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(B pen. Usmenennii u nonosiHenui N 1)

HaCTOHH_II/Iﬁ CTaHAApT MPEACTABIIACT coboit CBOJ ITPpaBUJ IO OpraHu3anvu MpoOnu3BOACTBA U KOHTPOJIA
Ka4ueCTBa JICKAPCTBCHHLIX CPCACTB MCAUIIMHCKOTO HA3HAUCHUA. OTI[CJ'IBHBI@ ITOJIOKCHHUA HACTOAIIECTO
AOKYMCHTA pacpOCTPaHAKOTCA TAKKE Ha IMMPOU3BOACTBO JICKAPCTBCHHBIX BCHICCTB, NPCAHA3HAYCHHBIX IJIA
IMPUTOTOBJICHUS T'OTOBBIX JICKAPCTBCHHBIX CPEACTB.

Crangapt oOs3aTesneH sl BCeX OpraHu3alii, OCYIIECTBISIONUX TPOU3BOJICTBO JIEKAPCTBEHHBIX
CpPE/CTB HE3aBUCHMO OT UX BEIOMCTBEHHOMN MOAYMHEHHOCTH, FOPUANYECKOTO cTaTyca u (hopm
COOCTBEHHOCTH, a TaK)Ke JJI OpraHu3aliii, OCYIIECTBIISIOMNX 3KCIEPTU3Y TEXHOIOTHUECKON
JOKYMEHTAIH Ha JIEKapCTBEHHBIE CPE/ICTBA, BKJIIOYAsi MEUIIMHCKAE MMMYHOOHOJIOTHYECKHE TIpenapaThl.
Hacrosmuii cranapt pacnpocTpaHsieTcsl Ha Bce TPYIIIbI JIEKAPCTBEHHBIX CPEJCTB, ONPEICTICHHbBIE

oTpacieBbIM cTaHaapToM "CTaHaapThl KauecTBa JeKapCTBEHHbIX cpeAcTB. OCHOBHBIE MONOXKEHUS N
91500.05.001-00."

(B pea. Usmenennii u gononHenuit N 1)

He sBnsieTcst opunmanbHOi Bepcreid, 0ecIiaTHO MpeA0CTaBIseTCs WieHaM ACCOIUAINY JIECOTI0Ib30BaTeNe i
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BBEJAEHUE

JUJ1s OLIeHKN TEXHUUYECKOI0 YPOBHS IIPOM3BOJICTBA U Ka4eCTBa JIEKAPCTBEHHBIX cpelIcTB BecemupHoit
opranusanueii 3apaBooxpanenus (BO3) ("World Health Organization™) - H. 6bu1a coznana "Cucrema
yIIOCTOBEpEHUs KauecTBa (papMaleBTUUECKUX MIPENapaToB B MEXyHapoHOH Toprosie" (nanee Cucrema),
JEWCTBYIONIUI B HACTOSAIIEE BPeMsl BapUaHT KOTOPOU ObuT mpuHSAT B 1992 1.

Jins ygactust B CucreMe HEOOXOMMO HAJMYUE B CTPAHE TPEX YCIOBUIL:
- ['ocynapcrBeHHast perucrpanus JJEKapCTBEHHBIX CPE/ICTB;
- PerynspHoe rocynapcTBeHHOE HHCIIEKTHPOBAaHUE (DapMalleBTHUECKUX MPEIIPUSTHIA;

- CooTBeTCTBHE ACUCTBYIOMUX MPon3BoACTB TpeboBanusaM npasuin GMP ("Good manufacturing
practice” - "IIpaBuia mpaBHILHOIO IPOM3BOACTBA").

B Hacrosimee Bpemst k Cucteme npucoenunminock 140 rocynapcts. Poccus He siBisieTcs y4aCTHUKOM
JAHHOTO COTJIAIICHMS, B YACTHOCTHU M3-3a TOTO, YTO HE HA BCEX MPEANPUITHIX CTPAHBI POU3BOJICTBO
cOOTBEeTCTBYeT TpeboBanusm npasui GMP. HeoOxonumMo noauepkHyTh, 4TO IPU PETUCTPALIMU BHOBb
CO3/1aBa€MbIX WM HMIIOPTHPYEMBIX JICKAPCTBEHHBIX CPEJICTB JODKEH OBITh IPEICTABIICH cepTU(HUKAT HA
MIPOU3BOJICTBO, KOTOPOE JOJIKHO COOTBETCTBOBATH npaBuiam GMP.

