA, 0030p
TIPOM3BOICTBEHHON ITOKYMEHTAalMM (BKIOYas JOKyMEHTAIlMIO Ha YIIAaKOBKY),
COOTBETCTBHE CHEIM(UKAIMAM Ha TOTOBYHO IPOAYKIHIO U  IPOBEPKY
OKOHYATeJbHON YITaKOBKHM T'OTOBOM IIPOIYKIIHH.

206. (6.4) Ilepconan mompa3feneHHs KOHTPOJIS KadecTBa NOIDKEH HMETh
JOCTYII B IPOM3BOICTBEHHEIE 30HEI sl 0TOOpa P06 ¥ MPOBENEHHs HEOOXOAUMBIX
UCCIIeI0BaHUM.

IIpaBu.rla HaaJgexanero .uaﬁopaTopﬂoro KOHTPOJIsI Ka4eCTBa

207. (6.5) Tlomemenus u o0GOpyHOBaHHE KOHTPONBHBIX JabOpaTOpHi
JOKHBI  COOTBETCTBOBaTh  OOIIAM M CHOELWATBHBIM  TpeOOBAHUSM,
IpEeIbABISIEMBIM K 30HaM KOHTpPOJIS Ka4yeCTBa, YCTAHOBICHHBIM ITyHKTaMH 46-91
nHacrosmux IIpaBui.

208. (6.6) IMepconain, moMelleHns X 060pya0BaHKE J1aOOPaTOPHi JOKHEL
COOTBETCTBOBAaTh BHIYy M 00BeMy IIPOM3BOACTBA. B OTAGNBHBIX Cllydasx
0Ty CKAETCS UCIIONB30BaHUEe CTOPOHHHX J1abopaTopuil IIpH yCJIOBAH BBINOIHCHUA
MMH TpeOGOBaHMM, M3NOXKEHHBIX B MyHKTax 237-255 HacTOAMMX IIpaBuin, u
BHECEHHSI COOTBETCTBYIOIUX 3aIIMCEeH B IOKYMEHTEI 110 KOHTPOJIXO KaieCTBa.

JokymeHTanus

209. (6.7) JlokyMmeHTauuss KOHTDOJBHBIX  JabOpaTopud  JOIDKHA
COOTBETCTBOBAaTh TPeOOBAHMAM, HM3IOXKEHHBIM B IyHKTax 92-134 HacToAmmX
ITpaBui. BaxxHas 9acTh 9TOH JOKYMEHTALUK OTHOCUTCS K KOHTPOJIIO KaueCTBa.

210. B moznpas/ieneHur KOHTPOJS KadecTBa JOJDKHA OBITH JIETKO NOCTYIIHA
CIeAyIOmasi AOKYMEHTAI:

crielubUKauy;

poLeAy pbl 0TOOpa Npoo;

METOJMKA M NOKYMEHTHI TI0 NpOBENCHHBIM HCIBITAaHMSAM (B TOM 4YHCIE
AHATATHYECKHE ONepaIIHOHHbIE JTUCTEI U (MIIH) TabOopaTOpHBIE Ky pPHAIIBI);

AHAJTUTHYECKHE OTYETHI U (M) JOKYMEHTHI, IOATBEPXKAAX0IIHEe Ka4eCTBO;

pe3yIbTaThl MOHUTOPHHI'A IIPOM3BOJICTBEHHOM CPE/IBI, T1I€ TpebyeTcs;

TIIPOTOKOJIBI BAJIMALHN METOJMK UCIIBITAHUH, TI€ IPHMEHIMO;

IpoLEeNyps] M IIPOTOKONbl KamMOpOBKM MPHOOPOB M TEXHHYECKOIO
obcyxuBaHus 000py JOBaHMU.
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211. (6.8) JIrobast mOKyMeHTaIus [0 KOHTPOJKO Ka4yecTBa, OTHOCSINAACH K
3allUCSM IO IPOHM3BOJACTBY CEpU NPOIYKIUH, NODKHA XPAaHUTHCS B TEYEHHE
OJTHOT'O roJia IIOCJIE UCTEYEHHUSI CPOKa TOAHOCTH CEPHH M B TEUEHHE HE MEHEE IIATH
JeT I0Clle OLIEHKM COOTBETCTBUS CEPHM YHOJHOMOYEHHBIM JIMIIOM B
YCTaHOBJIEHHOM NOpsiAKe (MOATYHKT «B» IIyHKTa 28 HacTosux [Tpasmn).

212. (6.9) [na HexOTOpPEIX BHIOB MJaHHBEIX (HAPUMeEp, PE3YJIBTATOB
aQHATUTHYECKUX  HCIBITaHUM, BBIXOAAa TOTOBOM IPONYKIUH, NapaMeTpPOB
IPOM3BOACTBEHHON Cpenpl) peKOMEHAYeTCs XpaHWTh 3alliCM B  BHJE,
IIO3BOJIAIOIIEM OLICHUBATh TEHIECHIIMH U3MEHEHHS [TapaMeTpOB.

213. (6.10) B nononsenne x uHGOpMaUuH, SBILTIOMIEHCS JACTBIO AOChE HA
CEpHUIO, JOJDKHBI COXPaHATHCS U OBITH JIEFKOJOCTYIIHBIMH ApYyTHe HCXOIHBIE
JaHHEIE, TaKue KaK JIa0opaTOpHEIE XypHAIBI U (MJIN) 3aIHCH.

OT16op npobd

214. (6.11) IlpousBogwrens IOJDKEH OCYIIECTBIATH OTOOpD mpo® B
COOTBETCTBHH C YTBEP)XXIEHHBIMHU IPOLETypaMH, KOTOPBIE OIIPEIEISIOT:

cnocob oTbopa npobsr;

UCTIONb3yeMoe 000pyI0BaHUE;

KOJMYECTBO 00pasia, KOTopoe JOJDKHO OBITh 0TOOPaHo;

npouemyphl IO pasieNeHuio oToOpaHHOro ofpasua Ha dacTd (mpH
HE00X0IUMOCTH);

THII ¥ COCTOSIHME Taphl, HCIIOJIB3yeMOit 1 0TOopa IpoOEL;

MIEHTH(PHKAIMIO Taphl ¢ OTOOPAHHEIME IPOOAaMH M Tapkl, U3 KOTOPOH OBLIH
oTo0OpaHsl IpoOEI;

mobBle  0COGBle Mephl  PEJOCTOPOXXHOCTH, KOTOpBIE HEOoOXOAUMO
co0II01aTh, 0COOEHHO IpH 0TOOpe 00pa3LOB CTEPHUIIBHBIX M BPETHBIX BEIIECTB,;

YCIIOBHSI XpaHEHUS;

IIpOIEyPHI 10 OYMCTKE ¥ XPaHEHHIO 000pyXOBaHHA Al 0T6opa mpoo.

215. (6.12) OtobOpaHHble KOHTPONIBHBIE OOpasiel IOJDKHBI NPEACTaBILATH
coboil IpeNCTaBUTENBHYIO BBIOOPKY CEPHH HCXOIHOTO CBHIPbs, YNaKOBOYHBIX
MaTepHaloB MIM TOTOBOM NpoaykKuud. MoryT OBIT Takke OTOOpaHEI
IONOJHUTENbHEIE 06Pa3Libl A1 MOHUTOPUHTA HauboJiee BaXKHBIX 9TAIOB IIpolecca
(HampuMep, ero Havaia WM OKOHJIaHHA).

216. (6.13) Ha aTuxeTke Taphl ¢ OTOOGPaHHBIMH 00Opa3laMé IOJDKHBI OBITH
yKa3aHEBI €e COJepKUMOe, HOMEp cepuH, 1ata oTbopa npob, a Takxe 0003HaUYCHHE
YIIAKOBKH, U3 KOTOPO# 3TU MPoOkI OBIIM 0TOOPaHEL.

217. (6.14) HononHutensHble TpeOOBaHUS B OTHOIUCHHM KOHTPOJIBHBIX U
apXWMBHEIX 06pa3uoB npuseneHs! B [Ipunoxenun Ne 18 k nacrosmuM [Ipasuiam.

IIpoBeaenue HeNbITAHMIA
218. (6.15) MeToavKy KOHTpOJISE KadeCTBA JOIDKHBI OBITH BalMAMPOBAHBL.
Bce HCHBITaHMS, NpUBENEHHBIE B PETMCTPALMOHHOM JOCBE, IHOIDKHBI OBITH
IIPOBENEHBI B COOTBETCTBHH C YTBEPKICHHBIMU METOIMKaMH.
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219. (6.16) IlomydyeHHBle peE3yJNbTATHl WCHBITAHUH JOIDKHBEI  OBITH
JOKYMEHTAJIBFHO OQOPMIICHEI ¥ MPOBEPEHEI IS TapaHTHH MX COOTBETCTBHUS APYT
apyry. Bce pacdeTs JODKHBI TIATENBHO IPOBEPATHCA.

220. (6.17) IIpoBomuMmble HCIBITAHHUSA JOJDKHBI PETHCTPUPOBATBHCA C
yKa3aHHEM B JOKYMEHTaX, B TOM YUCJIE CIEAYIOIIUX JaHHBIX:

a) (a) HaMMEeHOBaHHE MCXOJHOTO CHIPhS, YIIAKOBOYHBIX MaTepHallOB HIH
TIPOLYKIIMH ¥ TIPY HEOOXOAMMOCTH JIEKaPCTBEHHOH (POPMBI;

6) (b) HOMep cepuM, MPUCBOSHHBIA IpH NpHEMKe, H, ITI€ NPHUMEHHMO,
HOMEp CepHH IPOM3BOMMTENs, a TaKKe HAUMCHOBAHME MPOM3BOMMTENS W (WIH)
MIOCTaBIIIHKA;

B) (C) CChUIKA Ha COOTBETCTBYIOIIME CHENU(HUKALMM M IPONETyphI
WCTIBITaHHIA;

r) (d) pe3y/bTaTsl UCIBITAHUI, B TOM 9UCIIE HAOIIFOJCHNUS, BEIMUCIICHNS, U
CCHUIKH Ha BCE JOKYMEHTBI, CollepyKalllie pe3yIbTaThl NPOBEICHHBIX aHAIN30B;

1) (e) maTel MpoBENEHUs UCIIBITAHHUIA;

e) (f) bamMunuy U MHUIMAIIE] JIMII, IPOBOJVBIINX MCIIBLITAHHE,

%) (g) pamwiuy ¥ MHUIMATIEL JIMII, IPOBEPUBIIHX IPOBENCHNE HCIIBITAaHUH
¥ pe3yJIbTaThl BEIYKCIICHHUM, Ile IPUMEHHMO;

3) (h) omHO3HAYHOE 3aKIIOYEHHE O BBIA4e Pa3spEIlCHUsS HIH OTKIOHCHUN
nmponyKuuu (WM [pyroe pelleHHe O CTaryce IpOAYKIWH), JaTa M IOAINCH
OTBETCTBEHHOT'O JIMLIA.

221. (6.18) Bce omepanuu HO KOHTPOJIIO B IIponecce TMPOM3BOACTEA,
BKTIOYAs Te, KOTOple  BHIOJHSIOTCS B HPOM3BOACTBEHHOM — 30HE
TIPOM3BOJICTBEHHBIM IIEPCOHANIOM, HEOOXOAMMO OCYIIECTBIATE B COOTBETCTBHN C
METOAMKAMH, YTBEPXKICHHBIMH IOJpa3fie]ieHHeM KOHTpOJs KaiecTsa, a HX
pe3yJIBTaThl JOIDKHBI OBITH OQOPMIICHBI IOKYMEHTAJIBHO.

222. (6.19) OcoGoe BHHMaHHE HEOOXOZMMO yIENATh KaueCTBY
N1aGOpaTOPHBIX PEAKTHBOB, MEpHOW nabopaTOpHOH MOCYABI H THTPOBAHHBIX
PacTBOPOB, CTAHIAPTHHIX O0pasloB M IHUTATENbHBEIX CPE. VX npuroToBIEHHE U
IOJrOTOBKA JOJDKHBI COOTBETCTBOBATH TPEOOBAHUAM Y TBEPIKICHHBIX HUHCTPYKIIHH.

223. (6.20) JlaGoparopHble pacTBOPHI PEAaKTHBOB JOJDKHBL MMETH
MapKUpPOBKY C yKa3aHHeM JaThl NPUTOTOBIEHHS U C IOAIMCAMU HCIIOJTHUTETEH.
Ha >THKeTKe NOJKeH OBITh yKa3aH CPOK TOJHOCTH HECTaOMIBHBIX PEaKTHBOB H
MUATATeNBHBIX Cpell U CllenU(uYecKre yCIOBUA UX XpaHCHHA. JIns TUTPOBaHHBIX
pacTBOPOB HEOOXONMMO YKa3bIBaTh [ATy IIOCIIEJHEro YCTaHOBICHWI THIpA %4
COOTBETCTBYIOIIMH NIOIPABOYHBIH KOIQGUIHEHT.

224. (6.21) TIpu HeoOXOOMMOCTH Ha Tape ClelyeT yKasblBaTh MaTy
TONTy4eHHs] KaXIOro BEINECTBA, UCMOIB3YyeMOro JUId IMPOBENCHHA HCIIBITaHUH
(HampuMep, peaKTHBOB M CTaH[IAPTHBIX 06pa3ioB), C COOTBETCTBYIOIUMH
HHCTPYKIMSMH II0 €T0 HCIOJB30BAaHMIO M XpaHEHHUIO. B HEKOTOpBIX CIIydasx
focie IONYYeHWs WM [epel HCIONB30BAaHHEM PEaKTHBa MOXET BOSHHUKHYTH
HeOOXOIMMOCTh MPOBEIEHNS €ro UCIbITaHUs Ha MICHTHIHOCTL (wnu) gpyroro
HCITBITAHUSA.

225. (6.22) JKuBOTHBIE, HCIONb3yeMble IS KOHTPONS KOMIIOHEHTOB,
JICXOJTHOTO CHIPSI MM HPOIYKLHH, JAO/DKHEI IPH HEOOXOMMMOCTH MOMEINATHCA B
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KapaHTHH Iepe]] HadyaloM paboThl ¢ HUMH. YXOX 32 XMBOTHBIMU U HX KOHTPOJb
JOMKHBEL OBITP OpraHM30BaHbl TakAM o0Opa3oM, dYTOOBI oOOecreyuTh UX
IIPUTOJHOCTh I KCIONB30BAaHUS IO HasHa4yeHMIO. JKUBOTHBIE NOIDKHEI OBITH

MapKHpOBaHBI, a JaHHBIE O IpelIIecTByIolleld paboTe C HUMHU JIOJDKHBI OBITh
0(OpMIIEHB! JOKYMEHTAIBHO.

IIporpamma nocienyiouiero u3y4eHusi cTa0OHJILHOCTH

226. (6.23) Ilocne Bhimycka B oOpamjeHHe HEOOXOOMMO IIPOBOIMTEH
MOHHUTOPHHI' CTa0WJIBHOCTH JIEKapCTBEHHOIO IIpenapaTa B COOTBETCTBHH C
IpOrpaMMOM, KOTOpas IIO3BOJMT BBIABUTH Kakue-mubo mpoOieMbl  CO
CTaGMIBEHOCTEIO JIEKAPCTBEHHOIO IIpenapara JaHHOTO COCTaBa B NOTPEOMTENBCKOM
yIaKoBKe (HampHMep, M3MEHEHHs COIEepXKaHWS IpHuMeced WM NpoQuUis
PacTBOPEHUs).

227. (6.24) 1lenbio mMpOrpaMMbl MOCIEYIOIIEro H3y4YeHHs CTaOMIBHOCTH
ABJISETCS MOHMTOPHHT JIEKapCTBEHHOIO I[Ipelapara B TeYeHHWE BCEro Cpoka
TFOJHOCTH U OIIpefielIeHHe TOro, YTO OH COOTBETCTBYET CBOEH CrienuduKayy npy
COOJIIOZIEHUH YCIIOBHIA XpaHEHNUS, YKa3aHHBIX B MAPKUPOBKE.

228. (6.25) BrimeykasaHHble TPeGOBaHHA OTHOCATCS, [TIABHBIM 00pasoM, K
TOTOBBIM JIEKADCTBEHHBIM IperapaTaM B IIOTPeOMTENBCKOM YIIAaKOBKE, HO
HEOOXOAMMO TakKe BKJIIOYHATH B IPOrpaMMmy ITOCJHENYIOIIEro H3y4CeHHS
crabuipHOCTH  Hepac(acoBaHHYI0  OpOAyKnuio. B~ 9acTHOCTH, — €ClH
Hepac(acOBAHHYIO MPOIYKIHIO XPAHAT MUIMTENEHOE BPEMs N0 YIIAKOBKH H (M)
Iepeqayd ¢ MPOM3BOACTBEHHOIO y4YacTKa Ha Y9YacTOK YMAKOBKH, HEOOXOAUMO
W3yYATh M ONEHHTh BIHMSHAE OJTOr0 (akTopa Ha CTaGHIBHOCTH TOTOBOH
IPOJYKIMHK TIPH COOTBETCTBYIOIIMX [apaMeTpaX OKpYXKarowlel cpe/ibl. YKa3aHHOe
Tpe6OBaHHe INPUMEHSETCS Talkke K HPOMEXYTOYHOH MPOAYKIMH, KOTOpad
XpaHHTCS M MCIIONB3yeTcs B TedeHHe JIMTeNbHOro mepuofa. Kccienosanue
cTabHIBHOCTH JIEKAPCTBEHHOTO Nperapara, KOTOPhIA TOTOBUTCSA HEIIOCPEICTBEHHO
nepesi NPUMEHEHWEM, MPOBOMAT INpH pa3paboTKe JeKapCTBEHHOIO Mpernapara.
BxiodeHne TakuX JIEKapCTBEHHBIX IIPENapaTroB B MpOrpaMMy IIOCIEXYIOILETo
u3ydeHuss cTaOwipHOcTH He Tpebyercd. OnHako, €CIH NPUMEHHMO, MOXKET
IIPOBOAMTECS MOCIENYIONIee H3yYeHHe CTaOUIIbHOCTH TaKOro Ipenapara.

229. (6.26) TTporpamMma IOCIEYIOEro M3y4eHus. CTa0MIBHOCTH JIOIDKHA
6eITE  OhOpMiIeHa JOKYMEHTAIbHO B  COOTBETCTBHH C TpeOOBaHUAMH,
yCTAaHOBIEHHBIME IyHKTaMu 92-134 macrosuux [IpaBuil, a pesyJbTaThl paboThI
opopmiensl B Buie ordera. O6opynoBaHHe, HCHONB3yeMOE UL H3ydCHMA
cTabwipHOCTH (B YACTHOCTH, KIMMAaTHYECKME KaMepsl), JOJDKHO OBITH
KBAIA(QUIMPOBAHO M JODKHO OOCIY)XHUBaThCs B COOTBETCTBUH C TpeOOBaHUAMH,
yCTaHOBNEHHBIMH MyHKTamu 46-91 Hactosmux Ilpasun u IIpuioxenueM Ne 15 x
HactosaumM [IpaBuiam.

230. (6.27) Otyer o pabore 1o IporpamMMe MOCIEIYIOIIEro H3ydCHU
CTaGMIBPHOCTH MOJDKEH BKIIOYaTh B ceOs Bech IEPHOA IO HCTEUCHHMs CpOKa
TOJHOCTH IPOLYKUHH 1 COACPXKATh, B YaCTHOCTH, CISAYIOLIME NaHHbIC:

HoMep(a) cepun(ii) IUI Pa3IMYHBIX JO3UPOBOK ¥ Pa3sHBIX PasMEpOB cepui,
rie MPUMEHNMO;
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JaHHBIC o (1)H3I/I‘-IGCKI/IX, XUMHUYCCKUX, MPIKpO6I/IOJIOI'I/I‘ICCKI/IX Hu
OHOJIOrHYeCKUX METOoJax PICHBITaHPIﬁ;

KpUTEPUH IIPUEMIIEMOCTH;

CCBUIKHA Ha METOABI UCTIBITAHHH;

OIHCaHHUE BUA YIIAKOBKH;

TIEPUOUYHOCTD UCIIHITAHUM (TOYKH KOHTPOJIS BO BpEMEHH);

ONUCaHue yCIIOBHH XpaHEeHUs (HeobxoaumMo HCITIONB30BAaTh
CTaHJapTH3MPOBAaHHEIE B HOPMATHBHBIX IPaBOBBIX akTax Poccuiickoit Menepanuu
YCIIOBHSA ISl JUTUTENHEHOTO UCIIBITAHUS CTaOMIBHOCTH, COOTBETCTBYIOIME NaHHBIM
PETUCTPALIHOHHOTO I0ChE);

Ipyrue HeoOXOOMMble IIOKa3aTelH, cHenuduyeckde U1 JTaHHOIO
JIEKapCTBEHHOTO IIpenapara.

231. (6.28) Otuer o pabore mO mHporpaMMe MOCHEIYIONIEro H3YICHUS
CTaOMJIBHOCTM MOXET OTIHYAThCH OT OT4YeTa O IEPBOHAYAIBHOM MJIATEIIHHOM
MCIIBITAHUM CTAaOMJILHOCTH, IMPEICTABIEHHOIO B DPETHMCTPAIlMOHHOM JOCHE, IIPH
YCIIOBHM 0GOCHOBAHHS M JOKyMEHTAIBHOrO ohOpMIEHHS B OTYeTe (B TOM YHCIIE
OT/IMYHSA B IIEPUOMYHOCTH UCTIBITAHHH).

232. (6.29) Uumcno cepuii ¥ INEPHOAMYHOCTH MCIBITAHHH JIO/DKHEI
0BecreunBaTh JOCTATOYHEIM 06BeM JaHHBIX JUIA IPOBEACHMS aHaM3a TCHICHIMH
W3MeHeHWs. B I@porpaMMy IOCIEAYIOIIETO HM3yYeHHUS €XErOJHO MOJDKHA
BKJTIOYATHCS, KaK MMHHMYyM, OJHA Cepusi IPOM3BEIACHHOIO JIEKAPCTBEHHOI'O
mpenapara B KaxJIOH [O3MPOBKE M B KaXIOM BHIC NEPBUYHON YIIaKOBKH.
VCKIIOUYeHreM SBIAIOTCS Cydad, KOorja B TEYCHHE IOfa HE MPOU3BEACHO HU
ONHOW CepHd JAHHOTO JIEKApCTBEHHOro INpelnapaTa, €CIM HHOE HE Oynet
060CcHOBaHO mpou3BoguTeneM. [ JeKapCTBEHHBIX INPENaparos, MOCICAYIONEe
y3ydeHHe CTaGMIBHOCTH KOTOPBIX TpeOyeT MCIONB30BaHMS JXHBOTHBIX M HE
CYLIECTBYyeT albTEPHATUBHBIX BAIMAMPOBAHHBIX METOIUK, IEPHOANTHOCTD
KOHTpOJIi MOXeT ObITh yCTAHOBIEHA Ha OCHOBAHWM OLICHKH PHCKOB. Moryt
MCTIONB30BAaTECA paMOYHble WM MaTpH4Hble CTPYKTYpPBI NMpX AOKYMEHTAILHOM
oQOpMJIEHHH, €CIH HX MPUTOJHOCTE COOTBETCTBYIOMIHM o6pa3oM Hay4HO
000CHOBaHa.

233. (6.30) B HekoTOpBIX CiTy4asx B MOCNEAYIOIEe U3y ICHUES cTaOMIBHOCTH
JOMKHEI BKJTIOYATHCS JONONHHUTENbHEIE Cepud. B 9acTHOCTH, IOCICHYIOIee
u3yueHde CTabMIPHOCTH HEOOXOAMMO MPOBOMUTH IIOCTIE JI060ro0 3HAYMTENHHOTO
H3MEHEHUS WM 3HAYMTENHFHOIO OTKIOHEHMs B Mpoliecce MPOU3BOACTBA HIIHA
YIaKOBKH. DTO e OTHOCHTCS M K JIOOBIM OMEpalysM II0 IIOBTOpHO# 00paboTKe,
nepepaboTKe MM PereHepamnuy.

234. (6.31) Pe3ynbrarhl IIOCIEAYIOMIEr0 U3YICHUA CTaOMIIBHOCTU HOJIKHBI
OBITH JOCTYITHEI OTBETCTBEHHOMY [I€PCOHATY U 0COGEHHO YIIOTHOMOYEHHOMY(BIM)
many (munam). Ecnu mocnenyromiee H3y4eHHe cTaOUIIBHOCTH OCYILECTBIIAETCS HE
Ha MeCTe IPOM3BOJICTBA HepachaCOBAHHON HIH TOTOBOM IPOAYKLMH, TO MEXIY
yYaCTBYIOIIMMHA CTOPOHAMM  JTIOJDKHO  OBITE 0GOpMIIEHO ~COOTBETCTBYIOILIEE
corlaleHye. Pe3ynbTaThl NOCIEAYIOLIEro H3Y4eHI] CTaOMIBHOCTH  JOJDKHEI
HAXOMUTHCS HA MecTe IIPOM3BOACTBA IS IIPENCTABICHHS YIIOJTHOMOYCHHOMY
hemepaTbHOMY OpraHy HCTIONHUTEIBHOMN BIACTH.
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235. (6.32) IlpomsBomutenb NOJDKEH aHAIM3UPOBATH CilydaW BBIXOJA 3a
npenensl coendUKanvi M CyHIeCTBEHHbIE HETHIMHYHBIE TeHaeHuuu. JIroGoi
IOATBEPXKACHHBIA BBIXOA 3a Ipelensl crerubUKalul WIH CYLIIECTBEHHbIE
HEraTUBHBIE TEHICHLMH JOJDKHBI JOBOIUTHECS N0 CBEACHUSA YIOJHOMOYEHHOIO
denepanbHOrO OpraHa  HCIOJHHUTENIRHOM  BIACTH. B COOTBETCTBHH C
TpeOOBaHHUSMH, YCTAHOBJIEHHBIMH IIyHKTaMH 256-272 Hactosmux I[IpaBun, a
TaKXKe€ I@pPU KOHCYJIbTAlMM C YIIOJHOMOYEHHBIM (elepalbHbBIM  OpraHoOM
UCIIOJIHUTEIBHOM BJIACTH CIIEyeT pPacCMOTPETh BO3MOXHBIE [EHCTBHA B
OTHOIIICHUH CEpUH, HaXOAIIUXCA Ha PhIHKE.

236. (6.33) 3akmoueHHS O H3YyYEHUIO CTAOMJIBHOCTHM, B TOM YHCIE
IIPOMEXYTOYHBIE BBIBOIBI, IODKHEI OQOPMIATECS NOKYMEHTaIbHO. [laHHBIE 1O
CTaOMIIBHOCTH CJIEYeT IOABEPraTh MEPHOAUIECKOMY 0030py.

AESATEJBHOCTD, IEPEJABAEMASI 1JI5s1 BBIIIOJIHEHUSA
JIPYT'OM OPTAHU3AIINMNA (AYTCOPCHHT') (I''TABA 7)

Mpunpun

237. JIrobast OeATENbHOCTh, Ha KOTOPYIO PacCIpOCTPAHSIOTCS HACTOSAIIHUE
ITpaBmia ¥ KOTOpas mepefiaHa APYrod (CTOpOHHEW) OpraHH3alluHd (nepenana Ha
ayTCOPCHHI), HaJeXaluM o00pa3oM ONpeeNsercs, COIJIaCOBBIBACTCA U
KOHTpONMpYeTcs BO M3bexanue pasHOYTEHHH, CIOCOOHBIX MPUBECTH K
HEYJOBJIETBOPUTEIbHOMY KadeCTBY MPOIYKIMH MK BBIMOTHICMBIX pabor.
JIoroBop MeXIy 3aKa34MKOM H HCIOIHUTENEM 3aKIIIOYaeTCs C yKasaHHeM HeTKO
OIIpe/IENIEHHBIX 00sI3aHHOCTEN KaXI0M M3 CTOPOH U NPENyCMaTpuBacT IOPAJOK
JNeHCTBUI U OTBETCTBEHHOCTH YIIOJHOMOYEHHOIO JIMIIa 32 BbIa4Yy paspenieHns Ha
BBIITYCK KQXXI0M CEpHH IIPOTYKIIUH.

238. Tpe6oBanusi, yCTRHOBJICHHBIE ITyHKTaMK 237-255 HacTOAMMX IIpasun,
He OTMEHSIOT COOTBETCTBYIOIIMX  OOS3aHHOCTEH  IIPOM3BOAMTENCH IO
hOPMHUPOBAHHIO PErMCTPALIOHHOIO JOChe U HEOOXOMUMOCTH HAJMIHS JIMICH3NH
HA [POM3BOACTBO JIEKAPCTBEHHBIX cpeacts. OHH HE  yCTaHABIUBAKOT
OTBETCTBEHHOCTh HCIIONHMTENS M 3aKasddKka Iiepefl NOTpeOureneM, KOTopas
olIpe/ieNieHa MHBIMM HOPMATHBHBIMH [PABOBBIMH akTamu Poccuiickol Denepanyi.

OO6mne TpeGOBaHUSA H PeKOMEHAAIHH

239. (7.1) B nmoroBop, IO KOTOpPOMY OCYINECTBIICTCA IIepejatda
IeATEeNbHOCTM Ha AyTCOPCHHI, PEKOMEHAYeTCs BKIOYAaTh yKasaHUd Ha
MPOMYKIMIO, paGoTEl WIM YCITyTrH, OCYLIECTBICHHE KOTOPBIX IEpeAiacTcs Ha
ayTCOPCHHT, & TAaK)e BCE CBA3aHHBIE C TAaKOH IEATENBHOCTBIO TEXHMICCKHME U
HHBIE COIJIAIIIeHHs K JOTOBODY.

240. (7.2) dorosop, Mo KOTOPOMY OCYIIECTBISETCS Mepeada NesTebHOCTH
Ha ayTCOPCHHT, a TaKXe BCce IPEIOKCHHbIE U3MECHEHU TEXHUYECKUX MM HHBIX
COrALIEHMH  JOMKHBI  COOTBETCTBOBAaTh  3aKOHOZATENBCTBY — Poccuiicko
denepanyy ¥ PETUCTPALIMOHHOMY JOChE HA COOTBETCTBYIOLIYIO IPOIYKIHIO.
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241. (7.3) Ecnu ropuauueckoe JHIO, HAa MM KOTOPOrO BBIAHO
PETHCTPAlIMOHHOE YIOCTOBEpEHHE, M IPOM3BOAMTENL HE SABJIOTCS OIHOU
OpraHm3anyeif, To MeXIy HUMH IOJDKHBI OBITh 3aKIIIOYEHBEI COOTBETCTBYIOIIUE
COTNIAlIEHMs C Y4YETOM IIOJIOKEHMM, YCTaHOBJICHHBIX MHyHKTamu 237-255
HacTosmumx [IpaBui.

3aKa3zyuk

242. (7.4) OapmaneBTHUECKas CHCTEMa KayeCcTBa 3aKa3dyhka JOJDKHA
BKJIIOYATh B ce0si KOHTPONIb M IIPOBEPKY JIF00OH IesTeNBHOCTH, MepeAaHHOH Ha
ayTCOPCHHI. 3aKa34WK TrapaHTHpyeT IPOBEIEHHE KOHTPOJI JEATENbHOCTH,
nepeqaHHOM Ha ayTCOPCHHI. OTOT KOHTPOJb [OJDKSH BKIIOYAaTh [PUHIIAIIBL
YIIpaBJIEHUS PUCKAMHU JJI Ka4eCTBA ¥ YUMTHIBATD HIDKETIPUBEICHHbIC MOTOXKCHHUS.

243. (7.5) Jlo mepenaum IeATENBHOCTH Ha ayTCOPCHHI 3aKa3iHK JOJDKCH
yOeIUTECA B MIPABOCIIOCOOHOCTH MCIIONHHUTENS (B TOM YHCIIe B HANMIHH Yy HEro
HeoOXOMMMON B COOTBETCTBHH C 3akoHozarenscTBoM Poccmiickoit ®enepaiu
JNULEH3MH), B €r0 KOMIETEHTHOCTH M HAJIMYMU Yy HETO BO3MOXHOCTH BBINOJHHUTE
06s3aTeNbCTBA IO JOTOBOPY HaIIexammM o0pasoM B COOTBETCTBHH C
TpeGoBaHusIMH HacTOSIMX [IpaBmi. PexoMeHIyeTCs Takke BKIIOYATh B OTOBOP
TOJTOKeHHs, 0GeCIe HBAIOLITE BEITOTHEHNE TpeOoBaHuH HacToAMuX [IpaBuL.

244. (7.6) 3aka3uuKk OODKEH MPEeJOCTaBUTh HCIOIHHUTEIO  BCIO
MHGOPMAIIMIO M CBENEHHs, HEOOXOAMMBIC Ui HA[UIEXaMero HCIIOTHEHH
IPefyCMOTPEHHEIX ~ JOrOBOPOM  00s3aTelbCcTB B  COOTBETCTBHHM  C
3aKoHOIaTenbcTBOM Poccuiickoit ®enepand 4 pErHCTPAAOHHBIM - IOCHE.
3aKa34uK JODKEH rapaHTHPOBaTh, YTO MCIIONHHUTEI IOJTHOCTBIO OCBEAOMICH 060
Bcex ()aKTopax, CBA3AHHBIX C IPOMYKIMEH HIH JEATEIBHOCTRIO, nepeJaBaeMon Ha
ayTCOPCHHT, KOTOpBIE MOTYT IpPEACTaBIATh ONAaCHOCTH AJA €To IIOMEILECHUH,
06Oy IOBaHHS, TIEPCOHAIA, HCXOTHOTO CHIPbS HIIA IPYTOM MPOY KIUH.

245. (7.7) 3aka3uMK JOIDKEH KOHTPOJIMPOBAaTh M IPOBEPATDH JEHACTBUA
UCIONHATENA, 4 TAKKe BHEJPEHHE HCIONHUTENEM J0O0ro HE00X0TUMOTO0
yIIydOIeHUs.

246. (7.8) 3akasuuk SBIIeTCS OTBETCTBCHHBIM 32 MPOBEPKY M OLCHKY
3amucedl M pe3yJbTaToB, CBA3AHHBIX C JEATENbHOCTHIO, nepeJjasHoi Ha
AyTCOPCHHT. 3aKa34yK NOJDKEH yOemMThCsS CaMOCTOATENBHO WM Ha OCHOBAHWH
MOATBEPXKICHUS YIOIHOMOYEHHOrO JIMla HCHOJHHUTEN, YTO BCA MPOIMYKIMA H
MaTepuaibl, TOCTABIEHHBIE €My HCIOIHHTENEM, OBLIH IPOU3BEICHHI B
COOTBETCTBHH ¢ HacTosmuMu [IpaBunaMu ¥ perucTpalliOHHBIM JOCHE.

HcnojaHuTEb
247. (7.9) Vcnonuurens HODKEH HMETh HeoOXOoOUMBbIEe 3HAHUS, OIBIT U
KOMIIETEHTHBIH  HepcoHal, a TakKe pacrmonaraTb — COOTBETCTBYIOIIMMH

HOMEIIEeHUIMH, 000pYA0BaHMeM ISl HAIexamero HCIoIHeH 0053aTeNBCTB 110
JIOTOBODY.
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248. (7.10) HcnonHuTenb [OOJDKEH  YAOCTOBEPHTHCSA, YTO  BCA
IIpeIOCTaBIEHHAS eMY IIPOIYKIIHS, UCXOIHOE ChIPbE, YIIAKOBOYHBIE MaT€pHaNbl U
CBeJIEHUS MPUTOHBI IS HCIIOIB30BaHUSA 110 HA3HAYEHHIO.

249. (7.11) UcnionauTens He JOJDKEH MepeaBaTh TPETheH CTOpoHe paboThl
WIM yCIyIW, TMOpPYyYEHHBIE €My IO JOroBopy, 0e3 IpeIBapHTeIBHOrO
PacCMOTPEHHS ¥ COINIacoBaHUA C 3aKa3yukoM. IIpu 3aKirOYeHHH COTrJIallICHHUS
MEXy HCIIONHUTENEM M TPEThedl CTOPOHOM IO/DKHA OBITh obecrieyeHa rapaHTHs
TOoro, 4to MHQOpMAIMA, BKIIOYas CBeAeHHs 00 OLEHKE COOTBETCTBHS TpeTheH
CTOPOHBI, IPEIOCTABISETCA TaKUM e 00pa3soM, Kak MeXIy IepBOHaYabHBIMH
3aKa3YMKOM M HCIIOJTHUTEIEM.

250. (7.12) UcnonHuTenb He JOIDKEH IPOM3BOJUTE HECAaHKIIMOHHPOBAHHBIC
U3MEHEHHs, BBIXOAJINHME 3a paMKd JOroBopa, ITOCKOJNBKY 3TO MOXET
He6IaronpHUsATHO MOBJIHMATH Ha Ka4eCTBO paboT, IPOBOJUMBIX AJIA 3aKa3quKa.

251. (7.13) HcnonHuTens JOMKEH IOHMMATh, YTO paboThl, MepenaBaeMble
Ha ayTCOPCHHT, BKJIOYas IIPOBEJCHME aHalu3a IO JOroBOpY, IHPOBEPSIOTCA
YIIOJTHOMOYEHHBIMY (elepabHBIME OpraHaMH HCIIONHUTEIPHO! BIACTH.

Horosop

252. (7.14) Mexny 3aKa3dMKOM H HMCIIOJHHUTEIEM HOJDKCH OBITH 3aKIIFOYEH
JIOTOBOP, B KOTOPOM PEKOMEHIYETCs ONpPe/eNIMTh MX B3aWMHBIC 00s13aTeNbCTBa U
TIpoLeAyphI lepeiadd HHGOPMAIIiH, CBS3aHHbIE C JESTEBHOCTEIO, nepegaBaeMon
Ha ayTcopcHHr. TexHuYecKre acleKThl A0roBopa JODKHBI COCTABIATECS JIUIaMHy,
AMEIOIIAMH  COOTBETCTBYIOIME 3HAHHA, CBA3aHHBIE C  JCATEIBHOCTHIO,
repefiaBaeMoii Ha ayTCOPCHHI, M HacTOSIIMMM IpaBunamu. CorjlacOBaHHEIE
CTOPOHAMHM yCNIOBHs IOTOBOpAa M BCE CBS3aHHBIE C JOrOBOPOM TEXHHIECKHE H
MHBIE CODJIAIIeHMs, IOJDKHBI COOTBETCTBOBATH 3aKOHOJATENIECTBY Poccuiickoit
deepaniiil ¥ perHCTPAIMOHHOMY JIOCBE.

253. (7.15) B poroBope peKOMEHAyeTCs YKa3plBaTb, Kakai W3 CTOpOH
oTBeuaeT 3a KaXKIbli OSTalm JeATeNbHOCTH, IIepefaBaeMoi Ha ayTCOPCHHI
(HampuMep, yIpaBleHHe 3HAaHUIMH, NEpPeHOC TEXHOJOIHH, obecrieyenye LENH
[TOCTABOK, 3aKITIOYEHHE [O0roBOpa C TPEThEH CTOPOHOH, 3aKyIIKy MCXOIHOTO
CHIDBS, MArTepualoB M HX Ka4ecTBO, INPOBENCHUC WUCOBITAHUHA ¥ BBIIAYY
pa3spelleHds Ha HMCIIONb30BaHME MCXOIHOTO ChIpbs M YIIAKOBOYHBIX MaTepHaloBs,
TIpOBe/ieHre IIPOM3BOJICTBA U KOHTPOIIA KauecTBa (BKJIFOUast KOHTPOJIb B IIpOIECCce
IPOM3BOJICTBA, 0TOOp 06pas3IloB U UX aHaJIH3).

254. (7.16) Bce 3amucu, CBs3aHHBIE C IEATEIBHOCTERIO, nepenaBaeMoi Ha
ayTCOPCHHI, HalpuUMep, 3allMCH NpPOM3BOACTBA, aHAIM3a M peanu3alyu
NPOAYKIMHK, & TAaloKke COOTBETCTBYIOIIME KOHTPOJBHbIC o6pasipl  AOJDKHEL
XPAaHMTBCS y 3aKa3dika, WM 3aKa34uK JOJDKCH MMEeTh K HHM JAOCTYIL JIro6pie
3aIlACH, OTHOCAIIMECS K OlEHKe KauecTBa MPOAYKIMH, B Ciydac NPeAbABICHUA
MpeTeHsui, IpearoNaraeMoro HeCOOTBETCTBHA TpeOOBaHMAM WIH TpH
paccieOBaHUHU B CIIy4ae IPeAIIONI0KEHHUS O danbcupUKanyy TPOLYKIHH JOTDKHEI
GBITH NOCTYIIHBI 3aKa34MKy M TOYHO OIPENENIEHBl B €ro COOTBETCTBYOIIUX

npornenypax.
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255. (7.17) B moroBope peKOMEHAYETCS MPeIyCMAaTPUBATh IIPaBO 3aKa3yHMKa
Ha ayJuT IlepefaBaeMoOil Ha ayTCOPCHUHI JEATENIbHOCTH, KOTOpas BEHIIOIHACTCA
HCIIOJIHUTEJIEM MJIA B3aUMHO COIJIACOBAHHOM TPEThEl CTOPOHOM.

IMMPETEH3UM U OT3bIB IPOAYKIIMHA (I''IABA 8)
IpuHnun

256. Bce mpereHsww H HHQOpPMaLUs, KacarolIHecs MNOTEHIMAIBHO
HeJ0OpOKaYeCTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, TINATENBHO PacCleNyloTCs B
COOTBETCTBHMH C YTBEPXKIEHHBIMHU IpolexypaMu. IIpou3BOIUTENE HMEET CUCTEMY
OpicTpOro U 3(Q¢GEKTHBHOrO OT3hIBAa C PHIHKA IPOAYKIMU C BBIABICHHBIMHM HIIA
MpeaIoiaraeéMpIMI HapyIIeHUsIMH KayecTBa.

Iperen3nn

257. (8.1) IpousBoauTenb NODKEH HA3HAYUTh pabOTHHKA, OTBETCTBEHHOTO
3a PACCMOTpPEHHUE [PETeH3NH U NPUHATHE PEICHIH, UMEIOILEro MPpaBo NPHUBICKATH
HeoOXoIMMBIH nepcoHan. Eciau 3ToT pabOTHHK He SBISETCS YIOTHOMOYCHHBIM
JIMIIOM, TO YIIOJHOMOYEHHOE JHIO HODKHO GBITH IIOCTABJIEHO B M3BECTHOCTH 000
BcexX (aKTax IMpebsBIeHHS IPETEH3HH, paccieoOBaHUH ¥ OT3BIBOB PO KLHH.

258. (8.2) JeiicTBHA MO DAacCMOTPEHMIO NPETEH3MH Ha IOTCHUHMAIBHO
He06pOKaYeCTBEHHBIE JIEKAPCTBEHHBIE CPEJACTBA U IO NMPUHATHIO PCIICHHA 00
OT3bIBE IPOIYKIIMH JOJDKHBI OBIT M3JI0XKEHBI B COOTBETCTBYHOIIUX yTBEPIKICHHBIX
npouenypax.

259. (8.3) JIrobas mpereH3us IO Ka4eCTBY NPOMYKIMH JODKHA OBITH
3aperuCTPUpOBaHa C YKa3saHWEeM MCXOAHBIX NaHHBIX M TIIATENHHO PacCiclOBaHa.
K sroit paGoTe, Kak HpaBHIIO, ClENyeT HPUBJICKATh JIALO, OTBETCTBEHHOC 34
KOHTPOJIb Ka4eCTBa POy KLIHH.

260. (8.4) Ecii oGHapyKeHO WM [003PeBaeTCsl HECOOTBETCTBHE KadeCcTBa
KAKOM-TM60 CepuM TNpOAYKIMM YCTaHOBIEHHBIM TpPeOOBaHHAM, HEo0X0 MO
TIPHHATH PELIEHHE O IPOBEPKe aHATOTHYHBIX CEPHi, 8 TAKKe TeX Cepuii, KOTOpEIE
MOTYT BKJIIOYATh IIPOAYKTHI, IOy YEeHHBIE pu nepepaboTke
He00pOoKa4YeCTBEHHOM CEPHUH.

261. (8.5) Peluenuss ¥ Mepsl, NPHHATHIE IO pe3yibTaTaM pPacCMOTPEHIA
mo6oli IpeTeH3wH, JOJDKHBEI OBIT 3aperHCTPUPOBAaHBI M BKIIOYCHBI B
COOTBETCTBYIOLIEE JA0ChE HA CEPHIO.

262. (8.6) 3ammcu pacCMOTPEHHs IPETeH3UH JOJDKHBI PErysipHO
AHAIM3APOBATECA C LENBIO BBIABICHMA CHELM(UISCKAX M TOBTOPSIOMMXCS
haxTOpoB, KOTOpEIEe TPeOYIOT 0CO60ro BHUMAHHA M MOTYT IPHBECTH K OT3BIBY
IPOXYKIHUH.