[IpaBuna GMP sBasitoTcss 0OLIMM pyKOBOJCTBOM, YCTaHABIUBAIOLIUM MOPSA0K OpraHu3aluu
IIPOU3BOJACTBEHHOTO IIPOLIECCA U TPOBEACHUSA KOHTPOJIA U COAEPKAIIMM MUHUMAJIbHBIC IPAKTUYECKUE
yKa3aHus 10 COBPEMEHHOMY IIPaBHIIBHOMY BEJIEHUIO NTpoU3BoAcTBa. B passutue npasun GMP B pasHbix
CTPaHax CO3JAI0TCS TOKYMEHTHI M CTAHIAPTHI, PErJIAMEHTUPYIOIIUE U KOHKPETU3UPYIOIUE YCIOBHUS
OpraHU3aIMK U BEIEHUS MpoLecca MPOU3BOICTBA OTAEIbHBIX BUAOB (hapMalleBTUUECKON MPOTYKIHH.

[Tepsrie npasmia GMP 6bun nipunsTH B 1963 roay B CILIA (nononnenst B 1965, 1971, 1978, 1987,
1989, 1992 1r.), 3atem - B Kanazne, Utanuu, BenukoOputanuu, ABCTpainu U APYrux cTpaHax. B Hacrosiee
Bpems noo0HbIe JokyMeHThl (HanmonaneHeie nmpasmiia GMP) umerotcest Oonee uem B 40 ctpanax. Kpome
TOTO, cylecTByIOT Pernonansusle npasuna GMP, a umenno: npasuwia GMP ctpan Esponeiickoro Coroza
("European Community" - EC), npaBuia GMP ctpan - yyactHrkoB "CornarieHus o ¢papMarneBTHIECKOMY
koutpoiio" ("Convention for the Mutual Recognition of Inspection on Respect of the Manufacture of
Pharmaceutical Products” - PIC), npasuna GMP ASEAN ("Association of South East Asian Nations" - ASEAN)
- cTpaH - wieHoB Accornmanuu crpal FOro-Bocrounoit Asun n Mexaynapoansie npasuia GMP - GMP
BO3.

B nameii crpane npasuina GMP ("[IpaBuna opranu3zanuu npou3BoACTBa U KOHTPOJIS KauyecTBa
nexapcTBeHHbIX cpeacTB" P/ 64-125-91) BnepBrie 6butn pa3paboTansl B 1991 r. ¢ yueToMm AeHCTBYIONIHNX B
TO BpeMs MEXIYHapOAHbBIX, PETHOHAIBHBIX U HAIIMOHAIBHBIX MPaBUJI Pa3HbIX CTPaH.

B nocnennue roapl nosiBuiinch HoBbIe NpaBwiia GMP u psin nokymeHTOB Mex1yHapOaHOM
opranmzanuu 1o crangaptusamnuu ("International Organization for Standardization" - ISO), Tak Ha3bpIBaeMBbIe
cranaaptel 1CO 9000-9004, 3HaunTENBHO Pa3BUBAIOIIME PAHEE BHECEHHBIE MOHATHS WA BKIIFOUYAOIINE
BIIEPBbIC TAKHE BaXKHbBIE MTOJIOKEHUS KaK yIPaBIIeHHE KaueCTBOM, BAJIUJAIIUS U IPOYUE, A TAKKE
pacimpsirore 00JacTh UCIOJIb30BAHUS MTPABUJI IPUMEHHUTEIIBHO K MPOU3BOJICTBY OTJAEIBHBIX TPYIII
JIEKapCTBEHHBIX cpenicTB. KpoMme Toro, 3a mocneanue rojibl B Poccuu mosiBUIICS psii HOBBIX MPOU3BOJICTB,
/i€ B 3HAYUTENIbHOM CTENeHu yXKe yuTeHbl TpeboBanus npasmi GMP.

He sBnsercs opuunanbHOR Bepcrel, 0eCIIaTHO IPeAO0CTABIsAETC WieHaM ACCOLUAlMHY JIECOI0NIb30BaTeNeH
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[ToaTOMy aKTyaJbHBIM SIBJISIETCSI COCTABJIEHNE HOBOM peJaklUy oTeuecTBEeHHbIX npaBui GMP B3amen
PJ1 64-125-91 (nanee [IpaBuna).

JIOKyMEHT IpeICTaBIIsIeT COO0M CBOJI IPABMII M TPEOOBAHUH IO OpTaHU3AIMU TTPOU3BOACTBA U
KOHTPOJISI KaU€CTBa JIEKAPCTBEHHBIX CPEJICTB MEAULIMHCKOIO Ha3HaueHUsl. OCHOBHBIE TIOJIOKEHUS
pacipoCTpaHsIOTCS TAaKXKE Ha MOCJIETHUE CTaIUH POU3BO/ICTBA JIEKAPCTBEHHBIX BEUIECTB,
npeJHa3HauYeHHBIX JJIs H3TOTOBJICHHUS TOTOBBIX JIEKAPCTBEHHBIX CPEACTB. B momHOM 00beMe TpeboBaHwMs,
MpeIbsBIsiEMbIE K IPOU3BOJICTBY JIEKAPCTBEHHBIX BEILIECTB, a TAK)KE OTJECIbHBIX IPYIII JIEKAPCTBEHHBIX
CPEACTB, IOJKHBI OBITh U3JI0KEHBI B CIICIIMATIBHBIX HOPMATUBHBIX TOKyMeHTax. [IpaBuia sBIsiroTCs
00s13aTeIbHBIMU IS BCEX MPOU3BOAUTENCH JIEKaPCTBEHHBIX CPE/ICTB HE3aBUCUMO OT UX BEJOMCTBEHHOMN
MOTYMHEHHOCTH WK (HOPM COOCTBEHHOCTH.

Hacrosiuuit JOKyMEHT BKJIIOUAET CJIEIYIOLME OCHOBHBIE pa3niensl: OnpenencHus, Y mpaBieHue
kadectBoM, [lepconai, 3manus u nomemenus, O6opynoanue, [Iponecc npousBoacTea, JlokyMeHTaIus,
Banunanus, Pexnamaiuu u o13b1B ¢ peinka, Camouncnekius. [locnennue qBa pasaena BKIIOUYEHBI B
JIOKYMEHT BII€pBbIC, a pa3jaeibl Y npasienue kadectBom", "3aanus u nomemienus", "[Ipomecc
npousBojicTBa" U onpas3aen "JlokymeHranus" cymecTBeHHO nepepadoranbl. Kpome toro, kinaccuduxamms
"qUCTHIX" MPOU3BOJICTBEHHBIX TOMEIICHHUI MPUBEICHA B COOTBETCTBHE ¢ Kitaccudukamnueit GMP EC. B
KOHIIE psAJia pa3/ieioB COEePIKATCS CreUPUIeCcKie TPEOOBaHUS K TPOU3BOJICTBY CTEPUIBHBIX TOTOBBIX
JIEKApCTBEHHBIX CPEJICTB.

B HaCTOHH_Ieﬁ pCaaKkuuu HpaBI/IJ'I YYTCHBI HOBBIC ITOJIOKCHUSA U PEKOMCHAAINU TTOCICTHUX I/I3,Z[8.HI/II71
MNEPCUYUCIICHHBIX BO BBEACHNUN TOKYMCHTOB.

B IIpaBunax He paccMaTpUBaIOTCs BOIIPOCHI TEXHUKU O€3011aCHOCTH, KOTOPBIE U3JI0KEHBI B
COOTBETCTBYIOILMX HOPMATUBHBIX JOKYMEHTAX.