263. (8.7) Ocoboe BHHMaHHE HEOOXOMMMO YJEIATH OLEHKE TOTO, ABIACTCA
JTH IPHYUHOM TpeTeH3uy (anbcuduranys Ipoay KM,

264. (8.8) B ciydyae eciud NPOU3BOJMTENE NpPEANPHHUMACT JeHCTBYA,
SBISFOLIMECS CJIEICTBHEM BO3MOXXHBIX OMIMOOK B IPOM3BOICTBE, YXyAMICHHIS
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Ka4yecTBa MPOAYKIIUH, BEISBIEHHS (DaTbCUPUIIMPOBAHHOHN IPOXYKLHHN HIIH JPYTHX
CEepPbe3HBIX MpOOJeM, CBA3aHHBIX C KadyeCTBOM IIPOAYKIMH, MAODKEH OBITh

IpOMH(OPMHPOBAH COOTBETCTBYIOIIMH YIIOJHOMOYEHHBIH ¢elepalbHbId OpraH
UCIIOJIHUTEIILHOM BJIACTH.

OT3bIB NpOAYKIHH

265. (8.9) IlpousBoauTeNb JOJDKEH HA3HAYUTh paOOTHMKA, OTBETCTBEHHOIO
3a CBOEBPEMEHHBIH OT3HIB MPOLYKIHMH C PBIHKA, MMEIOINEro NpaBoO IPUBICKATH
HeoOXOMUMBIA mepcosan. Kak mpaBwio, 3TOT pabOTHHK JOIDKEH OBITH
HE3aBHCHMBIM OT [OJpas[eNecHUl peanu3aluud M MapketuHra. Ecmm aTOT
paGOTHHK He SBISETCS YNOJTHOMOYEHHBIM JIMIOM, TO YIOJIHOMOYEHHOE JIHIO
JTOJDKHO OBITH OCBEIOMIIEHO 000 BeeX (pakTax OT3bIBa MPOLYKLHMH.

266. (8.10) TMopsmok OT36IBa MPOXYKIMH JOMKEH OBITH perIaMeHTHPOBAH
YTBEPXICHHON IIPOLENypOH, KOTOPYIO ClefyeT DeryJiipHO NpOBEpATH U IPH
HeOOXOAUMOCTH IepecMaTpHUBaTh.

267. (8.11) OT3BIB MPOIYKIHUH NODKEH OCYINECTBIATHCA ONCPATHBHO U B
mo6oe BpeMs.

268. (8.12) K OMIIeTeHTHBIE OpraHsl BCeX CTpaH, KyAa Obiia HalpapleHa
TIPOYKIHS, TOJDKHBI OBITH HEMEIEHHO MHOOPMUPOBAHBI O IPHHATHHI PEIICHHS
06 OT3biBe IPOAYKUMM B CBS3M C I[IOJO3PEHHEM WIM OOHApYXeHHEM
HECOOTBETCTBHUS €€ KaueCTBa.

269. (8.13) 3amucu no OTrpy3Ke HOJDKHBI OBITH JOCTYIHBL JIMILY (nunam),
OTBETCTBEHHOMY(BIM) 32 OT3BIB HPONYKUMH, K CONECPKAaTh HOCTATOYHYIO
HHPOPMALHIO 06 OpraHU3aLKAX ONTOBOM TOPTOBJIH JIEKAPCTBEHHEIMHA CPECTBAMU
¥ IPAMBIX 3aKa3umKax (azpeca, HOMepa Tele(pOHOB U (nn) ¢paxcoB B pabouee u B
HepaGodee BpeMms, HOMepa cepHil M OOBEMBI MOCTaBOK), BKJIOYas SKCIOPTHBIE
MIOCTaBKY U IIOCTABKH 00pa3LOB JIEKapCTBEHHBIX CPE/ICTB.

270. (8.14) OrTo3BaHHYI0 NPORYKIHMIO HEOOXOAMMO NPOMapKHpOBaTh H
XpaHUTh OTHENBHO B 0E30macHO 30HE BIUIOTH N0 TPHHATHA PEHICHHT O €€
HanbHEHIIEM HCIOIB30BaHUY MIIM YHAYTOXXECHUU.

271. (8.15) ITocnenoBaTenbHOCTb NEACTBUI NPX OT3BIBE MPOAYKIIMK NODKHA
6biTh OopMIIeHa MOKyMeHTanbHO. OKOHYATeNbHBIH OTYET MOIDKCH COACpXaTb
MaTepHalbHEI GalaHc MEXIy KONMYECTBOM IOCTaBICHHOH H BO3BPALICHHON
IPOLYKLHH.

272. (8.16) DddeKTUBHOCTS MEPONPUATHH MO OT3BIBY IPOAYKIHMH OJDKHA
PETYJISIPHO aHAJIU3UPOBATHCH.

CAMOMHCIIEKIIUS (I'/IABA 9)
pusoun

273. CaMOMHCIIEKIMS IPOBOOWTCS C LENbI0 IPOBEPKHM BBIIOJHCHHA
TIPOU3BOJUTENIEM TpeGoBaHMH HacTOAIWMX [IpaBUI U NPETOKEHHA HEOOXOUMBIX
KOPPEKTHPYIOIMX JEHCTBHUM.
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274 (9.1) Bonpocsl, Kacaromuecs NepcoHala, IOMELIeHHH, 000py 10BaHus,
JOKYMEHTAIMH, TEXHOJOTMYECKOro Mpolecca, KOHTPOJIS KadyecTBa, pealli3aIliu
JIEKapCTBEHHBIX CPEICTB, MEPONpHUATHHA MO paboTe ¢ IMpeTEeH3USIMH, OT3BLIBOB
IPOAYKIIMH, & TaKXe NEATEIBHOCTH IO IPOBENCHHI0 CAMOWHCIEKIUH, JOJKHEI
peryJisipHO aHaJIM3UPOBATbCI B COOTBETCTBHM C 3apaHee YyTBEPXKIEHHOU
IpOrpaMMO#l 110 OIpeAeNleHHOMY TpadHKy IS NPOBEPKH HMX COOTBETCTBHS
IpuHIHIaM ¢apMarleBTHIECKOM CHCTEMBI Ka4eCTBa.

275. (9.2) CamouHCIIEKIHS OJIKHA IPOBOAUTHCS HE3AaBUCHMO H TIIATENHHO
CIIELIMAJIbPHO HAa3HAYeHHBIMU KBaTM(DHUIIMPOBAHHBIMMH JIMI[AMH, COCTOSINUMH B
mrare OpousBouTens. Ilpm HeoOxomuMoCcTH MOXeT OBITH IpOBeleH
HEe3aBUCUMBIN ay IUT NPOU3BOAUTENS IKCIIEPTAMU CTOPOHHHUX OpPraHU3allUi.

276. (9.3) Pe3syinbraTel CaMOHMHCIEKIUH JOKHBEI OBITH O(OPMIIEHBI
OOKyMeHTaibHO. OT4eThl, COCTaBieHHblE [0 pe3yjbTaTaM CaMOMHCIIEKIIHH,
JOJDKHBI BKIIOYAaTh B ce0s BCIO MOIYYEHHYI0O WH(QOpPMAIHIO M HEOOXOIUMEIE
KOPPEKTHPYIOIIMe AeicTBUs (THe MpUMEeHUMO). [leficTBus, MpeApUHIMAaEeMEBIE I10
pe3yJbTaraM IPOBEJEHHBIX CaMOMHCIEKIHH, Takxke cileayeT OQOpMIATH
JOKYMEHTaIBHO.

IV. OCHOBHBIE TPEBOBAHHSA K PAPMAINIEBTHYECKHM
CYBCTAHILIUSAM, UCITIOJIb3YEMbBIM B KAYECTBE
NCXOJHOI'O CBIPBS (MACTD 1)

BBEJIEHME (1)

277. IOpunuyeckue nulla, HAa UMA KOTOPBIX BBIIAHBI PETHCTPALIMOHHBIC
yIIOCTOBEPEHHUS, U IPOU3BOAUTENH AOJDKHBI MCIIOIB30BaTh B KAYECTBE HCXOHOTO
ChIphS TOJNBKO Te (papMarleBTHYeCKHe CyOCTaHIMH, KOTOpBIe IPOM3BEIACHBI C
cobmoeHreM HacTosmux [Ipasun.

Henas (1.1)

278. Hacrtosmas IaBa yCTaHAaBIMBaeT TpeOOBaHMA, Kacaroluecs
HaAJIeXKAILETO IPOU3BOJICTBA dbapmaneBTHYECKHUX cybcranimi c
COOTBETCTBYIOLIEH CHCTEMO# yrnpaBieHus kauecTBoM. OHa TakKe NpeHa3Ha49eHa
I uenei obecrneyeHHs KadecTBa U YMCTOTHI JEHCTBYIOIIMX BEINECTB B
COOTBETCTBHH C MPEIbIBIIIEMBIMUA K HUM TPeOOBaHHSIMHU.

279. B HacTofINe# IaBe TEPMHMH «IIPOM3BOACTBO» BKJIIOYAEeT B cebs BCe
BHIBI omepamuii ¢ GapMaIeBTHIeCKUMU CyOCTaHIMAMU: NPUEMKY MaTepHaloB,
IPOM3BOICTBO, YIAKOBKY, IEpeylmaKkoBKy, MapKHPOBKYy, II€pEMapKUpOBKY,
KOHTPOJIb Ka4ecTBa, BBIAAa4y pa3pellicHUs Ha BBITYCK, XpPaHEHHE U pealn3aliio, a
Talke COOTBETCTBYIOIIME Mepsl KOHTposs. TpeGoBaH¥is, YyCTaHOBICHHBIE
HACTOSIIEH TNaBOH, SBISIOTCS oOs3aTenbHBIMM, ecnd [IpuioxeHMsIMH K
HacTOSINMM IIpaBWiaM He YCTaHOBIEHBI HHBIE TpeOOoBaHMS, MOJJIEXKAIIHE
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IPUMEHEHUIO B COOTBETCTBYIOINMX CIy4asX, a TaKXKe €ecld COOJIofeHHe
yKa3aHHBIX TpeOOBaHMM He MOXeT OBITh 3aMEeHEHO AaJbTePHATHBHHIMU
NEHCTBHUAMH, O00ECIeYMBAIONMMHU II0 KpaifHedl Mepe, SKBUBAIEHTHBIA YpPOBEHE
Ka4yecTBa IPOMYKIIHH.

280. Hacrosmme IIpaBuna He ycTaHaBIMBAIOT TPeOOBaHHUSA, IPEABSIBIAEMEIE
IpY PpEerucTpanuy QapmareBTHIecKux cyOcTtanuuii. IIpousBomurens o06s3aH
BBIIIOJIHATH BCE TpeOOBaHUS, YCTaHOBIIEHHBIE TIPY BKIIOYEHNH (apMareBTHIECKIX
cy6cTaHIuMi B rocy 1apCTBEHHEIH peecTp IeKapCTBEHHBIX CPEICTB.

O6Jsacth npumenenns (1.2)

281. Hactosmias rnaBa ycraHaBlIHBaeT TpeOOBaHHMsS K IIPOM3BOJICTBY
dbapmalieBTHHECKUX CyOCTaHIMI, HCIIONB3YEMBIX B IIPOM3BOJICTBE JTEKapCTBEHHBIX
TpemnapaToB AN MEAULMHCKOrO M BETEPHHAPHOIO IPHMEHEHHS, B TOM 4HUCIE K
IIPOM3BOACTBY (papMalleBTHIECKUX CyOCTaHIMM, MOJy4aeMbIX C HCHOIb30BaHUEM
JIOHOPCKO}M KpOBH WIIM IUIa3MBI B Ka4eCTBE HMCXOAHOTO CHIpbsA. OHa MpUMEHseTCs
KO BCEM MCXOJHBIM JeHCTBYIOIIMM BellecTBaM coBMeCTHO ¢ ITpunoxenusmu NeNe
2-7 x HactosmmM IIpaBuiam, e colepX arcs JONONHATENbHbIE TpeOOBaHUS LA
OTpeJeNIeHHbIX BUIOB JEHCTBYIOIIMX BEIIECTB.

282. ITynkTH! 622-644 Hactosmux [IpaBun comepxat TpeOGOBaHHUS, KOTOPBIE
PACIPOCTPAHSIOTCA TOJNHKO HAa MPOM3BOACTBO (apMalleBTHYECKHX CyOCTaHIMH,
ACIIONB3YEMBIX JUIS TOJTy4eHMS JIEKapCTBEHHBIX IIPENaparoB, NPEIHA3HAYCHHBIX
JUTS KITMHUYECKUX UCCIIeIOBaHHM.

283. K mpousBOACTBY CTepHIBHBIX (apMalleBTHUECKUX CyOCTaHImH
TpeGoBaHs HACTOSIIEH IIaBbl IPHMEHMMBI TOJIBKO 1O CTaIHK CTEPUITH3AINML.

284. Hacrosias riaBa He pacpOoCTpaHsSeTCs Ha IIPOLCCChl CTEPUITH3ALINYI 1
IIPOM3BOACTBA CTEPUIIBHBIX (papMalleBTHYECKUX CyOCTaHIMA B aCENTHYECKHX
ycnoBusx. Takue Imporecchl JO/DKHEI IIPOBOJUTECSA B COOTBETCTBUH C MPHHIHIIAMH
macrosumx [IpaBmn, TpeGoBanusmu, u3NoXeHHBIME B IlpwnoxeHnn Ne 1 x
HacrosiuM [IpaBwiam, a TakkKe B HMHBIX HOPMAaTHBHBIX IIPaBOBBIX aKTaX
Poccuiickoit @enepariu.

285. Hacrosimas riaBa He pacHIpOCTpaHSETCs Ha IEIBHYI0 JOHOPCKYIO
KpOBb M IUIa3My, IOCKOJNBKY TpeOOBaHHs IO B3ATHIO W HCIBITAHHIO KpOBH
ONPENeNAIOTCS ~ COOTBETCTBYIOIMMH  HOPMATHBHBIMM  IPaBOBBIMH  aKTaMH
Poccuiickoit Penepanum, a Take Ha Hepac(acoBaHHBIE JIEKAPCTBEHHBIC
npenapathl («aHrpo», «dH 6ank»). Eciu HOpMaTHBHBEIMH TpPaBOBBIMH aKTaMH
Poccmiickoit ®Denmepauy  YCTAaHOBJIEHBI  CIIELIMANIBHBIC TpeboBaHus A
obecrieyeHUsT KauyecTBa TIIPH IPOU3BOJACTBE JICKAPCTBEHHBIX CPENCTB LA
BETEPHHAPHOTO MPUMEHEHHUs IPOTHB SKTONAPA3UTOB, TaKUe TPEDOBAHUS JOTDKHEI
co0Io1aThCS.

286. VcxoHOe CHIphe [JIs IPOU3BOACTBA (hapMaIleBTHIECKUX CyOCTaHIMH —
3TO MCXOHOE CBHIPHE, IPOMEKYTOYHbIE IIPONYKTHI MIIH IPYIrHe dbapmaneBTHYECKHE
cyOGCTaHIMH, KOTOpBIE MCIONB3YIOT B TPOM3BOACTBE (dhapManeBTHYECKHAX
cy6CTaHIMM U KOTOPhIe KaK BaXKHBIH CTPYKTYpHBIH @parMeHT BBOJAT B CTPYKTYPY
dapmanepTHueckoit  cy6crammym. McxonHoe  chIppe [T TIPOM3BOJCTBA
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(apMareBTHYEeCKHX CyOCTaHIMi MOXET IMpHOOpeTaTsCs IO JOrOBOPY Y OIHOIO
HJIM HECKOJIBKUX ITOCTaBIIVKOB MO0 NMPOU3BOIUTECS CaMOCTOsATeNbHO. McxomHoe
CBIpbE JJIs MPOM3BOJCTBA (hapMalleBTUYECKHX CyOCTaHIUHM, KaK MPaBHJIO, MMeEeT
yCTaHOBJIEHHBIE XUMUYECKHUE CBOMCTBA U CTPYKTYPY.-

287. Ilpon3BomuTENh AOKEH OIPENETUTh U AOKyMEHTAIHHO ODOCHOBATH
CTaIMI0, C KOTOPOH IOJDKHO HAYMHATBCS MPOU3BOJACTBO (hapMalleBTHYECKON
cyOcTaHuuu. JIJ1g MpoLeccoB CHHTE3a 3Ta CTaIUs ONpeaeNsieTcs KaK CTa/ius BBOJa
B TEXHOJOTMYECKHHA TMpolecc HCXOAHOTO ChIpbd AJI1  IPOH3BOJICTBA
dbapmaneBTdeckux cyOcranimid. s ApyrHx IponeccoB (Hampumep, Ijs
depMeHTalMK, SKCTPAKIMK, OYNCTKH) AaHHYIO CTaJHIO ONPEAEISAIOT C YIETOM
KOHKDETHBIX 0COOeHHOCTeH mpousBoacTBa. B Tabmuue Ne 1 mpuBeneHsl
TpeGOBaHUSI OTHOCHUTEIBFHO MOMEHTa, KOIJla OOBIYHO BBOIAT B IIPOLIECC UCXOIHOE
CBIpBE IS IIPOM3BOACTBA (papmaneBTUYecKux cyOcTaHnmi. HauwHas ¢ STOH
CTaIyH, HA JAaHHLIE IIPOMEXYTOYHbIE MPOAYKTH U (WIM) CTaluH IPOU3BOACTBA
dapManeBTUIeCKUX CyOCTaHIMM pPaclIpoCTpaHSIOTCA TpeOoBaHMS HaCTOSIIEH
maBsl. OHM  BKIIOYWAlOT B ce0d  Balupaldio  KPUTHYECKHX — CTaui
NPOM3BOACTBEHHOTO  IpoIlecca,  OKAasbIBAIOINMX  BIMAHME Ha  KaviecTBO
dapManesTHUecKux cyOcTaHuuil. B To jxe BpeMs BHIOOp IPOU3BOJUTENEM CTaUH
TEXHOJIOTMYEeCKOro Ipolecca i IPOBEJEHHMs BaluIallid He 00s3aTebHO
03HAYAET, YTO 5Ta CTa[qus ABIAETCH KpUTHYecKoll. TpeGoBaHMs HACTOSIIEH ITaBbl
PACIIPOCTPAHSIOTCS, KaK MPaBUIIO, Ha CTajIkH, BeIIeeHHbIe B Tabmiue No 1 cepsim
doroM. DTO He O3HA4aeT, YTO B IPOLECCE MPOU3BOACTBA JOJDKHBI BBIMONHATEC
BCe CTalIMH, yKa3aHHbIE B JaHHOH Tabmuue. CTPOrocTh Clel0BaHMA TPeOOBAHMIM
HacTosIIedl TIJaBbl MOJDKHA BO3pacTaTh OT paHHMX CTaJdii IPOU3BOJCTBA
(apmaneBTHUECKUX CYOCTaHIMH K 3aBEpLIAIONIMM CTaJUAM TEXHOJIOTHIECKOro
mporiecca, OYHCTKM M ynakoBku. OO6paboTKy —(QH3UYECKMMH METO[aMy
(bapMalieBTHYECKUX CYOCTaHIWMM, TaKylo KaK IpaHyJIius, OKPHITHE 00607109KOR
WIH (U3MYECKOe HM3MEHEeHWe pa3Mepa 4YacTHll (Halpumep, rpyObIi B TOHKHIA
IIOMOJI), CJIEAyeT IPOBOJNTS, 110 KpaiHed Mepe, B COOTBETCTBUM C TpeGOBaHUAMH
HacTosmmx IlpaBuin. Hacrosmas riaBa He MPUMEHAETCA K CTaAusIM, KOTOPBIC
TIPEIIECTBYIOT BBEJCHHIO B IIPOLECC BEIIECTB, OIpPENENICHHBIX KaK HMCXOIHOC
CBIpBe JUIS IPOU3BOACTBA (hapMaLeBTHIECKHUX CyOCTaHIMH.

288. B mHacTrosmieil TIiaBe HCIONB3YyeTCS TEPMHUH «GapMaleBTHIecKas
cyberanimsy (PC), KOTOPhIH CilefyeT pacCMaTpUBaTh Kak B3aMMO3aMEHAEMBIH C
TEpPMHHOM «aKTHBHBIH (DapMaleBTHYECKUH WHIPEIUCHT» (A®N). TepMuusl,
yroTpe6seMble B HACTOsILIEH [TaBe, ¥ ONpeeNeH s 0003HaYeHHbIX UMK MNOHATUHA
(koTOpbI€ IpHBEAEHH! B IyHKTE 645 HAaCTOAIINX [TpaBui) UCIONB3YIOTCS TOJIBKO
IUTA LieJieil HaCTOSIIEN IIIaBHI.
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Ta6numa Ne 1. [Tpumenenue rnapsl IV Bactosmux [IpaBuin K Ipou3BOACTBY GapManeBTHHYECKHX

cybcraHnui
Tun Craavu mpoussojctsa @C, Ha KOTOpBIE pacpocTpansercs riasa [V
IIPOU3BOJICTBA HacTosmumx [IpaBu (BbiIeIEHEI CEphIM (POHOM)
Xumudgeckoe IlpousBon- |Baenenue B [IpousBomcTBO Brigenenune | O6paboTka
IIPOM3BOJACTBO | CTBO mporece IIPOMEKYTOYHOTO | M OYUCTKA | PU3MIECKAMU

HUCXOJHOTO | HCXOJHOIO poaykTa (OB) METONaMHU H

CBIPBS JUIS | CBIPhS AN yIaKoBKa

oC TIPOU3BOJICTBA

oC
oC, C6op Pesxa, Beenenue B Brinenenue |OO6paboTka
I0JIy4aeMbIe U3 | OPraHoB, CMENIUBAHUE | IIpoliece M O4YUCTKA | PU3HIECKAMHU
CBIPbS XUAKocTeH | v (Wm) HCXOJTHOTO MEeTOHaMH U
XWBOTHOTO HITH nepBUYHAs CBIpBS 71 yIIaKOBKa
IIPOUCXOXKICHHUS | TKaHeH obpaboTka TIPOU3BOJICTBA
oC
@C, C6op Pe3ka n BBenenue B Beigenenue | OOpaboTka
IOJTy4aeMbIe U3 | pacTeHUH TepBUYHAs ponecc ¥ OYHCTKA | QHU3UYECKAMHU
CBIPBSI SKCTPaKus | HCXOJHOTO METOJIaMH U
PacTHTENBHOTO CBIPbSI LTS yIakoBKa
IPOUCXOXKICHHUS [IPOU3BOJICTBA
OC

Pactutensuple | COop Pe3kau Janpueiimas | O6paboTka
9KCTPaKTHI, pacTeHui TIEpBUYHAS SKCTpakmis | PH3AIECKUMHE
HCIIOJIb3YEMBIE B 9KCTPaKIUA B METOJlaMH U
xagectse OC yIIaKoBKa
®C, cocrosmmue | Co6op Peska u (wm) O6pabotka
u3 pacTeHui HU3MeEJTbYEHUE bH3AYECKUMHU
pa3MeNbuUeHHBIX || (FIIN) METOaMH U
WK pacTePTHIX | KyJIbTH- B B yIaKoBKa
B IIOPOIIOK BHPOBaHUE U
pacTeHUuH cbop
Buotexnonorus: | Co3manue TToxnepxxanue | KynbTuBH- Brigenenne |OO6paborka
depMenTanus | IaBHOTO M | paboyero poBaHuE ¥ OuuCTKa | (QH3UYECKUMHA
(umm) pabouero 6aHKa KJIETOK ¥ (MJIH) METOJIaMH H
KYJIbTUBHPO- 0GaHKOB KJIETOK bepMeHTaUA yIIaKoBKa
BaHUE KJIETOK KJIETOK
«Kaccuyeckasy | Co3nanue ITonnepxanue | BBoa KiIeTox B Brigenenne |OO6paboTka
¢depMeHTaus OaHka 0aHKa KJIeTOK |IIponecc ¥ OYHCTKA | QU3UYECKHMHU
IUIS IPOU3BOA- | KJIETOK bepMeHTalHH METOJIaMH H
cta ®C yIaKoBKa

Ycennenne TpeGoBaHmil

L
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VIIPABJIEHUE KAYECTBOM (2)

Hpunnuns (2.1)

289. (2.10) OTBeTCTBEHHOCTh 3a KauyeCTBO NOJDKEH HECTH BECh IIEPCOHAI,
3aHATHIN B IIPOU3BOJICTBE.

290. (2.11) Kaxnaplit mpou3BOAUTENH JOJDKEH pa3paboTars, JOKYMEHTAIBHO
obopMUTh U BHeAPHUTH 3(GGEKTUBHYIO CHUCTEMY YIpPaBIIEHUS KadeCTBOM IIpU
y4aCTHUU PYKOBOMSIIETO ¥ NIPOU3BOACTBEHHOIO IIEPCOHAA.

291. (2.12) Cucrema ynpaBleHMs KaueCTBOM [OJDKHA OXBaThIBaTh
OpraHM3alMOHHYI0 CTPYKTYpy, HpONEMYpPhI, MPOLECCHl M PEeCcypehl, a TaKxKe
e TeIEHOCTD, HeoOX0IuMyIo i obecnedenus rapanTiy cooTBeTcTBUst OC BeceM
TpeGOBAHMSIM COOTBETCTBYIOUIMX cIeNM(UKAMiA B OTHOIIECHHH Ka4ecTBa H
yucToThl. ITpOM3BOAHUTENb NOMKEH OIpPENENUTh M JOKYMEHTAIBHO OQOPMUTE BCE
BUIB! JEITENHHOCTH, UMEIOIHE OTHOIIEHHE K Ka4eCTBY.

292. (2.13) V mnpousBomutens AOIDKHBI OBITB CO3JaHbl NOApPa3JACICHUS,
BBITIONHAONME QYHKIHKM OOSCIeYeHHs U KOHTPOJIS KadyecTBa, KOTOPHIE TOJDKHBI
6bITh HE3ABUCHMBIMH OT IIPOM3BOJICTBEHHOTO IIOZpasfeNeHus. YKa3aHHbIC
(QYHKLMH MOTYT BBITIOJHATECS JUO0 OTAENBHBIMY MOAPa3IEeTICHAIMY obecrieyeHus
M KOHTPOJS KayecTBa, JIM00 MOTYT OBITh BO3JIOXEHBI Ha OJHO JIMLO MK IPYIIITY
JIALL B 3aBUCHMOCTH OT Pa3MepOB U CTPYKTYpPHI OpraHU3aLH.

293. (2.14) Heob6xomuMo TOYHO OIpPEICNHUTH JIHL, YIOJHOMOYCHHBIX
BBIIABaTh pa3pellleHue Ha BBITYCK IPOMEXY TOUHON IPOJYKIMHA 1 @C.

294. (2.15) Bce neiicTBufA, MMEMOIIME OTHOLICHHE K KadeCTBY, MOJDKHBI
0OPMIIATECS JOKYMEHTAJIFHO HENOCPEACTBEHHO IPY UX BBIIOTHEHHH.

295. (2.16) Jlio6oe OTKIOHEHHE OT YCTAQHOBJEHHBIX NPOLCAYP MOJDKHO
0OPMIIATECSL JTOKYMEHTalTbHO M OOOCHOBBIBATECH. HeobxonuMo IPOBOAMTH
pacciieZioBaHye KpUTHYECKHX OTKIOHEHHH, a TaKxke 0hOpMIIATE JOKYMEHTAIBHO
TaKoe pacciieJOBaHHUE U ClEeIaHHbIC BEIBOJBL.

296. (2.17) HUcxopmHoe chIpbe Ui IPOM3BOJCTBA bapMalieBTHYECKHUX
cy6CTaHIMI M Marepuanbl He MOryT OBITh pa3pelleHbl K BBITYCKY MM
JCIONB30BAHEl O IOJYyYEHHS  YHOBIETBOPUTEIBHOIO  3aKIIOHCHMA IO
pe3yNbTaTaM OLEHKH, IIPOBEJCHHOH MONpas[eNCHUEeM (monpasaeneHuAMH)
KauecTBa, €CJIM y IPOM3BOMKTENS OTCYTCTBYIOT COOTBETCTBYIOLIME CHCTEMBI,
pa3spellaloNiie TaKoe HCIONb30BaHke (HalpHMep, BBITYCK B CTaTyCe KapaHTHHA,
KaK OIMCaHO B IyHKTe 472 HacTOSIUX ITpaBui, TH60 KCIOJIB30BAaHHE MCXOAHOIO
CHIphSl MM NPOMEXYTOYHOH MPOAYKUHH, OLEHKA Ka4eCTBa KOTOPBIX CIle HE
3aBepIIeHa).

297. (2.18) IlpomsBomuTenb  JOJDKEH pa3paboTaTh  MPOLETYPHI
CBOEBPEMEHHOTO OIOBENIEHMS PYKOBOAAIIErO MepcoHaa 00 HHCHEeKIMIX
YIIOJIHOMOYEHHOTO (he/iepanbHoro opraxa HCIOTHUTENIBHOM BIACTH, HEJOCTATKAX
B OTHOIIEHMM coGmromenus TpeGoBanmii Hactosmmx [IpaBui, nedexrax
NPORYKIMH ¥ O IPUHATHH COOTBETCTBYIOIIMX MEp (Hanpumep, O pPacCMOTPEHUM
MpeTeH3Hii B OTHOLICHWM KadecTBa, OO OT3BIBAX MPOAYKIMH, O IEeUCTBUSAX

YIIOIHOMOYEHHOTO ()eIepatbHOro OpraHa UCIIOMHATENBHOH BJIACTH).
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298. (2.19) [Anst mocTHXeHWS LENH YNpPaBJIEHHS KAYeCTBOM JOJDKHA OBITH
BHEJIpEHA BCECTOPOHHE pa3paboTaHHAas U MPABUIHHO QYHKIMOHUPYIOLIAS CHCTEMA
Ka4yeCcTBa, BKIIOYaromas B cebs opraHuzanuio paboTsl mo HactosmuM [Ipasunam,
B TOM YHCJIE KOHTPOJIb Ka4eCTBa B CHCTEMY yIPaBJICHUS PUCKaMU JJIS KauecTBa.

Cucrema ynpaB/ieHHsl pHCKAMH AJ1s1 KayecTBa (2.2)

299. (2.20) YnpaBieHre pUCKaMH JIJIsi KAYeCTBa SBJIAETCS CHCTEMATHIECKUM
IIPOLIECCOM OLIEHKM, KOHTPOJA, Mepedadyd HHPOpMamuu ¥ 0030pa PUCKOB AT
kagectBa @C. DTOT mpouecc MOXHO OCYIIECTBIATH KaK IMEPCIEKTHBHO, TaK U
PETPOCIIEKTUBHO.

300. (2.21) Cucrema ymnpaBieHHs pHCKaMH IS KayecTBa [OJDKHA
rapaHTHPOBATh, 4TO:

OLIEHKA PUCKOB 0a3upyeTcs Ha Hay4yHbBIX 3HAHMSX, ONBITE IPOM3BOJCTBA U, B
KOHEYHOM CYeTe, CBA3aHA C 3allMTOM MalMeHTa MyTeM oOMeHa HMH(popMaluen ¢
npuobperarenem OC;

YpOBEHh yCHJIHMM, (GOpMaiM3alMd X JOKYMEHTATbHOTO OGOPMIIECHNS
Tpolecca YIpaBJieHHs pUCKaMU Ul Ka4ecTBa COM3MEPHM C YPOBHEM PUCKOB.

O6sizannocTH moApasaeienns (mogpa3ae/ieHHH) KayecTBa 2.3)

301. (2.30) IToxgpasnenenue (MOApaszeNeH s) KadecTBa JTODKHO (HOJDKHBI)
ObITH BOBJIE€YEHO(BI) B pEIIEHHE BCEX BOIIPOCOB, OTHOCAIINXCS K Ka4eCTBY.

302. (2.31) INompasnenenue (MOApaszieNeH s) KadeCTBa HOJDKHO (JOJDKHEN)
paccMaTpUBaTh M COIVIACOBEIBATH BCE MOKYMEHTBHI, HMEIOLIME OTHOIICHHME K
KauyeCTBY IPOILYKIIUH.

303. (2.32) OcHOBHEIE OGS3aHHOCTH HE3aBUCHMOTO(BIX) IOJpa3JeIeHUs
(moppaseneH i) KayecTBa He MONEXKAT lepejiade ApyTHM NOApasieeHHIM. JTH
06A3aHHOCTH JOJDKHBI OBITH JOKYMEHTATEHO OQOpMIIEHBI M BKIIOYATh B cebsl, B
YaCTHOCTH, CJIEAYIOILEE:

a) (1) BBLIady paspelleHus Ha BBIIYCK WM OTKIOHeHHe Beex @C, a Taioke
BBIa4y pa3pellleHHs Ha BBITYyCK WIH OTKIOHEHHE NPOMEXYTOYHOH MPOTYKIIUH,
NpeHAa3HAYEHHOM IS UCIIONI30BaHUs BHE CepBI KOHTPOJIA IPOU3BOAUTEINS;

6) (2) cosmaHue CHCTEMB! BB pa3spelleHUs Ha BBITY CK WM OTKIOHCHUA
HCXONHOTO CHIPBS, IPOMEXYTOYHOH NPOMYKLHH, YIAKOBOYHBIX MAaTepuajioB H
MaTepHAaIOB AJI1 MapKHPOBKH,

B) (3) mpoBepKy COCTaBIeHHBIX 3allMCed II0 IPOMU3BOACTBY CEpHU U
JOKYMEHTOB J1aGOpaTOPHOTO KOHTPOJS B OTHOUICHMHM KPHTHYECKHX CTajui
mporecca nepeq Beiadei paspenieHns Ha BEycK OC;

r) (4) ofecreuenne paccie/jOBaHAs [IPUYHH KPUTUIECKUX OTKIOHCHWH M
UX YCTpPaHEHHE;

1) (5) cornacoBaHue WM YTBEPXKICHHE BCEX CHELU(UKaIMi U OCHOBHBIX
IIPOM3BOACTBEHHBIX HHCTPYKLHH,

e) (6) cormacoBaHue WIH YTBEPXIEHHE BCEX NPONENYp, KOTOpPBIC MOLYT
0Ka3BIBaTh BJIMSHHE Ha Ka4yecTBO IPOMeXyTOuHO mpoxykuuu uin OC;
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x) (7) obecrnieueHre IpoBeieHUS BHYTPEHHHX Ay JUTOB (CAMOMHCIIEKITHH );

3) (8) omoOpenue mpousBomuTeNedl MPOMEXyTO4HOH npoxykuuu u OC,
paboTarouX 110 JOrOBOPY;

1) (9) yTBepXIeHHE U3MEHEHUH, KOTOPhIE MMOTEHIIMAIIBHO MOTYT IOBIIMATh
Ha Ka4yecTBO IIPOMEXYTOUHOH mpoxykuuu win OC;

k) (10) mpoBepky u yTBEpXKIEHHE IIPOTOKOJIOB U OTYETOB 110 BAIMIAlUH;

1) (11) obecriedeHue MpoBeHeHNUs paccieJOBaHUS U NPUHATHS PELICHUH I10
TIPETEH3UAM, CBSI3aHHBIM C Ka4€CTBOM;

M) (12) KOHTPONH  CBOEBPEMEHHOTO  BBIMOJIHEHMS  TEXHHYECKOrO
00CITy)XKUBaHUs, KATHOPOBKH K TIOBEPKH KPUTHIECKOTO 000y 10BaHu,

H) (13) obecrnevyeHHe COOTBETCTBYIOUIMX HCIIBITAHHM HMCXOJHOTO CBHIPBSA U
MaTepHalIoB M JOKYMEHTAIEHOTO 0GOPMIIEHHUS pe3yIbTaTOB;

0) (14) ofecmeuenre Hamudusd JAHHBIX O  CTaOMJIBHOCTH  JUIA
TIOATBEPK/ICHNS YCTAHABIMBAEMBIX JaT NPOBEJECHHS NOBTOPHBIX HUCIBITAHUA HIH
MCTEUEHHS CPOKOB TOJHOCTH, a Takke ycuoBuii xpaHenms @®C u (wm)
TIPOMEXYTOUHOM MPOIYKIMK B TEX CIIy4asix, KOTa 3TO Henecoo0pasHo;

m) (15) mposeseHHe 0630poB KadecTBa mpoxyKuuw (myHKTs! 307-308
Hacrosimmx [IpaBu).

OG6s13aHHOCTH 10 NPOH3BOCTBEHHOI e TeJbHOCTH (2.4)

304. O6GS3aHHOCTH 110 HPOM3BOJCTBEHHOW NESTETPHOCTH MOJDKHBI OBITH
IIOKYMEHTAIBHO OQOpPMIIEHSI U BKIIFOYATh B Ce0si, B YaCTHOCTH, CIIE/IyIOIIee:

a) (1) paspabotky, IepecMOTp, YTBEPXICHHE H  paclpeicieHue
MHCTPYKIHH 1O IIPOM3BOACTBY INpPOMEXyTOYHOH mpoxykuuu wmwim @C B
COOTBETCTBHH C yTBEPXKICHHOH IIPOLIEAYPOH;

6) (2) npomssonctBo ®C u nNpH HEOOXOAHMOCTH IIPOMEXXYTOYHOM
TIPOAYKIMH B COOTBETCTBHH C 3apaHee YTBEPXKACHHBIMA HHCTPYKIMAMH,

B) (3) paccMOTpeHHe BCeX 3alUCeH 110 MPOM3BOACTBY CEpUH NPOIYKIMH U
NOATBEPKIEHYE ITOTHOTHI MX 3aIl0JHEHUS ¥ IOATIMCAHMS;

r) (4) obecnedyeHue o6s3aTENBHOrO NOKYMEHTHPOBAHUA BCEX OTKJIOHEHUH
OT MpoIlecca MPOU3BOJCTBA U IIPOBEJICHMSA MX OLEHKH, & TakoKe pacCleOBaHMs
BCEX KPUTHUYECKHX OTKIOHEHHMH M JOKyMEHTATHHOrO O(QOPMIEHHS NOJYICHHBIX
BBIBOJIOB;

1) (5) obecredeHue YMCTOTHI MPOM3BONCTBEHHBIX IOMEIIEHMH M IIPH
HEOOXOIMMOCTH HX JIe3MHGEKIMY,

e) (6) obecreveHue BBHITONHEHUS HEOOXOMMMBIX KaaTaOpOBOK, a TaKkxKe
BeJICHHS U XpaHEHUs 3alUCEH;,

%) (7) obecriedenrie o6CITyXUBaHHS IIOMEIICHUH 1 o6opyXOBaHM, a TAaKXKe
BEICHHUS U XpaHEeHUs 3allucel;

3) (8) obecreueHue MPOBEPKM M COIIACOBAHHS MPOTOKOJOB BajHAANAN U
OTYETOB;

1) (9) OlEHKy mpeanaraeMblX HM3MEHEHHH B OTHOIICHHM MPOIYKIUH,
npoilecca Wwiu 060py 10BaHu,

59



k) (10) obecrmeyenve KBanM(MUKAIMH HOBBIX M IIPU HEOOXOMUMOCTH
MOJIEpHHU3NPOBAHHBIX TTOMEHIEHHH ¥ 000pyOBaHHUS.

BuyTpennne ayauThl (caMonHcneknus) (2.5)

305. (2.50) Jind mOATBEPKIAEHHS COOTBETCTBHA INpou3BoAcTBa OC
TpeGoBaHUAM HacTOAMUX [IpaBUI NPOU3BOAUTEIND NOJDKEH PEryNsipHO IIPOBOIUTD
BHYTPEHHHE ayAUTHI COTJIACHO YTBEP)KIEHHOMY IpadHKy.

306. (2.51) PesynpraThl BHYTPEHHETO ayAWTa M HOCIEIYIOMIHE
KOPPEKTHPYIOIIHE JeHCTBAS HEOOXOAMMO JIOKYMEHTAIBHO OQOpMIATh U
IJOBOAWTHh 1O  CBENEHHMS  PYKOBOIMJLIEro  IlepcoOHana  MPOM3BOAMTEILA.
CornacoBaHHBIE  KOPPEKTHUpYMOLIUE  AEHCTBHA  JOJDKHBI  OCYIIECTBIATHCA
CBOEBpeMEHHO U 3P PEeKTHBHO.

O630p KayecTBa NpoayKIHH (2.6)

307. (2.60) Jits monTBEepKJACHMA IOCTOSHCTBA IIpOLEcCa IPOH3BONCTBA
HEOBXOMMMO PEryIspHO IMpoBoAuTh 0030p kavecTsa PC. Takue 0030pBI KauecTBa
JOJKHBI ~ HPOBOOWTHCS, KaK  INpaBwiIo, €XErogHo ¢ HOCIEAyHOIM
JOKyMeHTalbHEIM odopmiaenrneM. OHU JOJDKHBI BKIIIOYATh B cebst, TIO KpaWHeH
Mepe, CleIyIoIlee:

0630p pe3yJIbTATOB KOHTPOISA B IPoOLECCe NPOU3BOJCTBA NO KPHUTHUECKIM
toukaM ¥ ucneITaguid @C 10 KpUTHYECKUM IIapaMeTpaMm;

0630p BCeX CepHil, He COOTBETCTBYIOIIMX YTBEPXKACHHBIM criequpUKanusIM,

0630p BCEX KPUTHUYECKHX OTKIOHEHWH MM HECOOTBETCTBHH M CBS3AHHBIX C
HUMH pacciieJOBaHWH;

0630p MOOBIX M3MEHEHWH, BHECEHHBIX B IPONECCHl WIM aHATMTAICCKHME
METOJUKHY,;

0630p pe3y IBTAaTOB NPOrPaMMBI H3y4eHHs CTaOMIEHOCTH;

0630p BCeX BO3BPATOB, IPETEH3HH U OT3BIBOB, CBA3AHHBIX C KA9ECTBOM,

0630p JOCTATOYHOCTH KOPPEKTUPYIOIMX JEHCTBHH.

308. (2.61) HeoOx0oauMo aHAIM3KPOBATE PE3YIBTAThl YKA3AHHOTO o63opa u
OIIEHMBATh, CJEAyeT JH MpeIIpPUHAMATh KOPPEKTHPYIOIIES JefcTBHE WA
IPOBOJHMTH TOBTOPHYIO Baumauuio. OOOCHOBaHME HEOOXOIMOCTH  TAKOTr'O
KOPPEKTHpPYIOIIETo JEHCTBHSA MOJKHO OBITH 0GOpPMIIEHO JOKYMEHTAJIBHO.
CornacoBaHHble  KOPPEKTHpYIOLe  IEMCTBAS ~ JOJDKHBI  OCYMICCTBIATRCA
CBOEBPEMEHHO U 3 PEKTUBHO.

IEPCOHAJI (3)
Kpaaudukanus nepconana (3.1)

309. (3.10) IlpousBomuTens HOMKEH MMETh AOCTATOYHOC KOJIHYECTBO
IlepcoHaja, MMEOLIEro COOTBETCTBYIOLIES obpa3oBaHye, IOATOTOBKY H (un)
OmBIT paboTHI I OCYIUECTBICHUS NPOU3BOACTBA IPOMEXYTOUHOM NMPOIYKIMHA U
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®C, a Taxke HaA30pa 33 UX IPOU3BOICTBOM.

310. (3.11) OOGs3aHHOCTH BCero IEpCcOHANa, 3aHATOTO B IPOU3BOICTBE
npoMexxyTouHoit mnponykuuum H @C, HOIKHBI OBITH TOYHO OINpPENENIEHBl H
U3JI0XKEHEI B IMCEMEHHOM hopMme.

311. (3.12) IlpousBoauTens HOJDKEH PETYISPHO IPOBOAUTH OOyYeHHE
MepcoHala ¢ IPUBJICYEHHEM KBATH(UIMPOBaHHBIX CIIENMATKCTOB IO BOIPOCaM,
CBSI3AHHBIM C KOHKDETHBIMHU OIEPAlMAMH, BHIIONHIEMBIMA paOOTHHUKOM, a TaKKe
¢ TpeOoBaHMAMH  HacTosmwx IlpaBWi, MMEIOMMMHA  OTHOHICHHE K
QYHKIMOHANBHEIM 00s3aHHOCTAM paboTHHKA. HeoGxonumo BeCTH 3alHCH IO
06Y4EHHIO ¥ IIPOBOUTE EPUOAMIECKYIO OLEHKY 00yJeHus.

I'nruena nepconana (3.2)

312. (3.20) INepconan nomxeH cobJr0aTh CAaHUTapHBIC IIPaBHUIIa.

313. (3.21). IlepcoHan XOMKEH HOCUTh YHUCTYIO, COOTBETCTBYIOUIYIO €ro
IPOM3BOJICTBEHHOH JEATEeNPHOCTH OJEXIy, KOTOPYIO IIpH HEOOXOJUMOCTH
cleqyeT MeHATh. JIis 3allUThl NPOMEXYTOYHOH NPOAYKIMA M ®C or
KOHTAMHHALMY TIPH HEOOXOOMMOCTH JOJDKHA WCIONB30BAaThCA NOIOIHUTENIbHAS
3aIMTHAs OJIEX /A, 3aKPBIBAIOIIYIO FOJIOBY, JIUIO, PYKH U KHCTH PYyK.