CO6J'IIOI[€HI/I€ HpaBI/IJ'I JOJIDKHO o0ecneyuTh IMPOU3BOACTBO JICKAPCTBCHHBIX BCIICCTB U BCCX I'PYIIIL
TOTOBBIX JICKAPCTBCHHLIX CPCACTB HA COBPCMCHHOM YPOBHE U TAKUM O6p3,30M rapaHTUPOBATb BBICOKOC
Ka4ueCTBO I'OTOBBIX ITPOAYKTOB.

1. ONPEJAEJIEHUSA

B HACTOAIICM NOKYMCHTC MPUMCHAIOT CICAYIOINEC TCPMUHDBI C COOTBETCTBYIOIIIMMU OIPCACICHUAMMU:

[IpennpusTue-npon3BoANTENb JEKAPCTBEHHBIX CPEJICTB - OPTaHU3alMsI, OCYIIECTBIISIONIAs
MIPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB B COOTBETCTBHHM ¢ TpeboBaHusMU DenepanbHoro 3akona "O
JIEKapCTBEHHBIX CpeCTBaX".

JlexapcTBEHHBIE CPEICTBA - BEIIECTBA, TPUMEHSEMBIE JIIsl MPOPUIAKTHKY, TUATHOCTUKH, JICUCHHUSI
00Je3HH, IPEOTBPAIEHUS OEPEMEHHOCTH, MOTyUYEeHHBIE U3 KPOBH , TUIa3Mbl KPOBH, a TAK)KE OPTaHOB,
TKaHel 4esloBeKa WM dKUBOTHOTO, PACTEHU, MUKPOOPTraHU3MOB, MUHEPAJIOB, METO/IAMH CUHTE3a UJIH C
MPUMEHEHUSIM OUOTOTHYECKUX TEXHOJIOTHH. K IeKapCTBEHHBIM CpeICTBaM OTHOCATCS TAKKE BEIIECTBA
PaCTUTENHHOTO, )KHBOTHOTO WJIM CHHTETHYECKOTO TIPOUCXOXKICHUSI, 00J1aaronire (hapMaKkoIOTHIeCcKOul
AKTUBHOCTBIO U MPEIHa3HAYCHHbIE ISl IPOU3BOJICTBA U U3TOTOBJICHUS JICKAPCTBEHHBIX CPE/CTB.

.HeKapCTBeHHI)Ie IpenapaTtsl - JO3UPOBAHHBIC JICKAPCTBCHHBIC CPEACTBA, TOTOBBIC K IPUMCHCHUIO.

KauecTBoO JICKAPCTBEHHBIX CPCIACTB - COOTBETCTBUC JICKAPCTBCHHBIX CPEACTB IOCYAJAapCTBEHHOMY
CTaHAApTYy KauCCTBaA JICKAPCTBCHHLIX CPEACTB.

He sBnsercs opuunanbHOR Bepcrel, 0eCIIaTHO IPeAO0CTaBIsAETCA WieHaM ACCOLUAIMY JIECOTI0NIb30BaTeNeH
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TexHOJIIOTMYECKH pErIaMEeHT IPOU3BOICTBA JIEKAPCTBEHHOI'O CPEACTBA - HOPMATUBHBIN JTOKYMEHT,
yCTaHaBJIMBAIOLINI HayYHO-000CHOBAHHBIM METOA MTPOU3BOACTBA (papMalleBTUYECKON MPOTYKIIUU U
o0ecreunBaONIUil MoTydeHHe JEeKapCTBEHHOTO CPEJICTBA € TIOKA3aTesIMUA KauyecTBa, OTBEUAIOIINMU
TpeOOBaHUAM HOPMAaTUBHOU JOKyMeHTaluu (papmakorneiiHas cTaTbs U papMakonelHas cTaThs
HpeanpusTHs), yTBepxaeHHoi Munsnpasom Poccun u I'ocynapcTBeHHON (hapMaKomeu.