314. (3.22) IlepcoHan mOIDKEH HM30erarh HEMOCPEACTBEHHOTO KOHTaKTa C
IIpOMexyTouHO# npoxykiued umm PC.

315. (3.23) Kypenwue, npueM NUIIK, MHThE, )XCBAaHUE U XPAHCHUC IMHUIICBBIX
IPOAYKTOB JIOMYCKAIOTCA TOJBKO B CIIEHMaNbHO NPEAHA3HAICHHBIX 30HAX,
OT/AEJIEHHEIX OT IIPOM3BOACTBEHHEBIX 30H.

316. (3.24) Ipy Hammunu y pabOTHAKOB HHQEKIMOHHBIX 3a00/eBaHui I
OTKPHITHIX MOBPEX/ACHUH Ha HE3alIMIIEHHBX yJacTKaX MOBEPXHOCTH TCja TaK1e
paGOTHMKY JOJKHBI GBITh OTCTPAHEHBI OT y4acTHs B paboTe, MOCKOIBKY TP 3TOM
xauectBo ®C moppepraercs prcky. JIloboro paboTHHKa C SBHBIMU NpU3HAKAMH
3a60NeBaHMs WM OTKPHITBIMH TOBDEXICHMAMH KOXH (1O  pesylsraraMm
METULMHCKOrO OOC/IeNOBAaHMS MM HAaONIONeHMsA) HeoOXOmMMO OTCTPAaHUTH OT
paboT, NpU BHIIOJHEHHM KOTOPHIX COCTOSHME €ro 3/0pOBBA MOXET OKasaTh
He6arompuATHOe BosjedicTBie Ha KauectBO PC, 10 BBI3IOPOBICHHUS HIH
IONy4YeHHsT MeJUIMHCKOTO 3aK/IOYEHHs O TOM, YTO y9acThe 3TOro paboTHHKA B
[POM3BOJICTBE HE IPEACTABIAET PACKa UL 0e30IaCHOCTH MM KaueCTBa @C.

KoncyasTantsl (3.3)

317. (3.30) KoHCynbTaHTBl MO BOINpPOCAM NPOU3BOACTBA M KOHTPOIA
npomexxyTousodt mpomykimu wii @C  TOMKHBI HMETh  COOTBETCTBYIOMICC
06pa3oBaHKe, MOATOTOBKY M ONBIT pabOoTHI MK nroboe MX COYeTaHue Ui TOro,
4T06B! KOHCYIETHPOBATH [0 BOIPOCAM, ISl PEIICHHS KOTOPBIX X IIPUTIIACHIIH.

318. (3.31) Heo6xonumo BeCTH 3alCH C yKa3aHHEM bamwiuy, UMEHW,
oTdecTBa (IIPY HAIMYHWH), ajpeca U KBaTuUKaliy KOHCYIBTaHTOB, a TAIOKE THIIA
IpENOCTABISEMBIX UMM YCIIYT.
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3JAHMSA U IIOMEINEHUA (4)
IIpoekTHpOBaHHEe H CTPOUTEILCTBO (4.1)

319. (4.10) 3paHus W TNOMEIIEHWS, MCIONB3yEMBIE IIPA IPOM3BOICTBE
npoMexyTouHoi npoxykuuu u OC, Heo6xoaAuMO pacroarars, IPOEKTUPOBATH U
KOHCTPYHMPOBATh TaKUM 00pa3zoM, 4TOOB 00eCIeUYUTh BO3MOXXHOCTh MX OYHCTKH,
00CITy)XHUBaHUA M (PYHKIMOHHPOBAHWS B COOTBETCTBHHM C THIIOM H CTajuei
TIPOM3BOACTBA. [IOMEMIEHHs JOJDKHBI NPOEKTHPOBAThCS TaKUM 00pa3oM, YTOOEI
CBECTH K MMHHMYMY BO3MOXHYIO KOHTaMHMHalui0. Eciu ycTaHOBIEHEI
cnienrdUKanuu B OTHOILLEHUH MHKPOOHOJIOrMYECKUX nokazaTenen
npomexyTounoi mpoaykuuu wid OC, nomemeHus HeOOXOAMMO MPOEKTUPOBATH
TaKUM 00pa3oM, 4To6bl MO BO3MOXHOCTH OTPAaHHYMTH DPHCK HEXelaTeNIbHOU
MHKPOOHON KOHTaMHUHAaLUH.

320. (4.11) 3manus ¥ OMeINeHus JOJDKHbI OBITH JOCTaTOYHO NPOCTOPHBIMH
I8 TPaBWIGHOTO pAcHONOXEHHS O0OpYJIOBaHHUS, XPaHEHMs H MEPEMCINCHMA
MaTepHalioB, YTOOHI IPEeXOTBPATUTh NEPEIly ThIBaHHE X KOHTAMHHAIUIO.

321. (4.12) Ecnu o6opynoBaHue (HanpuMep, 3aKphIThI€ WK U30IMPOBAHHEIE
CHCTEMBI) OOecleunBaeT HaIeXXHYIO 3alllATYy MAaTepHalioB, TO OHO MOXKET OBITH
PACIIONIOKEHO BHE IIOMEIECHHUS.

322. (4.13) IlepememeHne MaTepHaloB M IIEPEABIKCHHE NCPCOHANA B
31AHMH ¥ TOMEIIEHUSX NODKHE! OBITH MPEXyCMOTPEHBI TaKUM 00pasoM, 9TOOEI
IIPEOTBPATHTH IIEPEy THIBAHKUE 1 KOHTAMUHAIIUIO.

323. (4.14) JlomkHBI OBITH ONpeNENeHbl KOHKPETHBIC 30HBI MIIM NIPYTHe
CHCTEMBI KOHTPOIIS IJIsl CIIEXYIOLIMX OIepaiyii:

mpreMka, HuaeHTHGUKalusi, oT6op Tpod M KapaHTHH IOCTYIAIOIIMX
MaTepHalIoB [0 BBLIAYH pa3pelicHus Ha UCTIONB30BaHNE WUIIH 10 OTKIIOHEHNL,

XpaHeHHe INpoMexyTouHod mpoaykmuu ¥ @®C B KapaHTHHE 10 BBIIATH
paspelleHys Ha BBITYCK WK 10 OTKIOHEHHS,

ot6op mpo6 npomexyTouHo# npoxykimu 1 OC;

XpaHEHHE OTKJIOHEHHBIX MCXOIHOTO CHIPhs M YIAKOBOTHBIX MaTEpHaJIOB /10
W36aBIeHMS OT HUX (HAIpUMep, BO3Bpara, NOBTOPHOH 00pabOTKM MM
YHUYTOXXEHUA);

XpaHeHHe MaTepHalioB, KOTOPhIE Pa3pelIeHBbI K UCIIOIE30BAHHIO;

TEXHOJOTHYEeCKUE OIepaliH;

OIIEpALIMH 10 YIIAKOBKE U MapKHPOBKE,

IpoBeJieHre 1a00paTOPHbIX aHAIM30B.

324. (4.15) Ilpoussogurenb JAOKEH  IPEIyCMOTPETh HaJU4yHe
HeoGXOMAMBIX TIOMEIEHH I I OATOTOBKY TepCoHala (B YaCTHOCTH, ML MBITBS
pyK) M TyaleTHBIX KOMHAT B JIOCTATOYHOM KOJNW9ECTBE M TOMICPXKHBATE B HUX
yucrory. K HUM moipkHa OBITH TIOJBEIEHA ropsdas W XONOIHAA BOAA, JOJDKHEI
65ITh B HAJIMYMH MBUIO WIA MHOE MOIOlIee CPeACTBO, BO3MYIIHbIE CYNIMIKH MM
OIHODA30BHIE IONOTEHN@. YMBIBATPHAKA W TYaleTHbIC KOMHATBI JOIDKHEI OBITH
OTHENIEHE] OT IPOM3BOACTBEHHBIX 30H, HO JICTKOZOCTYITHBL. JlomxHO OBITH
oBecIIeyeHo HaIMuMe MOMEIeH i Ui epeoieBaHus M IIPH HeoOXOIMMOCTH JULA
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IPUHATHUS Ay1IA.

325. (4.16) JIabopaTopHble 30HEI, MECTA BBIONHEHHS 1aBOPaTOPHEIX paboT
PEKOMEHAYETCS OTHENATh OT IPOU3BOACTBEHHBIX 30H. HekoTophie mabopaTopHsie
30HBI, B YaCTHOCTH, 30HBI, MWCIOJb3yeMble Ui KOHTPOJS B MpoIecce
IIPOU3BOJICTBA, MOXXHO pa3MEINATh B IPOU3BOACTBEHHBIX 30HAX MPH YCIOBHH, YTO
ONlEpallid TEXHOJIONHYECKOIro Ipoliecca HE OKas3bIBAaIOT HeOIarompusTHOro
BIUAHHA Ha TOYHOCTH JIAOOpaTOpHBIX HM3MepeHuit, a nabopaTopHble pabOTEI He
OKa3bIBalOT HEOIArompuUsATHOTO BO3MEHCTBHS Ha TEXHOJOTMYECKHH TpoIlecc,
IIPOMEXYTOUHYIO npoxyKuuto mwid OC.

HNnxenepHble cucremsl! (4.2)

326. (4.20) Bce uH)XEHEpHbIE CHCTEMBI, KOTOpblE MOIyT IOBJIHATH Ha
Ka4eCTBO IPOLYKIUHU (HarpuMep, CUCTeMBI 00ecriedeH s IapoM, Ia3aMH, CKaThIM
BO3/yXOM, a TakKe CHCTEMbI HarpeBaHHs, BEHTWIALUUA U KOHIUIMOHMPOBAHUS
BO31yXa), JOJDKHBI MNpoiTH kBanupukammoo. Heo6XoaumMo COOTBETCTBYIOMIUM
00pa3oM KOHTpOIUPOBATh UX paboTy U NpPeANPUHUMATH MEPBI, €CIIM IPEBBIIIEHBI
JOIIyCTUMBIE IIpelenbl KOHTPOIMpPYEMBIX MapaMmeTpoB. IIpou3BomuTENs JOJDKEH
AMETh B HATUYUY YEPTEXKH ITUX UHKEHEPHBIX CUCTEM.

327. (4.21) Ilpu  HeoOXogMMOCTH  cCledyeT  IpexycMaTpuBaTh
COOTBETCTBYIOI[ME CHCTEMBl BEHTWIALMHA W OQHIBTpalMd BO3IyXa, a TaKxke
BBITSDKHBIE YCTpOMCTBAa. OTH CHCTEMBI JOJDKHBI OBITH CIPOEKTHPOBaHEl H
CKOHCTPYHUPOBAaHBI TakuM o0O0pa3oM, UYTOOBI CBECTH K MHMHHMYMY pHCK
KOHTAMHUHALMK M IEepeKpecTHOM KoHTamuHaimuu. OHHM TakkKe JODKHEL OBITH
cHabOXeHbl O00OopyJOBaHMEM M8 KOHTpONSA JaBJI€HHS BO31yXa, HaIHIHA
MHUKpPOOPTraHU3MOB (ecl 3TO Heo6XOAWMO), 3albUICHHOCTH, BIAXHOCTH U
TEMIIEPaTypPhl, €CIIM 3TO TpeOyercs Ul AaHHOW cramguu npousBoacTBa. Ocoboe
BHUMaHHe ClIeAyeT YIeNnsaTh 30HaM, B KoTopsix ®C noaseprarorcs BO3AEHCTBHIO
OKpY>KaloLeH IPOU3BOJCTBEHHOM CpeIbl.

328. (4.22) B npon3BOACTBEHHBIX OMEIIEHUAX C PELMPKYJIALKENH BO3TyXa
clexyeT MpeXyCMOTPEeTh Mephl IO NpelOTBPAIlCHUIO PUCKAa KOHTAMMHAIMH U
NepeKpeCTHON KOHTaAMUHAIIWH.

329. (4.23) CrauuonapHsie TPyOONpPOBOABI CieXyeT MOJDKHBIM 06pa3oM
AICHTHQHUIMPOBATE. JTO MOXeT OBITh CHENaHO C IIOMOLIBIO MapKHPOBKU
OTHENBHBIX  TPYyOOIIPOBOJOB, COOTBETCTBYIOLIEH  JOKYMEHTAllMH, CHCTEM
KOMITBIOTEPHOTO KOHTPOJIS MM HHBIMH crocobamu. TpyOompoBozel ciemyer
pacrionaraTb TakuM oOpa3oM, 4YroObl H30exaTh pHCKa KOHTaMHUHAIUM
npoMexXyToyHoU npoxykuuu uiu OC.

330. (4.24) CraumonapHeile  TpyO6OIpOBOABI  HTO/DKHBI ~ HMETh
COOTBETCTBYIOILYE pa3Mepbl U ObITh CHaOXXEHBl CUCTEMOH BO3MYIIHOrO 3aTBOpA
WM, €CIM 3TO HeoGXOI¥MO, YCTPOMCTBOM [UIsi IpEeJOTBpAlIEHMs 0OpaTHOro
IIOTOKA.

Bopna (4.3)
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331. (4.30) Bopa, wucnomezyemas B npousBoictBe DC, momxHa
COOTBETCTBOBaTh IpejroyiaraeMoMy HasHaueHuio. CoOirofeHHe OaHHOTO
TpeOOBaHUS JJOHKHO OBITH IIOATBEPXKICHO MOPa3ieIeHUEM KayecTBa

332. (4.31) KauecTBO BOABI, HCIIOJIB3yEMOM B MPOU3BOACTBEHHOM IIpoLiecce,
IOJDKHO COOTBETCTBOBAaTh TpPeOOBAaHHMSAM HOPMATUBHBIX IIPaBOBBIX aKTOB
Poccuiickoit @enepaiiuu, NpebsIBISEMbIM K Ka4ECTBY IUTHEBON BOJIBI.

333. (4.32) Ecmu s obecrieuenus kadectBa OC xapakTepUCTUK ITUTHEBOH
BOJIBI HEJJOCTATOYHO ¥ HEOOXOIMMEI GoJiee XecTkre TpeOoBaHUA K XUMHYECKUM U
(W1H)  MHKPOOMOJIOTMYECKMM  XapaKTEpHCTHKaM  BOXABI, JODKHBEI  OBITH
pa3paboTaHEl COOTBETCTBYIOUIME CHENHMUKAIMUA Ha BOXy IO GHU3UYECKUM
CBOMCTBaM, XHMHYECKHM CBOMHCTBaM, OOIEMy 4YHCIy MHKPOOPTaHH3MOB,
He IOy CTUMBIM MUKPOOpPTaHU3MaM U (WJIH) COAEPKaHHIO 3HIOTOKCHHOB B BOJE.

334. (4.33) Ecnu npousBoauTeNb IIOABEPraeT BOAY, HCIOIB3YEMYIO B
MPOU3BOJCTBE, CHENHANbHON o00paboTKe Ui JOCTHDKEHHS OIpPENEICHHOIO
Ka4ecTBa, TO Ipolecc 06paboTKH MOJDKEH IPOUTH BATHIAIMIO U €r0 HeOOXOMMMO
KOHTPOJIMPOBATH C Y4€TOM yCTaHOBJIECHHBIX IPEIEIIOB.

335. (4.34) Ecmu npowssomurenb HecTepuinpHoM @C HamepeBaercs
HCIIOIB30BaTh CBOKO IMPOXYKIIHMIO JUIS MOCIEAYIONIEr0 MIPONU3BOJICTBA CTEPUIIBHOTO
JIEKAPCTBEHHOT'O TpernapaTa WK YTBEPXKIAET, YTO ero MPOAYKIHMS MPUrofHa s
TIOJIyYEHHsT CTEPHILHOIO JIeKapCTBEHHOIO Iperapara, T BOJa, UCIIOoNb3yeMas Ha
MOCTEAHUX CTaIUsAX BEIJEIEHHS W OYUCTKH, JOJDKHA ITOABEPraTbCsi MOHUTOPHHIY
M KOHTPOJMPOBATECS B OTHOINEHHM OOLIEro KOJIMYEeCTBA MHKPOOPTaHH3MOB,
HE IOy CTUMBIX MUKPOOPTaHU3MOB ¥ SHIOTOKCHHOB.

Pasnenenue 30H (4.4)

336. (4.40) ITpou3BOACTBO NpPOAYKIMM C BBICOKOH CEHCHOMMM3UPYIOLEN
AKTHBHOCTBIO, TAKOW KAK ICHUIULTMHBl WA 1e(aloCIIOpUHbl, HEOOXOAUMO
OCYIIECTBIIATh B CIELMAIFHO BBIIETCHHBIX MPOM3BOACTBEHHBIX 30HAX, KOTOPBIC
MOTYT BKJIIOYAaTh IIOMeIleHHs, oGOpyJIoBaHWE Ui OOpabOTKHM BO3AyXa H
TEXHOJIOTHYECKOoe 000pyA0BaHKE.

337. (4.41) CrenuansHO BBIICIEHHBIE NMPOU3BOJACTBEHHBIC 30HBI JODKHEI
GBITh TIPETyCMOTPEHB! TAaKXkKe I BEIECTB C MHQHUUMPYIOLMME CBOHCTBAMH, C
BBICOKOM (papMaKoJIOTHIeCKO! aKTMBHOCTBIO MM TOKCHYHOCTHIO (Hampumep,
HEKOTOpbIE CTEPOMIbI WM LUTOTOKCHYECKHE MPOTHBOOITYXONEBBIC CpencTBa) 3a
HUCKIIOYeHHEeM TeX Clyd4aeB, KOTAa YCTaHOBJIEHBI M  OCYIIECTBIIIOTCA
BATHIMPOBAHHEIE POLEAYPbl HHAKTHBALMH U (UIIH) OYUCTKH.

338. (4.42) IlpousBomuTensb IODKEH paspaGoTaTh ¥ BBECTH B JCHCTBHE
Mephl, Heo6XOmuMble IS HPeJOTBPAllleHHs MEePeKPeCTHOH KOHTaMHHAIMK CO
CTOPOHBI IIEpCOHANIA, @ TAKXKe HMCXOMHOTO CHIPBS, YMAKOBOYHBIX MAaTepHATIOB,
POMEXYTOYHOH  MpONyKUuH,  oGopydoBaHMA W HWHBIX  IIPEAMETOB,
TepeMeIAIOIIIXCSA U3 OJHON BEIIETIEHHOH 30HBI B IPYTYIO.

339. (4.43) JIro6ble TEXHOJIOTHYECKUE ONEPaMH (BirOYast B3BELIMBAHUE,
pasMOJ HIM YHAaKOBKy) C  BBICOKOTOKCHYHBIMH HedapMalleBTHIECKMMH
BEIECTBaMM, TAKMMH KaK repOUIMAbl U ECTUIMIBI, HE JOITyCKaeTCs MPOBOJUTD B
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TEX XKC 3daHUAX U (I/I.TII/I) Ha TOM X¢E 060py,I(OBaHI/II/I, KOTOPBIC HUCIIOJIB3YIOTCA IJIsA
IIPOM3BOACTBA ®C. PaboTa ¢ TaKHMH BHICOKOTOKCHYHBIMH He(bapMaHeBTI/I‘-ICCKI/IMI/I
BCHICCTBAMHU M MX XPAHEHHUE NOJDKHBI OCYIIECTBIATHECS OTACIBHO OT oC.

Oceemenue (4.5)

340. (4.50) Bo Bcex 30HaX MJOMKHO OBITH OOECHEYEHO OCBEILEHHE,
HeO0O0XOAMMOE JJIS TOrO, YTOOHI IIPOBOJUTE OYKHCTKY, TEXHUYECKOe 00CITyKUBAHKE
¥ HaJIexallee BHITIOJTHEHHE OTlepalyii.

Croxu u oTxoasl (4.6)

341. (4.60) CToxu, OTXO/BI ¥ JpyTHe OTpaboTaHHBIE MaTepHaibl (HarpuMep,
TBep/IbIE, XKUAKUE ¥ ra3006pasHble MOGOYHEIE IPOTYKTHI IPOM3BOICTBA) BHYTPH U
CHApY)XH 3[JaHHWi, a TaKk)Ke Ha HEIOCPEACTBEHHO IIPUIIETAOIEed TEePPUTOPUH
HeOOXOMMMO CBOEBPEMEHHO YIAATh, obecreduBas 6e30IaCHOCTb M COONIOKas
caHHTApHEIe paBmia. KonTeliHepsl /uis Mycopa H (W/IH) CTOYHBIE TPYOBI HOIKHEI
OBITh YETKO MPOMApPKUPOBAHBI.

CannTapHasi 06paGoTka u TexHHYecKoe obcayxuBanue (4.7)

342. (4.70) 3pmaHus, WCHONb3yeMble IPH IPOM3BOJCTBE MPOMEXYTOYHOH
mpopykuuu u @C, HeobxoouMo Ha[IexamuM obpasom  0OCIyXHBAaTh,
PEMOHTHUPOBATH U COIEPKATH B YHCTOTE.

343. (4.71) [TIlpouwssomwtenb JOJDKEH  pa3paboTare  TOKYMEHTEI,
OIpeeNAONe OTBETCTBEHHOCTh 3a IIPOBENEHWE CAHUTapHOH obpaboTku, B
KOTOpHIX MpHBEAEHb I'padUKd NPOBENCHUS OYHUCTKHM, IMEPEYHUCICHBI METOZRL
0GOpyIOBaHHE U MAaTEPHAIE], HCIIONIb3yeMBIe IPH OYHUCTKE 3TaHUH 1 [IOMEILEHUA.

344. (4.72) TIpu He06XOAMMOCTH [UIs TOTO, YTOOBI H30€kKAaTh KOHTAMHHALMY
060pyIOBaHKs, UCXOJHOTO CHIPhS, YIIAKOBOYHBIX MaTEPUAIOB ¥ MAaTCpHAIIOB UL
MapKHPOBKH, TIPOMeXyTo4yHoil mpopykimu u  @PC, JIOKHEI OBITH TaKKe
pa3paboTaHbl MPOLEAYPHl MO HCIONB30BAHAIO CPEACTB INPOTHB IPBI3YHOB,
MHCEKTHLHUAOB, (QYHTHUIKAOB, GyMHUIaHTOB M CPEJCTB OYHMCTKH U ne3uHPeKIH
@C.

TEXHOJIOT'HYECKOE OBOPYJIOBAHME (5)

IIpoexTupoBanne 1 MoHTax (5.1)

345. (5.10) OO6opynoBaHue, WCIONb3yeMOe IIpH  MPOU3BOACTBE
npoMexyToyHoit npoxmykimuu u  PC, [OMKHO MMETh COOTBETCTBYIOIIYIO
KOHCTPYKIIUIO, COOTBETCTBYIOIIME Pa3Mephl U PaclonaraTeCsi B COOTBETCTBUM CO
CBOMM HAa3HAYeHHeM M TakKuM o0pa3oM, 4YTOOBI MEpCOHaN MOT OCYIIECTBIATH
OYHCTKY, Ae3uHGeKuuo (Ipd HeoOXOAMMOCTH) M TEXHMYECKOS obctyXKUBaHHE
3TOro 000py AOBaHUA.
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346. (5.11) IloBepxHOCTH 00OpPYIOBaHMSA, KOHTAKTHPYIOUIHE C HCXOIHBIM
CBIDBEM, IPOMEXYTOYHBIMH mponykramMud wid PC, He TOMKHBI BIHATH Ha
Ka4eCTBO MPOMEXYTOYHBIX MpoxykToB 1 ®C U U3MEHATHh MX XapaKTEPUCTHKH 3a
Tpefebl oMy CTUMBIX 3HaUeHUH, YCTAHOBICHHBIX B CITEU(UKAIUIX.

347. (5.12) TexHonoruveckoe oOOpyIOBaHHE HEOOXOAMMO HCIOIH30BATh
TOJIBKO B IIpejiesiax pabovuX AHAIa30HOB, YCTAHOBJICHHBIX NPH KBATH(DHUKAIHH.

348. (5.13) OcHoBHOe 00OpynoBaHME (HApUMeEp, PEaKTOPhbl, EMKOCTH I
XpaHEHHs) W CTAllMOHApPHEIE TEXHOJIOTUYECKUE IJIMHUU, HCIOJIB3yeMbIE B
IIPOM3BOJACTBE IPOMEXyTo4HoM mpomykiwu wid PC, HOWKHEI  OBITH
COOTBETCTBYIOIUM 00pa3oM HAeHTU(HUIUPOBAHEI.

349. (5.14) JIio6wle BemiecTBa, HeoOXomumble AN (QyHKIMOHUPOBAHHS
000pyIOBaHUA, TaKHe KaK CMas3KH, XXHUIKOCTH JUIS HarpeBa WM XJIaJareHThl, HE
JOJDKHBI KOHTAaKTHPOBaTh C MPOMexyTodHoi mpoxykunued min OC, yrolel He
M3MEHATh WX KadecTBO. [IpOM3BOAMTENH HODKEH MPOBECTH OLEHKY JIHOOBIX
OTKJIOHEHMiI 0T 3Toro TpeGoBaHus, dYTOOBl YOEIMTBCS, 9YTO OTCYTCTBYET
HeGNaronpHUsTHOE BO3JEHCTBHE JTHX MAaTEPHAJIOB, BIUSIONICE HA MPUTOAHOCTH
npoMexyTouHo#t mnpoxykuweid wim OC mna ucmoms3oBaHHA. Tam rae 31O
BO3MOJKHO, JOJDKHBI MCIIOJIB30BAThCS CMa3KM M Macja, NpeIHasHAYCHHBIC UIA
IUIIEBON POMBIIIIICHHOCTH.

350. (5.15) Bo Bcex ciy4asX, Korga 3TO IPUMEHHMO, JOJDKHO
HCTIONB30BaThCs 3aKPBITOE WIH FePMETHYHO 3aKphiBatomeecs: 06opynosauue. IIpu
HCTIONB30BAHAM OTKPHITOrO OGOPYNOBAHHMS MIM €ro OTKPBITHM HEOOXOIMMO
IPMHATE MEPHl IPEJOCTOPOXKHOCTH, YTOOBI CBECTH K MHHVMYMY PHCK
KOHTaMUHALIWH.

351. (5.16) Y mnpousBoauTeNd OOJDKEH UMETBCS B HAIAIHN aKTyaJIbHbIN
KOMIUIEKT YepTeXXell HCIOoNb3yeMoro o0OpyAoBaHMA, a Takke KpUTHICCKHX
CHCTeM  OOBS3KM  (HAaOmpUMep, KOHTPOJBHO-M3MEPHTENBHBIX  HpPHOOPOB,
BCIIOMOTATENBHBIX CHCTEM).

Texuugeckoe 06CTyKHBAHHE H 09HCTKA 0GopyaoBanus (5.2)

352. (5.20) IMpodurakTHIecKOe  TEXHHYECKOE obciryKuBaHHE
06Opy/IoBaHHMsT HEOOXOAMMO IIPOBOAMTH B COOTBETCTBHHM C YTBEPKICHHBIMH
rpapukaMH ¥ NpoLEAypamMd, B KOTOPBIX JOJDKHA OBITH OIpeAeneHa
OTBETCTBEHHOCTD 3a UX IIPOBE/ICHHUE.

353. (5.21) IIpousBoauTeNb JOMKEH pa3paboraTh MHCTPYKLHH O OIHCTKE
060pyI0BaHHUS U MOCIEAYIONIEMY MOJTYYeHHIO Pa3pelIeH s Ha ero HCTOJIb30BAHUC
IpH IIPOM3BOJCTBE IPOMeEXyTouHOM mpoxyxuuu # DC. I[Tpouiexypsl OYHUCTKA
JOKHEl OBITH OIHCAHBI JOCTATOYHO IOAPOGHO, YTOGHI ONMEPAaTOPBI MOITIH
IIPOBOJMTE OYHCTKY OOOpYAOBaHMs JIOOOro THN@ BOCHPOU3BOIUMBIM M
3¢ heKTUBHBIM CIIOCO60M. DTH IIPOLEY Pl IOJDKHBI BKIIIOHATS:

YCTAHOBJIEHHE OTBETCTBEHHOCTH 33 OYHCTKY 000pyHOBAHNS;

rpauKy OYMCTKY, BKIIOYas (IpH Heo6X0aUMOCTH) TrpaduKu CaHHTapHOH
00paboTKy;
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[IOJIHOE€ OITMCAaHWE METOJIOB M MaTepUaoB, BKIIOYas IPHUTOTOBIICHUC
CpEJNCTB, UCIIOIB3YEMBIX JUTISl OYUCTKH 000pYJOBaHHS;

MHCTPYKIIMM 1o pa3bopxke u cbopke Kaxaod (IpH HEoOXOJUMOCTH)
e TUHULIBI 000pY TOBaHHUs 11 oOecrieueHNs HaijlexXallen OYMCTKY;

MHCTPYKIIMH I10 yJAJICHUI0 MapKUPOBKH MPEABIIYIIEH CepUH;

HHCTPYKIIMH [10 3alllUTe YHUCTOro o6OpyJOBaHMS OT KOHTaMHHAIUM IIE€pEN
€ro UCIIOJIb30BaHUEM;

IOPAIOK MPOBEPKHA YUCTOTH 00OPYJOBaHMA HEMOCPEACTBEHHO IIEPE] €ro
MCIIOJIB30BaHUEM, €CITH 3TO MPAKTHYECKH OCYIECTBUMO;

yCTaHOBIEHKE (KOT/ia IPUMEHHMO) MAaKCUMAJIBHOTO IPOMEXYTKA BPEMEHH
MEXy OKOHYAHHMEM IIPOIlecca ¥ OYHCTKOH 000py IOBaHMS.

354. (5.22) OOGopynmoBaHue U IPHUHAIEKHOCTH JOJDKHBI OYHMIIATHCA,
XpaHHTBCA M HpPH HEoOXOMMMOCTH IOABEPraThCsA CAHMTAPHOH 00paboTKe HIH
CTEPUITM30BATHCSL IS IPEJOTBPAICH s KOHTAMIHALY MM IIEpEHOCa MaTepuaia,
KOTOpPEIE MOTYT H3MEHHTh KadeCTBO INPOMEXYTOYHOH MHPOAYKIHM H ®C 3a
TIpefieNibl, YCTAHOBJIEHHBIE B CIIEIUDHKALIUSX.

355. (5.23) Jns obopynoBaHHs, NpeJHa3HaYEHHOIo ULl HEHNPEpBIBHOIO
TEXHOJIOTMYECKOro  Ipolecca WIM  JId  [POM3BOACTBA  KaMIAHUAMHU
(IIpOM3BO/ICTBEHHBIMA LIMKJIAMH) IOCJIENOBATENBHBIX CEepHH ONIHOM H TOM Xe
TIPOMEKY TOUHOM MPOTYKIMK WX ONHOA U TOH XKe ®C, He0OXO0AUMO IIPOBOIMTH
OYHCTKY 4epe3 OIpeJelieHHble TPOMEXYTKH BPEMEHH BO M30€XKaHWe HAKOIUICHH
M IepeHoca KOHTAMHMHAHTOB (HampuMmep, IIPOAYKTOB —PpaslOXCHUA MM
HEIOITYCTHMOTO KOJIMYeCTBa MUKPOOPTaHM3MOB).

356. (5.24) OGopyznoBaHMe, MCIONB3yeMO€ HJs HPOM3BOACTBA pPA3HBIX
MaTepHaioB, MODKHO O4YHMINATBCH B IPOMEXYTKaX MEXay HX CMEHOH BO
n36exaHue IepeKpecTHON KOHTaMHHALHH.

357. (5.25) IpousBoauTens HO/DKEH YCTAHOBHUTH U 000CHOBaTh KpUTEPHH
NPUEMJIEMOCTH B OTHOIIEHHM OCTaTKOB, @ TaKXe OCYINCCTBUTL M 060CHOBATH
BEIOOD MPOLIEXyP OYKUCTKH ¥ MOIOIMX CPEJICTB.

358. (5.26) O6opynoBaHHe MOIKHO OBITH COOTBETCTBYIOIIMM obpa3zoM
IPOMApPKHAPOBAHO B OTHOIIEHHH €r0 COAEPXKMMOTO 1 COCTOSHUSA TUCTOTRL.

Kaau6poBka (5.3)

359. (5.30) Kanu6poBKy KOHTPONBHO-H3MEPHTENHHOIO M aHATUTHIECKOTO
oGopyoBaHusl (B TOM 4MCIE BECOB, NPHOOPOB I MOHHTOPHHIA), HMEIOIIEro
KPUTHYECKOE 3HA4YEHHE JUIs OOecIIedeHus KayecTsa IPOMEXXYTOIHOH IIPOXYKIMH
pmi  ®OC, HeoOGXOIUMO MPOBOIUTH B COOTBETCTBHM C YTBCPKACHHBIMH
MHCTPYKIMSAMHM M yCTAHOBJIECHHBIM IPahUKOM.

360. (5.31) KammGpoBka JOIKHA IPOBOIMTECA C  HMCIONB3OBAHUCM
COOTBETCTBYIOLIMX CEpPTH(HIMPOBAHHBIX CTaHIAPTOB WM CONOCTABMMOLO €O
craHaapToM 06pasiua 1160 3TaoHa (€CIU TAKOBbIE CyILECTBYIOT).

361. (5.32) 3anucu NpOBeeHHs KTHOPOBOK IOTDKHBI COXPAHATHCA.

362. (5.33) Texyumii craTyc KalMOpOBKH KPHTAIECKOTO o6opyoBaHUA
JOJKEH OBITH H3BECTEH U 1aBaTh BO3MOXHOCTh €T0 IPOBEPKH.
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363. (5.34) He nomyckaercss HCIOJNB30BaHHE INPUOOPOB, KOTOpHEIE HE
COOTBETCTBYIOT KPUTEPHSIM KaIHOPOBKH.

364. (5.35) OTkiIOHEHHS OT YTBEPXAECHHBIX CTaHIAPTOB KaIMOPOBKH IS
KPUTHYECKHX HpUOOpOB HEOOXOMHUMO paccienoBaTh, YTOOBI OIPENEIHTS,
IOBIMAIO JIM OSTO Ha KadecTBO MPOMEXYTO4HOM mpoxmykumu u DC,
IIPOU3BENCHHBIX C UCIIOJIF30BaHHEM JAaHHOTO 000pYAOBaHUS MOCIE ero MociIe HeH
YCIIELTHON KamTHOPOBKH.

KomnbrorepusnpoBanHbie cucremsl (5.4)

365. (5.40) KomnproTepu3upoOBaHHbIE CUCTEMB], OTHOCSAINUECS K HACTOALMM
[paBunam, nojrexar Banumauuu. O6bseM BaluJalliy 3aBHCHT OT MHOTroo6pasus,
CIIO’KHOCTH M KPUTUYHOCTH PUMEHEHUS KOMITBIOTEPHU3UPOBAHHBIX CUCTEM.

366. (5.41) Hapnexamme xBanu@UKanusd MOHTaxa H KBaJTH(HKAITUA
GYyHKIIMOHUPOBAaHUSA JOJDKHBI IIPOJIEMOHCTPHPOBATH IIPUTOJHOCTH
KOMIBIOTEPHOr0 000pYNOBaHMS M IPOrPaMMHOI0 oOecredeHust As BBINOTHEHU
IIOCTaBJIEHHBIX 337a4.

367. (5.42) HcnonssyeMoe IporpaMMHOe obecnedeHHe, KOTOpoe ObuIo
KBATH(UIMPOBAHO, He TpebyeT MpOBeJeHUs UCIBITAaHUM TOro e ypoBHA. Ecim
CyLIECTBYIOIas CHCTEeMa He IIpOIlia BaIMIAlMI0O BO BpeMsA YCTaHOBKH, INpH
HAJIMIMU COOTBETCTBYIOLIEH HOKYMEHTAIlMd MOXHO IIPOBECTH PETPOCIIEKTHBHYIO
BaJIAAIIHIO.

368. (5.43) Heo6xoaumo, 4ToObl KOMIIBIOTEPH3UPOBAHHbIE CHCTEMbI HMEIIH
JOCTAaTOYHEIN YPOBEHb KOHTPOJIS AJA NIPENOTBpPAIleHHs HECaHKIMOHHPOBAaHHOIO
JOCTyIla K JaHHEIM WIA HM3MeHeHWs JaHHBIX. JIOJDKHa OBITH NpelyCMOTpeHa
3aI0MTa OT IIOTEPH JaHHBIX (HANpHUMEp, MpPH BHIKIIOYECHUH KOMITBIOTEPA).
MudopManms o JIFoObIX U3MEHEHHAX JaHHEIX, O MOCIeHEM BBOJIC aHHBIX, O TOM,
KEM M KOTZia OHH OBLTH CJIeJIaHbl, IOUIEXHT PETUCTPALIMHY.

369. (5.44) IpousBoauTeNb AODKEH UMETh YTBEPXKIEHHBIE MPONCAYPEI 10
SKCIUIyaTallid ¥ TEXHUYECKOMY OOCIY)XHUBaHHUIO KOMIIBIOTEPU3UPOBaHHBIX
CHCTEM.

370. (5.45) Ecnu xpuTHYeCKHe JAaHHBIE BBOIAT BPY4HYIO, He00X0AUMO
IPENyCMOTPETH IOTONHUTENBHYIO IPOBEPKY TOYHOCTA MX BBCICHHUA. Takyio
IIPOBEPKY MOJXET BBIIOIHHUTE BTOPO ONEPaTOp MM CaMa CHUCTeMa.

371. (5.46) CGou B paboTe KOMIIBIOTEPU3HPOBAHHBIX CHCTEM, KOTODBIC
MOTYT TIOBIHMSATH Ha KayeCTBO IIPOMEXYTOYHOH MPOXYKIMA HIH @®C, Ha
NOCTOBEPHOCTh  3amiMCell ~ WM  pe3yIbTaToB  MCIBITAHMH,  IOJEXaT
JIOKYMEHTAJIFHOMY OGOPMJIEHHIO ¥ PaCCIEOBaHHMIO.

372. (5.47) 3MeHeHNs B KOMIBIOTEPH3NPOBAHHBIX CHCTEMaX He00X0q1UMO
OCYIIECTBJIATH B COOTBETCTBMM C IIpOHEAypaMH BHCCCHHA M3MEHEHUH,
oHIMATBHO UX CAHKIHOHMPOBAaThb, OQOPMIATE JOKYMEHTANBHO M TECTUPOBATE.
JIOJKHBI COXPAHATBCS 3allUCH BCEX HM3MEHEHHH, BKIIOYas MoAUGMUKALKIO M
yCOBEPILIEHCTBOBAHHE KOMITBIOTEPHOIO obopynoBaHuH, IIPOrpaMMHOI0
obecriedeHus W JAPYrMX KPUTHYECKAX KOMIIOHEHTOB CHCTeMBL. OTH 3alliCH
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JOJDKHBI OBITH JOKa3aTENBCTBOM TOrMO, 4YTO CHCTEMA IIONNEPXKHBAETCA B
BaJIMJUPOBAaHHOM COCTOSIHHH.

373. (5.48) Ecnu c6off WiIM MOJOMKA CHCTEMBI NPHBOAUT K ITOCTOSHHOM
TIOTEpe 3aIlKCeH, MPOU3BOAUTENL JOJDKEH II PeyCMOTPETh CUCTEMY PE3EPBHOIO
KOIIMpOBaHus HHpopMarmi. Bo Bcex KOMIIBIOTEPH3HPOBAHHBIX CHCTEMAX JOJKHEI
OBITH IIPEyCMOTPEHBI CPECTBA, 00ECIIEYMBAIOLIME 3AIUTY JaHHbIX.

374. (5.49) B nomonHeHre K KOMIBIOTEPHOH CHCTEME IOITYCKAeTCs 3alliCh
JNaHHBIX U JPYTHUM CIIOCOOOM.

JOKYMEHTAIMSA U 3AIIMCH (6)
Cucrema gfoxyMenTanun u cnenuduxanuu (6.1)

375. (6.10) Bce mOKyMeHThHI, MMEIOIIME OTHOLIEHHWE K IPOHU3BOJICTBY
npoMexyTodHoil mpoxykumu wim OC, HeoOXOAMMO COCTaBIATH, IIPOBEPSTE,
yTBEpXJaTh H  PACIpPOCTPaHATh B COOTBETCTBHH C  YTBEPXKICHHBIMH
IIPOM3BOAUTENEM IIpolieaypaMu. Takue JOKYMEHTHI MOTYT ObITh OQOPMIIEHH KaK
B IMCHMEHHOM, TaK U B 3JIEKTPOHHOM BHUJE.

376. (6.11) Beigauy, nepecMoTp, 3aMeHy WIH M3BITHE BCEH NOKYMEHTAIUH
HeoOXOIMMO KOHTPOJIMPOBaTh C COXpaHEHHEM CBENEHHWH 00 MX IpeablayIIux
BEPCHUSX.

377. (6.12) IlpousBoauTens JODKEH OPraHU30BaTh CHCTEMY XPaHEHUs BCEX
JIOKYMEHTOB (HAaIpUMep, OTYETOB O pa3paboTKe, OTYETOB O MAacIITabDHMpOBaHUH,
OTYETOB O Iepefade TEXHOJOTHH, OTYETOB O BalMIALMM IIPOLECCa, 3alMcel 1o
00y4YeHHI0, 3aIicell 10 MPOU3BOJACTBY, JOKYMEHTOB IO KOHTPOJIIO U 3alicel 10
peau3aum) ¢ yKa3aHueM CPOKOB XpaHEHHUs TaKUX JOKYMEHTOB.

378. (6.13) Bce 3ammcu 1o IPOU3BOIACTBY, KOHTPONIO H pealu3allvy
HeoOXOOMMO XpaHHUTh He MeHee | roja mocie UCTEYEHUs CpOKa roOIHOCTH CEpHH.
3anucH, coepKaliye JaHHbe MOBTOPHBIX HcnblTaHui PC, TOIKHBI XPaHUTHCS HE
MeHee 3 JIeT Moclie MOJHON peald3alyy CEpHH.

379. (6.14) 3amucu HeoOXOOMMO BEHIIIOIHATH HECMBIBAEMBIMHU Y€pHUIAMHU B
CHEeLHAIBFHO MPEIYCMOTPEHHBIX IS 3TOr0 MECTaX Cpasdy K€ IIOCIIE BBIIOJIHEHUS
OIepal¥if; JIUIIO, CIejaBlilee 3alKch, JODKHO ObITh 06003HaueHo. KcnpaBieHus B
3QIMCAX JOJDKHEI OBITH MOAMUCAHBI C IIPOCTABICHUEM JIaThl. TaKkue WCIpaBICHUS]
He JIOJDKHBI IIPEIATCTBOBAThH IPOYTEHHIO 3alIUCH B €€ IIEpBOHAYaIbHOM BUIE.

380. (6.15) B Teuenue mepuoaa XpaHEHHsS OPUTHMHAIBI MJIM KOIMH 3aIUCer
IO/DKHBl OBITh  JIETKONOCTYNIHBI Ha IIPOM3BOACTBEHHOW IUIOIIANKe, Ine
OCYIIECTBJISIMCH PabOTHI, ONHCAaHHBIE B 3THX 3amucax. JlomyckaeTcs Taioke
OBICTpOE IOJIy4YeHHe 3amucedl U3 JOpyrMX MeECT XpaHCHUs C IIOMOIIBIO
3JIEKTPOHHBIX UIIU APYTHX CPELCTB.

381. (6.16) Creruoukaiuy, HHCTPYKIUM, IMPOLEAYPBl K 3alMUCH MOXXHO
XpaHUTh 160 B OpUTHHANe, NUGO B BHAE KONMH, TakMX Kak (OTOKOIHH,
MHKPO(HIBMBI, MHKPOQHIIMA WM Apyrde (GOpMBI TOYHOIO BOCTIPOU3BENCHMA
OPMI'MHAJIBHBIX 3ammuceil. Eciu HCnonp30BaINCh METOIBI YMEHBIICHN OPUIHHAIIA,
HaIlpAMep, MHKPO(QUIEMHPOBaHHE, WM DJIEKTPOHHBIE 3allUCH, TO HEOOXOAMMO
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UMETh COOTBETCTBYIOLIEE CUUTHIBaromlee 0OOpYyIOBaHHE, a TAKXKE CPENCTBA I
M3rOTOBJICHUS IIEYATHBIX KOIHIA.

382. (6.17) IIpomsBomurens HOJDKEH paspaborarte ¥ OQOPMHUTH
HOKYMEHTAJIBHO CHIENU(UKAIMM Ha HCXOAHOE CHIPbE, POMEXYTOYHYIO
npoxykuuo (npu HeoOxomumoct), ®C M MaTepuaigsl A9 MapKHPOBKH H
YIaKOBKH. JIOMOJHHUTENBHO MOTYT HOHAJOOUTECS crienUUKalii Ha HEKOTOPHIE
Apyrde Marepwansl (HampuMep, BCIIOMOTATENbHBIE MAaTEPHAIBl, IPOKIAIKH),
HCIIOJB3yEMBIE B XOJ€ IPOU3BOACTBA INPOMEXYyTo4HOM mnponykmuu mwm OC,
KOTOpBIE MOTYT OBITh KPUTHUYECKHMH IS KadecTBa. HeoOxoammo ycTaHOBUTH U
0pOpMUTH HOKYMEHTAJILHO KPUTEPHH MIPUEMJIEMOCTH IS KOHTPOJIA B IIpoLecce
IIPOM3BOJCTBA.

383. (6.18) Eciu ucnons3yroTcst 3JeKTPOHHbIE IIOAIUCH Ha JOKYMEHTaX, TO
OHH JOJDKHBI OBITH UIEHTU(PULIMPOBAHE! U 3aILMILEHBI.

3anHcH OYHCTKH H HCI0JIL30BaHus 00opyaoBanus (6.2)

384. (6.20) B 3amucsax MCMONB30BaHMs, OYMCTKH, CAHUTApHOH 00paboTKy ¥
(MIK) CTEepUIH3aLUM, a TaKkKe TEXHUYECKOTO OOCIy)XUBaHHA OCHOBHOIO
060pyIOBaHMS NOKHEL OBITH yKa3aHsl gara, BpeMs (Ipu HEOOXOIHUMOCTH),
HaUMEHOBaHME IIPOLYKIIMH, HOMEp KaXIOH CephuH IPOM3BEIECHHOW Ha 3TOM
000pYJOBaHHU TNPOAYKIMH, a TaKkKe IMIO, KOTOpOe IIPOBOAMIIO OYHUCTKY H
TEXHHUYECKOe 00CIyKIUBaHUE.

385. (6.21) He Tpebyercs COCTaBIEHHS OTAENBHBIX 3alUCEHl OYHUCTKU H
HCIIOIB30BaHusa 00OpYIOBaHHUS B Cllydae, €CIIM OHO CIELHAIBHO MPEAHA3HAYCHO
JUIS TIPOM3BOJICTBA OIHOTO HAaMMEHOBaHMS [IPOMEXYTOYHOro npoaykra wix ®C u
cepud 3TOro IPOMeXyTroddHoro mnpoxykra uix @OC  mOpoM3BOmATCS B
IPOCIIEXMBAEMOM TIOCIIENOBaTEIFHOCTH. B Clly4asx HCIIONb30BaHMS CIIEIUAIBHO
NpefHa3sHaYeHHOro OOOpYJOBaHMS 3allUCH €ro  OYHUCTKH, TEXHHYECKOro
0GCITy)KMBaHHMS M KCIUTYaTallii MOTYT GBITh IGO0 YacThIO JIOChE Ha CEpHIo, THDO
OTHENBHBIM JOKYMEHTOM.

3anucH Ha HCXOHOE ChIpbe, IPOMEXYTOYHbIE NPOAYKTDI,
YIaKOBOYHBIE MAaTePHAJIbI H MATEPHAJIBI 1JIsl MAPKHPOBKH
¢apmaneBTH4ecKHX cyOcTanumii (6.3)

386. (6.30) HeobxomuMo BecTH 3allUCH Ha HCXOMHOE  CBIPEE,
IPOMEXYTOYHblE MPOAYKTHl, YIAKOBOYHBIE MaTEepHallbl, MaTepHaIbl  UIA
mapkupoBku OC, cogepixalnye cleayrolne JTaHHbIe:

HAMMEHOBAHHE IIPOM3BOIMTENS, MACHTH(GUKAIMIO M KOJNMYECTBO KaXIOH
IOCTaBKH KaXIOH CEepHUM MCXOIHOTO ChIPbS, NMPOMEXYTOYHOH NPOAYKLUHMA HIH
YIIaKOBOYHKIX MATEpPHAIOB K MaTePHAIIOB st MapkupoBKku PC;

Ha¥MeHOBaHHe IIOCTABIIMKA, KOHTPOJbHBIA HOMep (HOMEpa) IOCTaBIIHMKA
(ecu U3BECTEH) WM APYToil HACHTUGUKALMOHHBIN HOMED; HOMED, TIPUCBOEHHEBIH
IpK TIpHEMKe, U 1aTa MPHEMKH,;
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pe3yIbTaThl BCEX NMPOBENCHHBIX UCIIBITAHUHI WM IIPOBEPOK ¥ CHETaHHBIE HA
X OCHOBAHHH BBIBO/IBI;

3aIlUCH, B KOTOPHIX OTCIIEXUBAETCS MCIIOJb30BaHUE MAaTEPUAIIOB,;

JOKYMEHTAIMI0 I10 OLIEHKE W IIPOBEpKE YIIAKOBOYHBIX MAaTE€PHAIOB H
MaTepuaioB [l MapkupoBkdk @®C Ha COOTBETCTBHE YCTAHOBIEHHBIM
cnenuduKanysm;

OKOHYATeNbHOE pEeIleHUe OTHOCHTENBHO OTKIOHEHHBIX HCXOIHOIO CBIPHS,
HPOMEXYTOYHOH HMPOAYKLHMH WIH YIIaKOBOYHBIX MAaTEpPUAJIOB M MaTEpHANIOB UL
MapkupoBku OC.

387. (6.31) IlpowsBoauTenb OOJKEH XPAHUTH YTBEpPXKIEHHBIE 0Opa3Lbl
3THKETOK IS CPaBHEHHS C HUMHU BBIITY CKaéMBbIX 3TUKETOK.

IIpoMbll/IeHHBIH perjiaMeHT H
TEXHOJIOTH4YeCKHe HHCTpYKuuH (6.4)

388. (6.40) J[lna ofecmedeHus OJHOPOXHOCTH OT CEpUH K CEpHH
IIPOU3BOJUTENH JOJDKEH pa3paboTaTh MPOMBIIUIEHHEIE PETTIAMEHTHI VIS KaXXKA0ro
Buga ®OC, KOTOphle YTBEP)KHAIOTCA PyKOBOLUTENEM IIPOU3BOIUTENS, a TaKxKe
HE33aBHCHMO IPOBEPSIOTCS, IIOANMCHIBAIOTCS JINIIOM M3 IOApa3IeNeHUs] KauecTBa C
npocTaBlieHMeM JgaTel. Ha  OCHOBaHMM  NPOMBIIUICHHBIX  PErJIaMEHTOB
paspabaThIBAIOTC  TEXHOJIOTMYECKWe HHCTPYKIMH U  Ka&XIOW  CTajuu
TEeXHOJIOTHYECKOr0 Ipolecca ¥ (WiM) IS KaXAOro BHAA IIPOMEXYTOYHOH
IPOAYKIIMH, KOTOPHIe IMOAINKCHIBAIOTCA OJHMM JIMIOM C IPOCTaBICHHEM [aThl, a
TaK)K€ HE3aBHCHMO IIPOBEPSIOTCS, MOANUCHIBAIOTCH JIMIIOM M3 IOAPa3feNeHUA
KauecTBa ¢ IPOCTAaBJIeHHEM JaThl 1IpOMBINUIEHHBIN pPeriaMeHT BKII0YaeT B cels
riepedeHb KCIIOIB3YEMBIX MAaTEPHAlIOB C yKa3aHMEM KOJMYECTBa KaXI0ro U3 HHX,
IaHHBle 00 WCIIONB3yeMOM OOOpYIOBaHMH, OIMCAHWE TEXHOJIOIMYECKOro
mpolecca M MeTONOB KOHTpoNis Ha Bcex oramax mpoumssonctsa @C. Obmpme
TpeGOBaHUs K CTPYKType M HHble TpeOOBaHMS K COACPXKaHMIO NPOMBINUICHHBIX
PErlaMeHTOB YCTAaHOBJIEHBl COOTBETCTBYIOIIMMH HOPMAaTHBHLIMU [PAaBOBBIMU
aktamu Poccutickoit @enepanum.

389. (6.41) TexHONOrMYECKHE HHCTPYKIIMHM TOJDKHBI BKIIFOYATE!

HAUMEHOBAHHE BBINYCKaeMOH NpoMexyTouHoH mnpoxykuuu wimm PC u
CTamgM¥  TEXHOJOTMYECKOro  Ipolecca, a  Takke, €ClId  IIPUMEHUMO,
COOTBETCTBYIOIIMM KOJI JOKYMEHTA,

TIOJHBIM IlepedeHb HCXOMHOIO CBHIPbS M IPOMEXYTOYHOH NPOIAYKIMH C
yKa3aHHeM HaMMEHOBaHWH WIM KOIOB, JOCTATOYHO CHENMGUIHBIX AL TOro,
YTOGEl MOKHO OBUIO MPOBECTH MACHTHGUKANMIO H ONPEAEIHTh JIHOObIE
crienMaNbHEIE XapaKTepUCTHKH KauecTBa;

TOYHOE yKa3aHHe KOJUYEeCTBa MIIM COOTHOLICHHE KaXJOro HaWuMEHOBaHMA
MCIIONB3YEMOT0 MCXOJHOTO CHIPhS MM IPOMEXYTOYHOM NMPOJYKIMK C yKa3aHUEM
eqUHAL M3MepeHnsa. ECIu Takoe KOJIMYECTBO He ABJSAETCH (HKCHPOBAHHBIM, TO
HeOoOXOIMMO IIPMBECTH pacyueT I KaXJOro pasMepa CEpUH HIH pexXuma
TEXHOJOFHYECKOro Ipolecca. Taike HeoOXOIMMO yKa3aTh OTKIOHEHHUS OT
YKa3aHHBIX KOJIMYECTB, €CIIA OHM OOOCHOBAHBI;
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MECTO OCYILECTBIEHUS TEXHOJOTHYECKOr0 IIpollecca M OCHOBHOE
TEXHOIIOTHYECKOe 000py 10BaHKE, KOTOPOE IIPH 3TOM HCIIONE3YETCH;

oApOOHEIE TEXHOJIOIMYECKHE AEUCTBHA, B TOM YHCIIE:

IIOCTIEI0BATENHHOCTD, KOTOPYIO HEOOXOAHUMO COOIIIOIATS;

UCIIONb3yEeMBIE JHANa30HbI TapaMeTPOB MPOLIECCa,;

yKa3zaHUs 1O OT0opy mpo6 H KOHTPOJMIO B IpoOIEecce IPOM3BOACTBA C
yKa3aHHEM KpUTEpHUeB IPHUEMIIEMOCTH, KOT/Ia 3TO HEOOXOIMMO;

IpeleNIbHbIE CPOKH 3aBEpIIeHHS OTHAEIBHBIX CTaAWid TEXHOJIOTMYEeCKOIo
nporecca ¥ (W) BCETo Mpolecca B LIENIOM, KOria 3TO HE00X0AUMO;

OXXUJaeMbIe THANa30HbI BBIXO/a IIPOAYKLIMH Ha COOTBETCTBYIOIIMX CTaIHUIX
npoliecca WK B OIpeieIeHHOE BpeMs;

0coOBble yKa3aHWs W MEPHl IMPeIOCTOPOXHOCTH, KOTOPHIE HEOOXOIMMO
COOJIIOIaTh, MM COOTBETCTBYIOIIUE IIEPEKPECTHHIE CC BUIKM HAa HHX, KOrjJa 3TO
HEO0O0XOIHUMO;

yKa3aHHS 10 XpaHEHHI0 MpOMexyTouHod npomykuuu uim OC s
obecriedyeHHss HX NPHIOJHOCTM K HCIOJb30BaHHIO, BKIIOYas yIAaKOBOYHBIH
MaTepHal M MaTepHall IS MapKHPOBKH, a TakkKe 0CoOble YCIIOBHS XPaHEHHA C
yKa3aHMEM CPOKOB, KOTTIa 3TO I1e1eco00pasHo.

Jocbe Ha cepHIO
(3anHCH N0 NPOH3BOACTBY H KOHTPOJIIO KavdecTsa) (6.5)

390. (6.50) JIna Kaxmoro MpoMexyTodHoro mpogykra u @C 10mKHO OBITH
MOATOTOBIEHO HOChE HA CEpMIO IpPOMAYKUMH, BKIIOYalollee B CeOS MOJIHYIO
MHGbOPMAIIHIO O IPOU3BOJCTBE M KOHTPOJIE KadecTBa Kax/o# cepur. Briapacmast
dopma Ui BHECeHHs 3amucedl MO IPOM3BOACTBY MOJDKHA COOTBETCTBOBATH
TEXHOJIOTMYECKON HHCTPYKIHY U SABJIATHCS aKTyalbHOM Bepcued. Eciu dopma s
BHECEHMS 3aIliCel 10 IIPOU3BOJCTBY CEPHM COCTaBIeHa Ha OCHOBAaHUH OTACIBHOH
YaCTH TEXHOJOTMYECKOM HMHCTPYKIMH, TO TaKOW INOKYMEHT IOJDKCH COAepXKaTh
CCBUIKY Ha HCIIONB3YeMYIO JEHCTBYIOUIYIO TEXHOIOTHIECKYI0 HHCTPYKIHMIO.

391. (6.51) ®opMsI [Is BHECEHHUS 3alIUCEH OTDKHBI OBITH MPOHYMEPOBAHBI C
yKa3aHHeM KOHKDETHOTO HOMepa CepHMM WM HICHTHQUKAIMOHHOTO HOMEpa, a
TaKKe TOAIMCAHBl C TPOCTAaBIEHMEM MAaTHl IIPH Bbgave. IIpu HeNmpephIBHOM
IPOM3BOACTBE KOX IPORYKIIHMH, a TaKKe JaTa M BPeMs BbIILyCKa MOTYT CIIYXHUTE
ONHO3HAYHBIMHM HAECHTUGHKATOPaMH JO IPHCBOCHUSA OKOHYATENbHOro HOMEpA
CepHuHu.

392. (6.52) B mocre Ha cepuro (3amUCSAX IO MPOU3BOACTBY M KOHTPOJIO
KauecTBa) MPOMYKLHH [OCNE 3aBEepIICHUs KaXIou Ba)XHOM TEXHOJIOTUYECKOM
CTaIUH JOJDKHEI OBITh YKa3aHbI CIeNyoInie CBEICHH:

JaTa |, rie IpUMEHHMO, BpeMH;

OCHOBHOE MCIIONB3yeMoe 00opyAoBaHME (HampHMep, PeaKTOpsl, CYIIHIKH,
MeTbHHIIBI);

crienuuUecKas HISHTHOUKAIMA KOKION CEePUH, BKIIOYast Maccy, CAHHHIEL
H3MepeHHsl, HoMepa CEpHUH HCXOTHOTO ChIPbA, IIPOMEXXYTOUHOH MPOMYKIMY W
MO6BIX MaTEpPHATOB, NPOLIEAIINX IIOBTOPHYIO 06paboTKy B XOZ€ IIPOU3BO/ICTBA;
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3aperuCTpUpPOBaHHbIE (aKTHYECKUE pe3ysIbTaThl KPUTHUYECKUX MapaMeTpOB
npoiecca;

JaHHBIE O JTIOOBIX NPOBEAEHHEIX 0TOOpax Mpoob;

HOJIIMCH JIML, BBIMOJHABIINX KaXIYI0 KPUTHYECKYIO CTaIUIO IIpH paboTe, a
TaK)X€ OCYILIECTBIABIINX HEIIOCPEACTBEHHBIN HA30p WU IPOBEPKY;

pe3ynbTaThl MCIOBITaHWH B IIpolecce IPOW3BOJICTBA M J1abOPaTOPHBIX
MCTIBITaHUH;

(haKTH4eCKUi BBIXOX Ha COOTBETCTBYIOIIMX CTaAMAX WU B ONpPE/ENICHHOE
BpeMS;

OIKCAaHNEe YHAaKOBKH ¥ MapKUPOBKH JJIS MPOMEXYTOYHOH IPOLYKIMH HIIH
OC;

obpazen stuketkd A1 OC wiy npoMexXyTOYHOH INpPOMYKIUH, €CIH OHH
IPOU3BENEHBI AN IIPOJAXKH;

moboe 3aMeveHHOe OTKIIOHEHHE, ero OIleHKa, HHPOPMaIUs 0 IPOBEJEHHOM
pacciieoBaHuH (TIpH HEOOXOAUMOCTH ) WM CChUIKA Ha TAKOE paccie]oBaHKe, eCiu
COOTBETCTBYIOIIME JOKYMEHTHI XpaHATCS OTACIBHO;

pe3yIbTaThl KOHTPOJISA [IPY BhIJa4e pa3pelleHns Ha BBIITY CK.

393. (6.53) [IpousBoauTeNs NOJDKEH pa3paboTaTh U yTBEPAUTH MPOLENYPHI,
KOTOpEIE HEOOXOAMMO COOJIIONATh MPH PacCiIeIOBaHIY KPHTUYECKUX OTKIOHEHUH
WM TIPY HECOOTBETCTBHUM CEPUH INpoMexyTo4Hoi mnpomykuumu win OC nx
crerudukanysam. Takoe pacciejoBaHUE JODKHO PACpOCTPaHATHCA H Ha JpyrHe
CepUH, K KOTOPHIM MOTIJIM OBl MMETh OTHOIIEHUE JAHHBIE HECOOTBETCTBHS HIIH
OTKJIOHEHUS.

JloxymeHTHI JiaGopaTopHOro KOHTpo.s (6.6)

394. (6.60) JloxymeHTHI 1a0OpaTOPHOIO KOHTPOJSA [IOJDKHBI BKIIOYATh
MONHYI0 HMHQOPMAIMIO O J[aHHBIX, IONYYEHHBIX B XOJ€ BCEX HCIBITAHUH,
IPOBEACHHBIX UL TIOTBEPKICHUS COOTBETCTBUS  YCTaHOBJIEHHEIM
cnerudukanuaM ¥ obmell dapMakomelHOH cTaThe, (apMakoNeHHOH CTaTbe,
HOPMAaTHBHOM JOKyMEHTallud WIM HOPMAaTHMBHOMY JOKyMEHTY, BKJOYas
UCCIIEIOBAHUSA ¥ KOJIMYECTBEHHbIE ONPECICHMs, & UMEHHO:

ompcanue o0pasloB, MOMYYECHHBIX U NPOBEIEHHS WCIIBITaHMSA, BKIIOYaAA
Ha3BaHWE MCXOIHOTO ChHIPhS, MECTO OTGOpa IPOOBI, HOMEp CEpHUH WK IpYyroH
XapaKTepHBIH Ko, faTy oT6opa Mpo6H! U, I/ie MPUMEHHMO, KOIMYECTBO 00pasiia,
NPEACTABIEHHOTO IS IPOBECHMS UCIIBITAHUM, ¥ IaTy €ro IOy 1E€HHU;

OIIMCAaHUE KAXIOIO MCIOJNB3yeMOro METOJa MCIBITAHHM WK CCBUIKY Ha
TaKoOH METOJ;

yKa3aHHe Macchl ofpasia WiM IPYIHX eIMHMII M3MEepeHHs Juisi o0pasia,
HCIIOJNB3YEMOTO JUIS KaXIOr0 HCIBITAHWA, B COOTBETCTBMM C OIIMCAHHBIM
METOIOM; NAHHBIE O IPHIOTOBJICHMM M WCIBITAHHH CTaHJAPTHBIX OOpasLoB,
PEaKTMBOB M CTAaHJApTHHIX PAacTBOPOB MM COOTBETCTBYIOINHME IEPEKPECTHHIC
CCBUIKHY;

MOJIHBIE 3alMCH BCEX MCXOMHBIX MAHHBIX, IIONy4aeMBIX B XOAE KaXJO0ro
HCIIBITaHWs, B JOIOJIHEHHE K rpadukaM, TabIUIaM M CIIEKTpaM, MOTy4YEHHBIM C
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IIOMOIIBIO nabopaTOpPHBIX npubopoB, HaJJIeXKaIuM o6paszom
HICHTUULUPOBAaHHBIE IS KOHKPETHOIO BEINECTBA H CEPUH, MOABEPracMBIX
HCIIBITAHMIO;

3aIIHCH BCEX PACYETOB, BBIOJHEHHBIX B CBS3M C IMPOBEJCHUEM HUCITIBITAHHS,
BKJIIOYAss €OUHMIBI HM3MEpeHHs, KoddduiueHTH mepecyera M (QaKTOPHI
3KBUBAJIEHTHOCTH;

H3JI0)KEHUE DPe3yJIBTaTOB HCHBITAHUHA U MX COOTBETCTBUS YCTAaHOBIIEHHBIM
KPUTEPUSM PUEMIIEMOCTH;

IOANKCH JMLA, NPOBOJAUBIIEr0 Ka)K[0oe HCIBITaHWe, U HaTy (HaThl) ux
IpOBENIEHUS,;

JaTy ¥ TOANHKCH JMIA, CBHIETENHCTBYIOIIEr0, YTO OPUTHMHANBI 3alucen
ObIM TIPOBEPEHHI B OTHOUIEHHWM TOYHOCTH, IIONHOTBI M COOTBETCTBHA
yCTaHOBJIEHHBIM TPeOOBaHHUAM.

395. (6.61) HeobxoxuMo Taioke BECTH IIOJHBIE 3AIIMCH C YKa3aHHUEM:

TFOOBIX M3MEHEHU YCTAaHOBJIEHHBIX AaHATUTHYECKMX METOIHUK;

IIEPHOANYECKON KaTMOPOBKU J1abOpaTOpHOrO 00OpYJOBaHHUsA, AIIapaToB,
CPEICTB U3MEPEHUI U PETUCTPUPYIOIUX YCTPOHCTB;

Bcex ucnbITanmit ®C Ha cTabUIBHOCTS;

pacclieIoBaHKs OTKJIOHEHUH OT Crielu(UKaLMA.

OG3op aocwe Ha cepuio (6.7)

396. (6.70) Jns ompemeseHHss COOTBETCTBUS MPOMEXYTOYHON IPOILYKIHH
win OC yCTaHOBJEHHBIM CIeHUQUKAMAM Iepel BbIIaded pa3pelieHHd Ha
BBIIYCK CEpUM HIM Ilepel ee peaiusauuedl NODKHEI OBITh pa3pabOTaHBI
TIPONIEAYPEl, KOTOPHIM HEOOXOAMMO CIef0BaTh IpU 0030pe U YTBEPXK/CHUH
3alMcedl 1O IIPOW3BOACTBY M J1a0OpaTOPHOMY KOHTPOJIO CEpHH, BKIIOYasd
yIIaKOBKY U MapKHpPOBKY.

397. (6.71) 3amnwcH IO MPOM3BOACTBY CepHi M 1aGOpPaTOPHOMY KOHTPOJIO
KPDUTHYECKHX CTaJuil IIpouecca MOAJIEXaT TIpPOBEpKe M IOATBEPKICHHIO
nopasaeneHueM (MOApasJeNeHisIMI) KadecTBa Mepel BbAaded paspelieHus Ha
BBIITYCK WJIM Iepel peaimsarueit kaxaoi cepuu @C. 3anucy o NpOU3BOJICTBY U
J1aGOPATOPHOMY KOHTDOJIO NS HEKDUTHYECKHX CTajMi Iporecca MOTYT OBITh
IIPOBEPEHBI KBaJTH(PUIIUPOBAHHBIM IIEPCOHAIOM IIPOM3BOJICTBEHHOI'O
MOApa3feNieHHs] WIN APYTHX IOApa3felleHuid B COOTBETCTBHH C MPOLEAYypaMHy,
yTBEpKIECHHBIMH TTOApa3fieeHueM (opasIeNeHUAMH) Ka4uecTBa.

398. (6.72) Bce OTKIOHEHM:, OTYETHl O PACCIEAOBAHUAX M OTKIOHCHHAX
pe3yJIBTaTOB OT CreudHKanyi HeoGXOAMMO OIIEHHBATH B NIPOLIECCE 0030pa 10Che
Ha CEpHIO Iepel Bblaaveil paspelleH s Ha BhIITYyCK 9TOH CEepHH.

399. (6.73) Ilompasmenenue (HOApa3fieNieHUs) KadeCTBA MOXKET (MoOryT)
TepeiaBaTh IPOM3BOICTBEHHOMY IOJPa3/IEIEHUI0 O0A3aHHOCTH U TIOJIHOMOYHA B
OTHOILEHUY BBIIAYM pa3pelieHHs Ha UCIOIb30BaHHE TIPOMEXXYTOTHOH POy KIIMH
3a HCKIIOYEHHEM TeX CIIydaeB, KOrja MpOoAyKIHs NpelHa3HaueHa AJil TOCTaBKH 32
npezensbl chepsl KOHTPOJISA IIPOU3BOTUTENS.
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PABOTA C HCXOJAHBIM CBIPBEM (7)
OO6mmnii kouTpoJs (7.1)

400. (7.10) IIpousBoauTens TODKEH YTBEPAUTH JOKYMEHTHI, OIIMCHIBAIOLIME
NPUEMKY, HICHTH(QUKALMIO, [OMELIeHHe B KapaHTHH, XpaHeHHe, oOpalleHHE,
oTO0op npoO, MpOBEAEHHE HWCIBITAHHUM, a TaKke OJOOpEeHHWE MM OTKIOHEHHE
HCXOIHOTO CBIPBS.

401. (7.11) IlpousBoauTenut NpoMexyTouHod mnpoxykimu u (mm) ®C
TOJDKHEI HMETh CHCTEMY OIIEHKH ITOCTaBIIMKOB MCXOIHOTO CBIPBS, KPUTHIECKOTO
JUIS KadeCcTBa.

402. (7.12) TloctaBka HCXOAHOIO CBHIPbS JOJDKHA OCYIIECTBIIATECH
IOCTABIIMKAMY, YTBEPKICHHBIMH TTOJpasaelieHneM (IIoapa3IeieHAsIMHU) Ka4ecTBa,
B COOTBETCTBUH C COIIACOBAHHBIMH CITEITADUKALIASIMHU.

403. (7.13) Ecnu nmocTaBIMK KPUTHIECKOIO UCXOHOTO CHIPBA HE SABISCTCA
ero IPOM3BOJHUTENEM, TO MPOU3BOIUTEND INPOMEXYTOYHOH MPOAYKIHMHU H (vm)
@®C moKeH 3HaTh Ha3BaHKe U aJipecC MPOU3BOJUTENSA 3TOI0 UCXOAHOIO ChIPBAL.

404. (7.14) 3aMeHa NMOCTaBIIMKA KPUTHYECKOTO MCXOIHOTO CHIPBS NOJ/DKHA
TIPOBOJIUTHCS B COOTBETCTBHH C MyHKTaMK 540-547 HaCTOAIIMX [Ipasum.

Ipuemka u KapanTuH (7.2)

405. (7.20) Tlpu monmydeHH M Oepe] NPUEeMKOH KaXI0€ TapHOE MECTO C
MCXONHBIM CHIPBEM MIHM TpYIIa TAapHEIX MECT OOCICAYIOTCS BHU3YaJbHO Ha
[PaBHUIHHOCTS MAPKMPOBKH (BKIIIOYAs COOTBETCTBHME Ha3BAHUH, MCIIONB3YEMBIX
[IOCTABIMKOM ¥ 3aKa34MKOM, €CIIM OHH OTJIMYAIOTCS) M HAJMYHMe [OBDPEKICHUH
KOHTelHepa, MOBPEeXIEHHBIX  IUIOMO, CBHU/IETEIILCTB IIOCTOPOHHETO
BMEIIATENIbCTBA MM KOHTaMHHALMH. VICXOMHOE CBIphE OJDKHO CONCPXAThCA B
KapaHTMHe J0 OoTOopa mpo0, MPOBEpPKH MM MNPOBEACHUA UCIBITAaHUM U 1O
TIOy4eHMs pa3pellleHts Ha €T0 HCIIOIb30BaHHE.

406. (7.21) o cmemmBaHMA IIOCTYIHMBINIETO MCXOJHOIO CBIpBA  ©
AMEIOIMMHUCS 3amacaMy  (HampuMmep, pacTBOPUTENSIMM HIH  3aljacaMH B
HAKOTIUTENbHBIX OyHKepax) IOCTYNHBIIEE HCXOAHOE CBIPhC JOIDKHO OBITH
0003HAYEeHO Ka K COOTBETCTBYIOIIee TpeOOBaHKHIM K 3TOMY HCXOTHOMY CBIPBIO,
mpoiesee HeoOXOAMMBIE HCIBITaHMS, €CIM NPUMEHMMO, U PaspelleHHOS UL
ucmonp3oBanus. Heobxomumo paspaboraTh MNpOLEAyphl IO MPENOTBPallCHHUIO
ONTMOGOYHON BEIIPY3KH IOCTYNUBILETO HCXOHOTO CHIPbs B MMEIOIIMHCS 3a11ac.

407. (7.22) [IlpomssomuTenb [JOIDKEH  HCKIIOYHTH BO3MOXXHOCTH
IepeKPeCTHOM KOHTaMHUHAIMM ITOCTABKU «aHIPO», €CIM OHAa OCYIIECTBIACTCA B
eMKOCTSIX, He IpeIHasHaYeHHBIX CIIeNHanbHO 1yis Hee. [l MOATBEPXK/CHU STOTO
MOTYT HCIIOJI30BAThCS OJHO MM HECKOJIBKO CIIEIYIOLIMX JOKA3ATENbCTB:

HaJTM4YMe JOKYMEHTa, TOATBEPKAAIOIIETO OIUCTKY)

MCIIBITAHNE HA HAIMYUE CIeJIOB IIPUMECEH;

OlIeHKa TOCTaBIIHKA.

408. (7.23) Bonplupe €MKOCTH Ui XPaHEHUI H 00CITy XKMBaroMe HX
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TpyOONIPOBOABI, JIHHMH  HAMONHEHHS W  PasrPy3Kd  JOMKHEI  HMeTh
COOTBETCTBYIOITYIO MApKHPOBKY.

409. (7.24) Kaxxnoe TapHOe MECTO WM IPYIILY TAPHBIX MECT ¢ MCXOTHBIM
ChIphEM (CepHrel HCXOTHOTO CHIPhs) HEOOXOAUMO MACHTH(GUIMPOBATH C IIOMOLIBIO
XapaKTEPHOI'o KOJa, HOMepa Cepud WM HOMepa, IPUCBOEHHOTO IIPU IIpHEMKe.
VYka3aHHBIA HOMEp JOJDKEH HCIOJIB30BaThCS MMPH PETHCTPALIMA MECTOHAXOXKICHUSL
Kaxxou cepur. JlomkHa ObITh cucTeMa HASHTH(GUKAUN CTaTyca KaXI0H CepuH.

OT60p npob 1 npoBeJeHHe HCNBITAHNH NOCTYNIHBIIMX
HCXOJHOTO ChIpbsi H MaTepuaJioB (7.3)

410. (7.30) JIns moaTBepXXAeHUS HNOIMHHOCTH KaXIOW CEpHH HCXOTHOTO
CHIpbSl U MaTepHANOB (32 HCKIIOYEHHEM HMCXOQHOrO CBHIPbS M MAaTepUaloB,
yKa3aHHBIX B IMyHKTe 412 Hacrosmux [IpaBuia) HEOGXOAMMO MPOBECTH XOTA OFI
OIHO HCHbITaHKMe. Eclii MPOU3BOAMUTENh UIMEET CUCTEMY OLICHKH ITOCTaBIIMKOB, TO
BMECTO IMPOBENCHMS JPYTUX UCHOBITAHMA MOXHO HCIIONB30BaTh JOKYMEHT
IOCTABIIMKA, IIOJITBEPXKAAIOIINHA Ka4eCTBO.

411. (7.31) Ilpouenmypa yTBEpXIECHHS IIOCTaBIIMKa [IOJDKHA BKIIOYAaTh
OLIEHKY CIIOCOOHOCTH TPOM3BOAUTENS IIOCTOSHHO IIOCTAaBIIATh CBIPEE U
MaTepHaJIbl, COOTBETCTBYIOIME CrienudUKausIM (Halpumep, JaHHbIE O KauyeCTBe
IpeBIAYIAX IOCTaBOK). [IpOM3BOIMTENh MPEXAE UYeM COKPaTATh 00BeM
MCTIBITAHMM TIPM BXOJHOM KOHTpOJIE HODKEH IHPOBECTH IOJHBIM aHANM3, Kak
MHHHUMYM, TpeX cepuii. B iroGoM cirydae MONHBIH aHaIHM3 HEOOXOAMMO IPOBOIHUTE
uepe3 OINpejeieHHble NMPOMEXYTKH BPEMEHHM M CPaBHUBATh €r0 PE3YJBTATBI C
JAHHBIMH JJOKYMEHTA HOCTaBIIKKa, OATBEPXKAAIOIIEro Ka4ecTBo. Jl0CTOBEPHOCTE
JAaHHBIX [OKYMEHTOB, IIOATBEPXKAIOLMX KadeCTBO, MOIJIEXHUT pPeryspHOH
IIPOBEPKE.

412. (7.32) He Ttpebyercs mnpoBeleHHE KOHTPOJIA TEXHOIOTHICCKIX
100aBOK, OINACHONO MM BBICOKOTOKCHYHOIO CBIpBS, IPYIHX CIEHHAIBHBIX
MaTepHAJOB MM MaTepHAaNlOB, INepelaBacMblX B Jpyroe IOJpa3fieeHHe INOA
KOHTpOJIEM  3aKa3upKka, Ipd  Hagu4YWy  JOKyMEHTa  [POH3BOJUTEIL,
IOATBEPXK/JAIOIIET0 Ka4deCTBO, YAOCTOBEPSIOIIETO COOTBETCTBHE ITOTO CBIPBA
YCTaHOBJIEHHBIM TpeOOBaHUAM. MeHTH(MKAIMA STHX MaTE€PHAIOB MPOBOAUTCA
IyTeM BU3YaIBHOU IPOBEPKH TApHBIX MECT, 3THKETOK M PETMCTpaliy HOMCPOB
cepuii. OTCYTCTBHE KOHTPOJIS TAKOrO CHIPhS Ha MECTE JOJDKHO OBITH 00OCHOBAHO
1 0(OpMIJIEHO JOKYMEHTAJIBHO.

413. (7.33) IIpoGsl XOMKHBI OBITH PENPE3CHTATHBHEL AJI CEpUHM HCXOAHOTO
CBIpBSI, U3 KOTOpOH OHHM OTOOpaHBL. B MeTomukax otbopa po6 JOIKHBEI OBITH
YCTaHOBIIEHB! YMCJIO TAPHBIX MECT, H3 KOTOPBIX HEOOXOIUMO oTOHupaTh Mpobsl, U
Ta 4acTh TApHOTO MecTa, OTKyJa Gepercs mpoba, a TakKe KOJNUYECTBO CHIPBS,
KOTOpPOE OJDKHO GHITH OTOGPAHO M3 KaXIOro TAPHOIO MecTa. JHCIIO TapHBIX MECT
s 0T60pa mpo6 1 pasMep HpO6E! JODKHBL OBITH YKa3aHEI B IUIaHE ot6opa mpob, B
KOTOPOM YUYHTBHIBAeTCS KPHTHYHOCTH CBHIPbs, H3MEHTHBOCTD CBOMCTB CBIpBA,
NpeIIeCTBYIOMKI ONBIT PabOTH C MOCTAaBIIMKOM B OTHOIICHMHM KauecTsa, a
TaK)Xe KOJIIMYECTBO, HeoOXoauMoe I aHaIu3a.
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414. (7.34) Ot60p npob HEOOXOAMMO ITPOBOIUTH B OIPEAEIEHHBIX MECTaX
B COOTBETCTBUU C HHCTPYKLHSMH, IpeIHa3HAYEHHBIMU IJI1 IPENOTBpAIlECHH
KOHTaMHHAIIMH 0TOOpaHHOM POOEI M APYTUX MaTEPUANIOB.

415. (7.35) Tapuble MecTa, U3 KOTOPBIX OTOHMparOT IpoOBI, HEOOXOAHMO
OTKPBIBATh OCTOPOXXHO U TOcCie 0TOopa NMpoOBl HEMEIJIEHHO CHOBA 3aKphIBaTh.
Takue TapHBIE MECTa IOJJIEXAT MAPKUPOBKe [is ykasaHus (axra oT6opa mpo6kL.

Xpanenue (7.4)

416. (7.40) OOpamieHne ¢ HUCXOOHBIM CHIDEEM M €r0 XpaHEHHE JOJDKHO
OCYIIECTBIATECA TakuM o00pa3oM, dYTOOBI MPENOTBPAaTHTh €ro Pas3ioXeHHe,
KOHTaMHHAIMIO ¥ IEPEKPECTHYIO KOHTAMUHAIHIO.

417. (7.41) VcxonHoe chIpbe, XpaHsmeecs B puOpoBbix OapabaHax, MEIIKaX
WM SIAKAX He JOJDKHO pasMeINaThes Ha MONy. YKa3aHHOE ChIphbe HeoOX0IUMO
pacronaraTb TakuMm oOpa3oM, drobbl 00eCneYMTh BO3MOXHOCTE  IIPH
HEOOXOAMMOCTH ITPOBECTHA OYUCTKY ¥ OCMOTP.

418. (7.42) VicxomHoe CBIpbe NO/DKHO XPaHWUTHCH IPH TaKUX YCIOBUAX H B
TeueHHe TAKOTO CPOKa, KOTOPHIE He OKa3bIBAIOT HEOGIAroNpUsTHOrO BO3NCHCTBHA
Ha MX KayecTBO. PeKoMeHIyeTcs CIeOuTh 3a TeM, YTOOBI HCXOJHOE ChIPBE,
TIOCTYIIMBILIEE PAHBIIE, OBLIO UCIIONB30BAaHO B IEPBYIO OM€PE/b.

419. (7.43) Hekoropoe HCXOJHOE CBIpbe B COOTBETCTBYIOMIMX TapHBIX
MeCTaX  MOXET XDaHWThCS BHE TIOMEIIEHHH @pH  YCIOBUH,  1TO
WIeHTHOUIMpPYIONIIE STUKETKH OCTAalOTCsA pa3bOpUMBBIMH, 2 TapHBIC MECTa
HaJIeXalyM 06pa3oM OYHMINAIOT Iepe] BCKPBITHEM U HCIIOb30BAHHEM.

420 (7.44) JInsa Ttoro uTOOBI MNPENOTBPATHTE HECAHKIMOHMPOBAHHOC
MCIIONB30BaHHE B IPOM3BOJCTBE OTKJIOHEHHOIO HCXOJIHOTO ChIPbS, OHO NOIDKHO
OBITH IPOMAPKUPOBAHO ¥ HAXOIUTHCS [IOJ KOHTPOJIEM B KAPaHTHHE.

IosTopHas onenka (7.5)

421. (7.50) Tlo mepe HeoO6XOAMMOCTH HCXONHOE CHIPEE MOIDKHO
NOXBEPraThCs MIOBTOPHOM OLEHKe IS TOrO, YTOObI ONMPENENHUTh ero NpUrofHOCTH
JUIS KCTIONB30BaHHS (HampuMep, IHOCHE MNPOAOIDKUTENBHOrO XpaHEHHMS MM
BO3/IEHCTBHS TEIIA WK BIAXKHOCTH).

TEXHOJIOTMYECKHI NPOLECC K KOHTPOJIb
B IIPOIIECCE NPONU3BO/ICTBA (8)

TexuoJsioruueckue onepanuu (8.1)

422. (8.10) Wcxomsoe ChIpbe I MPOU3BOACTBA IIPOMEXY TOUHOH
npoxykuun 1 ®C cremyeT B3BEUIMBATH WX OTMEPHUBATH B COOTBETCTBYIOIIHUX
YCIIOBHAX, HE OKa3HIBAIOMMX BIMSHMA HA €ro NPUIOXHOCTE AVA MCIIOJTH30BaAHHUS.
Heo6xomumo, 4YTOOBI BECHl M YCTPOWCTBA Il W3MCPCHHA obbemMa HMEIH
TOYHOCTb, IPUEMIIEMYIO [ IPEAIIOJaraeMoro UCIoIb30BaHuA.
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423. (8.11) Ecmu ucxomHoe ChIppe JAENSAT Ha HECKOJIBKO IOPLHH Ui
MOCIEAYIOIEro UCIOIb30BaHMS B TEXHOJNIOTHYECKUX ONEpalUsix, KOHTEHHED, B
KOTOPBIM IOCTYyIIaeT HMCXOHHOE CHIphE, MOJDKEH OBITh MPHUTIOAHBIM UIA 3TOrO U
MapKHpOBaH TAaKUM 00pa3oM, 4T00kI ObLIA B HATMYHY Cleayonas HHGopManus:

Ha3BaHHE UCXOMHOI'O CHIPhsS U (HIIH) €0 KO,

HOMep, MPUCBOESHHEIH MPH NMPHEMKe, MJIA KOHTPOJIbHBIH HOMED;

Macca Wi 00heM HCXOIHOTO CHIPbsS B HOBOM KOHTEHHEPE;

IIpH HEOOXOAMMOCTH JaTa MpOBeIeHUs IOBTOPHOM OLIEHKH HIIA ITOBTOPHBIX
UCTIBITAaHUH.

424, (8.12) Heobxomumo HaOmonaTh 3a KPUTUYECKMMH OI€palWsIMU
B3BEIIMBAaHUA, OTMEPHBAHUS WM pa3lielleHus] U yAOCTOBEPATH HMX BBINOJHCHHE
nub0 MmojxBeprath HMX SKBHBAaIEHTHOMY KkoHTpomo. Ilepex wucmonb3oBanreM
HCXOIHOTO ChIpbsi ITPOU3BOACTBEHHBIN MEPCOHAN AOJDKEH YIAOCTOBEPUTHCSA B TOM,
YTO OHO JEHCTBUTENIBHO SBJISETCS TEM CHIPbEM, KOTOpOe yKazaHo B dopme s
3QIIMCH 10 NPOM3BOJICTBY CEPHH IS JaHHOW IIPOMEXYTOYHOH MPOXYKLIUM HIIH
@C.

425. (8.13) BrimosiHeHHe APYTHX KPUTHYECKHMX OIEpanuil JOJDKHO TaKKe
IPOBOAMUTHECA IOJ KOHTPOJNEM BTOPOrO CHELMAINCTa WIH IIOABEPratThes
SKBUBAJIEHTHOMY KOHTPOIIIO.

426. (8.14) Ha ompeneneHHbIX CTaIuAX TEXHOJOTMYECKOro mponecca
(aKTHYECKHE BBHIXOIBI HOJDKHBI GBITH COMOCTABIEHHI ¢ OXuaaeMbIMu. OxXHIaeMbIe
BBIXOBl B COOTBETCTBYIOIIMX IIpefesiaX JOJDKHEI Ol peAeAThCA Ha OCHOBaHWH
JaHHBIX IpPOBEIEHHBIX paHee JabOpaTOPHBIX, ONBITHBIX MM IMPOMBIIIICHHBIX
ucHbiTaHui. [IpMYMHBEI OTKJIOHEHHMM OT OXHMIaeMOro BBIXOJA, CBS3aHHBIC C
KPUTHYECKMMH CTAJUsMU IIpolecca, MOIDKHBI OBITH pacClel0BaHbl, 9TOOBI
OlpeleNnUTs HMX BIHsHHe (MM BO3MOXHOE BIMJAHHE) HA  KadeCTBO
COOTBETCTBYIOILUX CEPHIA.

427. (8.15) JIro6oe OTKIOHEH!E AOIDKHO OBITH OQOPMIICHO JOKYMEHTAIBHO
u 06BscHeHO. JIF060€e KpUTUIECKOE OTKIOHEHHE JOIDKHO OBITh paccieJ0BaHo.

428. (8.16) TexHONOTMYECKHMH CTAaTyC OCHOBHBIX €IHUHMII o0opy0oBaHUA
JOJDKEH OBITH YKa3 aH Ju 60 Ha KOHKDETHBIX €JMHHUIAX 06OopynoBaHHMS, mbo B
COOTBETCTBYIOIEH  JOKYMeHTalluy, Jub0 C  HCHOJNB30BAaHUEM  CHCTEM
KOMIILIOTEPHOT0 KOHTPOIIA, TM0O0 C IOMOILBIO alIbTePHATHBHBIX METO/OB.

429. (8.17) TIpowmsBomurenb JODKEH KOHTPOJMPOBATH MAaTCpHAIIEL
TpefHa3HAYEHHble UL IOBTOPHOW 0OpabOTKH WM nepepaboTKH,  IJIs
IIpeJOTBpAleHNs HECAHKIIMOHMPOBAHHOTO HCTIOIb30BaH .