(ab3an BBeneH 3menenusamu u nonosHeHussMu N 1)
TexHOIOrHYECKHe PerIaMeHThl TOAPA3/CIISIOTCS Ha CIICAYIOIINE KaTeTOPHH:
(ab3an BBeneH 3menenusamu u nonosHeHussMu N 1)

JlabopaTopHBIi periaMeHT - TEXHOJIOTHYEeCKHA JOKYMEHT, 000NN HaydHbIC UCCIICIOBAHMS T10
pa3paboTKe JIabopaTOPHOTO METO/IA MOTYUCHHS U KOHTPOJIS Ka4eCTBa JIEKAPCTBEHHOT'O CPECTBA B
cooTBeTcTBUH ¢ TpeboBanusamu denepanbHoro 3akoHa oT 22.06.1998 N 86-d3 "O nekapcTBEHHBIX
cpeacrBax" (Cc U3MEHEHUSIMHU | JIOTIOJTHEHUSIMU ) <*> 1 HOpMaTHBHBIMH akTamMu MuH3paBa Poccun.
JlabGopaTopHbIil periiaMeHT SBJISETCS UCXOTHBIM JJOKYMEHTOM JJIsl HApaOOTKH JICKAPCTBEHHOTO CPECTBA IS
MIPOBEJ/ICHUS TIOKIIMHUYECKUX UCCIICIOBAHUI U OTPAOOTKH TEXHOJIOTHH MOJTYYCHHUS TOTOBOM JICKAPCTBEHHOM
(OpMBI, a TaKKe HCIIOIB3YETCs IPH MPOCKTHPOBAHUH OIBITHO-TIPOMBIIIUICHHON YCTAHOBKH. <**>

(ab3an BBenneH 3menenusamu u nonosHeHussMu N 1)

<*> CoOpanue 3axkoHonarenscTBa Poccuiickoit deneparuu, 1998, N 26, ct. 3006; 2000, N 2, cT. 126.

<**> JIabopaTOpHBI PETIIaMEHT YTBEP)KIACTCS PYKOBOJUTEIEM OpraHU3aluU-pa3paboTYMKa HOBOTO
JIEKapCTBEHHOT'O CPECTBA.

OnBITHO-IPOMBIIUIEHHBIH PErJIaMEeHT - HOPMATUBHO-TEXHOJIOTMUECKUN JJOKYMEHT, OIIPEIEISIFOIIHMA
ycI0BUS OTPaOOTKH TEXHOJIOTHH ITPOU3BOICTBA JIEKAPCTBEHHOI'O CPEJICTBA HA OIBITHO-IIPOMBIIIJICHHOM
YCTaHOBKE, NCIOJIb3YEMBIH JUIsl IPOU3BOJICTBA OTBITHBIX 00pa3lioB (Cepuii) TIEKapCTBEHHBIX CPEICTB IS
MIPOBE/ICHUS KIMHUYECKUX UCCIEeJOBaHUI U 0TpabOTKM MoKa3aTesel KayecTBa JIEKapCTBEHHOTO CPEe/ICTBA
JUIS BKJIFOUEHUS B IPOEKT (hapMaKoneHol cTaTbu (papMaKoneiHol cTaTbu NpeanpusaTus). <*>

(a63arn BBenneH M3menenusamu u nonosHeHussMu N 1)

<*> OnpITHO-NPOMBIIUICHHBIN periaMeHT Ha HOBBIE JIEKAPCTBEHHBIE CPE/ICTBA YTBEPKAACTCS
PYKOBOJHUTENEM OpTaHU3aIHH-pa3paboTunKa U PYKOBOAUTENEM MPOMBIIUICHHOTO MPEANPUATUS U
HanpaBJIsieTCA Ha corjgacoBanue B Munsnpas Poccun.

CpOK JleﬁCTBPISI OIIBITHO-ITPOMBIIIJICHHOT'O PETJIaMCHTAa JOJIPKEH COOTBETCTBOBATH OKOHYAHHIO pa60T,
I TPOU3BOACTBA KOTOPLIX OH COCTABJICH, HE HpCBLII_HaIOH_II/Iﬁ TPEX JICT.