OrpaHuYeHHe BpeMeHH BbINOJIHEHHs ONlepalHH 8.2)

430. (8.20) Ecnu B TeXHONOTHYECKOH MHCTPYKUMH (ITyHKT 389 mactosAIMX
[TpaBwi1) yCTaHOBJIEHBI OrPaHHYEHHS IO BPEMEHH, MX HEoOXOIUMO CcOOIIONaTh
I obecredenus KadecTsa mpomexyTtouror npoxykiuu u @C. Ilpoussonuress
HOIDKEH JOKYMEHTaJbHO OGOpPMIIATE OTKIOHCHMS OT STHX OrpaHW4YeHUH H
IPOBOJUTL MX OLEHKy. Takue OrpaHH4YeHHs MOTYT He notpeGoBaThC IPU
POBEJEHAN TEXHOJOTMYECKOTO Tpolecca M0 JOCTWDKEHWS yCTaHOBJICHHBIX
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3HaYeHM} MapaMeTpoB (HampuMep, HOCTHXEHHe HeoOxomumoro 3HadeHus pH,
TUIPOreHH3alysi, CyIIKa OO IpPeJBapUTENIbHO YCTAHOBIECHHON BEIUYHHEI
Iapamerpa), IIOCKOJNBKY 3aBeplieHHe peakIuMi HiaM CTajui  mpouecca
OmnpefieNseTcs IOCPeNCTBOM oTOopa Ipo® M HCHBITAHWA B Ipolecce
IIPOM3BO/ICTBA.

431. (8.21) [IlpomexyTouHyH0 NPOAYKLUMIO, IpeAHA3HAYCHHYIO UL
JanpHelmeld o0paboTKK, HEOOXOIMMO XpaHHUTh NP ONpPEIESNICHHBIX YyCIOBHUAX,
4TOOEI 06ECTIEYHTD €€ IPUTOTHOCTH IS JalIbHEHIIEro UCIOIB30BaHuU.

OT6op npo6 1 KOHTPOJIL B npouecce npousBoacTsaa (8.3)

432. (8.30) IlpousBoauTens NODKEH pa3paboTaTh U yTBEPIUTE MHCTPYKIMK
MOHHTOPHHTA HPOLIECCA M KOHTPOJIS BHIIOIHEHHS TeX CTalUi Ipoecca, KOTophIe
SBJAIOTCS IPUYMHOM HENOCTOSHCTBA IIOKasarened KadecTBa IIPOMEXY TOYHOM
nponykiuy 1 ®C. ITopsnox NpoBeneHnst KOHTPOIA B MPOLECCE IIPOU3BOACTBEA U
COOTBETCTBYIOIIE KPUTEPUH MPHEMIEMOCTH NOJDKHBI OBITH ONpENENEHbl Ha
OCHOBaHHM HHMOPMAIIMH, [ONYYEHHO! Ha CTauU pa3pabOTKH, MM Ha OCHOBAHHY
TIpEeILIECTBYIOIIETO OBITA TPOU3BOJICTRA.

433. (8.31) KpuTepuu mnpHeMIeMOCTH, THII ¥ OOBEM UCIIBITAHUNA MOTIYT
3aBHCETH OT NPHPOMBI BHITYCKAaEMBIX IPOMEXY TOYHOH POy KIMH U ®C, peaxkiyu
WJIH CTaJWH INpOIEecca M CTEIeHH BIMSAHWS TEXHOJOIMYECKOro Ipolecca Ha
HEemOCTOSHCTBO KadecTBa mpomyknuu. Ha HagaupHBIX CTaAusiX Ipolecca
JOMyCTHUMO TIPOBEEHHE MEHee JKECTKOro KOHTPOJIA B IpOLEcce NMPOU3BOJCTEA,
TOr7a KaK Ha Gojiee MO3IHMX CTausX Mpolecca (HanpuMep, CTaliy BRIICICHIA U
OYHCTKH) HEOOXOIMMO IPOBOIUTE 60JIEe HKECTKUH KOHTPOJIE.

434. (8.32) Kpurtudeckue 3Tambl KOHTPOJS B HpOLECCe MPOM3BOACTBA U
MOHHUTOPHHI KPHTHYECKHX IPOIIECCOB, BKIIOYas TOYKM M METOIBI KOHTPOI,
JOJDKHEI OBITH M3JI0KEHBI B IHCHMEHHOM BHJC M YTBEPXICHDI IOJPA3/ICICHICM
KOHTPOJIS KayecTBa.

435. (8.33) KouTponb B Ipouecce IPOM3BOJACTBA IO/DKEH OCYIIECTBIATE
KBAJTM(UIMPOBAHHbIN IIPOM3BOACTBEHHBIA NEPCOHAT. KoppekTupoBarh mpoLecc
MOXHO 0€3 IpefBapHTENbHON CaHKIMM IOAPA3JENeHHs KauecTha, ¢CIM Takad
KOPPEKTHPOBKA MPOBOJKTCS B 3apaHee yCTAHOBJIEHHBIX IPEEIBHBIX SHATCHHAX,
yTBePXKICHHBIX [OZpa3ieNeHueM KadecTBa. Bce HCHBITAHMA M HX pe3yJIbTaThl
JOJKHBEI GBITH TONHOCTBIO OGOPMIEHBI JOKYMEHTAbHO KaK 9acTh AOCHE Ha
CepuIo.

436. (8.34) Meromsl otbOpa npo6 it MaTepHajoB, HAXONAMMXCH B
mporecce IPOU3BOACTBA, MPOMEXYTOYHOH MPOAYKIMH H ®C pomxHB OBITH
IIPMBEJICHBl B MHCTPYKIHUSAX, YTBEPKICHHBIX IPOH3BOIUTEIIEM. Ilianer orbopa
npo6 M METOIMKM JOJDKHBI 0asHpoBaThCs Ha HAy4HO 000CHOBaHHOM IOPAAKE

or6opa mpob.
437. (8.35) IIpousBoauTENb NODKEH OCYLICCTBIATE otOop mpob B mpouecce
IPOM3BOACTBA  C  MCIOJB30BaHMEM  MPOICIYD, npe Iy CMaTpHBAOIIMX

IpeaoTBpalCHUAC KOHTaMUHaIlUH 0T06paHHOI‘O MaTepraaia u ILPYFOﬁ
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npoMexyTo4Ho# nporykiuu uin ®C. Heobxomumo paspaboTtaTh mpoLexyps! Qs
obecriedeHHs COXpaHeHUs LIEIOCTHOCTH 06pa31oB nocie otbopa.

438. (8.36) Ilpm mnpoBeneHHM KCOBITAHHE B INpOLIECCE IPOU3BOICTBA,
KOTOPEIE OCYIIECTBISAIOT C LEIbI0 MOHHUTOPHHra W (WIH) KOPPEKTHPOBKHU

npoLecca, Kak IpaBUIO, He TpeOyeTcs paccliefoBaTh CIIyd4ad HECOOTBETCTBUA
crienuUKALIHIM.

CMemuBaHue cepuii IPOMEXYTOYHOH NPOAYKIHH
wiH papmaneBTHYecKux cyocranuuii (8.4)

439. (8.40) B HacTtosiel riaBe CMEIIMBAaHUE OIPENEAETCA KaK MPOIECC
06BbeIMHEHHS BEIECTB, COOTBETCTBYIOMMX TPeOOBaHUSIM ORHOHN crneluduKalyH,
VIS HONy9eHHs OQHOPOIHOM poMexyTounoi npoxykuun uim OC. CmemuBanme
B Tpolecce MpPOM3BOACTBA dYacTeil OOHON M TOH d>ke cepuM (Hampumep,
0OBbeIMHEHNE HECKONBKUX 3arpy30K LEHTPU(YrH U3 OTHOM CEPUM, MOJyYeHHON
NpUd KPUCTAUIM3ALUM) Wi OOBefMHEHHe dYacTed PpasIUYHBIX Cepud Uit
HocleayIone o0paboTKu CUUTAeTCs YacThI0 TEXHOJOTHYECKOro Ipouecca u He
paccMaTpuBaeTcsa Kak CMEILMBaHUE.

440. (8.41) CwmemmBaHue cepuif, He OTBEYAIOIIMX TPeOOBaHUIM
cnenuyKanuii, ¢ APYTMMH CEPUSMH C LEeNbl0 O00ecCreveHHus COOTBETCTBHA
crienubUKaMiIM ABJIseTcs HeponmycTUMbM. Kaxmas cepus, BXOIIIas B COCTaB
CMeCHM, JO/DKHAa OBITh @pOM3BEINE€Ha II0 YCTAaHOBJIIEHHOH  TEXHOJIOTHH,
WHIMBHIYAJIbHO HCIBITAaHA M JODKHA COOTBETCTBOBATH  YCTaHOBJICHHBIM
crenuGUKaLUIM [Tepesi CMEIIMBaHUEM.

441. (8.42) Onepauuu cMelIMBaHKs IIPHEMIIEMBL, B JaCTHOCTH, U

CMEIIMBaHUs HEOONBIINX CepUil I YBEJIMYEHHS pasMepa CepHy;

CMEINMBaHUS OCTATKOB (TO €CTh OTHOCHTEIHHO HEOONBIINX KONUYECTB
BEIICIEHHOT'O BEIEeCTBa) CEpUii OIHOM ¥ TOH JKe IPOMEXY TOYHON POy KIHK MK
oxHoi 1 Toi e OC I noTy4eHns eIUHON CEpUH.

442. (8.43) TIpousBomuTens HOJDKEH KOHTPOIHPOBaTh X OQOPMIATH
JTOKYMEHTAIBHO TpoLeccs cMemuBanus. [lonydeHHas B pe3yybTaTe CMEIIMBAHHA
cepusi, Ifle IPUMEHHUMO, JOJKHA IIOJIBEPraThCsl MCIBITAHMAM HA COOTBETCTBHE
crienQuKanysIM.

443. (8.44) J[locbe Ha cepulo, OTpaXarollee CMEIIMBAHME, IOJDKHO
06eceYrBaTh BO3MO XHOCTh OOpAaTHOrO MPOCIEKUBAHUS OTHENbHBIX CEpHH, U3
KOTOPBIX CHENIaHA CMECH.

444, (8.45) B Tex cimydasx, Koraa (QU3HYECKUE XapaKTEPUCTHKH oC
ABISIOTCS KputHyeckuMy (Hanpumep, @C, mpenHa3HauY€HHBIE IUIA IOJNYYCHHA
TBep/BIX JIeKAPCTBEHHBIX (OpPM WM CyCIIeH3WH Iis pHeMa BHYTpE), ONepalun
CMEIIMBaHKSA HEOOXOIUMO BalMAUPOBaTh, YTOOBI MApaHTHPOBATh OJNHOPOAHOCTH
00beIMHEHHOM cepuy. Banupanmus NOJDKHA BKIIOYaTh MPOBEACHUC HCIIBITAHUH
KPUTHYECKHX XapaKTePHCTHK (Harmpumep, paclpeleNeHus JacTull 10 pasMepaw,
HACHITHON IUIOTHOCTH M IUIOTHOCTH NPH YIUIOTHEHHHM), Ha KOTOpBIE MOXET
0Ka3aTh BJIHSHHUE IPOIIECC CMEIIMBAHHUS.

445. (8.46) Ecnu cMelIMBaHHE MOXET OKa3aTh OTPHIATEIbHOS BO3JEHCTBUE

80



Ha CTaOUIBHOCTH, IIPOU3BOJUTEND JO/DKEH IPOBOMUTH UCIBITAHUS CTAOMIBHOCTH
OKOHYATENbHBIX CepUil, IOTyUYEHHbBIX B pe3yJIbTaTe CMEIYBAHHUS.

446. (8.47) Jlara OKOHYAHHMS CpOKa TOJHOCTM MWIIM JaTa IPOBEJACHUSA
MIOBTOPHBIX MCIBITAHUN CEpUH, MOIY4SHHOH B pe3yJbTaTe CMEIIMBaHUS, JOJDKHA
OTIPEAENATECA Ha OCHOBAaHHMM JAThl MPOHM3BOJACTBA CAMBIX CTAphIX OCTATKOB WU
caMo¥ CTapo CepUH B CMECH.

KonTtpoJb koHTamuHanuH (8.5)

447. (8.50) Jlomyckaercs BHOCHTh OCTaTKH BEIIECTB (B YaCTHOCTH, OCTATKH,
HaJIMIILINE HA CTEHKY M3MEBUMTENs, CJI0M BIAXHBIX KPUCTAJUIOB, OCTaBIIMXCSA Ha
CTeHKaX 0aka LEHTpH(YrH IOCTEe pasrpy3Kd, OCTaTKM, OOpa3oBaBLIHECS B
pe3y/bTaTe HEMONHON BHITPY3KH JKHAKOCTeH MIM KDUCTAUIOB M3 pabouei
eMKOCTH IpH IlepeHoCe BellecTBa Ha CIEYIOIIyI0 CTaiyio Iporecca) B
NOCITeAYIOIIHE CEPHU TOM e IPOMeXyTodHOM mpomykuuy wi @C npy ycnosu
TIPOBEIEHHS COOTBETCTBYIOMIEro KOHTPOJs. Takoe BHECEHHE HE JIOJDKHO TOBICb
3a cOGON IepeHoca IIPOAYKTOB Da3lOKeHHs WIM MUKPOOHOM KOHTAMHUHALWY,
KOTOPHIE MOTYT OTPHIATENEHO MOBIHATE Ha YCTAHOBIICHHBIH npoduiIb IpUMecei
@C.

448. (8.51) TexHONOrWYeCKHE ONEpALMU JOJDKHBI MPOBOIUTECA TaKHM
06pa3oM, YTOOBI IPeAOTBPATUTh KOHTAMHHAIIMIO IpOMEXYTOYHOH IPONYKIUH
iy @C npyruMu BeleCTBAMHU.

449. (8.52) C uensio NpeJOTBpAICHHs KOHTAMUHALH IMPOM3BOAMTEND
JIOJDKEH COBITI0NATh 0coGBIe MepsI PEAOCTOPOXKHOCTH Tpy pabote ¢ PC mocie ee
OYHCTKHU.

YIIAKOBKA 1 HJIEHTUOUITAPYIOUIASL MAP!(PIPOBKA
O®APMAINEBTUYECKHX CYBCTAHIIMM A
IIPOMEXYTOYHOM NPOAYKIIAMA (9)

O6mue TpedoBanus (9.1)

450. (9.10) TIpor3BoAUTENb NODKEH YTBEPAUTE POLESAYPEL, ONMCHIBAIOIIUE
OPANOK TPUEMKY, HICHTH(HKALUH, INOMENIEHUS B KapaHTHH, otbopa mpob,
yccnenoBanus W (MIM) MCOBITAHMA M BBIIAYM PaspelieHHs Ha HCIOJIB30BAHWC
YIIAKOBOYHBIX MATEPUANOB M MaTepHaloB Ui MapKHPOBKH, a TaloKe HIOPSIOK
obpalleHus ¢ TaKUMU MaTepralaMu.

451. (9.11) YmakoBo4HBIE MaTepuaibl M MaTepHainbl I MapKUpOBKH
JOMKHBl COOTBETCTBOBaTh crenuukanusM. Te U3 HHUX, KOTOphIE HE
COOTBETCTBYIOT TAKUM CIEHH(UKAIHAM, IOJDKHBI OBITH OTKJIOHEHBI IUIA
IpeIOTBPAILEeHH HX MCIIONb30BaHUS IPH BBIIOTHCHAH omeparyii, A KOTOPBIX
OHH HETPUTOAHBEL.

452. (9.12) IIpou3BOAUTEND JOIDKEH BECTH 3aIMCH U1 KaXKAOM IOCTaBKU
STHKETOK M YIIAKOBOYHBIX MaTepUalioB C yKa3aHUCM HaHHBIX 00 HX TNpHEMKE,
TIPOBEPKE WM MCIIBITAaHUH, & TaKXKe 00 MX IPUHATHYU WIH OTKIIOHEHHAM.
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YnakoBounble MaTepuaJbl (9.2)

453. (9.20) Tapa momxna 06ecreYMBaTh HAIEKAINYIO 3aIUTY OT IOPYM
WM KOHTaMHHALMM IpoMexyTouHoi mnpoxykumu wm DOC Bo Bpems
TPaHCIIOPTUPOBKY U XpaHEHUS B NMPEXyCMOTPEHHBIX YCIOBUSX.

454. (9.21) Tapa gomkHa OBITH YUCTOH M, €CIM STOrO TpeOyeT XapakTep
IpoMeXXyTouHO# npoxykuuu uma OC, moxsepratbcs caHHTapHOU 06paboTke Ans
obecriedeHus ee IPUTOJHOCTH JUIS HCIIONB30BaHUS 110 Ha3HadYeHMro. Takas Tapa He
IOOJDKHA 0ONajaTh XHMHYECKOM aKTHBHOCTBHIO, abcopOMpYIOIIMMHU CBOWMCTBAMH
WIM CIYXXUTh HCTOYHUKOM IIOCTOPOHHHX HpuMeced, 4YTOOBl HE BBI3BIBATH
H3MEHEHM KayecTBa MPOMeXyTouHo# mpoxykuuu uiu PC cBepx IpenenbHBIX
3HaYeHUH, yCTaHOBJICHHBIX B ClIEIU(UKALUA.

455. (9.22) Ecnu Tapa npenHasHadeHa i IOBTOPHOI'O MCIIONB30BaHus, OHa
IOJDKHA OYMINATECA B COOTBETCTBUM C YTBEPXACHHBIMH WHC TPYKIMAMH, a BCE
TpeIbIIy e 3TUKETKY JOJDKHEI OBITh yIaleHbl UM CTEPTHI.

Bbia4a 3THKETOK B KOHTPOJIb (9.3)

456. (9.30) JIocTyn B 30HBI XpaHeHHs STHKETOK JOJDKEH OBITh paspenleH
TONBKO JIAIAM, UMEIOIITUM COOTBETCTBYIOIIME IIOTHOMOYHS.

457. (9.31) IlpousBoautens JOMKEH IIPUMEHSTH IPOLIEAYPBI CONIOCTABICHHUS
KOJIMYECTBA BBIAAHHBIX, MCIIOJIF30BaHHBIX ¥ BO3BPALICHHBIX 3TUKETOK JIJIs OUECHKH
PACXOXJIEHHS MEXIy KOJIMYEeCTBOM MapKHPOBaHHBIX YNAKOBOK M KOJIMIECTBOM
BBIMAHHBIX OJTHKeTOK. akThl pacXOXXAEHHS HeoOXONMMO paccileloBaTh, a
MONYYeHHbIE PpE3yNBTaThl JOIDKHBEI OBITh  YTBEPXKACHBI  IIOJPA3ACICHUCM
(rmopa3neneHusIMH ) Ka4ecTBa.

458. (9.32) Bce HeMCIONb30BaHHBIE STHKETKM C HOMEpaMH CEpUH MM
Jpyro#i meyaTHOM HHQOpMaIMel, OTHOCAIIEHCS K 3TUM CEpHUSM, JOIDKHBL OBITH
YHHYTOXEHBl. BO3BpallleHHble JTHKETKM HEOOXOQUMO CONEpXaTh M XpaHHTH
TakuM 06pasoM, YTOOBI IIPeJOTBPATUTE WX MEPENyThIBAHHC MU obecrieuuTh
HaJJIEXAILYI0 HAEHTUQUKALIMIO.

459. (9.33) YcTapesiupe STHKETKH TOJDKHBI OBITh YHHITOXKEHBL.

460. (9.34) IlpomsBomuTens MJODKEH KOHTPOIMPOBATH 000pyOBaHME,
MCIIONE3yeMOe JUIS TleYaTaHWs JTHKETOK P ONEpalMAX YIAaKOBKM, B MLEILIX
obecrieueHnss COOTBETCTBHA BCEX OTTHCKOB IE€YAaTHOMY TEKCTy, YKa3aHHOMY B
3aIIMCAX 10 POU3BOJCTBY CEPHH.

461. (9.35) OrnevaraHHBIE 3THKETKH, BBIIaBAaCMbIC IUIA onpeeNieHHOH
cepuH, NO/DKHBI TIIATENBHO IIPOBEPATBCS B OTHONICHHWHM HX MOMIMHHOCTH H
COOTBETCTBHS YCTaHOBJEHHBIM TpeGoBaHWAM. PesynbTaThl TaKOW MpPOBEPKH
JOJKHBI 0QOPMIIATECS JOKYMEHTAIBHO.

462. (9.36) OOpasem OTIEYaTaHHON OITHKETKH, COOTBETCTBYOIIHUH
HCIIONIb30BAHHEIM ATHKETKaM, HEOOXOANMO BKIIOYATh B 3allCH IO IIPOU3BOACTBY
CepHH.
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Onepauuu no ynakoske H mapkupoBke (9.4)

463. (9.40) IIpowsBomutens JOKEH  YTBEpIUTh  MHCTPYKIIMH,
npeHa3HauYeHHbIe IS 00eCreyeHus MPaBUIbHOTO HCIIONB30BaHMs yIIaKOBOYHBIX
MaTepHualioB U STHKETOK.

464. (9.41) Tlopsamok OCYyIIECTBIEHUs OlEpalMi 110 MapKUPOBKE HODKEH
HCKJIFOYATh BO3MOXXHOCTH II€pelyThIBaHUS MaTepHaloB [UIS MapKHPOBKH.
Heo6xomuMo GH3MHECKOe WM MPOCTPAHCTBEHHOE pasfieieHHe paboT, CBA3aHHbIX
¢ pasHo# mpoMeXxyTouyHoi mpoxykuuel uu OC.

465. (9.42) DTHKETKH, HCIONB3yeMble JUII MapKHPOBKH HapyXKHOH
MOBEPXHOCTH KOHTEHHEPOB C MPOMEXYTOYHOM MPONYKIMEH HIHA ®C, nomKHBEI
CoJiepXaTh Ha3BaHUE WIH WACHTUQUKAIMOHHBIA KOJI, HOMEp CEpHH TPOMYKIMH K
YCIIOBHA XpaHEHHMs, eCld Takas HHGOPMANMs SBIAETCS KPHTHICCKOH I
obecriedeHrs KadecTBa IIPOMeXyTOUHOM mpoxyKiwmy win OC.

466. (9.43) Ecnu npomexxytodHas npoxykuus wid @C npegHasHadeHsl 1
TPAaHCIOPTHPOBKH 33 Ipefiensl Chepsl KOHTPONS CHCTEMBI  YIIPABICHHSA
MaTepHalaMy IIPOU3BOJMTENS, TO Ha STHKETKE JOJDKHBI OBITH TakKe yKa3aHbl
Ha3BaHME ¥ APEC NPOM3BOTUTENS, KONUIECTBO COJNEPKUMOIO, OCODEIE yCIIOBUS
TPAHCIIOPTHPOBKA H JHOOBIE CIeMalbHBIE TPeOOBaHHUS, —yCTAHOBICHHBIC
hapMaKoneiHBIME CTaThSIMH, HOPMATHBHOM JOKYMEHTAI[MEH MM HOPMATHBHBIMH
IOKyMeHTaMH. [l IIPOMEXYTOYHOW IPOAYKIMH H ®C, KOTOpHIE HMEIOT
YCTaHOBIIEHHBIA CPOK TOJZHOCTH, HA ITHKETKE M B JIOKYMEHTE, IOATBEPKAAOIIEM
KauecTBO, NOJKHA OBITh yKa3aHa JaTa WCTEYeHMs Cpoka rofHocTH. [l
npoMexyTousoi npoxykimy u @C, B OTHOUIEHMH KOTOPBIX yCTaHOBJIEHA NiaTa
IOBTOPHBIX MCIBITAHUM, TaKas JaTa JOJDKHA OBITh yKa3aHa Ha 9THKCTKS U (unm) B
JIOKYMEHTE, TOATBEP)KAAIOIEM KaqyeCTBO.

467. (9.44) [TlpowsBomuTenp JODKCH IPOBEPUTH IMOMCUICHUA U
0GOpyOBaHHe sl YIAKOBKM M MapKUPOBKM HEMOCPEICTBEHHO TIEPEN MX
JICIIONIB30BaHMEM, 4TOOBI yOemuThesl, 4TO yJalleHbl BCe MaTEpHallbl, KOTOPBIC HE
HYXHBI [l CNEAYIOIelf omepanyyd yNakoBKH. Taxas npoBepKa JIOJDKHA OBITH
obopMIeHa NOKYMEHTATbHO B 3alACSX IO NPOM3BOACTBY CEPHH, B KypHAJC
MCIIONIB30BaHMA OMEIIEHUH M OSKCILUTyaTallud OOOpyIOBaHMS WJIHM OTpaXeHa B
Jpyro# cucTeMe JIOKyMEeHTaIMH.

468. (9.45) TlpoussomuTens MHOIDKEH TNPOBEPUTH YIIAKOBAHHYIO H
MapKMpPOBAHHYIO MPOMEXYTOUHYIO IPOIYKIMIO MU @®C, yToOBI yOEOUTECH, YTO
[epBUYHAS M BTOPUYHAS YNAKOBKA JUISl CEPHH MMEET NPAaBUIIBHYIO MapKMPOBKY.
Takasi TIpoBepKa AOJDKHA OBITh YacThIO ONECPAlMHM IO YIAKOBKE. Pe3ynbTaThl
yKa3aHHO POBEPKY HOJDKHBI OBITH OTPaXXEHB! B 3aIMCAX I10 MPOU3BOACTBY CEPHH
JIA B JJOKYMEHTaX 110 KOHTPOJIIO.

469. (9.46) VYmakoBKH C IIPOMEXYTOYHOH nponykuueii umn  OC,
ofyIexalnye TPAHCIIOPTUPOBKE 3a Npefeisl chepbl KOHTPOI NPOU3BOUTEINA,
HEeoOXOIUMO OIUIOMOMPOBAThH TAKUM 00pa3oM, 4TOOBI B Cilydae HapyINCHHS WM
OTCYTCTBHS IUIOMOBI IONydYaTenhb MOT oOparTiTh BHHAMAHHE Ha BOIMOXHOCTH
M3MEHEHHS COINEPKUMOTO.
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XPAHEHHUE U PEAJIN3AIIUA (10)
Xpanenue Ha ckaane (10.1)

470. (10.10) IlpomsBomuTens MOOJDKEH MPELyCMOTPETh MOMEIIEHUS H
TEXHAYECKUE CpEeNCTBa, HEOOXOAWMBIE [UI XpaHEHWs BCEX MAaTepHaloB B
COOTBETCTBUH C YCTAHOBJIEHHBIMH YCIOBHSAMH (HallpuMep, KOHTPOJIMPYEMBIE
TeMIlepaTypa U BJIaXXHOCTh, KOTJa 3T0 Heobxoaumo). Heobxonumo BecTH 3anucH
IIapaMeTPOB ITHX YCJIOBHM, €CIIA OHHU SABJISIFOTCS KPUTHYECKHMMHM IJIS COXPaHEHUS
CBOMCTB MaTepHasoB.

471. (10.11) IIpousBoguTens IOJDKEH BBIACIHUTH OTACIbHBIE 30HBI JUISA
BPEMEHHOTO XpaHEHUS HaXOMAIIUXCA B KapaHTUHE, OTKJIIOHEHHBIX, BO3BPAIlCHHBIX
WM OTO3BaHHBIX MAaTEPHATIOB 0 IPHHATHS pellleHus 00 X HCIONb30BaHHH, €CIIH
He HMeeTCs JPYTrod CHUCTEMBI JUIi IpEAOTBpAIlEHUs HEIPEIHAMEPEHHOIO HIH
HECaHKIIMOHHPOBAHHOTO ¥ICIIOJIF30BaHNUs yYKa3aHHBIX MaTE€pPHAIIOB.

Peanuzanus (10.2)

472. (10.20) Peamuzanus ®C u IPOMEXYTOYHBIX IPOAYKTOB TPETBUM
JIMLAM JIOIyCKaeTcs TONBKO IOCHIe BEAAYM TOApasieleHieM (oapas/ieleH s IMK)
KadecTBa pa3pelieHdss Ha WX BBITYCK M MOATBEPXIEHUS COOTBETCTBHSA CEpPHUH
yrnonHomodeHHbiM junoM. ®OC # mpoMexyTodHas IPOAYKIUSA B CTaTyce
KapaHTHHA MOTYT OBITH IepellaHbl B ApYroe IOApas3[elIeHHe, HaXoIsIneecs B
chepe KOHTpPOJNS TIPOM3BOJMTENA, €CIM JTO pPaspelICeHO IOAPa3AeNCHUEM
(mompaszeieHHsAMM) KadecTBa M IIPH HAMMYM¥ COOTBETCTBYIOIMX KOHTPOII H
TOKYMEHTAaLUH.

473. (10.21) Ycnous tpancnoptupoBke ©C 1 IpoMesxy TOYHOH IPOIy KUK
He JOJDKHBI OKAa3bIBaTh OTPHUIIATENFHOIO BO3AEHCTBHS Ha MX Ka4€CTBO.

474. (10.22) Ocobble ycioBHs TPaHCIOPTHPOBKH uau xpaxeHus OC wm
IIPOMEXXY TOYHOM TPOLYKIIMH JO/KHEI OBITh yKa3aHbl Ha STHKETKE.

475. (10.23) IIpou3BOAUTENb JOIKEH YOEAUTHCS B TOM, YTO MCIIOJHUTEIN,
OTBETCTBEHHBIH 3a mepeBo3Ky ®C WK NpOoMeXyTOYHON MPOXYKIHH, OCBEAOMIICH
06 YCIOBHAX TPAHCIIOPTAPOBKU ¥ XpaHEHHs U COOIONAeT HX.

476. (10.24) IlpomsBoaurenb IODKEH HMETh CHCTEMY, MO3BOJIAIONIYIO
6BLICTPO  YCTAHOBUTH IIyTH pealu3alMi KaXIoH CEpHH IIPOMEXKY TOYHOH
nponykuun u (nin) PC B nensax obecneyeHns BOSMOXKXHOCTH MX OT3BIBA.

JABOPATOPHBIA KOHTPOJIb (11)
O6muii kouTpos (11.1)
477. (11.10) HesaBucumoe moxpasjeneHue (mompa3meneHus) KayecTsa

IOIDKHO (HODKHBI) KMETh B CBOEM paclOpSDKEHMH  COOTBETCTBYIOLIHC
nabopaTopHBIE IOMEIIEHUs U 000py I0BaHKE.
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478. (11.11) TIlpowsBoguTens JOJKEH yTBEPAWTh  MHCTPYKIMH,
ONKCHIBAOIIKE 0TOOP NP0, IPOBeeHHE UCTIBITAHHM, OMOOPEHUE MIIH OTKIOHEHHE
MaTepUaloB, a TaKKe NOKyMEHTalbHOe OpOpMIIEHHE M XpaHEHHE JIAOOpaTOpHEIX
JaHHBIX. Benenme nabopaTopHBIX — 3ammced  JO/DKHO  COOTBETCTBOBATEH
TpeOOBAaHMAM, YCTaHOBIICHHBIM ITyHKTaMu 394-395 macrosmux IIpasui.

479. (11.12) Bce crneuubuxamuu, IIaHel oT0opa IMpPod U METOMUKH
HCITBITAHUM JOJDKHBI OBITh HAy4HO OOOCHOBAHBI U JOJDKHBI FapaHTHPOBATh, 4TO
HCXOIHOE CBIpEE, IPOMEXyTouHas Hpomykius, @C, 3TUKETKH U YIaKOBOYHBIE
MaTepHalbl COOTBETCTBYIOT OOIIMM (apMaKONeWHBIM CTaThsIM, (apMaKoneHHBIM
CTaThsIM, HOPMAaTHBHON [JOKYMEHTAllUd MIM HOPMATUBHOMY JOKYMEHTY IIO
kadecTBY M (wiu) ymcrore. Crnenudukanuy U METOAUKU HCIBITAHMHA JIOJDKHBI
COOTBETCTBOBAaTh TPEOOBAHUAM perucTpanroHHoro aocke. Ilpoussomurens takke
MOXET YTBEPAUTH cnenuduKaym, JIOTIOJTHSTOIIHE crenupUKaIy
PErMCTPALMOHHOrO Joche. Crenudukanuu, IUiaHel oTOopa Hpod U METOIMKH
HCTIBITAHMM, BKIIFOUas BHOCHMMEIE B 3TH JOKYMEHTHI M3MECHEHHS, JNOIDKHBI OBITH
COCTaBJIEHBl COOTBETCTBYIOIIUM HOJpa3ACICHUEM IPOM3BOIUTENSA, a TaKKke
IIPOBEPEHBI U YTBEPXKIEHBI 10/IpasiereHreM (oapa3/ielIeHusAMH) KayecTBa.

480. (11.13) IIpousBoauTenb KODKEH yTBepauTh crnenudukanum mis ©C,
COOTBETCTBYIOIIME 00IMM (papMaKONEHHBIM CTaThIM, (PapMaKOMEHHBIM CTaThsM,
HOPMAaTHUBHOM JOKYyMEHTalli¥ WJIK HOPMAaTHBHOMY JOKYMEHTY M COIJIaCyIOIIHEC
¢ TIpoLieccoM Mmpom3BoAcTBa. CrenuduKanuy JOIDKHBI COepXkaTh TpeOoBaHUs K
KOHTpPOJIXO IpUMecei (HampuMmep, OpraHHYeCKHX U HEOPraHMYECKUX IpuMecel
OCTaTO4HBIX pacTBopuTened). Ecnu wumeercs crmemubukamms mis OC B
OTHOIIEHHHM MHKPOOHMOJIOIHYECKOM UHCTOTHI, TO JUIA OOIIero Komu4ecTBa
MHKPOOPTaHH3MOB M JUI1 HEJOIYCTHMBIX MHKPOOPraHM3MOB HE00X0AuMO
YCTAaHOBHUTH Mpeleibl, TpeOyromue MPUHATHS Mep B COOTBETCTBHH C
[pOLElypaMy, YTBepXIeHHBIMH [pon3BojuTeneM. Eciu nmeercs crenuduKanus
wist ®C B OTHOIIEHNH CONEP)KAHWS 3HIOTOKCHHOB, TO HEOOXOJIMMO YCTaHOBHUTH
COOTBETCTBYIOILIME Ipenenbl, Tpedyrolmue NPHHATHS MEp B COOTBETCTBUH C
POl Iy paMy, YTBEPXKICHHBIMH [IPOU3BOIUTENIEM.

481. (11.14) Bce mpomemypsl 1abOpaTOPHOrO KOHTPOJSA  HOJDKHBI
IIPOBOJUTECS B COOTBETCTBUH C yTBEPXKISHHBIMH HHCTPYKLHMAME M OQOPMIATECS
B IHCBMEHHOM BHIE BO BpeMs BhIIONHeHMd. JIroOble OTKIOHEHHA OT
BBIIIEYKAa3aHHBIX IIPONENyp MAODKHBI OBITh JTOKYMEHTQIBHO OQOPMIEHBl C
COOTBETCTBYIOIIUM OOBSICHEHUEM.

482. (11.15) JlroOple mONyYeHHbIE HaHHBIE O  HECOOTBCTCTBHH
cnenudUKAIMH  HeoOXOMMO pacciefioBaTh M JOKYMEHTAIBHO OQOPMIIATH
COMNIACHO YTBEPXKIEHHOR Npoleaype. B COOTBETCTBUM C 3TOM IPONELypPOH
HeOOXOAMMO IPOAHAJIM3UPOBATh IaHHBIE, HaTh OLEHKY TOro, HMEIOTCA JIH
CYLIECTBEHHBIE MPOGIEMBI, ONpENENHTh HEOOXONAUMBIE  KOPPEKTHPYIOMIHE
JeHCTBHUS U chelaTh BEBOABL. JI1060it TTOBTOPHEIH 0T6Op Mpo6 ¥ (V1K) IOBTOPHEIE
MCTIBITAHUS TIOCHE IONyYeHHs pe3ylbTaToB O HECOOTBETCTBHM CleLHHKaIMy
He06XO0IMO IIPOBOJHUTE COTIACHO YTBEPXKICHHOM NpoLeype.

483. (11.16) ITpowusBoauTeNb JOKEH TOTOBUTH X MAapKMPOBATh PEAKTHBEI U
CTaHapTHBIE PACTBOPHI B COOTBETCTBHH C YTBEPKACHHBIMH UHCTPYKUHUSAMHU. Ha
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OCylle C aHAIMTHYCCKAMH DEaKTUBaMM WM CTaHJApTHBIMH PacTBOpaMu (eciu
3TO0 Leiecoobpa3Ho) NoiDkHa OBITh yKasaHa [ara, JO KOTOPOM OHHM MOTYT
HCITI0JIb30BaThCA («CUCIIONB30BATh JI0%).

484. (11.17) Ilpu npoussoactee ®C (npu HEOOXOAMMOCTH) HEOGXOIUMO
UMeTh MEPBUYHBIE CTaHAApTHBIE 00pasisl. VCTOYHHK Ka)XAOro IEepPBHYHOrO
CTaHZapTHOro obpaslia JOKeH ObITh 3a(HUKCHPOBaH B  JOKYMEHTALUH.
Heob6xomuMo BecTH 3amucH XpaHEHHs KaXIOro IEPBUYHOIO CTAaHIapTHOIO
o0paslia U ero MCIOJIb30BaHUS B COOTBETCTBUH ¢ PEKOMEHIALMAMHE ITIOCTABIIHUKA.
IlepBuunble cTaHmapTHBIE 00pa3Lbl, IMOJTy4YeHHbiE U3 OGULIMAIBHO NPU3HAHHBIX
HCTOYHUKOB U XpaHAIIHECS B COOTBETCTBHY C PEKOMEHIAIMAMHU ITOCTABIIMKA, KaK
IIPaBUJIO, UCTIOIB3YIOT 0€3 MPOBENEHUS UX UCTIHITAHUM.

485. (11.18) IIpu OTCYTCTBMH MEpBHYHOTO CTaHIApTHOro obOpasua y
OQUIMAIBHO PU3HAHHOTO MCTOYHHKA JIOJDKEH OBITH pa3paboTaH «BHYTPEHHHUID)
INEepBUYHBIA  CTAHAApPTHHIA o6paser. [  1IOCTOBEpHOro  YCTAHOBJICHUA
IIOJJIMHHOCTHY M YHCTOTHI TAKOrO HEPBHYHOrO CTAHAAPTHOTrO 06pasna Heo6Xo0auMo
IPOBECTH HayIexarie ucnbTanus. Heo6XoAuMo COXpaHATh COOTBETCTBYIONLIYIO
JTOKYMEHTAIIUIO IMPOBEIEHUS STHX UCIBITaHUH.

486. (11.19) IlpousBomuTens HODKEH TOTOBHUTh, HACHTH(QHUIIUPOBATS,
HCIIBITHIBATh, YTBEPXKOATh KM XPaHWTh BTOPUYHBIE CTaHJApTHBIE OOpa3LEI
HagexamuM obpasom. Ilepell IepBHIM  KCIONB30BAHMEM  HEOOXOAMMO
OIpeNeNATh IPUTOAHOCTh KaKHOW Cepud BTOPMYHOTO CTaHIApTHOro obpasua
TyTeM CpaBHEHHWs C IIEPBHYHEIM CTaHZApTHBIM obpasuoM. Kaxpas cepus
BTOPHYHOTO CTaHZApTHOro obOpa3la JO/DKHA [EPUOAWYESCKH IOABEPraThCs
IIOBTOPHO# KBATM(HKAIUYA B COOTBETCTBUH C IIPOTOKOJIOM.

HcnbiTaHHS TPOMEXKYTOYHOH NMPOXYKIMH H
dapmanesruyeckux cyocranumi (11.2)

487. (11.20) Ins xaxmod cepud mpomexyTounoi mpomykumu u @C
JOIKHEI [IPOBOJHWTECS HEOOXOIAUMBIe Ja0opaTopHble HCIBITAHUA C IIEJIBI0
IIOATBEPKIEHHS COOTBETCTBHS CIIELIU(DUKAIHSIM.

488. (11.21) Kak mnpasuno, mi1 kxaxgoro @®C crexyer yCTaHAaBIMBATH
npoduis IpUMeceH, OITHCHIBAIOLIU I HIeHTA(GUIIMPOBaHHEIE 7§
HEHJeHTHOHMIMPOBAHHEIE [IPUMECH, NPHUCYTCTBYIOIME B THUIMYHOM CepuH,
TIOYYEHHOM B pe3yJbTaTe ONpeleleHHOI0 KOHTPOJIUPYEMOro TEXHOJIOTHIECKOro
nporecca. ITpoduis mprmeceil HO/DKEH BKIIOYATh HACHTU(HKALMIO MM KaKyo-
mi60 KadeCTBEHHYIO aHANMTHYECKYIO XapaKTepUCTHKy (HampuMep, Bpems
yIepXWMBaHHUsA), TPEJeNbl COAEPXKaHHMA KaXod OOHapyXuBaeMOH IpHMECH X
KIacCCHQUKALMIO  KAKIOH  MIeHTH(QUUMPOBAaHHOM  mpuMecH  (HampuMmep,
OpraHudecKas M HEOpraHMYecKas [PUMECH, PacTBOpHTENS). [Ipoduis mpuMeced,
KaK [paBWIO, 3aBHCHT OT OCOOEHHOCTEH TEXHOJNOTMYECKOro Ipomecca H
nporcxoxaerus OC. B GOIBIIHHCTBE CTy4aeB HET HEOOXONMMOCTH ONpENENiTh
npodwis npuMeceii 111 PC pacTHTENTBHOTO WK )XUBOTHOTO IIPOMCXOXKICHHA.

489. (11.22) Ilpodpwnp mnpumeced dYepes ONPEICICHHBIE MPOMEXYTKH
BpeMEHH HEeOOXOOMMO CpaBHHMBAaTh C NpoQuIeM NpHMeceH, NPUBENCHHBIM B
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PETHCTPALAOHHOM JIOChE, HIM C paHee IOMyYeHHBIMH JaHHBIMHM, YTOOEI
00HapyXuTh usMeHeHus B OC, apisronpecs pe3ynbTaToM U3MEHEHHMH HCXOIHOTO
CBIPbS, ITapaMeTPOB PabOTH 000PYAOBaHUS WA TEXHOJIIOTHYECKOTO Ipolecca.
490. (11.23) IlIpowssBomuTens JODKEH IPOBOJMTH COOTBETCTBYIOIIHUE
MHKPOOHOJIOTHYECKHE HUCOBITAHMSA [ KaXHIOH CEepHH  [POMEXXYTOYHOH
npoxykiun 1 @C, ecitd uX MUKpOOHOIOrMYECKas YUCTOTa HOPMUPYETCA.

Baauaanus anaauTHdeckux Meroauk (11.3)

491. Bammpanusg aHaAJIWTHYECKHX METOJMK JOJDKHA OCYIICCTBISATHECSI B
COOTBETCTBHH C MyHKTaM# 511-539 mactosmux IIpasuit.

JIoOKYMeHTHBI, IOATBepRAaIoNHe KadecTBo (11.4)

492. (11.40) Jlna Kaxmoil CepHH IPOMEXYTOYHOH NPOMYKIMH HIH oC
JOKEH MO 3alpocy BbHINABaThCS OpPHMIMHAN MOKYMEHTa, MOATBEPXKIArOIIEro
Ka4eCcTBO.

493. (11.41) JloxyMeHT, HOATBEPXKAAIOIMI Ka4E€CTBO, AOJIDKCH COICPKATH
MHGOPMAIMIO O Ha3BaHWH IPOMEXYTOYHOH NPOMYKIHMA HIH @®C, BriIOUas IpU
HeoGXOAMMOCTH COPT, HOMEp CepHH H JaTy BBIIycKa. Eciu msd IIPOME>KY TOUHOM
npoxykiuu uir OC ycTaHOBIEHa [aTa MCTEYCHMs CpPoKa FOAHOCTH, 5Ta NaTd
JOJDKHA OBITh yKa3aHa Ha 3THKETKE M B JOKyMEHTe, IIOATBEPXKAAIOIICM KadeCTBO.
Ecny s IpoMexyTouHoM npoxaykuuu wid OC ycTaHOBJIEHA JaTa IIOBTOPHOIO
MCIIBITAHMS, TO 3Ta [aTa JODKHA GBITh yKasaHa Ha STHKETKe U (MIH) B IOKyMEHTE,
IIOATBEPXKIAIOIEM KayeCTBO.

494. (11.42) B noxyMeHTe, MOATBEPK/AIOUIEM KadeCTBO, HNODKCH OBITH
NpEBelieH IepedeHb BCEX MCIBITAHHMH, INPOBENCHHBIX B COOTBETCTBUMH C
TpeGoBaHMAMK OOIIeH (apMaKomeHHOH CTaThy, (dapMaKoNneHHOW CTaThy,
HOPMAaTHBHOM JOKYMEHTallAW WIM HOPMAaTHUBHOTO JOKyMEHTa, a TaKXKe
TpeGoBanmsiMy  mokynarens @C IPOMEXYTOYHOM TPOLYKLHH, BKIHOYAs
JOTyCTHMEIE TpeeNbHbIe 3HAYEHUs ¥ IIONyYeHHBIE YHCIIOBBIC PeSyIbTaThl (rme
3TO IMIPUMEHHMO).

495. (11.43) JloKyMeHT, NOATBEPXKIAIOMMI Ka4ecTBO, NOIDKEH OBITH
MOANIMCAaH pabOTHHUKAMH IOJApa3eNeHus (mojpas/eNneHuii) Ka4yecTBa, MMEIOIIUMH
COOTBETCTBYIOLIHE TOJHOMOYMSA, C IPOCTABICHMEM Jarel M COACPXKAIb
HayMEHOBAHHe, ajpec M HoMep TeneoHa NEPBOHAYAILHOIO IPOH3BOIMTEILA.
Ecnu aHaiu3 ObLI MPOBEJIeH OpraHM3allueq, OCYIIIECTBIAIOIIEH NMEPEyNaKOBKY WK
IOBTOPHYIO 00paboTKy, B IOKyMEHTe, IOJATBEPXKIAIOMEM KaiecTBo, He00X0IUMO
yKa3arh ero HaluMeHOBaHHWE, aipec, HOMEp TenedoHa W yKa3aTb HAUMEHOBAHHE
IIEPBOHAYAIBEHOIO TPOU3BOUTE]IA.

496. (11.44) Ecnu opraHu3alysiMH, OCYNIECTBIAIOMIMMU IepeynaKkoBKy Y
(1nM) TIOBTOPHY!O 006pabOTKY, BBINAIOTCA HOBBIC JOKYMEHTHI, IIOITBEP K JAOLIHE
KauecTBO, TO B HHUX JIOJDKHBI OBITh yKa3aHB! Ha3BaHUE, afpec W HOMEp tenedoHa
na6opaTopHM, MpOBOAMBIIEH aHanu3bl. Takue HOKYMEHTEL IIOATBEPXKAAOLIHE
KauecTBO, MOJDKHBI TAKKe COJEpKaTh CCHUIKY HAa HAMMCHOBaHHE M a/pec
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IIEPBOHAYAIIBHOI'O POU3BOIUTEIIA Hu Ha HepBOHa‘IaJILHI:If;I HJOKYMECHT,
IIOI[TBCp)K,ZlaIOH_II/Iﬁ Ka4€CTBO, KOIIUIO KOTOPOro HCO6XOI[I/IMO npuararth.

KounTtpousb crabuinbaocTd papmaneBTHUecKuX cyoctannmii (11.5)

497. (11.50) IlpowsBomuTenp JODKEH pa3paboTaTh JOKyMEHTAIBLHO
opopMIIEHHYIO MporpaMMmy IPOHOJDKAIOIIUXCS HCIBITAHUM, NpeIHa3HAYEeHHYIO
ana koHTpons crabunpHOocTH XapakrtepuctTuk @C. Ilomydyennsle pesysbTaThI
He0oOXOIMMO KCIIONB30BaTh I TOATBEPKACHNS HAIIESKAIUX YCIOBUN XpaHEHHS
U JIaT MPOBEAEHHUS IIOBTOPHBIX UCIIBITAHUN HIIM HCTEYEHHS CPOKA TOJHOCTH.

498. (11.51) Meromuku HCOBITaHUM, HMCIONB3yEMBIE INPH HCCIEIOBAHUM
cTabHIBHOCTH, JOJDKHBI IPOMTH Bamugamuio ¥ o0ecredMBarTh IIOJIydYeHHE
HEOOXOMUMBIX JaHHBIX O CTA0MIIBHOCTH.

499. (11.52) OGpasupl s WCHOBITAHWSA Ha CTaOUILHOCTH HEOOXOXMMO
XpaHHTh B Tape, MOJEHPYIOMEH oTpeGHTeNbCKyIo Tapy (ynakosky). Hanpumep,
eciu OC peamusyloT B MeIIKaX, yHakoBaHHBIX B (uOposbie OapaGaHsI, TO
06pasIsl I UCIBITAHMA Ha CTaGHIBHOCTE MOTYT OBITh YIIAKOBAHBI B MEIIKH M3
TOro K€ Marepuana, IoMelleHHble B OapabaHbl MEHBIIEr0  pasMepa,
W3TOTOBJICHHBIE M3 Marephaja, aHaJOTMYHOrO WM HIACHTHYHOrO Matrepualy
ubposbix GapabdaHoB, B KoTopeix ®C mocTynaeT B NPOAAXKY.

500 (11.53) Kak npasuno, B mporpaMMy MOHHMTODHHIa CTaOWIBHOCTH (IS
OATBEPXKASHNS NaT NPOBENECHHMs MOBTOPHBEIX UCIBITAHUH MM MCTEHUEHHUS CpOKa
FOMHOCTH  INOJDKHBI  OBITh  BKIIOYEHBl  II€pBbIe  TPH  pean3yeMble
TIPOM3BOJACTBEHHEIE Ccepud. Eciu JaHHBle MPEIBapHTENBHOrO HCCIICN0BaHUA
CBHETENBCTBYIOT, 4T0 ®C MOXET COXPaHATh CTaOMIBHOCTH IO KpaiHed Mepe B
TeueHue ABYX JIET, JOMyCKaeTCs HCIIONb30BaTh MEHEE TPEX CePUH.

501. (11.54) Ilocne sToro B IporpaMMmy MPOJOJDKAFOIIMXCH HCIIBITAaHUHI
CTaOMIIBHOCTH HEOOXONHMMO BKIIIOYaTh, KaK MHHHMYM, OIHY IPOU3BEACHHYIO
cepuro ®C B rox (3a HCKIIOYEHHEM TeX CIIydaeB, KOIJa IMPONU3BOACTBCHHBIE CEpHH
B JJAaHHOM TOJy HE BBIIYCKaINCh) H HE MEHee OJHOro pasa B roll NPOBOIHUTH €€
MCTBITAHMUS JJI8 [IOATBEPXKAECHUS CTaOUIBHOCTH.

502. (11.55) B ormomenunu OC ¢ KOPOTKHMH CPOKaMH XpaHCHHA
HCHBITaHMS  HeoOXoIMMO  OpoBOAMTh  dame. Hampumep, Ins  TeX
6HOTEXHONOrMYecKHX, Ornonornyeckux u apyrux ®C, cpoku XpaHEHHS KOTOPBIX
COCTABJISIOT OMHMH TOX WIA MeHbIIE, HeoOXOAMMO OTOHMpaTh O00pasmel JJid
WCIBITAHMi Ha CTAaOMIBPHOCTH M IIPOBOIMTE HCIBITAHUS €XKEMECSIIHO B TCUCHHC
IEPBBIX TPEX MECSLEB, a 3aTeM KaX/ble TPH MECAla. Eciau uMeloTcs JaHHEIC,
noaTBepXKAarompe, 4ro crabmnpHOCcTE PC  coxpamsercs, TO JOIYCKaeTCH
yIIAHEHHE EPUOIOB MEX/Ly MCIIBITAHUAMH (HApUMep, EBATD MECSIIEB).

503. (11.56) Ilpu wucnHeITaHUAX Ha CTaOMIBHOCT, PEKOMEHIYETCS
06ecIIeunBaTh COOTBETCTBHE YCIOBHI XpaHeHHs PyKOBOICTBY MexryHapoJHOH
KoHpepenmuu 1o  rapMonmsanuu  «H3ydenue CTaOMIIBHOCTA ~ HOBBIX
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JIeKapCTBEHHBIX cyOcTanmmii i mpenapatos» (ICH Q1A)'.

JaThl HCTeYEeHHUs CPOKA MOAHOCTH U NPOBeeHHUs
NOBTOPHBIX HcnbiTaHU# (11.6)

504. (11.60) Ecmu mnpomexyTodHas NpPONYKUUS NpeJHa3HAdeHa It
nepefayd 3a mpenensl cepsl KOHTPOJS CUCTEMBI YNPABICHUS MaTepHanaMy
IIPOM3BONUTENS U i1 Hee OlpelelleHa JaTa HWCTEYCHHS CpOKa TOAHOCTH HIIH
IIPOBEAEHHS ITOBTOPHBIX MCIBITAHHIA, TO JHO/DKHA OBITH B HaNW4Yuu MHMOpMaLus,
MoATBepXXHamomas e€ crabWibHOCTh (HampuMmep, OILyOJIMKOBAaHHBIE JaHHEIE,
pe3yJbTaThl UCIIBITAaHHUMH ).

505. (11.61) JaTsr ucTeueHnss CpoKa FOJHOCTU WK IPOBENEHUS TOBTOPHBIX
ucnbiTaHuii OC  HOKHBI OCHOBBIBATBCS Ha pe3yJjibTaTaX OLIEHKHM JaHHBIX,
MOJyYEHHBIX TPU U3ydeHuH cTabmibHOCTH. O0br9HO At @C UCIONB3YIOT HATHI
IpOBEIEHNUS IOBTOPHEIX UCIIBITAHNM, a He JAaThl UCTEUYEHHMS CPOKA MOJTHOCTH.

506. (11.62) IlpemBaputensHBIE AAaThl HCTEYEHHS CpPOKa TOAHOCTH WIH
TIpOBeieHHs MOBTOPHBIX UcnbITaHu# OC MOryT OCHOBBIBATBCS Ha pe3ynbTarax,
IIONY9EHHBIX JJIS ONBITHBIX CepHil, ecii 1) UIA ONBITHBIX CEPHH HUCIONB3YIOTCA
croco6 IPOM3BOJACTBA M IPOILEAYPHl, MOIEIHPYIONIME OKOHYATENBHBIH Mpolecc
IPOMBIIUIEHHOTO IPOM3BOJCTBA, U 2) kadecTBO PC COOTBETCTBYyeT KaueCTBY
BEIECTBAa, KOTOpoe 6yeT BBIMTyCKAThCs B IPOMBIIIEHHOM MaciuTabe.

507. (11.63) Jlns mnpoBeleHHs MOBTOPHBIX HCHBITAHUN HEOOXOAMMO
oTOHMpaTh perpe3eHTaTHBHbIE 00pasIibL.

ApxuBHbie 06pa3ubi (11.7)

508. (11.70) ApxuBHble 06pa3ipl HEOOXOAUMO YNAKOBBIBATh M XPaHUTH C
IeNBI0 BO3MOXKHOH oOleHKM KadectBa cepuii ®C B OyaymeM, HO He A
pOBENEHHUS UCTIBITaHUH Ha CTaOUILHOCTb.

509. (11.71) Hamnexamum o6pa3oM MapKUPOBaHHbIE apXHBHbIE 00pasIIbI
kaxa0i cepun PC MODKHBI XPaHUTBCS B TEYEHHE OJHOIO roja IOCje NaThl
ACTEUYEHUS CPOKa TOJJHOCTH CEPHHM, KOTOpas OIpeessieTCs MPOU3BOAUTENICM, I
B TeUeHHe TpeX JIeT TI0CiIe Pealu3alii CePUH B 3aBUCHMMOCTH OT TOT0, KaKOH CPOK
aBiseTcs Goliee IUIMTETbHBIM. ApxuBHEIE 06pasusl PC ¢ yCTaHOBIECHHOH NaToH
TIOBTOPHBIX UCIIBITAHMH HEOOXO0MMO XPaHHUTh B TEUCHHE TPEX JIET II0CIIE TOro, KaK
cepus ObUIa ITOJHOCTBIO Pealli30BaHa IPOU3BOAUTEIIEM.,

510. (11.72) Ipu XpaHeHur apxUBHOTO 0Opa3la HEOOXOMUMO HCTIONB30BATh
TaKylo e CHCTeMY YIAaKkOBKH, B Koropoi xpanurcs @C, WM TaKylo, KOTOpas
SKBHBAJEHTHA CHCTEME YIIAKOBKHM, IIpEJHA3HAYE€HHOW JUI1 TIPOJaXH, WM
obecreynBaeT JIydINyiO0 3aluTy. [IpOM3BOAMTENb IOIDKEH XPAaHUTh apXHBHBIA

" Coparouno: PykoBomctBo MexayHaponHO# KoH(EpeHIMH IO TrapMOHH3ALHA «3yaenue
CcTaGHITBHOCTH HOBBIX JIEKapCTBEHHBIX cybcTanuuil i npemaparos» (ICH QlA) omy6muxoBaHo
o azmpecy B HH(OPMaIHOHHO-TeIEKOMMYHHKAIIMOHHON ceTu «uTepHeT:
http://www.ich.org/ﬁleadmin/Public_Web__Site/ICH_Products/Guidelines/Quality/Q1A_R2/Step
4/Q1A_R2__ Guideline.pdf
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obpasell B KOJUYECTBE, NOCTATOYHOM Ui MPOBEJEHHS, KaKk MHUHHUMYM, IBYX
IONHBIX aHalIW30B B COOTBETCTBHMM C oOmeid QapMakoneidHO# CTaThew,
(papmakoneiiHo# cTaTbedl WM IpPH OTCYTCTBHM (apMaKOIeHHOH cTaTbu — ABYX
NONHBIX AaHAJIW30B B COOTBETCTBMM C HOPMATUBHOM [JOKyMEHTallWMed WiIn
HOPMATHBHEIM TOKyMEHTOM.

BAJIMJAIIAA (12)
IoauTnka Baauganun (12.1)

511. (12.10) IlpousBoauTens JOJDKEH TOKYMEHTAIBHO O(GOPMHTH OOIIyIO
IONUTUKY B OTHOIIEHWM BalWAalliy, €€ 3ala4¥ ¥ MPUHIUOBL, BKIIOYas
BAIMIALMIO TEXHOJIOTMYECKHUX IIPOLIECCOB, IPOLEIYyP OYHCTKH, aHAIMTHYECKUX
METOJIUK, poLEenyp KOHTPOJIS B mporiecce IIPOU3BOZCTBA,
KOMIILIOTEPU3UPOBAHHBIX CHCTEM, U B OTHOLIEHHM JHI|, OTBETCTBEHHBIX 33
pa3paboTKy, IPOBEPKY, YTBEPXKAECHHE M JOKYMEHTAIbHOE OpOPMIIEHHE KaXIO0ro
3Talna BaJIUJAIUH.

512. (12.11) Kputuueckue mapaMeTpsl W (WIM) XapaKTEePHCTHKH, Kak
TIPaBHIIO, CNIEyeT ONpeNeNiATh Ha CTaIuy pa3pabOTKy WM HAa OCHOBAHWM NaHHbIX
IIpeBapUTENBLHOTO OIBITa PabOTHL ClEQyeT TakkKe ONPENeUTh [HanasoHbl
3HAYEHMH STUX KPUTHYECKUX IIapaMeTpoB M (/M) XapaKTepPUCTUK, HEOOXOMMMBIC
1S oBecredeHus BOCIIPOM3BOMMOCTH Tponecca. ITpu 3ToM HeoGX0AMMO:

OTIpeNEINTh KpuTHIecKkue xapakrepucTuk @C kak NpOXyKIHUH;

yKa3aTh MapaMeTpsl Ipoliecca, KOTOpBIe MOTYT BIMATh Ha KPHUTHYCCKHE
noka3zarenu kauyectsa OC;

YCTAQHOBUTH AWANa30H 3HAYEHHM KaXJOro KPHUTHIECKOro IapameTpa
Tporecca, KOTOPHIi MPeIoNaraeTcs NCIoIb30BaTh IPH CEPUHHOM NPOM3BOJCTBE
¥ KOHTpOJIE Ipolecca.

513. (12.12) Onepanuu, KOTOpEIE CYATAIOTCS KPUTHIECKAMHU UL Ka9eCTBa
1 unctoThl @C, moayexar Banygalyu.

JloxymeHnTanus no Baguganum (12.2)

514. (12.20) Jnsa xaxzoro mpoiecca, MOUIeKallero Balualy, A0DKEH
6BITE pa3paboTaH MPOTOKOJ BalWJALMK. JTOT IPOTOKOJ NODKEH OBITH MPOBEPEH
M YTBEp)KIEH IoApa3JelleHueM (mozmpasjencHUsAMH) KayecTBa H JpYTHMH
COOTBETCTBYIOLIUMHE NOAPAa3CICHUSIMH.

515. (12.21) B mpoToxone BaTAAAMHA JOJDKHBI OBITh OIpEENICHBI
KpPUTHYECKHE CTaJMX Ipollecca M KpUTepUH INPHUEMJIEMOCTH, a TaKke BHI
MpOBOAMMOYM  Bamuparmy  (HampuMep, PeTPOCHEKTHBHAsl, —NEPCIEKTUBHA,
COINYTCTBYIONLIAs) H KOJIMYECTBO IPOM3BOACTBEHHBIX LIUKIIOB.

516. (12.22) Otuer 0 BaIMAalMK TOJDKEH COJEPXKATh NEPEKPECTHRIC CCHUIKH
HA TPOTOKOJl BaIUJAalMM K 0000warh NOTydIEHHBIE pe3yJbTaTel, 0OBACHATD
mo6sle  OOHApy)XEHHBlE OTKIOHEHHS C COOTBETCTBYIOIMMM  BBIBONIAMM,
BKJTIOYAFOLIMMH PEKOMEH/IyeMble W3MEHEeH sl UL HCIIPABJICHUS HEIOCTATKOB.
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517. (12.23) JIro6b1e OTKIOHEHHS OT IIPOTOKOJIA BATUNAIUH TOJDKHBI OBITH
0(hopMITEHBI JOKYMEHTAIBHO C COOTBETCTBYIONHM 0O0CHOBaHHEM.

Kpanundukanus (12.3)

518. (12.30) o mHayana pa6oT IO BIMJALMH IIpolecca HEOOXOAUMO
3aBEPIINTh KBAIM(DUKAIMIO KPUTHYECKOrO O0OOpYIOBaHUS ¥ BCIOMOTaTENbHBIX
cucreM. KBanudukanmro OGBMHO NPOBOAAT IO CIEAyIOmMM JTamaMm (1o
OT/IENIBHOCTH HIIH B COBOKYITHOCTH):

KBaTH(UKALMS TPOEKTa: JOKyMEHTaIBHO OGOpMIICHHOE NOATBEPKICHHE
TOro, YTO DNPEMIOKECHHBIA  NPOEKT  IPOM3BOJACTBEHHBIX  [OMEIICHHH,
06OpyIOBaHMS I CHCTEM ABIAETCS NPUIOJHBIM VI TpPUMCHCHHSA IO
Ha3HAYEHUIO.

KBaTM(UKAIM MOHTaXa: NOKYMEHTAIBHO O(QOPMIICHHOE MOATBEPXKICHHE
TOTO, YTO MOHT@X NOMEIIEHH, CUCTeM M 00OpyAoBaHMs (yCTAHOBIEHHBIX HIHA
MOIU(UIMPOBAHHEIX) BHIIONHEH B COOTBETCTBHU C YTBEPXKICHHBIM IPOCKTOM,
PEeKOMEH/IAIMAME ~ M3TOTOBHTENs M (WnM) TpPeOOBaHMAMHM — IPOU3BOMUTEI
JIEKapCTBEHHBIX CPEJCTB.

KkBanAQUKauus  (QYHKIHOHMPOBAHMsS:  JIOKYMEHTAJIBHO odopmIIeHHOE
NOATBEPXKIEHHE TOr0, YTO [OMELICHHUs, CHCTEMBl H 000pyIOBaHKE
(YCTaHOBIEHHBIE WK MOIMGUIMPOBaHHbIE) QYHKIMOHUPYIOT B COOTBETCTBHM CO
CBOYM IIpeHa3Ha4YeHHeM BO BCEX MPe/ly CMOTPEHHBIX PEXUMAX paboTHl.

KBaTU GUKALYA 9KCILTyaTalluH: JOKYMEHTAIEHO odopMIIeHHOE
IOATBEPXKIEHHE TOrO, YTO IIOMEIIeHUs, CHCTEMBI | 0o0opyIOBaHUE IIPH
COBMECTHOM FKCIIOJIB30BaHMH paboTaioT 3QPEKTHBHO U C BOCIPOU3BOAHMMEIMH
MOKA3aTeNSIMH B COOTBETCTBHH C YCTAHOBICHHBIMM TPeOOBAaHMAMU ¥
XapaKTEepUCTHUKaMH Ipoliecca.

IMoaxoas! K Baauaanuu npouecca (12.4)

519. (12.40) Bamupauus mporecca NPOBOJUTCA B LEJIX N0Ka3aTenbCTBa
TOTO, 4TO TpOliecc, GyHKIOHUPYIOMHKA B IIpefieNiaX yCTaHOB/ICHHBIX IApaMeTpOB,
obecreynBaeT PGEKTHBHOE M C  BOCIPOM3BOAMMBIMU  pE3yJIbTaTaMu
IIPOM3BOACTBO IIPOMEXYTOYHOH MNPOMYKLUM  HIIH ®C, COOTBETCTBYIOIIHX
IpeJBAPUTENLHO  3aJaHHBIM  CHELM(UKAIMAM 1 TOKA3aTe/IM Ka4yecTBa.
Pe3ypTaThl BAIMAALMHE NpoLecca MOUIeXKAT TOKYMEHTaIbHOMY 0 OpPMIICHHIO.

520. (12.41) CywmecTtByeT Tpu NOAXONa K BalUAAllHM: IepCreKTHBHAA
BANHMJALMS, COIYTCTBYIOIas BalMJalMsl ¥ PETPOCTEKTHBHAA —BaTUNATHA.
[lepcrieKTHBHAS BalHIalMA SBIAETCH IPEANOYTUTEIBHBIM - IOAXONOM, HO
HMEIOTCS MCKIIIOYESHMUS, TIO3BOJISIONIHME HCIIONIE30BaTh APYrHe IIOAXOAbI.

521. (12.42) TlepcrieKTHBHYIO BaJIAAALMIO PEKOMEHIY€ETCsl BBINONHATD UL
BCeX MPOILECCOB, CBA3AHHBIX C IPOM3BOJCTBOM ®C, xax ykazaHo B IyHKTe 513
gacrosmmx ITpasui. IlepcrexkTuBHas BanuJalusd, MPOBOAMMAT JULA mporecca,
cBssapHoro c mpomsoacteom @C, momxHa OBITH 3aBepllieHa [0 Hadala
peali3aIii TOTOBOrO IEKApCTBEHHOTO NPenapara, MPOU3BENCHHOIO 13 stoit PC.
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522. (12.43) ComyTcTByromias BalMIalkdsi MOXET OBITh NpPOBEIEHA IIPH
OTCYTCTBHHM JaHHBIX [UIS IIOBTOPSIOLIMXCS TEXHOJOIMYECKUX IMKIIOB, €CIH
BBIITYIIIEHO orpaHwderHoe uucio cepuit ®C, ecnu cepun @C BRIy CKAIHCH PEIKO
WM OBLIM IPOM3BEEHE] MOCPEICTBOM BaJUANPOBAHHOIO [IPOLIeCcca, KOTOPBIA ObLI
Moxudunuposas. J{o 3aBeplIeHHs COMyTCTBYomel Banuaanuu cepud OC Moryt
OBITH BEINMYIIEHBI ¥ HCIIOIB30BaHbI IS IPOU3BOACTBA JIEKAapCTBEHHOTO Mpenapara,
TpeHA3HAYEHHOTO ISl peaM3aluy, IPH yCIOBHH IIOJHOT0 KOHTpoJis cepuid OC.

523. (12.44) Kak ucKIrO4YeHHEe MOXET OBITh IIPOBEJEHA PETPOCIICKTUBHASL
BaJMJAIMA UL XOPOIIO OPraHW30BaHHBIX IIPOLECCOB, B KOTOPHIE HE OBLIO
BHECEHO 3HAUMTENBHBEIX M3MeHeHu#t it nonydeHus PC tpe Oyemoro kadecrsa
BCIIEJICTBHE M3MEHEHHH MCXOMHOTO CHIphs, 000pYyIOBaHMs, CUCTEM, TEXHUYECKHUX
CPECTB WIM TEXHOJOTHYEeCKoro mnponecca. Takod MOAXOX K BajJHMJAllHH MOXET
OBITH MCIIOJIE30BaH, €CIIU:

a) (1) ompeneNieHBI KPUTHYECKHE IIOKA3aTeNM KadeCcTBa M KPHUTHIECKUC
IIapaMeTpHl IIpoLecca,;

6) (2) ycTaHOBIEHbI HAIEXaIle KPHTEPUH IPUEMIIEMOCTH M KOHTPOILL B
npoLecce NPOU3BOJICTBA,;

B) (3) OTCYTCTBOBANM CYIIECTBEHHEIE cOOM B XOJE IpPOLECca Y Opak
IIPOXYKIMH TI0 TIPYYMHAM, HE CBS3aHHBIM C OLIKOKaMH ONepaTopa MM OTKasaMH
006opynoBaHMS;

r) (4) Gty ycTaHOBJEHH! poduiy npuMecedt s ranHoi OC.

524. (12.45) Cepum, orTobpaHHBlE A PETPOCIEKTHBHOH BalANalKH,
JOJDKHEI ~ IPEICTAaBIATh pPENpe3cHTATMBHYIO BBIOOpKY M3  BCeX cepui,
IPOM3BENEHHBIX 3a IIPOBEPAEMBIH IMEPUON, B TOM 4HCIC MOOBIX cepuif, He
COOTBETCTBYIOLIMX crenuduKamusm. [Ipi 5TOM KOJMYECTBO TaKMX CEpUi JOIDKHO
GBITH JOCTATOYHBIM UL JOKa3aTeNbcTBa IIOCTOSHCTBA Tpolecca. B memix
TIONyYeHHs NaHHBIX [UI1 PETPOCIEKTHBHON BalHJAllMK IpOLEeCcca MOXKET OBITH
IIPOBEJIEHO MCIIBITAHHE APXHBHEIX 00Pa3LoB.

IIporpamma BajHuJalHH Npouecca (12.5)

525. (12.50) KonmuecTBo IpOU3BOACTBEHHBIX HHUKIIOB, HEOOXOAMMBIX JJIS
BANMIANMY, NODKHO 3aBHCETh OT CIOXHOCTH Ipolecca WiH OT 3HaIMMOCTH
W3MEHeHHH mpolecca, MOMIEKAIIUX PaccMOTpeHuo. s IIEpCIIEKTUBHON H
COITYTCTBYIOIIEH BaJMJallly TODKHBI OBITh MCIONE30BAHb! JAHHBIC, TOJIy CHHBIC
I8 TpeX  IOCIeNOBATENbHBIX  NPOHM3BONCTBCHHBIX cepuil  IIPOAYKIMHU
gajguexamero Kadectsa. OpjHako MoryT OBITE CHTyaluu, Korja Judd
0Ka3aTeNsCcTBA  IIOCTOSHCTBA — Ipoliecca  HEOOXOOUMBI  NOIONHHUTEIBHBIC
TIPOM3BOACTBEHHEIE IIUKJIBI (HAampuMep, MPOLECCH MPOM3BOACTBA CIOMKHBIX oC
MMM JUIMTeNbHBle mporecchl npousBoacTBa @®C). Jlnd OIEHKH IOCTOAHCTBA
Tpollecca INpPH PETPOCIIEKTHBHOM BalMalM¥, Kak IpaBuio, HeoOX0AUMO
uccienoBath gaHHele i1 10-30  mocnenoBaTeNbHBIX cepuii, HO TIIpH
COOTBETCTBYIOIIEM OGOCHOBAHHH 3TO YHCIIO MOXET OBITh YMEHBILCHO.

526. (12.51) Bo Bpems IpoBeeHUA UCCIIEAOBAHUH MO BAIMIAMMH Npoliecca
HeOGXOAUMO KOHTPONHPOBATH M IIPOBEPATH €ro KPUTHYECKUE MapamMeTpsl.
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ITapameTpsl mporecca, He CBS3aHHBIE C Ka4eCTBOM, HAIPHMEp, IIEPEMEHHEIE,
KOHTPOJIUpYEMBIE B  IEJNAX COKpalleHHWs IOTpeOJeHNsS SHEPTHH  WIH
MCIIOJIb30BAHUSA 000PYIOBAHUS, MOXHO He BKIIFOYATh B BAJIMAAIMIO IIPOIiecca.

527. (12.52) Banmupanus mporecca IOMKHA ITOJTBEPKAATH, YTO MPOGHUIEL
npumece mia Kaxpoit ®OC, Haxomutcs B 3aJaHHBIX Ipenenax. Ilpodwuns
npuMeceil nomkeH OBITh cxomeH (mbo OBITH JIy4llle) C paHee NOy4YeHHBIM
npodureM, a Takke (TEe O5TO NPUMEHHMO) C mnpodmieM IIpUMeceH,
YCTaHOBJIEHHBIM IIpU pa3paboTKe Mpolecca WIH CEepUi, HUCIONB30BAHHBIX IS
OCHOBHBIX KJIMHHYECKHX ¥ TOKCHKOJOTHYECKHX HCCIIeIOBaHMIA.

Ilepnoanyeckasi npoBepKa BaJINAMPOBAHHBIX cHcTeM (12.6)

528. (12.60) Cucrempl ¥ TpolecChl HEoOXOOUMO  IIOJIBEPraTh
TIEpHOTUIECKON OIleHKe JUIS TIOATBEPXIEHUS TOIO, 4YTO OHH IO-IPEXKHEMY
(DYHKIMOHUPYIOT NPaBUNBHEIM 06pasoMm. Eciu B mpoliecc WM CHCTeEMY He OBLIO
BHECEHO CYIIECTBEHHBIX U3MEHEHUH U 0030p KauyecTBa IOATBEPIUI, YTO CHCTEMA
WIA  IpoIlecC TOCTOSHHO  ofecleunMBalOT  NPOM3BOACTBO  MaTepHala,
COOTBETCTBYIOHIETO CIENU(UKAIMAM, KaK [IPABUIO, OTCYTCTBYET HEOOXOIMMOCTh
B [IPOBEJIEHUHU IOBTOPHON BalWIaIHH.

Bamugaunus ouncrku (12.7)

529. (12.70) Ilpouenypsl OYMCTKH, KaKk IPaBWIO, MOJDKHBI MPOUTH
BAIMIALMIO. Banuganuioo OYMCTKA IIPOBOAST B Clly4asX, IPH KOTOPBIX
KOHTAMHUHAIM MM I[EPEHOC BEIIECTB IPEJCTAaBISIOT HauOONBINYIO OMacHOCTH
gns kadectBa OC. Hampumep, Ha HayalbHBIX CTaIuAX TEXHOJOTHMYECKOIo
mporecca MOXKET He TpeGoBaThCs NPOBENEHMS BalHMIAllUH TMPOLEAYpP OYHCTKM
06OpYI0BaHHs, €CIIM OCTaTOYHBIE BEIIECTBA YAAIAIOT Ha IIOCIEAYIOIMX CTaluIX
OYMCTKH.

530. (12.71) Bammpamus npoueayp OYHUCTKM JOJDKHA  OTpaxarb
(haKTHYECKHH XapaKTep MCIl ONb30BaHus obopynoBanus. Eciu pasuele @C uinu
Pa3sIMYHYI0 POMEXYTOYHYI0 MPONYKLIMIO INPOU3BOAAT HAa OJHOM H TOM XK€
060pyI0BaHMK ¥ 3TO 060PYIOBaHHE OYHIAIOT OJHHM M TEM Xe CIIOCOO0M, TO ULl
BAIAJAIMM OYMCTKM MOJXHO BEIOpaTh pENpe3eHTATHBHYIO IIPOMEXYTOYHYIO
npogykimio win ®C. Takodl BeIOOp MOIDKEH OCHOBBIBATBCS HAa JAaHHBIX O
PacTBOPUMOCTH M TpPYAHOCTIX OYHMCTKH, a TaKKe Ha pacyeTe IPeNebHOro
COZIEPXKaHMA OCTATKOB, C Y4ETOM HX aKTHBHOCTH, TOKCHYHOCTH M CTaOMIBHOCTH.

531. (12.72) B mpotokoie BaluJalu¥y OYHUCTKH JOJDKHEI O BITh OITHMCaHBI
060pyZ0BaHUe, MOJJIeKAlee OYUCTKe, MPOUENyphl, MaTepHalbl, NPHEMIIEMbIC
YPOBHH  OYHCTKM, KOHTDOJHpYEMBIE M  perylupyeMble IapaMeTphl H
aHAIUTUYECKHE METONWKH. B IpoToKole HeoOXOMUMO Takxke YKazaThb BHIBI
0TOHMpaeMBIX TIPo0, CIIOCOOBI X 0TOOPa M MAPKHUPOBKH.

532. (12.73) Jlns oGHapy»eHUs KaK HEPAaCTBOPUMBIX, TaK M PaCTBOPMMBIX
OCTAaTKOB MeToABl 0TO0pa Mpob JODKHEI BKIHOYaTh, HCXOS U3 CUTYallMH, B3ATHE
Ma3KOB, CMBIBOB WM IPYyIHe MeTOHbl (HampuMep, NPSMYIO OSKCTPaKLHMIO).
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Hcnons3yemele MeTonbl oTOOpa Mpo0 MJOIKHBI IMO3BOJATH KOJIMYECTBEHHO
OIpeNIeNIATh YPOBHH OCTAaTKOB Ha MOBEPXHOCTAX OOOpYIOBaHUSA IOCIE OYMUCTKHU.
Merox ot6opa 1mpob MOCPEACTBOM B3SATHSI Ma3KOB MOXKET OKa3aThCs IIPAKTHYECKH
HEOCYIIIECTBUMBIM, €CJIH KOHTAaKTHPYIOIIUE C IIPOAYKTOM IOBEPXHOCTH SIBIIAIOTCH
TPYAHOMOCTYIIHEIMM BCJIEJCTBHE KOHCTPYKTHBHBIX OCOOCHHOCTEH 060pyHOBaHuUS
(HarpUMep, BHYTPEHHHUE IIOBEPXHOCTH IIUIAHTOB, TPAHCIIOPTHBIX TPYOOIpOBOIOB,
€MKOCTH PEaKTOPOB ¢ Y3KHMH JIIOKaMH, a Talkoke HeOONBILIOE 10 pasMepy CII0XKHOe
o6opyIoBaHye, HAIIPAUMEP, MUKPOHU3ATOPEl X MUKPOPACIIBUTHTENHN) U (M) €CIH
CYIIECTBYIOT OrpaHMYeHMs mponecca (Hampumep, o06paboTka TOKCHYHBIX
BEIECTB).

533. (12.74) Heobxoqumo HCHONB30BaTh BaMAWPOBAHHbIC aHAIUTHYCCKHE
METOIMKY, OOJajarolye JOCTATOYHON YyBCTBHUTENBHOCTBIO IJid OOHapyXeHMS
OCTATKOB WM KOHTAMHHAHTOB. IIpezien oGHapyXeHHS KaKIOH aHAIMTHIEeCKOH
METOIWKHM JOJDKEH OBITh [JOCTAaTOYHBIM M OOHApy)XXEHMs OIpPENCIICHHOIo
IPHEMJIEMOTO YPOBHS OCTaTKa MM KOHTaMHMHaHTa. [ METOIUKM He00X0AMMO
YCTAHOBHTB JOCTUraeMblil YpOBeHb H3BJICUeHHs BellecTsa. IIpenenst copepKanus
OCTaTKOB IOJDKHBEI OBITH peajbHBIMH, JOCTH)KMMBIMH, IPOBEPSICMBIMH U
OCHOBEIBATHCS Ha COJEpaHMU Hambojee BpegHOro ocrarka. lIpemenmsl MOXHO
YCTAHABIMBAaTh, OCHOBBIBACH Ha MHHHMAIBHOM OO0Ja/laromieM HU3BECTHOMN
(apMaKoJIOrnIecKot, TOKCHKOJIOTHYECKOH HIIH (GU3HOTOTHUECKOH aKTHBHOCTHIO
xonmaectse OC mim ee Hanbosiee BpeIHOIO KOMIIOHEHTA.

534. (12.75) [ns npomeccoB, B KOTOPBIX CYIIECTBYET HEOO0XO0IMMOCTH
CHIDKEHHS OBILEro KOJMYecTBa MUKPOOPTAHM3MOB HIIM SHIOTOKCHHOB B DC, miy
U1 JPYTHX IIPOLECCOB, IZe MOXET HMMETb 3HAUCHME TaKas KOHTaMHHAIMA
(HarpuMep, POU3BOACTBO HeCTepHIbHBIX PC, HCIONB3YEMbIX UL IPOU3BOLCTEA
CTEPUIBHEIX JIEKAPCTBEHHBIX IPEMapaToB), HMCCIEJOBAHUE OYMCTKA H (vm)
CaHHTAapHOM 06paboTKU 00GOpYHOBaHHS HEOOXOAMMO NMPOBOJUTE B OTHOIICHHMM
KOHTAMMHAIMH MHUKPOOpPTraHU3MaMHy 1 S9HIOTOKCHHAMH.

535. (12.76) IIpousBoauTeNb JODKEH KOHTPOIMPOBATE MPOLEIyPhl OMHCTKH
C onpeeeHHON MepHOJUIHOCTBIO [0CTIe BaMIalKH, yTOOBI YyOEOUTHCS, YTO ITH
MpOLeAYPEl SBIAIOTCS J(QOEKTUBHHIME IIPH HUX HCIIONB30BAHWM BO BpeMi
TEKyLIEro TEXHOJOrHYeckoro mpoiecca. JuCcTOTy obopyIOBaHUs, KOrma I3TO
OCYIIECTBHMO, ~HEOOXOZMMO KOHTPONMpPOBaTh  IOCPEACTBOM  IPOBEACHHA
AHATMTHYECKUX MCIBITAHMA ¥ BH3YAILHOrO OCMOTpa. Bu3syaibHbIH OCMOTP
[103BOJISAET OOHAPYKUTh 3HAUUTENBHBIE CKOILICHA KOHTAMHHAHTOB Ha HeOOIBIIX
y4acTKaX, KOTOPbIe MOTYT OKa3aThCs He OOHApy)KEHHBIMU HHBEIM crocoboM 1pH
ot6ope npo6 U (MITH) aHAIH3e.

Banuganus aHaJATHYecKuX MeToauk (12.8)
536. (12.80) Hcnone3yeMble aHAIMTAYECKHE METOIAUKH JOJDKHbL IIPOUTH
BAMMIAIMIO. I[IpUrOJHOCTh  BCEX  HCHONB3YEMBIX — METOIHK WCIIBITaHUH

HeoGXOMMMO, TEM He MeHee, MPOBEPATh B PEallbHbIX YCIOBUSX NPHMEHCHMA, d
pe3yabTaThl 0POPMIATE JOKYMEHTAIBHO.
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537. (12.81) Bammpmamus MeTOOUK JAODKHA IPOBOOUTECA C  YYETOM
XapaKTEPUCTUK, IPUBEJECHHBIX B PYKOBOACTBaX IO BaJIWJAIMH aHAIUTHIECKHX
MeToauk. O0BeM IMPOBOAMMON aHATUTHYECKOM BalIHMJAllMy JNOJDKEH 32BHCETh OT
IeJI¥ aHAJIM3a ¥ CTaJMHU TEXHOJIOTHYECKOTo mpoliecca nmpousBoicTea PC.

538. (12.82) Jlo Hayaya BaIMAAMA aHATMTHYECKUX METOIUK JOJKHA OBITh
IPOBEJeHAa COOTBETCTBYIOIAS KBATH(PUKAIAA aHATHTHIECKOr0 000y IOBaHMUS.

539. (12.83) HeobxomuMo BecTH IMOJNHBIE 3alUCH JIOOBIX H3MEHEHHUM
BAJIMIAPOBAHHON aHATMTHYECKOW METONUKM. Takue 3amucH JOJDKHBI OTpaXkaTh
NPHYUHY H3MEHEHHUS ¥ COOTBETCTBYIOLIHE AaHHBIE AN IMOATBEPXXACHHUSA TOrO, YTO
U3MEHEHME MPUBOAUT K pe3ysibTaTaM, KOTOPEIE CTOJb JK€ TOYHBI U HAIEKHBI, KaK
M Pe3yJIETaThI, NOTyYeHHBIE C TOMOILBIO IIPHHATON METOUKH.

KOHTPOJIb N3MEHEHHH (13)

540. (13.10) IlpowmsBoawrens HOIKEH pa3paboTaTh CHCTEMY KOHTPOJA
H3MEHEeHUI I OLIEHKM BCeX HW3MEHEHHWH, KOTOphleé MOIYT IOBJIMATE Ha
IPOM3BOJICTBO 1 KOHTPOJIb IIPOMexXyTOuHOH mpoxykuuu 1 ®C.

541. (13.11) IlpoumsBomutenp JOIDKEH YTBEPAUTH IPOLEAYpBHl UL
HIeHTH(HUKAIVH, TOKyMEHTAIBHOIO OQOPMIIEHHS, COOTBETCTBYIOIIEH IIPOBEPKH 1
yTBEPXKIEHUA W3MEHEHHH B OTHOIIEHWH HKCXOJHOTO CBIpb, cnenuduxanu,
AHATHTHYECKUX METOIUK, IIOMEIeHHH, BCTIOMOraTe/IbHBIX CHCTEM, 060pY AOBaHNSA
(BKMIOYAs KOMIIBIOTEpHOE 00OpyNOBaHMe), CTaJui IIPOIECCa, YMaKOBOYHBIX
MaTepHaIOB, MaTepHalloB U1 MAapKUpOBKH, a TaKKe KOMIIBIOTEPHOTO
IIPOTPaMMHOT'0 00eCIIeYeHs.

542. (13.12) JhroOble IpeIOXEHUs IO H3MCHCHHSM, KacaroIMMCs
OpraHM3allii [POU3BOACTBA M KOHTPOJL KadecTBa JIEKApCTBEHHBIX CPEICTB,
JIOJDKHBI OBITH IOJTOTOBJIEHBI, TIPOBEPEHBI W YTBEPXXIEHBI COOTBETCTBYIOIMMHU
monpasfie/leHussMA, a 3aTeM IIPOBEPEHbl ¥ YTBEPKIEHBI MONPA3ACICHUEM
(moapaseneHrnsIMI) KayecTBa.

543. (13.13) Heo0xoqumo OLEHWTh BO3MOXXHOE€ BIMAHUE NPEIJIOKEHHOTO
M3MEHEeHHs Ha KadecTBO npoMexyTounod mpogykmuu win @C. Ilponemypa
KacCUbHUKALMY H3MEHEHHH MOXET IIOMOYb B OIpPE/IEICHIN o6beMa HCIIBITaHWH,
BATMIAIMA ¥ JOKyMEHTarud, TpebyeMBIX i OOOCHOBaHHSA HU3MEHEeHUH,
BHOCHMBIX B  BaIWJMpOBaHHbM  mpomecc. VI3MeHeHus  MOTYT OBITH
KIaccuHUIUpOBaHbl (HampHMep, Kak CyHIECTBEHHBIC HIIH HECYLIECTBEHHBIE) B
3aBHUCHMOCTH OT UX XapakTepa U 00BeMa, a Takxke BIMAHHSA, KOTOPOe OHH MOTYT
okazath Ha mporecc. C yderoM 0GOCHOBaHHOTO 3aKMIOYEHHUT MPOU3BOMUTCIR
NOIDKEH OIpPEJIeATh, Kakie JONOJHHUTENbHbIE HCIBITAHUS K UCCICNIOBAHMA IO
BANTMIAIIMA HEOOXOIMMBI I 060CHOBAHHS TAKUX H3MEHEHHUH.

544, (13.14) Ilpu BHeOpEHUH YTBEPXKICHHBIX W3MEHEHMH HEeOoOXOauMO
[1epecMOTPETh BCe NOKYMEHTHI, Ha COIEpXKaHHe KOTOPBIX BIUAIOT 3TH H3MEHCHHAL.

545. (13.15) TTocne BHeApEHHS M3MEHEHHs HEOOXOIUMO MPOBECTH OLEHKY
NepBHIX Cepuil, TPOU3BEICHHBIX WM HCIBITAHHBIX TIOCIE BHECCHMA OTOTO
U3MEHEHUS.
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546. (13.16) IlpousBoauTeNs AODKEH OLIEHHTH BO3MOXHOCTH BO3JEHCTBHS
KPUTHYECKHUX H3MEHEHHM Ha CTaOWIBHOCTE H, CJIeIOBAaTEIbHO, HAa YCTaHOBJICHHEIE
IaThl TOBTOPHEIX MCIBITAHHN WM JaThl MCTEYEHWs Cpoka romHoctd. Ilpum
Heo0XOUMOCTH 06pa3LBl mpoMexyTounoi mpoxykuuu wim ®C, xoTopsie ObLH
IPOU3BENEHE TIOCPEACTBOM H3MEHEHHOTO Mpoliecca, MOTYT OBITh BBEIEHBI B
IpOrpaMMy YCKOPEHHOTO M3y4eHMs CTaOWIBHOCTA W (W) BKIFOYEHBI B
IIPOrpaMMy MOHUTOPHHIA CTaOMIIBHOCTH.

547. (13.17) IIpousBoautens IIOJDKEH IpOUH()OPMUPOBATH
COOTBETCTBYIOLIMX IIPOU3BOAUTENIEH JIEKAPCTBEHHBIX IIPENapaToB 00 H3MEHEHHAX
B YCTaHOBJICHHBIX TEXHOJIOTHYECKHX IIpolleccax M TMpolenypax KOHTPOJs
polecca, KOTOpEIE MOTYT ITOBIUATH Ha KauecTBo DC.