(a63arm BBennen 3menenusamu u fonoaHeHussMu N 1)

[IpoMBINUIEHHBINA PETJIAMEHT - HOPMATUBHO-TEXHOJIOTMYECKUI JJOKYMEHT JIEHCTBYIOIIETO CEPUUHOTO
MIPOM3BO/ICTBA JIEKAPCTBEHHOI'O CPE/ICTBA, pa3padOTaHHbBIN Ha OCHOBAHUH OIBITHO-ITPOMBIIIIEHHOTO
perjJamMeHTa ¢ y4eToM JOTOTHEHUH, IPUHATHIX IPU OTPaOOTKE Ha OMBITHO-IIPOMBIIIJIEHHON YCTaHOBKE
TEXHOJIOTMH IIPOU3BOJICTBA U [TOKA3ATENIEH Ka4eCTBa JICKAPCTBEHHOTO CPEJICTBA IS BKIIFOUEHHS B IIPOEKT

He sBnsiercst opunmanpHOi Bepcueid, 6eCcIaTHO MpeoCcTaBIsSeTCs YWieHaM ACCOIHAINH JIECOTMOIb30BaTeNeit
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(bapmakomneiinoii ctarbu (papmMakorneitHoi cTaThbi NPenpUaTus). <*>

(ab3am BBeneH M3menenusMu u gonoaHeHus MU N 1)

<*> JIpOMBIIUICHHBINA PETJIAMEHT YTBEP)KIACTCS PYKOBOAUTEIEM IMPOMBIIIIJICHHOTO MPEIPUATHS U
HaIpaBJIIETCA Ha coryacoBanue B Munsnpas Poccun.

2. YHIPABJIEHUE KAYECTBOM

[on ynpaBnenunem kauectBoM (Quality Management) B (papmanieBTH4eCKO# MPOMBIIUIEHHOCTH
MOHUMAIOT 00eCIIeYeHNE HaAIJIeXkKAIero IPOU3BOICTBA M KOHTPOJIS Ka4eCcTBa Ha BCEX ATamax mporecca
MIPOM3BOJICTBA JICKAPCTBEHHBIX MPETIapaToOB.

[Tonsitust "Kontpounp kauectBa" (Quality Control), "IIpaBuna npaBunsHOro npousBojactsa (GMP)" u
"Obecneuenue kauecta" (Quality Assurance) sBISIFOTCS B3AUMOCBSI3aHHBIMU YaCTSIMU yTIPABICHUS
Ka4eCTBOM.

2.1. O0ecneuenue Ka4ecTBa

2.1.1. OGecrieueHne KauecTBa - TO MUPOKO PACIIPOCTPAHECHHAS] KOHIICTIIHUS, BKIIIOYAOIIas KOMIUJIEKC
MEPOTPUATHIA, KOTOPHIE OKA3bIBAIOT BIMSIHHE HAa KAYECTBO TOTOBOTO MPOIYKTA U TAPAHTUPYIOT
COOTBETCTBHE €ro TpeOOBaHUSAM HOPMATUBHOM JTOKYMEHTAIMH.

Cucrema obecrieueHust KageCcTBa BKIFOYAET B €0l BBINOJIHEHNE TPEOOBAHMIA TaHHBIX [IpaBui, B TOM
YHCIIe ¥ IPOM3BOICTBEHHBIN KOHTPOJIb KAYECTBA, a TAKXKe JAPYrue TpeOOBaHHsI, He BKIIOUCHHBIC B HUX, a
uMeHHo: "[IpaBuia nokmuHUYECKON orleHKH Oe3onacHocTH dapmakonorudeckux cpencts" ("Good Laboratory
Practice" - GLP), "TIpaBuna npoenenus kinunueckux ucnbitanuit" ("Good Clinical Practice™ - GCP).