OTKJIOHEHHE U ITIOBTOPHOE HCIIOJIb30OBAHHUE
MATEPHAJIOB (14)

Otkiaonenue (14.1)

548. (14.10) TIlpomexyrounyio mnpoxykuuiro u @C, KoTopele HE
COOTBETCTBYIOT  YTBEPXAEHHbHIM  crenubHKarmsaM, HeOOXOIUMO  HETKO
IIPOMapKUPOBaTh COOTBETCTBYIOIIMM 00pasoM U COAEpXaTb B YCIOBUAIX
KapaHTHHA. Takas IpoMexyTouHas Npoxykims miu @C MOXeT MomBeprarhCs
TIOBTOpHO# 006paboTtke win nepepaboTke. OKoHYaTENPHOE PEIICHHE B OTHOMICHHUH
OTKJIOHEHHBIX MaTE€PUAIOB JOJDKHO OBITE OPOPMIIEHO TOKYMEHTAIBHO.

ITosTopHas o6paGorka (14.2)

549. (14.20) IMoBTOpHOE BBEAEHHE B NIPOLECC MPOMEXXYTOIHOH IIPOTYKIMH
ymn ®C, BKIOYAs MPOAYKIHMIO, HE COOTBETCTBYIONIYIO CIELMGUKAIMAM, M HX
MOBTOpHas o6paboTKa IMyTeM MOBTOPEHHs CTaJHU KPHCTAJIM3aluK HIH ApyTHX
COOTBETCTBYIOLMX CTaiuil O0OpabOTKM XHMHMYECKMMH WIH  (QH3MIECKHMA
criocobamu  (HampuMep, JUMCTWLIAIMSA, (QUIBTpalysd, XpoMarorpadupoBaHUe,
H3MeJIbueHHe), SABIAIOLIMXCS YacThl0 YCTaHOBICHHOTO IIPOM3BOJCTBEHHOTO
mporecca, OOBIYHO CYMTAOTCA nNpuemieMbiMd. OIHaKo €ClId  IOBTOpHAd
06paGoTKa HCIIONB3yeTcs M GONBIIMHCTBA CepHil, TO e¢ HeOOXOMMMO BIIIIOUUTE
B KQUecTBe YaCTH CTAaHJapTHOIO TEXHOJIOTHYECKOro Npouecca.

550. (14.21) IlpomomxeHHe OCYUIECTBICHUS CTaJWK TEXHOIOIHICCKOTO
mpoliecca Moclie TOro, Kak KOHTPOJB B IpOIecce MPOM3BOACTBA IMOKasajl, HTO
cTagyusi He 3aBeplleHa, CUMTAeTCs YacThlo OOBIMHOrO IIpoIecca, a He NIOBTOPHOM
00pabOTKOH.

551. (14.22) IloBropHOE BBEJCHHE HENPOpEarupoOBABIIETO BEIICCTBA B
IIPOLECC ¥ IIOBTOPHOE IPOBENCHAE XUMHUYECKOH PeaKlUyl CIUTAIOTCA IIOBTOPHOM
06pa6oTKOM, ecli 3TO He ABISETCS acThio yCTAaHOBICHHOrO IIpoliecca. Taxoit
MOBTOpHOH  06paboTke MOKHA IIPEAIIECTBOBATH — TIIATENbHAd  OLCHKA,
rapaHTHpyIOmas, 4YTo O5TO He IOBJMseT OTPUIATENBHO Ha  KadeCTBO
IIPOMEXyTOuHOM mpoxykimu uin OC BCIEACTBHE BO3MOXHOTO oGpa3zoBaHHUA
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MOOOYHBIX IPOMYKTOB M BELIECTB, MPOPEardpoBaBIIMX CBEPX YCTaHOBJIEHHOM
HOPMBEI.

Ilepepaborka (14.3)

552. (14.30) Ilepex mnpuHATHEM peIleHHUS O IepepaboTKe Cepuil, He
COOTBETCTBYIOIMX CHENUUKAIMsIM, HeoOXOquMO IIPOBECTH pacciieoBaHue
IIPUYHUH TAKOTO HECOOTBETCTBHA.

553. (14.31) Cepun, mogBepruyThie epepaboTKe, TOIDKHEI OBITh 00BEKTaMU
(ecm s 3TOrO €CTh OCHOBAHHWS) COOTBETCTBYIOIIMX OLEHKH, HCIbITaHHH,
MCCIENOBAaHMA CTaOUIBHOCTH M JOKyMEHTAIBHOrO O(OpMIECHHS, UYTOObI
rapaHTHpOBaTh, YTO MepepaboTaHHAs NPONYKIMS IO KadyeCTBY OKBHBAICHTHA
IPOAYKIHKM, IPOU3BEICHHON IIOCPEACTBOM IEPBOHAYANbHO YCTAHOBJICHHOTO
POU3BOACTBEHHOro mpolecca. HawGonee IenecooOpasHBIM —HOAXOAOM K
BAIMAAIMM MpOHexyp IepepabOTKH sBISETCS COIyTCTBYIOMIAS —BaUJallid.
JlaHHBIA TOXXOX TO3BONSET COCTABMTH 3allMCH IIPOIETYPHl IepepaboTKH,
YCTaHOBHUTH IIOPSANOK €e IPOBEIEHHS W ONpEeJCIUTh OXHAACMBIC DE3yIBbTATHL.
Eciu ImepepabGoTKe IOIEXUT TONBKO OfHA CEpHs, TO MOXKET OBITH COCTaBJeH
THCHMEHHBIN OTYET, a CepHs pa3pellieHa K BBIITYyCKYy cpa3y MOCye MOATBEPKIACHH
ee KayecTBa.

554. (14.32) TIlpousBomurens JHODKEH YTBEPAMTH MPOUCAYPHI UIA
cpaBHeHHs TpoQuis IpuMeceidl KaxIod IepepabOTaHHOH cepuy C mpoduIAIMU
IIpUMecei Cepyii, IIPOU3BE/IEHHEIX MIOCPEICTBOM YCTAHOBJIEHHOTO IIPOIIECCa. Ecnu
pYMeHsEMbIe aHATUTHIECKHe METOAMKHM He MO3BOJLIIOT HaJJIeKallliM obpazom
0XapaKTepHU30BaTh IepepabOTaHHyI0 CepHio, TO CIEIyeT BOCIOIB30BATHCA
JOIOJIHUTEILHBIMA METOAUKAMH.

Perenepanusi MaTepuaJioB H pacTBOpHTe el (14.4)

555. (14.40) Perenepamus (Hampumep, H3 MAaTOYHOM >KMJIKOCTH HIIH
UIBTPATOB) pEAKTHBOB, IIPOMEXYTOYHOW MNPOAYKIMN HIHA ®C cuuraercs
JOIYCTHMON MpH HAIMYAM YTBEPKACHHBIX MPOLEAYp pereHepauun H
COOTBETCTBHE PEreHEpHPOBAHHBIX MATEPHAIOB CIELUGHKAIMAM, MNOAXONAIHNM
IS TIpEIIoiaraeMoro HCIoJb30BaHUs TaKMX MaTepHaloB.

556. (14.41) JlomyckaioTcsi pereHepalys M IIOBTOPHOE HCIIOJIB30BaHHME
pacTBOpHTelNell B TeX Xe WM APYr¥X Npoleccax IpH yCIOBHUH, UTO IIPOIIE LY PhI
pereHepanii KOHTPOJNHMPYIOT H IPOBEPSIOT AL obecrieyeHusi COOTBETCTBUA
pacTBOpHTeNel crelUHUKAIAM Iepel MX NOBTOPHBIM HCIOJIB30BAHHEM WU
CMeIMBaHUEM C JAPYTHMH 0JOOPEHHBIMY MaTepHaaMy.

557. (14.42) JlomyckaeTcs CMeIIMBaTb HOBBIC H pereHepupOBaHHbIC
PACTBOPHUTENM U PEaKTUBEI, €CIIM B XOI€ COOTBETCTBYIOIIMX HCIBITaHUH [TOKa3aHa
MX MPUTOIHOCTH VIS BCEX TEXHOJOTMYECKHX MPOLECCoB, B KOTOPBIX OHH MOTYT
HCIIONB30BaThCA.
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558. (14.43) Hcmonp3oBaHWE pEreHEpHUPOBAaHHBIX  PAaCTBOPUTEIEH,

MaTOYHBIX JXHAKOCTEH M JAPYTHUX pPEreHEepUpPOBAHHBIX BELIECTB MOKHO OBITH
0(hOpPMIIEHO JOKYMEHTAIBHO.

Bo3zspar (14.5)

559. (14.50) IlpousBoauTeNs HOIDKEH HaIUIEXKAIIUM 00pa3oM MapKHpOBaTh
BO3BPAIICHHYI0 INPOMEXYTOUYHYIO TPONYKLIUIO wid Bo3BpameHHole PC wu
COZIEpKaTh UX B YCIIOBUAX KapaHTHHA.

560. (14.51) Ecnu y mpou3BoguTeNs BO3HMKAIOT COMHEHHS OTHOCHTENIBHO
COOMIONIEHUsT HaMIe)KaluX YCJIOBHM  XpaHEHHs WM  TPaHCIOPTHPOBKH
BO3BpALIEHHOM IPOMEXYTOYHOM MPOMYKIMM Mid Bo3BpamleHHeIX ®C mo win B
Ipoliecce MX BO3BpATa MM OTHOCHTENBHO COCTOSHHS Taphl B YAaCTH BO3MOXHOTO
BIMSIHHS HA KayeCTBO, TO BO3BpAIllcHHas MPOMEXYTOYHas IPOXYKHHUS WIH
BosppamenHsle @®C mnomjexar MOBTOpHOM 00paboTke, mepepalOTKe MK
YHHUYTOXEHHIO B 3aBUCHMOCTH OT KOHKPETHOM CHTyallUy.

561. (14.52) [TIlpomsBojmurens JODKEH BeCTH 3allUCHM  BO3Bpara
npoMmexytoynoit mpoxykuuu mwmm OC. s kaxnoro Bo3spara B JOKyMEHTalUH
He0OXO0IUMO yKa3aTh:

HaMEHOBaHHe U aJpec IPy30I0IydaTe]is;

HaUMEeHOBaHHe IpoMexyTouHoil npoxyknuu mixn @®C, HOMep cepur H
BO3BpAllleHHOE KOJINYECTBO;

IPUYHUHY BO3BpATa;

yKa3aHMe Ha HCIOJNB30BAHME WM YHHYTOKEHWE BO3BPAlCHHOHW
npomexxyTodHo#M npoxykuun uau OC.

IPETEH3MM U OT3BIBBI (15)

562. (15.10) IIpousBomuTenb HOODKEH IOKYMEHTAIBHO opopMIATE H
paccienoBaTh COIVIACHO YTBEPXKICHHOM WHCTPYKIMH BCE MONYHYCHHBIC HM
[IPETEeH3MH OTHOCHTENFHO Ka4eCTBa HE3aBUCHMO OT TOrO, B KaKOH dopme (ycTHOR
WM IINCHMEHHOM ) U3JI0’KEHBI TaKue IPETeH3NH.

563. (15.11) 3amucu paccMOTpPEHHS IPETEH3UH OIDKHEI COACPXKATh:

HaMMEHOBaHHeE M aJipec JIHNLa, IPeIbIBUBLIETO IPETEH3HUIO;

haMIUTHIO, MMs, OT4eCTBO (IIPH HAJIMYMM), a IpH HEOOXOIUMOCTH TaKXKe
JIOJKHOCTS JIAL@, IPeIbABHBIIEr0 IPETEH3HIO, i HOMEp €ro TeNne(oHa;

CyTh NPEeTEeH3UH (BKIIIOUas Ha3BaHKWe ¥ HOMEP CEPHH oC);

JIaTy ITOCTYIUIEHUS IIPETEH3UH;

IIepBOHAYAILHO MPHUHATHIE MEPHI ¢ yKa3aHWEM JaThl U JIMIA, IPUHABIIETO
MEpHI;

JalbHEHIIne AeHCTBUS 110 pACCMOTPEHUIO IIPETEH3HH,

OTBET, OTIIPaBJIEHHBIN JIMIly, IPEABIBUBIIEMY MPETCH3UIO (BirO4as Aarty
OTIIPABKM TAKOT'O OTBETA);

OKOHUYATEJBHOE  pEIlEHHe  OTHOCHTENBHO  CepHMHM  HIM  IapTHH
TpoMexcyTouHoi mpoxykuus uu OC.
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564. (15.12) 3anucu paccMOTpeHHUs NPeTeH3uH HeOOXOAUMO COXPAHATh IS
OLIEHKH TEHJEHIU{, 9acTOTHI MOCTYIUIEHHsS INPETEeH3UM M UX Cephe3HOCTH LI
IPUHATAS ~ JONMOJNHUTENFHOTO MW, TpPH HEOOXOIWMOCTH, HEMEIUIEHHOIO
KOPPEKTHPYIOIIEro NeiHCTBHA.

565. (15.13) [IlpousBomuTens MHODKEH YTBEPAWTH MpPOLERYPY s
olpeneNeHnus 00CTOATENBCTB, IIPH KOTOPHIX HEOOXOAMMO paccMaTpUBaTh BONPOC
06 0T3BIBE IpOMeXyTOUHO#H npoayKuuu wiu OC.

566. (15.14) Ilpouemypa OT3bIBa JODKHA ONPENEIATh, KTO TOJDKCH
IPUHMMATh y4YacTHe B OlleHKe HHGOpMaluy, Kak HeoOXOA¥MO HaYMHATH
IpoLEAypy OT3BIBA, KTO HO/DKEH OBITH mpouH(OpMHpOBaH 00 OT3BIBE M Kak
He0OXOIUMO MOCTYIIaTh C OTO3BaHHBIM MaTEpUAJIOM.

567. (15.15) B ciay4ae cepbe3HOi WM TOTCHIHAIBHO YTPOXKAMOIIEH KU3HU
CHTyalldM  IIPOM3BOAWTENb  JOJDKEH  HPOMH(pOpPMHpOBaTh 00  9TOM
YIIOJTHOMOYEHHEIH (efepalbHblii OpraH HCIOIHHUTEILHONA BIACTH, a TaKKe
KOMIIETEHTHBIE OPTaHbl BCeX CTpaH, Kyia Oblila HalpaBjieHa MPOXY KITHsL.

HNPOU3BOACTBO IO JOI'OBOPY
(BKJIIOYASL IABOPATOPHN) (16)

568. (16.10) Bce wmcrmomHuTeNH, paGoTarolide MO [OrOBOPY (BKIOYas
naGoparopuy), MOKHBI cobmogare TpeGopaHHs — HacTosumx  IIpasuil
Heo6X0auMO YAENATh 0co00e BHUMAHME [PEJOTBPAINEHMIO IIEPEKPEeCTHOH
KOHTAMHHAIUH ¥ 00eCIIEUeHHIO IPOCIEKNBACMOCTH.

569. (16.11) 3axa3uuK JODKEH OLEHWBATH HCIIOJHHATENS, PabOTAlOMIEero 1o
Joropopy (BKIIOYas JabopaTopuH), C IENBIO ONpeleNeHHs COOTBETCTBHA
KOHKPETHBIX OIepaluii, BBHIIONHIEMBIX Ha MPOM3BOACTBEHHBIX IUIOIIAJKAX
HCIIONHHTEIIS, pabOTAIOMEro Mo J0roBopy, TpeboBaHuAM HacTosuwX IIpaBm.

570. (16.12) B porosope, 3aKiIIO4YaeMOM MEXJIy 3aKa3suuKoOM H
HCIIONHHUTEIEM, PEKOMEH/yeTCs MOAPOOHO ONpesieNiaTh OOS3aHHOCTH CTOPOH B
OTHOIIEHMH cobmomeHus: TpeboBanmii HacTosmux IlpaBun,  BKIIOYas
MEPOIPUATHS KKIOH U3 CTOPOH 110 00ECIIEYeHUIO KaueCTBa.

571. (16.13) Pexomennyercs NpefycMaTpuBaTh B AOrOBOpE BOSMOXXHOCTB
3aKa34yMKa IPOBOOUTH ayAWUT JEATENBHOCTH HCIIOMHUTENA Ha COOTBETCTBHC
TpeGoBaHMAM HacTOAIUX IIpaBuil.

572. (16.14) PexomeHayeTCs IIpeayCMaTpUBaTh B IOrOBOPE YCIOBHE O TOM,
YTO WCIONHHUTE]b BIIPaBe NPHBIEKaTh TPETHHUX JIMIl U HCIIOJHEHHS N0roBOpa
TOJBKO C COTJIacHs 3aKa3uMKa.

573. (16.15) IlpowsBOoACTBEHHBIE M JIAOOPAaTOPHBIE 3aIUCH HE00X0AUMO
XpaHHTh Ha TPOW3BOJICTBEHHOMN IUIOMIAJKE, Ha KOTOPOH BBIIOJHSINCH paboTHL.
Takue 3amKcH JOJDKHEI OBITH JIETKO JOCTYITHBL.

574. (16.16) PexoMeHnyeTcs IpedyCMaTpUBaTh B JOrOBOPE yCIOBUE O TOM,
YTO HCIOJHHUTEIhL He BIPaBe BHOCHTh M3MEHEHHUS B COIJIACOBaHHBIC CTOPOHAMM
TeXHONOrWdecKuii  mpoiuecc,  OOOpyHOBAaHWE,  METOJWKM  WCIBITAHHH,
crienpUKAIIHE, 2 PABHO B MHBIE YCIIOBHSA JIOTOBOpa 6e3 Cornachs 3akasiuka.
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OPTAHU3AIINHN, OCYIIECTBJISTIOIUE NMEPEYIIAKOBKY
! (1JIN) MTEPEMAPKHAPOBKY (17)

O6aactb npumenenus (17.1)

575. (17.10) TpeboBauus, ycTaHOBJIEHHbIE ITyHKTaMU 575-589 Hacrosmux
[TpaBun pacnpoCTpaHsIOTCS Ha OpraHU3alluU, OCYIECTBISIONME IEPEYIAKOBKY U
(umy)  mepeMapKHpOBKY, KOTOphle He  SBIMIOTCS  [EPBOHAYAIBHBIMU
npousBoauTensMu OC Uiy npomMexyTOUHOU ITPOY KLIHH.

576. (17.11) Oprasmsanyy, OCYIIECTBISIOINHE IEPEYIaKkoBKY H (WIH)
epeMapKUPOBKY, OJDKHBI COOIONATh TpeOOBaHUS HACTOAIIEH IJIaBBL.

IIpocnesxnBaeMoOCTh peaji30BaHHbIX papManeBTHYECKHX
cyOcTannmii ¥ npomexyTouHoi mpoxyknun (17.2)

577. (17.20) Oprasusanyi, OCYIIECTBISIOLIAE IepeyNakoBKy H (Win)
IIepeMapKUpOBKY, [OODKHBI  obecredumBaTh  TIOJMHYIO  IIPOCTIEXUBAEMOCTD
peanusyembix M OC U MpoMexyTOUHOH mpoxyKumu. s 9Toro HeobxoauMmo
UMEThb ¥ XPaHUTh CIIeAYIOIINe JOKYMEHTHI U CBEICHUS:

Ha¥MeHOBaHME [TEPBOHAYAEHOIO NPOU3BOIUTETIS;

aJipec MepBOHAYATIEHOTO IIPOU3BOIUTENS;

3aKa3bl Ha [TOCTaBKY;

HaknagHble (TPaHCIIOPTHEIE JOKYMEHTEI);

JOKYMEHTAIHIO O IIPUEMKE;

Ha3BaHUe Wiy obo3Hauenue OC Wi MPOMEXY TOYHON MPOTYKIHH,

HOMEp CEePHH, IIPUCBOCHHBIN IPOU3BOAUTEIIEM;

MH()OPMAITHIO O TPAHCIIOPTHPOBKE M PealTU3aIiH;

BCE OpHMIHHANBl JOKYMEHTOB, IIOATBEPXIAIOUMX KadeCTBO, BKIIOYA
JOKYMEHTBI, IOATBEPXK/IAIOIIe Ka4ecTBO, IMOJNyYCHHBIC IOCHIE NEPEYNaKoBKU U
(M) TEpEeMapKUpPOBKY, a TaKkKe MONy4YEeHHplE OT  MEPBOHAYAIBLHOTO
IIPOU3BOIUTEIIS;

JaTy MHpOBEJEHWs. MOBTOPHBIX HCHBITAHUA MIM JATy HCTEYCHHS CpOKa
TOAHOCTH.

Ynpasienue kauectsoMm (17.3)
578. (17.30) Oprasuzanyy, OCYIIECTBJSIONUINE IEPEyIakoBKy H (unn)
epeMapKUpOBKy, [OJDKHBl CO3[aTh ¥ BHEAPUTH S(PQEKTHBHYIO CHCTEMY
YIIpaBJIeHHsi Ka4eCTBOM, KaK yKa3aHO B ITyHKTax 289-308 HacCTOSMIMX [IpaBui, a

TaKKE€ BECTH HCO6XOJII/IMy}O JOKYMCHTAaIUIO.

IlepeynakoBKa, epeMapKHPOBKa H XpaHeHue hapManeBTHIECKUX
cyGerannuii m npomexyTouHoil npoxyxuuu (17.4)
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579. (17.40) IlepeynakoBky, mepemapkupoBky u xpaneHue OC u
NPOMEXYTOYHOW MPOAYKIMU HEOOXOOUMO OCYIIECTBISTH B COOTBETCTBHH C
TpeOoBaHUAMH HacToSIIUX I IpaBu, 4To0E! H30€XAaTh Neperry ThIBaH!Us WIHN yTPaThl
NOUTMHHOCTH 1100 uncTOTH OC MK MPOMEXyTOUHOU MPOLYyKIUH.

580. (17.41) IlepeymakoBKy  HEOOXOOUMO  OCYINECTBIATL B
COOTBETCTBYIOIIUX YCIOBHUSX IPOM3BOJACTBEHHOM Cpensl s INpeIOTBPAIICHUS
KOHTaMUHAIIUHU WIH NIepeKPECTHOH KOHTAMUHAIIUH.

Crabuabnocth (17.5)

581. (17.50) Ecmu ©C wiM  NOpOMEXYTOYHYIO  IPOIYKIUIO
MIepeyIaKOBEIBAIOT B Tapy (MEPBHYHYIO YIIAKOBKY), THUII KOTOPOW OTJIHYaeTcs OT
WCIosip3yeMoro npousBoputeseM @PC HIM OPOMEXYTOYHOH MPOIAYKIHH, TO
HeoOXOIMMO MCCIEN0BATh CTAOMIBHOCTD 7l 0OOCHOBAaHMs yCTaHOBJICHHBIX JNaThl
MCTEYEHHs CPOKA TOJHOCTHU WIIH JaThl IPOBEICHHs TOBTOPHBIX UCTIBITAHUH.

ITepenaua undopmanuu (17.6)

582. (17.60) Opranuzanuy, OCYIIECTBJIAIOIME IEPEYyNaKOBKy H (wm)
NlepeMapKUpOBKY, JOJDKHBI IepefaBaTh BCIO HMH(OpMAlMIO O KadeCTBe X
PELICHAAX YTIOJTHOMOYEHHOTO (eflepajbHOr0 OpraHa HCIOJIHHUTENBHOH BIacTH,
monydeHHyro oT mnpousBourens OC HIM [POMEXYTOYHOH —MPOIAYKIHH,
nipuobpeTareNio, a WHbOPMaLHIo 0T Hpuobperarels — MPOU3BOJUTEIO OC unu
IIPOMEXY TOYHON ITPONYKIUH.

583. (17.61) Opranmzamyy, OCYIIECTBIISIONIME IICPEYNIAKOBKY U (un)
epeMapKupoBKy, mnpu peammsaupy @®C HIM [POMEXYTOYHOH MpPOIYKUMH
npuobperaTeato  JOMKHBI  yKasblBaTh ~ HaUMEHOBaHME  IIEPBOHAYANBHOIO
npousoputenss ®C wIM NPOMEXYTOYHOH IPOAYKIMH H HOMEp (HOMEDAa)
IIOCTaBIIEMOM CEPHHU.

584. (17.62) Oprasusanyy, OCYIIECTBIAIONME IEPEYNakoBKy M (unn)
NIepeMapKUPOBKY, 00A3aHBI TaKXKeE 10 3apocy yIOJHOMOYEHHOTO denepanbHOro
OpraHa HMCIIOJHHATENLHOM BIACTH IPEJOCTABUTh MHGOPMALIHIO O NIePBOHAYANEHOM
npousBogutene @OC wuIM  POMEKYTOUHOH PO KIIMH. ITepBoBadaNbHBIA
IIPOM3BOJHUTENs MOXET IPEeIOCTaBUTh TaKyH HHOOPMAIMIO YIOIHOMOYCHHOMY
dbenepanbHOMY OpraHy KCIOJIHMTENBHON BJIACTH HEMOCPEJCTBEHHO MIHM HE€pes
CBOUX TIpeICTaBUTEIIEH.

585. (17.63) B ortHOmIEHMH JOKYMEHTOB, NOATBEPKAAIOIMX KadeCTBO,
Heo6XOIMMO COOMI0ATh CelHaIbHbIe TPeOOBaHUS, IPEaY CMOTPEHHBIC [Ty HKTaMH
492-496 macrosuux IIpaBui.

PaGora ¢ npeTensusiMu u or3biBamu (17.7)

586. (17.70) OpraHusanuy, OCYLIECTBISIONIME IIEPEYNaKOBKYy H (vm)
IIepeMapKUpPOBKY, TOJDKHBI BECTH 3alIHCH PACCMOTPEHN IpeTeH3uii ¥ OT3BIBOB 1O
npaBWiaM, IIpeXyCMOTPEHHBIM ITyHKTaMHU 562-567 mnacrtosmux IlIpaBui, B
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OTHOIIEHHMY BCEX IPETEH3WH M OT3BIBOB, KOTOphle IMONAJalOT B Cdepy HX
JesITeJIbHOCTH.

587. (17.71) Ilpm HEOOXOAMMOCTH OpraHH3aIyH, OCYLIECTBIIAIOIINE
NepeyNnakoBKy M (WIIH) MepeMapKHPOBKY, HOJDKHBI paccMaTpHBaTh IPETEH3HUIO
BMECT€ C IepBOHa4danbHeIM mpousBoaureneM OC wunu IPOMEXYTOYHOM
NPOLYKLUHH, YTOOBI OIpPENENUTh, CIeAyeT JU IpeAlpUHUAMATh JaJIbHEHIIne
IEeUCTBUS COBMECTHO C JIPYyTMMH IpuoOperaTessiMHM, KOTOPBIE MOIJIHM IOJYy4HTh
takue xe OC WM MPOMEXyTOYHYIO MPOAYKIHIO, JMOO C YIOJIHOMOYEHHBIM
degepanbHEIM ~ OPraHOM  HCIIOJHHUTEJIBHOW  BIAcTH, JHOO CO  BCEMH
3aHHTEPECOBAHHBIMUA CTOpOHaMH. PaccienoBanve INpPUYHHBl TPETEH3UH HIIH
OT3EIBA JOJDKHO IPOBOIUTECS M OQOPMIIATHCS JOKYMEHTAIBHO COOTBETCTBYIOIIECH
CTOPOHOM.

588. (17.72) Ecnu mpereH3us Kacaercs IEPBOHAYAIBHOIO MPOU3BOIUTEILA
®C WM HpOMEXYTOYHON NPOAYKLMH, TO 3allICH PAaCCMOTPEHUS IPETeH3HH,
KOTOpHIE BEIyT OpraHM3allMM, OCYIIECTBISIONIME MEpeynakoBky ¢ (wm)
IepeMapKUPOBKY, JOJDKHBI COJAEpXaTh JIOObIE OTBETHI, IIOJTY4YEHHbIE OT
nepBoHavanpHoro npoussogurens @PC  MIM  TPOMEXYTOYHOH IPOTYKIMH
(BKIIIOYAs JaTy M MPENOCTaBIeHHYI0 HHGOPMAILIHIO).

PaGora ¢ Bo3BpaTtamiu (17.8)

589. (17.80) Pabora c BO3BpaTaMHd MPOAYKLUHUH AOJDKHA MPOBOIUTECS B
COOTBETCTBHH C TpPEOOBaHMAMH, yCTAHOBICHHBIMH ITyHKTOM 561 HacTosmmx
[IpaBwi.  OpraHu3aluM,  OCYLIECTBIIIONIME — INEPEYNaKOBKY M (nnn)
IIEpeMapKUpOBKY, HOIDKHBI BECTH IOKYMEHTalldio IO BO3BPAICHHBIM OC u
IIPOMEXXY TOYHON IIPOLYKIHH.

CHEIIMAJBHOE PYKOBOJACTBO 11O OPAPMAIEBTHIYECKUM
CYBCTAHIIASIM, IPOU3BOIUMBIM IIYTEM KYJbTUBUPOBAHMS
KJETOK NJIA ®PEPMEHTAIINMU (18)

O6mue TpedoBanns (18.1)

590. (18.10) B mynkrax 590-621 Hacrosmux IIpaBun OIpeneNCHEI
crielUanbpHble TpeboBaHusA OTHocUTENbHO KoHTpoiss OC miu IIPOME’KY TOUHOH
IIPOYKLMH, KOTOPBIE IPOU3BOJSTCS MOCPEACTBOM KyJIbTHBMPOBAHHA KIIETOK I
(hepMEHTAIMY C KCTIONB30BaHHEM IIPUPOTHBIX MM PEKOMOMHAHTHEIX OPTaHH3MOB.
Vka3aHHble TpeOOBaHUS HE IOIDKHBI PacCMaTpUBAThCA OTACIBHO OT IpYyTHX,
IOCKOJBKY TpeOOBaHus, NpUBEJEHHbIE B APYIHX IYHKTaX HaCTOAIMMX [paBu,
TalKe NPMMEHMMBI K Takoi mpomykuuu. s «KIacCHMYeCKHX» IpOLeccoB
TONydeHHs HU3KOMOJIEKYSPHBIX BEWIECTB M JUIA IIPOLECCOB, B KOTOPBIX
HCTIONB3YIOTCS ~ PEKOMOMHAHTHBIE ¥ HEPEeKOMOWHAHTHBIE —OpraHM3MBI  IJId
NPOM3BOJCTBA GENKOB ¥ (WIIH) MOJHUIENTHAOB, JODKHBI MPAMEHATECA OJIHA 1 TC
)Xe TNPUHIMOBEI (epMEHTAalMy, XOTs CTeNeHb KOHTPOJA IIpH 3TOM Oyner
pasauyHON. B HaHHBIX MyHKTaX yKa3aHbl 9TH Pa3lIM4YHsA, €CIIM OHY CYIIECTBYIOT Ha
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npakTuke. CTeneHb KOHTPOJS OHOTEXHOJNOTMYECKHX IIPOLECCOB, HCIOJIb3yEeMBIX
IJI IIPOM3BOACTBAa OEJIKOB M IIOJMIIENTHIOB, BEIINIe, YeM I KIaCCHYECKHX
IPOLECCOB (hepPMEHTALIHH.

591. (18.11) TepmuH «OHOTEXHOJOTMUECKUNM IPOLIECC» OTHOCUTCI K
HCITOJIb30BaHMIO KIIETOK MJIM OPraHM3MOB, IOJTYYEHHBIX WX MOAUGUIAPOBAHHBIX
TIOCPEICTBOM TexHojioruu pekombuuanTao JIHK, ruGpumomHONl WM Apyroi
TEXHOJOruHM, ¢ uensio mpousoactBa OC. OC, mnoixydyeHHBIE C IIOMOIIBIO
OHOTEXHOIOTUYECKIX IPOIIECCOB, 00BIYHO COCTOST u3 TaKuX
BBICOKOMOJIEKYJISPHBIX COETUHEHUHM, KaKk Oelku ¥ IMOJUIIEHTHIBI, CIIeHUATbHBIe
TpeGOBaHUsA B OTHOLIEHHHM KOTOPHIX IpUBeNEeHbI B IyHKTax 590-621 HacTosmiux
IIpasui. ITo TexHonoruu pexomGunantHoit THK Taioke MOTyT OBITH IOJyYEHBI
onpeneneHable OC ¢ HU3KOM MOJIEKYISIPHOM Maccol, Takue KaK aHTHOHWOTHKH,
aMHMHOKMCIIOTBI, BUTaMMHEI M YTIEBOABL. YpPOBeHb KOHTpons 3Tux BuaoB ®C
aHAJIOTWYEH YPOBHIO, IPUMEHSIEMOMY [UIS KITaCCHIeCKOM (PepMEHTALIIH.

592. (18.12) Tepmun «xiaccudyeckas (QepMeHTalus» OTHOCHTCA K
npoueccaM  mnonmydenmss @®C, B KOTOPBIX  HCIIOJB3YIOTCA  NPUPOAHBIE
MHKPOOPTaHU3MBl W (WIM)  MHKPOOPTaHH3MBI, MOAH(UIMPOBAHHEIE
OGLICTIPUHATEIME ~ MeToAaMH  (HampuMep, IOCPeJCTBOM  OONydYeHHS WM
XMMHYECKoro MyTaresesa). ®C, MONyYeHHBIE IOCPEICTBOM «KJIaCCHYEeCKOH
hepMeHTaIII», OOBIYHO SBIAIOTCS POLYKTaMH C HU3KOH MOJIEKYIPHON MacCoH,
TaKAMM KaK aHTHOMOTHKH, aMUHOKHCIIOTEI, BATAMHMHBI ¥ YTJIEBOJBL.

593. (18.13) IlpomssopctBo PC wmaM NPOMEXYTOYHOH MNPOTYKIMH U3
KIETOYHBIX KyJIBTYp WIH MeTofioM (epMeHTalMM BKIIO9aeT B cels Takue
IIPOLECChl, KaK KyJbTHBHPOBAaHHE KIETOK WM 3SKCTParMpoBaHHE MU O4YHCTKA
MaTepuaa, MOJIYyYEHHOTO OT XXUBBIX OPTaHH3MOB. JTH NPOLECCH MOTYT BKJIIOYATh
JIOIOJMHUTENbHbIE CTaJWM, ABJISIOIKAECS YacThblO IPOMU3BOJICTBEHHOIO IIponecca,
Takpe Kak (pU3MKO-XxuMudeckas Mopubukanus. Mcmonb3yeMoe HCXOAHOS CBHIPBE
(cpensl, GydepHBle KOMIIOHEHTH) MOXeT 00ecIeYHBaTh BO3MOXKHOCTH pOCTA
KOHTAMMHUPYIOLIMX MHKPOOPTaHH3MOB. B 3aBMCHMOCTH OT UCTOYHUKA, criocoba
MONydeHHs W mpexnonaraeMoro mnpumenenuss PC  mmm IIPOMEXY TOYHOMH
POXYKLMH MOXET ObITh HEOOXOMUM KOHTPOJH OHMOHArpy3KH, KOHTaMUHAIMH
BUpycaMd ¥ (WJIM) DHAOTOKCMHAMH BO BpeMs IPOM3BOJCTBA ¥ MOHHMTOPMHIA
Tpoliecca Ha COOTBETCTBYIOMINX CTaIMAX.

594. (18.14) Ina obecnedyeHus KadecTBa IPOMEXKYTOUHOH MPOXYKLHH H
(unu) ©C Ha Bcex CTaguAX IMPOU3BOJCTBA JODKEH OBITh YCTAHOBJIECH HaJIeXKalllni
KOHTpOJIb. HecMOTpsl Ha TO, YTO HacTosllas rilaBa NPUMEHSIETCsS, HaduHasg CO
CTaZuM KyJbTHBUPOBAHUS KIETOK MIM (epMeHTaluH, NpeIeCTBYOIMe CTaluH
(HanpuMep, co3zaHWe OaHKa KIETOK) HEOOXOAUMO OCYIIECTBIATE IIPH
Ha/UTeKallleM IPOM3BOACTBEHHOM KoHTpojie. Hacrosimias IyiaBa OXBaTbIBAaeT
KyJIbTHBAPOBAHUE KJIETOK I (EPMEHTALMIO, HAYHHAs C TOrO MOMEHTa, KOT/Ia M3
faHKa KJIETOK W3BIEKAIOT (UIAKOH C KyJBTYpOH KIETOK VIS MCIIONB30BAHUA B
IIPOU3BOJCTBE.

595. (18.15) [na cBegeHHs K MHUHHMYyMy pHCKa KOHTaMHHAIIAH
IIPOU3BOMUTEINE JIOJDKEH HCIIOJb30BaTh HajJIeXalee o6opyI0OBaHUE U MIPOBOAUTH
KOHTPOJh IIPOM3BOJCTBEHHON cpenpl. KpuTepuu HPUEMIIEMOCTH AN KadecTsa
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IIPOU3BOJICTBEHHOM Cpebl U 4YacTOTa KOHTPOJS 3aBHCAT OT CTaIWHM M YCJIOBHIA
TEXHOJIOTHYECKOr0 Iiporiecca (OTKpPBITBIE, 3aKpHITBIE WM H30JHMPOBAaHHBIE
CHCTEMBI).

596. (18.16) Ilpu TEXHOIOTHYIECKOM KOHTPOJIE HEOOXOMMMO YIUTHIBATE:

nojaepkanue paboyero 6aHka KIIETOK (€CIH OH HMEETCs);

IIPaBHAJIBHBINA [TOCEB U POCT KYJIBTYPHI,

KOHTPOJIb KPUTHYECKMX pabouymx MapaMeTpoB BO BpeMs KyJIbTUBHUPOBaHUA
KJIETOK WK hepMeHTAIIHH;

KOHTPOJIb Mpollecca pocTa KIETOK, HX O KU3HECIOCOOHOCTH (Ui
OONPIIMHCTBA NPOLIECCOB KYJIHTUBHPOBAHUS KJIETOK) ¥ NPOXYKTHBHOCTH, IIE€ 3TO
IPUMEHNMO;

npoueaypsl cOopa U OYMCTKH, IPU KOTOPBIX IIPOUCXOAUT YAaJICHUE KIIETOK,
KIETOYHBIX OCTAaTKOB M KOMIIOHEHTOB Cpell C ONHOBPEMEHHOH 3alluTOd
npomexytounoli mpoxykumm Wi  ®C  or KoHTaMuHAIMH  (0COOEHHO
KOHTAMUHAIMH MUKPOOHOIOrHYeCKOH IPUPOBI) U OT YXyAIICHHS Ka4eCTBa,;

KOHTpOJIb OHOHArPY3KH M YPOBHEM 3HIOTOKCHHOB (IIpU HEOOXOIMMOCTH) Ha
COOTBETCTBYIOIIUX CTAIUSIX TEXHOIOTHYECKOro MpoIiecca;

BOIIPOCHI BUPYCHOH 0€30IIaCHOCTH.

597. (18.17) Tam, roe 3T0 NPMMEHHMO, HOJIHO OBITH JOKa3aHO, 4TO
KOMIIOHEHTBI CpeJl, OeNKH KIIETOK-X035€B, ApPYrHe CBs3aHHBIE C IPOLIECCOM U
COIYTCTBYIOIIME MPOXYKIIAY IPUMECH B KOHTAMHHAHTBI Y JAJICHEL.

Toanepkanne 6aHKa KJIETOK U BeJeHne 3anuceii (18.2)

598. (18.20) Ho ctyn K OaHKaM KIETOK JOIDKEH OBITH pa3pelleH TONbKO
JIMIIAaM, MEIOIINM Ha 3TO ITOJIHOMOYHS.

599. (18.21) Banku KJIETOK NOJDKHBI XPAaHWTBCS B YCJIOBHAX, CIICLHAIBHO
IpeIHa3sHAYEHHBIX i 0GecIedeHus NoANepKaHusA KU3HECIOCOOHOCTH KIIETOK 1
NpeXOTBpaIlleHHs] KOHTaMHHAIUH.

600. (18.22) IIpomsBojuTens JOKEH BECTH M COXPaHATH 3aIMCH
MCIIOJIb30BaHUS U YCIOBHM XpaHeHUs (IIaKOHOB U3 OaHKOB KIICTOK.

601. (18.23) B cmyyae HeoOXomMMOCTH OaHKH KIETOK JOJDKHEL
NEPUOJUYECKH TIPOBEPATHCS C LENbIO OMNpENeNICHHs HX MPUTOJHOCTH JULA
HCIIOJIb30BaHMUS.

602. (18.24) Eciu HOpPMAaTUBHBIMHM IIPaBOBBIMH aKTaMH Poccutickoi
depepanyy yCTAaHOBIEHB! CIENUaIbHbIE TPeOOBaH¥sA B OTHOIICHUY COACPXKAHHA
GaHKOB KJIETOK, TaKHe TpeGOoBaHus TODKHBI COOMIONATHCA.

KyJbTHBHpOBaHHE KJIETOK HJIH (pepMeHTalHs (18.3)

603. (18.30) Ecnm xierouHele CyOCTpaThl, Cpensl, Oybdepbl u rasel
Heo6X0IUMO HOOABIATH B ACEINTUYECKUX YCIOBHAX, TO IO BO3MOXHOCTH TOJIKHBI
MCTIONIB30BaThCS  3aKPHITHIE M HM30MPOBAaHHBIE CcHcTeMbl. Ecmu moces B
IIepBOHAYAIBHON €MKOCTH MM MOCIEAyIole EPEHOCHl WU nobasneHus (B
YaCTHOCTH, cpell, 6ydepoB) BHIIOIHAIOTCS B OTKPHITBIX €MKOCTAX, TO HEOOXO0UMO
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OCYIIECTBJIATh KOHTPOJIb M COOTBETCTBYIOLIWE NPOLENyphl IS CBEAEHUSI K
MHHHMMYMY PUCKa KOHTaMHHAI[HH.

604. (18.31) Ecnu MukpoOHast KOHTaMHHALKS MOXKET [TOBJIHUATH Ha Ka4eCTBO
@C, T0O onepaluu ¢ UCIOb30BaHHEM OTKPBITHIX €eMKOCTEH JOJDKHBI IIPOBOIUTHCS
B Ookce, oOecmeumBaromeM OHOJIOTHUECKYH0  Oe€30MacHOCTh, HWIH B
IIPOU3BOJICTBEHHON CpeJie, KOHTPOJIHPYEMOi TakUM XKe 0O0pa3oM.

605. (18.32) Ilpu paboTe ¢ KyJIbTypamMH KJIETOK IEPCOHAN JOKEH OBITh
OJeT B CHEIUAIBHYIO OHEeXIy H coOirofaTh  CHELUAIBHBEIE  MEPHI
PEAOCTOPONKHOCTH.

606. (18.33) nsa obecreueHus I[OCTOSHCTBA YCTAaHOBIIEHHOI'O IIpollecca
IPOM3BOJHUTENL JIOJDKEH KOHTPOJHMPOBATh KPUTHYECKHE pabouue IapaMeTpsl
(ganpuMep, Temmeparypy, pH, cKopocTh NepeMelIHBaHUs, A0OaBIEeHHE TIa30B,
naBieHue). Takke  NPOU3BOAWTENH  JOJDKEH  KOHTPOJMPOBATH  POCT,
KM3HECIIOCOOHOCTh (/11 GONBIIMHCTBA IIPOLECCOB KYJIBTUBHPOBAHHUS KIETOK) H,
rjie 5TO OPMMEHMMO, NPOAYKTMBHOCTH KJIeTOK. KpHTHdeckue mapameTpsl OymyT
PasIMYHBEIMH OT IIPOIlEcca K MPOLECCy, U WIS KIacCHYeCKOH (epMeHTalii MOXET
He INOTpebOBaThCS KOHTPOJH  ONpENeNieHHBIX  IapaMeTpoB  (Hampumep,
KHM3HECTTOCOOHOCTH KJIETOK).

607. (18.34) ObopynoBaHue, HCIOIB3YEMOE ISl KyJIbTUBUPOBAHHUS KIIETOK,
[IOCJIe WCIONB30BAHMSA JOIDKHO OBITh OYHMINEHO ¥ CTepuim3oBaHo. Ilpu
Heo6X0IUMMOCTH O6OpYZOBaHHe UIS NPOBEJCHHS (epMEHTAlMy TakKe NOJDKHO
OBITH OYHIIEHO, [IOJBEPTHYTO CAHUTAPHOH 00pabOTKE UIIK CTEPUIIN30BAHO.

608. (18.35) ITuraTensHble Cpefibl [IEpe] X HCIONb30BaHUEM HEOOX0IUMO
CTEPWIM30BATh UL IPENOTBPAILEHHs HeOIaronpusTHOIO BIHMSHMSA HA KaqeCTBO
@C.

609. (18.36) IlpomsBoauTens JAODKEH YTBEpAUTh NPOLEAYPHI UIL
BEIBJICHHS KOHTAaMUHAIWM U OIpeeleHHs IeHCTBHH, KOTOpHIE HEOOXOIUMO
ocymiecTBUTh. K HHM  OTHOCATCA TPOLEAYpPHI  ONpPENCNICHHS  BIHIHUA
KOHTAMUHAIMY Ha TPOAYKIMIO U POLEAYPhl JEKOHTaMHHAIMH 000pYHXOBaHUA U
BO3BpAllleHMsT €ro K COCTOSHMIO, I[I03BOJLSIIOLIEMY — MCIIONIB30BAaTh  3TO
o6opymoBaHKe AJIst IPOU3BOACTBA IIOCHEAYIOLINX CEPHHL.