2.1.2. CucreMa oOecIieueHUsT KauecTBa npeaHa3HaucHa ajig Toro, YTOOBI (bapMaI_ICBTI/ILICCKOG
MNpeaANpUATUC MOTJIO I'apaHTUPOBATD, YTO

- pa3paboTKa, HCIIBITAHMS U U3TOTOBJICHHE JICKAPCTBEHHBIX MTPETApaTOB MPOBEICHBI C YUETOM
tpeboBanuit GLP, GCP u GMP;

- IPOU3BOJICTBO 00ECTIEYEHO YTBEPKAECHHBIMU TEXHOJIOIMUYECKUMH PETJIaMEHTaMU 1 METOJUKAMH
W/WIM UHCTPYKLIUSMHU, YUUTHIBAIOIIUMU TpeOoBaHus HacTtosuux [Ipasu;

- YCTKO onpcacji€cHa OTBETCTBECHHOCTb PYKOBOIAIICTO IIEPCOHAIA 3a KAYCCTBO I'OTOBOI'O NPOJAYKTaA, UTO
JOJIDKHO OBITH YCTAHOBJICHO JOJDKHOCTHBIMU MHCTPYKIHUAMU

- KOHTPOJIb Ka4€CTBa UCXOJHOI'O ChIPbs, BCIIOMOT'aTCIIbHBIX, YITAKOBOYHBIX U MAPKUPOBOYHBIX
MaTCpHraJIOB MPOBEACHBI HA CTAAUAX UX U3TOTOBJICHUA W/WIIN TTIOCTAaBKHU U nepea npuMCEHCHUEM B
MMPOU3BOJACTBE;

- IPOBEACHA pCrucTpanus BCEX MPOU3BOANMBIX KOHTPOJBHBIX HUCITBITAaHUH CBIpbs, BCIIOMOT'aTCJIbHBIX,
YIIAKOBOYHBIX 1 MAPKHPOBOYHBIX MaTCPUAJIOB, MOJIYIIPOAYKTOB U TOTOBBIX ITPOAYKTOB, HOCTa,Z[I/II\/'IHOTO
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[Mpunanoxes, [Tomopsst u [Tpronexss — WWw.alppp.ru. [TocTOSTHHO IEHCTBYIOIIHIA TPETCHCKHIMA CY/I.


http://www.alppp.ru/

KOHTPOJIS TpoLiecca MPOU3BOICTBA, KATMOPOBKH MPUOOPOB U BAIUAALINY;

- TOTOBBI IMPOAYKT IMMPOU3BCIACH B COOTBCTCTBUU C YTBCPKACHHBIMU TCXHOJIOTUUYCCKUMHU
periiaMCcHTaMu,

- peaym3alys TOTOBOTO MPOYKTa OCYIIECTBIIEHA TOJIBKO IOCIIE MTOJIYYECHUS COOTBETCTBYIOIIETO
paspeleHns pyKOBOIUTEINS OT/eIa KOHTPOJIS KauecTBa;

- UMCCTCA NJOKYMCHTALUs, MO3BOJIAIOIIAsA KOHTPOJIUPOBATH YCIIOBUA XPAHCHUA NPOAYKTA B TCUCHUC
CpOKa rodHOCTH Y IIPOU3BOAUTEIIA, a TAKXKE IIPHU TPAHCIIOPTUPOBKE U A0 pCaiu3alin.

2.1.3. Hpe,I[HpI/IHTI/Ie-HpOI/I3BO,I[I/ITeJ'H: JOJIDKHO HECTU OTBETCTBCHHOCTE 3a KQY€CTBO BBIITYCKACMbIX UM
JICKApPCTBCHHBIX CPCACTB U IrapaHTUPOBATH COOTBCTCTBUC UX TpGGOBaHI/IHM HOpMaTHBHOﬁ JOKYMCHTAIUU.
OTBETCTBEHHOCTbH 3a IMPOU3BOACTBO I'OTOBBIX JICKAPCTBCHHBIX CPEACTB H606XOI[I/IMOFO KadeCTBa BO3J1aracTcsa
Ha pyKOBOI[SIH_[I/Iﬁ IepcoHal 1 nNepCoHal, 3aHATBIN Ha BCEX CTaauiaX MPOU3BOACTBA U KOHTPOJIA, UYTO JOJIZKHO
OBITE OIIpCACIICHO U Sa(i)I/IKCI/IpOBaHO B COOTBCTCTBYIOIIKUX HOPMATUBHBIX JOKYMCHTaX NPEAIIPUATHS.