610. TIpoussomuTens NOMKEH IPH HEOOXOAUMOCTH HUIEHTU()UIIMPOBATH
[OCTOPOHHHE OpPTaHM3MEI, OOHApyXEHHbIE B XOJI€ MPOLECCOB (epMEHTalkH, U
OLIEHUTH BIHSHHME HX IPUCYTCTBUsS Ha Ka4eCTBO MPONYKIMH. Pe3ylpTaTsl TaKux
OLIEHOK [OJDKHBI OBITH MPHHATH BO BHHMMaHHWe IpH pPELICHMH BOMpoca O
BO3MOXXHOCTH MCIIOJIF30BaHMSI [10JIyYEHHOTO MaTepuaia.

611. (18.37) IlpomsBomuTens [JODKEH COXpaHATh 3aMUCH  CIIydacB
BBISIBJIEHUS] KOHTAMHWHALIUH.

612. (18.38) Ilocie OYMCTKHM YHHBEpCANbHOro (MpeAHA3HAYEHHOTO ULl
IIPOM3BOACTBA MHOTHX BHJIOB IPOMYKIHH) O0OpYIOBaHHS MEXIy LMKIAMU IO
NpPOM3BOJACTBY ~ PasHOM NPOAYKIMM MOXET MOTpebOoBaThCA  MPOBENCHUE
JOTIOIHUTENPHBIX MCIBITAHWNA C IEeNbl0 CBEACHMS K MHHMMyMy pHCKa
IIepeKpeCcTHON KOHTaMUHALIKH.

C6op, Buinesienne u ouncTka (18.4)
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613. (18.40) Craguu cOopa Kak [uis yHaJeHUS KIETOK MM KIE€TOYHBIX
KOMIIOHEHTOB, TaK M Ui cOopa KIETOYHBEIX KOMIIOHEHTOB IIOCNE Da3pylUEHUs
OOJDKHBL ~ OCYHIECTBJISITBCS C  IIOMOIIBIO O0OpyIOBaHMS M B 30HAX,
IpeaHa3HAYEHHBIX I CBEICHUS K MUHUMYMY pUCKa KOHTaMMHALUH.

614. (18.41) Ilp ouenypsl cbopa W OYHMCTKH, [IO3BOJIAIONIHE YNAJATH HIIH
MHAKTHBHPOBATH MUKPOOPTaHU3M-TIPOAYLEHT, KJIETOYHbIE OCTATKH M KOMITOHEHTBI
cpen (pU CBeNEeHMM K MHUHHMYMY pa3pyllIeHHs, KOHTaMUHAMA ¥ CHIDKCHUS
KayecTBa), JOJKHBI 00ecrevYrBaTh MOTy4eHHE IIPOMEXYTOYHON MPOAYKIIMU KK
®C nocToSHHOIO Ka4yecTBa.

615. (18.42) Tlocne wMcHONB30BaHWMSA Bce OOOPYAOBaHME JMOJDKHO ObITh
OYMIIIEHO M IIOJBEPrHYTO CaHWTapHOH 00paboTKe B YCTAHOBICHHOM IIOPSAKE.
[IpOM3BOACTBO  HECKONBKUX  [OCIENOBATENBHBIX CEpHH  MPOMEXYTOYHOH
npoxykiwu 1 @C 6e3 09UCTKH 000pyJ0BaHMs JOIYyCKaeTCs TOJIBKO B TOM Ciryvae,
€CJIM 3TO HE OKa3bIBAeT BIMSHUS HA UX Ka9€CTBO.

616. (18.43) Ilpu HCIONB30BaHMH OTKPHITBIX CHCTEM OYMCTKA IOJDKHA
IPOBOIUTECS B KOHTPONUPYEMBIX YCIOBHAX MNPOM3BOACTBEHHOH — CPEnEL
06ecTIeYnBarOIUX COXpaHeHNe KayecTBa POy KIIHH.

617. (18.44) Ecmm oOopymoBaHHME HCIONB3YETCS MU TIPOM3BOACTBA
PasNMYHBIX BAJOB IPOTYKIMH, TO MOIYT IPHUMEHSATECS IONONHUTEIBHBIC BU/IbL
KOHTpOJIsi, TaKHe KaK HCIOJIB30BaHHE CHEIHAIbHBIX xpomarorpa@uyeckux Mol
FUTH [IPOBEJICHHIE JOIOIHUTEIbHEIX HCTIBITAHUH.

Craguu yaajieHHsl HJIH HHAKTHBAllHH BHPYCOB (18.5)

618. (18.50) Ecnu HOpPMAaTHBHBIMM IpaBOBBIMH aKTaMH Poccuiickoi
deepallii yCTAHOBNEHB] ClENHaTbHbIE TPeOOBAHNI B OTHOIICHAHN YIATICHHS M
MHAKTHBALKH BUPYCOB, TaKKe TpeGOBaHMs JOJDKHBI COOIONATECS.

619. (18.51) Cramgum yjaneHMs ¥ WHAKTHBAlMKM BHPYCOB SABJIAIOTCA
KPUTMYECKMMH CTafisiMi 00paGOTKM Ui HEKOTOPBIX IIPONECCOB, M HX
He0OXOIMMO OCYLIECTBIATH B IIpefieax [1apaMeTpoB, IPOLIEANINX BaTHAAIHIO.

620. (18.52) IlpousBomuTens MODKEH NPUHAMATH HaJJICKAMIAE MEphI
IPEJOCTOPOXKHOCTH  JJIS  [IPeOTBPAlICHUSA NOTEHLIMAJBHON KOHTaMHMHAITIH
BHpYCAaMH POy KLV, IPOIIeIIeH CTa Uy yaNeH!s WM MHAKTBAIlUH BUPYCOB,
OT IIPOYKIWH, KOTOpast 3TH CTauy He npouuia. Ilosromy 06paboTKy B OTKPBITBIX
cHcTeMax HeoGXOIUMO OCYLIECTBIATH B 30HAX, OTAENCHHBIX OT APYTHX 3TalloB
TEXHOJIOTMYECKOro Ipolecca M MMEIOMUX OTAEJIBHBIC CHCTEMBI 06paboTKH
BO3IyXa.

621. (18.53) Omuo u To e 060opyOBaHUe, KaK NPaBUIIO, He HCIIOJB3YIOT Ha
PAsNMUHBIX CTafHsX O4MCTKH. Eciu HEOGXOMMO HCTONB30BATh OJHO M TO XKC
obopynoBaHMe, Ilepel] TMOBTOPHBIM  HCIIOJIB30BAHMEM  €TO Heo0X0IUMO
HaUIeKaIlUM 00pa3oM OYHMCTUTh W IOJBEPrHYThH caHMTapHOM 06paboTKe.
ITpor3BoaUTEINb JODKEH NMPEAIPHHAMATE HAJIeKAIME MEPDI IIPEIOCTOPOXKHOCTH
VIS TIPeJOTBpPAIeHHs] BO3MOXHOIO IEpeHoca BHPYCOB C NPEIBIAYIIHX cTamum
(HampuMep, Yepe3 060pyI0BAaHUE WM IPOM3BOACTBCHHYTO cpeny).
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®APMAIEBTUYECKHE CYBCTAHIINMH,
ITPEXHA3SHAYEHHBIE JUISI KJIMHUYECKHUX
VCCJEJIOBAHWMA (19)

Oo6mmue TpedoBanus (19.1)

622. (19.10) He Bce BHIBI KOHTPOJIS, OMUCAHHBIE B MPEABIAYIIMX ITyHKTaX
HACTOSIIIEH I7aBBI, TNPUMEHHMBI IIPM NPOM3BOACTBe opurunanbHoi OC,
peAHAa3HAaYEeHHO! I IPOBEIEHUS HccIeJOBaHUM BO BpeMs ee paspaborku. B
MyHKTax 622-644 Hacrosumx IlpaBuii HpUBENEeHHI CIENHAalbHEIE TPeOOBaHMSA K
atum OC.

623. (19.11) Konrtpons, ocymectsuseMbii mpu mnpousBoxctse @C,
NpefHa3HaYeHHBIX Ul KIMHAYECKMX HCCIENOBaHUH, JOJDKEH COOTBETCTBOBATH
(ase pa3paGOTKU ITEKapCTBEHHOIO IIperapara, B COCTaB KOTOPOTO BXOAHUT OC.
[Iporecc ¥ METONUKU HCCIEOBAHMH NODKHBI OBITH THOKMME [Ulsl 00eCTICUeHUS
BO3MOXXHOCTH BHECEHMs H3MEHEHHM 110 Mepe HaKOIUIEHMs 3HaHWW O IpoIecce H
IPOJBH)KEHHUST WCCIIENOBaHMM JIEKapCTBEHHOro IIperapara OT AOKIHHHICCKHX
MCCTeNOBaHME K  KIMHMYecKMM  McciemoBanwsiM.  Korma  paspaGoTka
JIeKapCTBEHHOTO IIpernapara JOCTUraeT CTajud, Ha Koropoid ®C momydaroT mis
MpUMEHeHHs B JIEKapCTBEHHOM IIpenapare, NPeAHa3HAYeHHOM VIS KIMHIMIECKHX
MCCIeIOBaHMU, IPOU3BOUTENH JODKHE] FapaHTHPOBaTh, 4T0 OC MPOM3BENEHB! C
OMOIIBI0  IOIXONAIMX  TEXHUYECKUX  CpPeACTB  C  HCIOJIH30BaHUEM
COOTBETCTBYIOLIMX IpOLEAyp IPOU3BOACTBA M KOHTPOJ, HeOoOXOMUMBIX I
obecrieuenus kauyectsa OC.

KauectBo (19.2)

624. (19.20) ITpu npousBoncTse @C, npeaHasHAYEHHBIX VIS KIMHIICCKHX
HCCIeIOBaHMH, HEOOXOAUMO TpPHMEHSTh  COOTBETCTBYIOIIME — TpeOOBaHHA
nacTosux [IpaBIIT ¥ HaUTEXAIYIO IIPOLEypPY 0f06pEeH s KaKA0H CEpUH.

625. (19.21) Heobxomumo  OpraHu3OBaTh He3aBHcuMoe(ble)  OT
TPOM3BOJICTBA TIOApasieleHne (IOApasfeNeHus]) KaqecTsa Ul omoOpeHus HIH
oTKnoHeHus Kaxmoit cepuu @C, npenHasHAYCHHOHW U4  KIMHIIECKUX
KCCIIEIOBAaHHUM.

626. (19.22) Hexoropple U3 GYHKUUH MO MPOBEACHUIO UCIIBITaHUH,
BEITIOJTHAEMBIX OBBIMHO ITOApa3fieNenveM (IIOApase/eHUusIMHI) KadecTBa, MOXHO
OCYIIECTBIATE B APYTHX MOJpa3eICHAAX.

627. (19.23) MeponpusTas B OTHOIIEHWH KadeCTBa MOJDKHBI BKIHOYATh
CHCTeMy  WCHBITAHUH  HMCXOJHOTO  CBIPBS,  YIAKOBOYHBEIX — MAaTepHAOB,
mpoMesxy ToyHO mpoxykiuu 1 PC.

628. (19.24) IlpomsBoauTenb JOJKEH AaHAIM3UPOBATH poOIeMBl,
CBsA3aHHBIE C MpOM3BOACTBOM H KadecTBoM @C, mpefHasHAYeHHBIX A
KIMHAYECKUX MCCIICOBAHMH.
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629. (19.25) Texct mapkupoBku ®C, npeqHa3sHaYEHHBIX I KIMHUYECKUX
HCCIIENOBaHKM, HeoOXOAUMO HaJiexaliuM oOpa3oM KOHTpONMpoBaTh. B Hem

OOJDKHO OBITH YKa3aHO, 4TO BEMIECTBO IpeJHa3HA4eHO I HCCIeIOBATEIIBCKUX
1eJen.

IMomemenust u obopyaoBanue (19.3)

630. (19.30). Bo Bpemsa Bcex (pa3 KIMHMYECKOIO HCCIIEOBaHHUS, BKIIOYAs
HCIIONE30BaHUE OMBITHBIX YYACTKOB WM JIAOOpaTOpHH U MPOU3BOACTBA CepUi
®C, mnpenHa3sHAYeHHBIX U KIMHWYECKMX WCCIEOBAaHMH, JODKHBEI OBITH
IPeTyCMOTPEHE  IPOLEAYpHl,  apaHTHPYIOIIUE, yT0  000pyZOBaHHE
IPOKATHOPOBAHO, OYMIIIEHO U COOTBETCTBYET CBOEMY Ha3HAYEHHIO.

631. (19.31) Tlopsgox  3KcIUTyaTaluu obopynoBaHMsA  JOJDKEH
rapaHTHpOBaTh HPOBEIeHMe PaboT ¢ HCXOIHBIM CHIPHEM TaKuM 00pasoMm, 9TOOBI
CBECTH K MUHMMYMY PUCK KOHTAMUHAIIUM ¥ IIEPEKPECTHON KOHTAMUHALIMH.

KoHTpOIb HCXOAHOTO chIpbs (19.4)

632. (19.40) VcxomHoe CHIpbE, HCIONB3YyEeMOE IPU MPOU3BOACTBE @C,
NpejHasHAYEHHBIX Ui KIMHWYECKHX HCCIe/I0BaHMH, HeoOXONMMO OLCHHMBATH
MOCPEJCTBOM MpPOBENEHUS HCIBITAHAN WIM MOTy4aTe BMECTe C pe3ysbTaTaMH
aHaM3a, MPOBEJEHHOro IOCTaBIIMKOM. IIpoM3BOAMTENb Takke MOIDKEH
IIPOBOJWUTH HCIBITAHHE MCXONHOTO CHIPbS Ha IOJJIMHHOCTD. Ecmu BemecTBo
CUMTAETCS OTMACHBIM, TO JOCTATOYHO aHAIM34, IIPOBEIEHHOT'O MOCTABIHKOM.

633. (19.41) B HEKOTOPBIX CIlydasx NPUTOAHOCTE HCXONHOTO CHIPHA MOXHO
ONpeJeNATs Nepel WMCIOIb30BAaHMEM Ha OCHOBAHWM PE3YINIBTATOB, MOJYHCHHBIX
NpM TNpPOBEJEHHH peakUuu HeGONBIIoro Macmraba (to ecThb HCHBITAHUA
DYHKIMOHATBHOM IPUrOZHOCTH), YTO IPEIOYTHTENbHEE, HeM [POBEACHHE
TOJIBKO AHAJUTHIECKUX UCIIBITAHUM.

IIponssoxctso (19.5)

634. (19.50) IIpom3BoacTBO ®C, npemHa3HaueHHBIX VI KIMHAIECKHX
yccleNoBaHmi, Heo6XoMMMo GUKCHPOBATh B JaGOPATOPHBIX XKypHAlax, B 3alMCAX
HA CEpHI0 WM C IIOMOIIBIO JAPYTHX MOAXONSAIINX CPEACTB. OTH JOKYMEHTHI
NODKHBI  BKIIOYaTh MHGOpManmuoo 00 HCIOJNB30BaHMA — MaTCpHaloB, 00
060pyI0BAHUH, TEXHONIOTHIECKOM IIPOLIECCE, 8 TAKKS Hay THBIE HaOIOEeHMS.

635. (19.51) OxxupaeMble BBIXOABI MPOXYKUHH MOIYT OTIMYATECS OT
O’KHIAEMBIX BBIXOIOB IPOAYKIMK B IPOLECCaX, BBITONHAECMBIX B IIPOMBIIIICHHOM
maciurabe, ¥ 6BITh MeHee ONpe/IeJIEHHBIMU 10 CPaBHEHHIO C HUMH. PaccnenoBaHus
TIPUYMH OTKJIOHEHHH OT BEJIMYNHbI 0XKMIAEMOT0 BBIXO/a HE TpebyeTcs.

Baaupauus (19.6)

636. (19.60) Ecnmu mnpousBeleHa OJHA CEpHi dC 11 60 eciH u3Me HEeHHUA
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npouecca BO BpeMs paspabotku @OC gemaioT BOCHPOU3BOACTBO  CEpUid
3aTPYAHHUTENBHBIM WM HETOYHBIM, Bajuaalus mpouecca mnpoussoactsa DC,
IpeHa3HAYeHHON I KIMHUYECKMX HCCIeOBaHMMA, OOBIMHO HellenecoobpasHa.
Ha »toft cragum paspabotku kadectBo @DPC obecnednBaeTcsi COYETaHHEM
KOHTPOJIS, KATHOPOBKH U TP HEOOXOAUMOCTH KBaJIM(HKaIUy 060pyI0BaHHUA.

637. (19.61) Ecmu cepuu DOpouM3BOAATCS I  KOMMEPYECKOIO
MCIIONB30BaHMUS, BAIUJAIMIO IIpoliecca He0OX0AUMO IIPOBOAUTE B COOTBETCTBHH C
nyHKTaMu 511-539 nactosqux [IpaBwi, gaxe ecinu Takue CEpUU IIPOU3BOIATCS B
OIIBITHOM HJTH OTIBITHO-IIPOMEBIIITIEHHOM MaciiTtabe.

N3menenus (19.7)

638. (19.70) [IlpousBomuTens IOOJDKEH BHOCHTH COOTBETCTBYIOIIKE
M3MEHEHHUsS BO BpeMs pa3pabOoTKH MO Mepe NPHOOPETeHUs HOBBIX 3HaHUH U pOCTa
MacmiTaba mpousBoacTBa. Kaxaoe HM3MeHEHHME B TEXHOJIOTHYECKOM IpOIECCe,
crenupUKAIMIX WIM METOINKAX UCIIBITAHAR HEOOXOIMMO HaUIEXAlUM 00pa3oM
pPETUCTPUPOBATh.

JIaGopaTopubiii KOHTPOb (19.8)

639. (19.80) Hecmotps Ha TO, 4YTO aHAIUTHYECKHE METOAMKH,
ucrions3yeMele 1 ouenku cepun PC, mpenHasHa4eHHOH JUIS KIMHAUYECKHUX
MCCIIeIOBaHUi, MOTYT ellle He NMPOMTH BalMAALMIO, OHH JOJDKHBI OBITH HAay9HO
060CHOBAHBI.

640. (19.81) IlpousBoauTens MOJDKEH OPraHM30BaTH CHUCTEMY XPaHCHHI
apXMBHBIX 06pa3LOB Beex cepHil. ITa CHCTeMa JIOJDKHA 00ecreuBaTh COXpaHeH!e
JOCTATOYHOTO  KONWYeCTBAa KaXIOro apxXuBHOro obpasna B  TeUCHHE
YCTAaHOBIEHHOTO MEPHOAA BPEMEHM TOCIe OXOOpEeHMs, 3aBEPINEHMS MM OT3bIBA
3afBKH Ha PErMCTPALMIO.

641. (19.82) OmpeneneHue JaThl HCTEYEHHs CpOKa TOAHOCTH M JAThL
IIPOBEIEHHsI IOBTOPHBIX MCIBITAHUH, KaK yKa3aHO B ITyHKTaX 504-507 HacTosMMX
[IpaBw1, IPUMEHMMO MO OTHOIICHHIO K CYIIECTBYIOIINM ®C, nmpenHa3HaYEHHBIM
Ui KiuHAYeckux ucciegoBanui. Jng HoBeix @OC, HaxoIANMXCS Ha paHHHX
CTAMMAX KIMHAYECKUX HCCIIEHOBaHUM, TpeOOBaHMs, yKa3aHHBIE B IyHKTaX 504-
507 nactosmumx IIpaBui, 06BI9HO HE PHMEHSIOTCS.

JoxymenTanus (19.9)

642. (19.90) Cucrema [OKyMEHTAlMM JODKHA TapaHTHpoBaTh, HTO
uHdOpMaIus, TONydeHHas B Xofe paspaboTKH M [POM3BOACTBA @C,
NpeJIHA3HAYEHHBIX Ul KIMHIYECKUX HCCIe0BaHuUH, GymeT MODKHBIM ob6pasoM
oopMIleHa TOKYMEHTAIBHO U JOCTYIHA I MCTIONIE30BAHML.

643. (19.91) PaspaGorka M TNpHMEHEHHE aHAIUTHYCCKHX METONMK,
MCTIONB3yeMBIX IS TONTBEpXaeHus Bhimycka cepun ©C, npeaHa3HauYeHHOM UL
KIMHAYECKUX HCCiIeJOBaHHM, JODKHEI OBITh OQOPMIIEHBI JOKYMEHTAJIBHO.

109



644. (19.92) IlpousBomuTenp AOKEH pa3paboTaTh U BHEAPUTH CHUCTEMY
XpaHeHus 3alucedl II0 IIPOM3BOJACTBY H KOHTPONIO U COOTBETCTBYIOIIEH
NOKYMEHTallMd. OJTa CHCTeMa JOJDKHA o0ecredrdBaTh XpaHCHHE 3alluced H
JOKYMEHTOB B TEYEHHE YCTAaHOBIEHHOIO IIEPHOJAa BPEMEHH IOcie OH0o0peHHs,
3aBEPIIEHNS WU OT3bIBa 3asABKH HA PETUCTPAIHIO.

TEPMMHBI U OITPEAEJIEHUS (20)

645. JIna memed HACTOAIEH IJIaBbl KpOMe TEpMHHOB H OIpEeICHHI,
npenycMoTpeHHbx rnaBod Il Hacrosmux IlpaBui, HCHONB3YIOTCA —TaKKe
ClleyIolyie OCHOBHBIE ITOHATHUA:

OMOHArpy3Ka — YpOBEHb W BHI MHKDOOPraHH3MOB (Hampumep,
HelIpUEMJIEMBblE KM JIOIYCTHMBIE MHKPOOPTaHHM3MBI), KOTOpBIE  MOTYT
IIPUCYTCTBOBATh B MCXOJHOM CBHIPbE, HCXOAHOM CBHIpbE Ul IPOU3BOJCTBA
(apManeBTHUECKOM  CyOCTaHLMH, NPOMEXYTOYHOM  NPOAYKIMHM  WIH B
dapmaneBTiudeckoil  cyOcraHuuM.  buonarpysky He  CHeIyeT  CHUMTATh
KOHTAMHMHAIMeH, eClIM €€ YPOBHU HE MPEBHIIIAIOT yCTAaHOBICHHBIC NPEICIIBHBIC
3HAaYeHUs WIX He OOHapyXeHbl MHKPOOPraHU3MBI, ONPEACIAEMBIE  KaK
HEIOIy CTUMBIE;

BCIIOMOraTeJbHbIE MaTepHaJbl — MaTepHaybl, 33 HCKIIOYCHAEM
pacTBOpHTeNel, KOTOpBIe SBISIOTCA BCIIOMOTraTelbHBIMA IPH IIPOM3BOJICTBE
IPOME’KY TOIHOM [POYKIHH Wi (apMaleBTHIeCKOU cy6cTaHuMH U caMH 110 cebe
He YYacTByOT B XUMHYECKOH HIM OHOIOrMYEeCKOM peaKIyH (manpumep,
bUIBTPYIONIME MaTepUalibl, aKTHBIPOBAHHBIA YTOb);

BLIXOJ OXKHIaeMblii — KOJMYECTBO MaTepuajga MIH MTPOLUCHT OT
TEOpPEeTHUECKOTO BBIXONA, OXHJaeMble Ha JIO0OH COOTBETCTBYIOLIEH CTaTuu
TEXHOJIOTMYECKOr0 IIpollecca, OCHOBaHHBIE Ha JaHHBIX, [PEJABAPUTEBHO
TI0JIyYeHHBIX P IPOU3BOJCTBE 3TOr0 MaTepHasa B 1a00paTOPHBIX, ONBITHBIX UIIH
IIPOMBILUIEHHBIX Y CIIOBHUSX;

BBIXO0/l TEOPETHYECKHIi — KOJTHYECTBO, KOTOPOE ONPEENICHO Ha OCHOBAHIN
KOJMYECTBA KCIONB3YeMOro MaTepHaia M MOXeT OBITh IPOU3BENICHO Ha mo6oii
COOTBETCTBYIOIIEH CTaUK TEXHOJIOTMIECKOTO IpoIecca MU yCIOBUH OTCY TCTBUA
KAKHX-JIM00 HOTeph HMIIM OTKIOHEHHH B YCIOBISIX PEalbHOTO TCXHOJOIMIECKOTo
npouecca,

AaTa HCTeYEHHs CPOKa rOAHOCTH — Jara, yKasaHHas Ha yIaKOBKE 1 (wm)
STHKETKaX (apMaleBTHYeCKOl cybcTaHIMy i 0003HAYArOLIast IEPHOJ BpEMEHH, B
TedeHHe KOTOPOTO IPH XpaHEHHH B YCTAHOBJICHHBIX YCJIOBHSX XapaKTEPUCTHKH
dapmaneBTHYECKOM CyOCTaHIUU JOIDKHBI OCTaBAaTbCA B IIPEICIaX crieruuKaLnum,
¥ 0O WCTeYeHHH KOTOpOro (apMaleBTHUeCKylo CyOCTaHIMIO — HENB3s
UCIIONB30BaTh;

[aTa MOBTOPHOI0 MCNBITAHHS — JaTa MPOBE/ICHKA MOBTOPHOIO KOHTPOIA
Marepuana Uil TIOATBEPXIEHHS ero INpUTOAHOCTH  JULL JaJIbHEHIIETO
HCIIONIB30BAHUA,

MCXOIHOE ChIpbe /ISl MPOH3BOACTBA (hapManeBTHUCCKOH cyOCcTaHIMH —
ChIph€, IIPOMEXYTOUHAs MPOAYKIMA UM NpYyTHe dbapmaneBTHIECKHE CyOCTaHINY,
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KOTOpPBIE MCIIONB3YIOTCSA Ui NPOHU3BOACTBA (apMalleBTHYECKUX CyOCTaHIM U
BXOIAT B CIPYKTYpY ¢apMaleBTHYeCKOH CYOCTAaHIIMM B KadeCTBE BaXKHOI'O
CTPYKTYpPHOTI'O ¢bparMeHra. Hcxongnoe CBIpBE JUIA IIPOU3BOJICTBA
papManeBTHIECKON CyOCTAHIMM MOXET OBITh NPHOGPETEHO MPOU3BOIUTENEM IO
JIOTOBOPY Y OJHOI'O MJIM HECKOJBKHX IOCTaBIIHUKOB, JIMOO MOXET IMPOU3BOAMTHCS
UM CaMOCTOATeNsHO. McXomHoe ChIphe I MPOM3BOACTBA (papMaleBTHUECKOH
CyOCTaHLIMH, KaK MpaBHIO, HMEET YCTAHOBJIEHHBIE XHMHYECKHE CBOWCTBa M
CTPYKTYPY;

KOMOBIOTEpHAasl CHCTeMa — TIpylnma KOMIIOHEHTOB  aIllapaTHOIro
obecrnieueHus i1 COOTBETCTBYIOLIETO IIPOrpPaMMHOrO obecrieueHus,
CIIPOEKTHPOBAHHAsA ¥ CMOHTHPOBaHHas TakuM 00pa3oM, 4YTOOBI BBIONHATH
OlpelieNeHHy 0 (YHKIMIO WK Habop &yHKINH;

KOHTAMHHAIMA — HEXeJaTellbHOe BHECEHHE NMpUMeced XMMHUYECKOW MU
MHKpPOOHOJIOTHYECKOM MPUPOABl WM HHOPOIHBIX BELIECTB B MCXOAHOE CBIPEE,
IPOMEXYTO4HYI0 mpoxykuuio uii ®C Bo BpeMs TEXHOJOTHYECKOro Imporecca,
oTbopa mpob, YIIaKOBKY HIIH NepeyaKOBKY, XpaHEeHNs WM TPAaHCIOPTUPOBKY;

KpPUTEPHH NPHEMJIEMOCTH (IOIIyCTHMbIE HOPMBI) — YHMCIIOBBIC IpEIeIs,
MHTEPBAIBl WM JPYTHe COOTBETCTBYIOIME MEPHI JJIS MPHUHATUS PE3yIbTaToB
VCIIBITaHUM;

KPUTHY€CKHH — TEPMHH, OTHOCSIIMHCA K IIPOM3BOJCTBEHHOH CTaJuH,
YCIIOBHIO TEXHOJIOTHYECKOTO Ipolecca, TPeOOBAaHMIO WCIBITAHAN WM noooMy
IpYyroMy CYILIECTBEHHOMY IIapaMeTpy MM [pPEeIMETy, KOTOpBIE JOJDKHEI
KOHTPOJNUPOBaThCS B IpeleNax 3aJaHHBIX KPUTEpUEB A obecrieyeHUs
COOTBETCTBHUS JTEKapCTBEHHOTO cpeficTBa ¥ (1K) hapMaleBTHIeCKO# CyOCcTaHIMHy
yTBEPXXASHHOU crelr(prUKaLuy;

maTepuaa — oOmiee MOHATHe, OOO3Hadarollee ChIphe (UCXORHOE CEHIPbeE,
PEaKTHBbI, PACTBOPHUTENM), BCIIOMOTaTelBHBIE MaTepHalbl, NPOMEXYTOYHYIO
NPOLYKIHIO, (apMaleBTHIECKyl0 CyOCTaHIMIO, YNaKOBOYHBIE MAaTepHAlEL,
MaTepHaJIbl 11 MapKUPOBKH;

MATOYHAS JKMAKOCTh — OCTaTOYHAas JKUAKOCTH IIOCIE IIPOLECCOB
KPHCTAUIM3AIMY MM BBIeNeHHs. MarouHas >KHUAKOCTh MOXET COAepXath
HEIPOpEearupoBaBIIie BEINEeCTBA, IPOMEXYTOYHBIE IPOIYKTBI, HEKOTOpPBIC
KoJMdecTBa GapMaIleBTHIeCKol cybcTanuyuy u (W) npumecei. OHa MOXKeT OBITh
MCIONB30BaHa I JanbHelmei o0paboTky;

obecrmeueHne KadecTBa — COBOKYNHOCTb BCE€X OpraHU3allMOHHBIX
MEpOTIPHATHI, HAIIpaBIEHHbIX Ha 0OecleyeHne TOro, YTOOBI BCE JICKAPCTBEHHBIC
cpexactBa u (win) hapManeBTHIECKHe CyOCTaHIIME UMEIIN Ka4eCTBO, HeoOXoauMoe
11 MX XIpeIoJiaraeMoro pUMeHEeHH s, a BCe CHCTEMBI KaueCTBa IOANCPXKUBATUCH
B paboueM COCTOSHHH;

OTKJIOHEHHEe — OTCTYIUIeHHe OT YTBEPXACHHOW MHCTPYKIMH HIIH
YCTaHOBJIEHHOTO CTaHJIapTa;
nepepaGorka — [pOBEJEHHE OAHOW WIM  HECKOJBKUX CTau#,

OT/IMYAIOIUXCS OT YCTAHOBIEHHOTO NPOM3BOACTBEHHOIO IIPOLIECCa, C IENbIO
06paboTKM Takod IPOMEXYTOYHOM IMPORYKLIMH KK bapManeBTHIECKOH
CyGCTAHIMH, KOTOpas He COOTBETCIBYeT CTAaHAApTaM MM CICIM(HKAIMIM, LI

111



TIOJyYEeHHs NPOMEXYTOYHOM IPOLYKIMHM WM (papMaleBTHYeCKOH CyOcTaHIuU
MpUEeMJIEMOTO KadecTBa (HApUMeEp, IEPEeKPUCTALIH3AIMSA C MOMOLIBIO APYroro
PacTBOPHTEIS);

NOANMHUCAHO, MOANNCH — ITOAIKUCEH JIMIA, KOTOPOE BHINIONHAIO OIpPEEIEHHOE
JeWCTBHE WM OCYIIECTBIUIO MPOBEPKY. OTa IOANKMCH MOXET OBITH B BHUIE
MHHULHATIOB, ITOJHOIO PYKOIMCHOrO BapyaHTa (HaMUIUK, UMEHH U OTYECTBA (IIpH
HAIMYMH), PYKOIHCHOM MOMIKCH, JWYHOM IedaTd WIM ayTeHTHYHOH W
3AIIUIIEHHOHN 3JIEKTPOHHOH IIOATIHCH;

nmoapasxejieHne (moapasfesieHHsi) KayecTBa — IIOJpaslieieHue, KOTOpoe
HE3aBMCHMMO OT IPOM3BOJCTBA M BBINONHSET OOS3aHHOCTH KaK MO OOECIEYEHHIO
KauecTBa, TaK M IO KOHTPOMIO KayecTBa. JTO MOTYT OBITh JHUOO OTHENBHBIE
nojipasaenenns oGecredenHus Ka4ecTBa i KOHTPOJS KadecTBa, MO0 OIHO JIHIIO
WJIM TPYIINA JIKIl B 3aBUCHMOCTH OT MacInTaba U CTPYKTypbl OpraHU3aluy;

npuMech — 060K KOMIIOHEHT, NPHCYTCTBYIOIIMH B IPOMEXYTOYHOH
NPORYKIMA WiM  (apMaleBTHIECKOH  CyOCTaHIMK, HajlM4hie  KOTOpOro
HeXeJaTenbHO;

NpOH3BOAHTE]b, paboTalomMii Mo J0roBopy ~— MPOM3BOJUTEND,
BHIMIOJIHSAIOIMI  ONpeeeH bl BHI OPOM3BOJCTBEHHOH JEATENBHOCTH IO
II0pY4YEeHHIO TIEPBOHAYATIBHOIO IIPOU3BOJUTEILS;

NPOTOKOJ BaJMAANMM — IOKYMEHTAIbHO OGOPMIEHHBIH  IUIaH,
YKa3BIBAIOIIMA, KaK Clie/lyeT POBOUTS BATAAIMIO, ¥ ONpeIe/IAIONIMA KpATCPUH
IPUEMIEMOCTH. B YacTHOCTH, B IIPOTOKOJE BaIMAAMU MPOU3BOACTBEHHOIO
mpolecca TOJDKHBI OBITh yKa3aHbl TEXHONOTHYECKOe 000pyI0BaHHE, KDUTHISCKUE
mapaMeTphl Ipolecca ¥ ero pabodyue PEeXHMMBI, XapaKTEPHUCTHKH IPOLYKIWMH,
0T60p HpoG, JaHHEIE HCIBITAHHH, KOTOphie HEOOXOIUMO COOpaTh, KOIMIECTBO
BATHIAIMOHHEIX [JUKIIOB H IIPHEMIIEMbIE Pe3yIbTaThl HCIIBITAHUM;

npopuas  nNpuMecedi  —  ONMCaHHUE UIEHTHQUIUPOBAHHEIX U
HeMJeHTUGHUIUPOBaHHBIX IPHMeECEW, NPHUCYTCTBYIOIMX B (bapMaleBTHUECKON
cyOcTaHIvy;

pacTBOpUTeJb — HEOpPraHWdYecKas WIH OpraHudeckas JKHUAKOCTD,
HCTIONB3y€eMas B KaueCTBe Cpefibl [l MPUrOTOBIICHHUS PaCTBOPOB MK CycleH3ui
Ipd IPOU3BOACTBE IIPOMEXYTOYHOM MNPONYKIHH HIH dbapmarieBTHYECKON
cyOcTaHIMY;

cTaHAapTHBIH o6pased, BTOPHYHBIA — CyOCTaHIMsA YyCTAHOBICHHOIO
KauecTBa M YHCTOTHI, YTO JOKA3aHO IIOCPEICTBOM CpaBHEHHUSA C IICPBHIHBIM
CTaHJAapTHBIM 00pasloM, MCIOJb3yeMas B Ka4eCTBE CTaHIAapTHOIO obpa3na 1
TEKYIIUX JaOOPaTOPHBIX aHAIIN30B;

CTAaHAAPTHLIA o6pasen, mepBHYHBIA — CyOCTaHIMSA, KOTOpas ABIACTCH
[IOJUIAHHBIM BEIIeCTBOM, 4YTO OBUIO JIOKa3aHO C IOMOIIBIO pPacHIMpeHHBIX
AHAJIUTHYECKUX WCIBITAHMIA M KOTOpas NOJDKHA 06najaTh BBICOKOH CTEIEHBIO
YMCTOTHL. DTOT CTAHAAPT MOXeT GbiTh: 1) moMyyeH U3 OGUIMATBHO NPU3HAHHOIO
MCTOYHMKA WM 2) IOIydeH OCPeJICTBOM He3aBUCUMOro CHHTE3a, HIIH 3) monmyd4eH
13 WCIIONB3YEMOTO B IIPOM3BOACTBE BEIIECTBA C BBICOKOH CTENEHBIO TMCTOTRI, MK
4) IPUTOTOBJIEH MOCPEICTBOM IOCIEYIOImeH OUUCTKH BEIIECTBa, UCIIOJIE3yEMOTO
B IIPOU3BOJICTBE;
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¢papmaneBTHyeckue cyocranuuu (PC) — 1eKapcTBEHHBIE CPEACTBA B BUIE
JEHCTBYIOIIMX BEIECTB OHMOJOIHYeCKOro, OMOTEXHOIOTHIECKOTO0, MUHEPATLHOTO
HIA  XUMHYECKOrO  MPOUCXOXIEHHWs, obnamaromue  ¢dapMaKoIOru4eckon
aKTUBHOCTBIO,  IIpeHAa3sHauY€HHble Ui  [IPOM3BOJACTBA,  M3TOTOBIEHUS
NeKapCTBEHHBIX MPETIapaToB I ONpE/IENSIONIHe UX 3QPEKTHBHOCT .

* Mynkr 2 cratsn 4 ®emepansroro 3akoHa ot 12 ampens 2010 r. Ne 61-d3 «O6 obpameHnn
nekapcTBeHHbIX cpencTs» (CobpaHue 3aKOHOAATENbCTBA Poccwmiickoit ®enepanun, 2010, Ne 16,

ct. 1815).
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IIpunoxenue Ne 1
k [TpaBuiiaM opranusanyiy Iporu3BOACTBA
¥ KOHTPOJIS KaYeCcTBa JIEKapCTBEHHBIX CPEICTB

IMMPON3BOACTBO CTEPUWIBHBIX JEKAPCTBEHHBIX CPEACTB

L. TPWHIIATL

1. K mpou3BOACTBY CTEPWIBHBIX JIEKAPCTBEHHEIX CPEACTB MPEABABISIOTCA
ocobple TpeGoBaHMsi, YTOOBI CBECTM K MHHHUMyMYy pPHCK KOHTaMUHAlUH
MMKPOOPraHH3MaMH, YaCTHI[aMU U [TMPOreHaMM. Y Ka3aHHBIE ITIOJIOKECHHUS 3aBUCST
OT KBIM(HUKAIMH IIPOU3BOICTBEHHOrO IEPCOHANIA, €0 O0YYeHUs U OTHOUICHHS K
pa6ore. [l oGecrieueHUs kadecTsa NpH MPOU3BOJCTBE CTEPHIIBHBIX NMPEapaToB
HeoOXOMMO NPHIEPKUBATECS TLIATENIBPHO pa3pabOTaHHBIX W BaMIHPOBAHHBIX
crioco6oB mpomsBojacTBa W npouexyp. Koneynas craaus NpPOU3BONCTBA HIIH
KOHTPOJIb TOTOBOM IIPOAYKIMH HE SABJSIOTCS €AMHCTBEHHBIM CPEICTBOM
obecrieyenys CTEPUIBHOCTH WM JAPYTHX II0Ka3aTeNeil kauecTsa IIpOo Iy KIIHH.

2. JleTaybHBIE METONBI ONpENENEHUs. YHCTOTHI BO3JyXa, MOBEPXHOCTEH M
IpYTMX OOBEKTOB MOHHUTOPHHIA 10 MHKPOOpTaHH3MaM M YacTHUaM ONpPEe/e/ICHb
HOPMATHBHBIMHU [IPABOBBIMH akTaMK Poccuriickon Denepaluy.

II. OBIIUE TPEBOBAHMSA

3. (1) CrepubHY 0 NPOLYKIHIO HEOOXOMUMO IIPOU3BOAUTD B THCTBIX 30HAX,
NOCTYII B KOTOpHIE IlepcoHana ¥ (¥IM) NMOCTyIUIeHHe 000pyIOBaHHsA, UCXOXHOTO
CHIPBA M YIIAKOBOYHBIX MaTepHalloB JOJDKHBI OCYIIECTBIATHCS HCpe3 BO3/YNIHbIC
ITFO3bl. B YHCTHIX TIOMEINEHHAX (30HAaX) JOJDKEH MMOAJNSPXKMBATHCS YpPOBCHB
YHCTOTHI, OTBEYAIOIIMI COOTBETCTBYIOIIEMY YPOBHIO YHCTOTHI, B HUX HEOOXOMMO
MogaBars BO3AYX, KOTOpHIA IIpOIeN dYepe3 QUIBTPHI COOTBETCTBYIOILLEH
3¢ PEKTUBHOCTH.

4. (2) Pasnuynble OIepaIyy 110 IOArOTOBKE KOMIIOHEHTOB, IIPUTOTOBICHAIO
MPONYKIMA ¥ HAMONHEHHIO IOJDKHBI OCYIIECTBIATHCSA B OTACHBHBIX 30HAX
(IIOMEITEHHAX) BHYTPH YHUCTOM 30HBI (TOMeIeHyst). TeXHONOrHYeCcKre onepaui
HenaTCs Ha JBE KAaTeropHH: mepBas, Korjaa MpOLyKIHIO MOABEPraroT (GUHUIITHOM
crepunusaldi (B IEpBHYHOM YIAaKOBKe), M BTOpasd, KOrha olepanuu Ha
HECKOJIbKUX WJIM BCEX CTATUAX BBITOJIHAIOT B aCENTUYECKUX yCIIOBUAX.

5. (3) Uwuctsle 30HBI (TIOMeNIeHHA) [UIS IPOM3BOJCTBA CTEpUIBHOM
MpONyKUMKM  KIacCHQUIMpPYIOTCS B COOTBETCTBMH  C TpeOyeMBIMHA
XapaKTEPUCTHKAMM TPOM3BOACTBEHHOH cpensl. Kaxmas NpOM3BOACTBEHHAS
onepauus TpeOyeT ONpeNeeHHOr0 YPOBHS YHCTOTHI NPOM3BOACTBEHHOM Cpelibl B
SKCIUTyaTHPYEMOM COCTOSHHM C LENbl0 CBEJCHMS K MHHMMyMYy pHCKa
KOHTAMMHALIMM  YACTHIAMH  WIA  MHKPOOpPraHM3MaMH  IMpOAyKTa  HIH
06pabaTEIBaeMOr0 HCXOMHOTO ChIphs M MaTEPHAJIOB.
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6. JIns obecriedeHHss COOTBETCTBHS TPEOOBAHUSAM B «IKCILIyaTHPyEMOM»
COCTOSIHMM, YHUCThIE 30HBI (TIOMEIIeHHs) OOJDKHBI OBITh CIPOCKTHPOBAHBI Tak,
qro0Bl 00ECIEeYUTh TOYHO OIpeeIeHHblii YpOBEHb YHCTOTHI BO3AyXa B
«OCHAIIIEHHOM» COCTOSIHHUH.

7. «OcHallleHHOe» COCTOSHHE — COCTOSIHHUE, B KOTOPOM YHCTOE ITOMEIleHMe
IOCTPOEHO U (PYHKLMOHHPYET, TEXHOJOIHMYECKOe OOOpYyAOBaHHE ITOIHOCTHIO
YKOMILIEKTOBaHO, HO IIEPCOHAJ OTCYTCTBYET.

8. «OKcmryaTupyeMoe» COCTOSHUE — 3TO COCTOSIHME, [P KOTOPOM YHCTOE
IOMELIEHNE M TEXHOIOTHYeCKoe obopynoBanre (QYHKIHMOHUPYIOT B TpeOyeMoM
pexuMe C 3aJaHHBIM KOJMYECTBOM paboTarOLIEero IepcoHaa.

9. TpeGoBaHHS K «OCHAIIEHHOMY» U «IKCILUIyaTHPyEeMOMY» COCTOSHHUAM
JOJDKHBI OBITH YCTAHOBJICHBI JUIS KaXXIOTO YUCTOIO IOMEIICHUS WX KOMIUIEKCa
YUCTBIX IIOMEIEHH.

10. UYwucrele 30HBI (TMOMENIeHMsS) INpH NPOU3BOJACTBE CTEPHIBHBIX
JIEKapCTBEHHBIX CPEJICTB MOAPA3ACILIIOTCS Ha YeThIpe Kiacca:

Knacc A — JOKaJbHasg 30HA JUIA NPOBENEHUs OIEpalldi, IMPeACTaBIAIONIMX
BBICOKMI pDHCK i1 KadecTBa NPOAYKLMH, B YaCTHOCTH, 3OHBI HAIOJTHCHHUA,
YKYIOPKH, 30HBI, [Jle aMIIyJsl 1 (IaKOHBl HAXOMATCSA B OTKPBITOM COCTOSHHU M
BBHITIONHAIOTCS COENUHEHNS JacTell 060pyIOBaHuUs B aCeNTHYECKHX ycoBmsX. Kak
IPaBUIIO,