2.2. "lIpaBuia npaBuibHOro npoussoacresa (GMP)"

2.2.1. Hacrosimuii cTanapT SBJISIETCSI COCTABHOM YaCThIO CHCTEMbI 00€CTICUEHHS KaYeCTBa,
rapaHTHUPYIOIIEH, YTO IPOU3BOACTBO U KOHTPOJIb OCYILECTBIIIOTCS HAa MIPEIIPUATHH COTIACHO
TpeOOBaHUSAM COOTBETCTBYIONICH JOKyMeHTauu. "[IpaBuia" O3BOISIOT CBECTH K MUHUMYMY PHUCK
IIPOU3BO/ICTBEHHBIX OLIMOOK, KOTOPBIE HE MOTYT OBbITh YCTPAHEHb! WK MPEAOTBPAIIEHbI TOJIbKO
MOCPEJICTBOM KOHTPOJISI KAUeCTBa TOTOBOTO NMpoayKTa. Hanboee 4acTo BCTpedaroTcst OMMOKH JBYX THUIIOB:

- IepeKpecTHasi KOHTaMUHAIIMS;
- CMEIIMBaHUE W/WIN NIepenyThIBaHUE TOTOBBIX MTPOAYKTOB.
2.2.2. IlpaBuna npegycMaTpHUBaroT:

- YCTKYHIO PCTIIAaMCHTAINIO BCEX MPONU3BOACTBCHHBIX ITPOUCCCOB U KOHTPOJIA Tpouecca IJId
MOATBCPIKACHUSA €0 NPUTrOAHOCTHU AJIA BBIITYCKA 'OTOBBIX JICKAPCTBCHHBIX CPCACTB Tpe6yeMor0 KadeCTBa,

- IPOBEACHUEC BaAJIMJAIlMN BCEX CTaI[I/Iﬁ MMPON3BOACTBA, KOTOPBIC MOT'YT OKa3bIBATh BJIIMAHHUEC HA
KaueCTBO IMPOAYKTOB U BCCX CYHICCTBCHHBIX U3MEHEHMI B HCM;

- 00ecreueHHOCTh MPOU3BO/ICTBA JIOJIKHBIM 00pa3oM 00yUEHHBIM U KBAJTU(PHUIIMPOBAHHBIM
MIEPCOHAJIOM, HEOOXOAUMBIMH MOMEIIEHUSIMH, COOTBETCTBYIOIIUM 000pYAOBAHUEM U OOCITY)KMBaHHUEM,
CBIPbEM, BCIIOMOTaTeIbHBIMH, YITAKOBOUYHBIMU 1 MapKHUPOBOYHBIMH MaTepHalaMi HE0OOXOMMOT0 KauecTBa,
a TaK)Ke XpaHEHUE ChIPhbsl U MaTEPHAJIOB B COOTBETCTBYIOLINX YCIOBUSAX U HaJJIexkallas TpaHCIIOPTUPOBKaA;

- HAJIMYNEC HAlTMCAHHBIX Y€TKO U OJHO3HAYHO TEXHOJIOTMYCCKHUX PETTIAMCHTOB U I/IHCTPYKHI/II\/’I JUIA
KaXXJI0ro KOHKpCTHOT'O IMMPOU3BOACTBA, .

- 06y‘{eHI/IC INepcoHalia HaJICKACMY BBIIIOJIHCHUTIO TEXHOJIOTHYCCKUX onepaunﬁ;

- pPEeTUCTPALIUIO BCEX 3TAINIOB NPOU3BOJACTBA, ITIOATBCPIKAAIOIIYIO, YTO BCC Tpe6yeMHe 110 PCriIaMCHTY
ornepannuu ObLIH BBIIIOJIHCHBI, 4 TOJTYYCHHBIC ITPOAYKTHI IO KOJIMYCCTBY U KAUYCCTBY COOTBETCTBYIOT
YCTAHOBJICHHBIM Tpe6OBaHI/I${M. Bce oTknonenus JOJIKHBI OBITH THIATCIIBHO 3apCTrUCTPUPOBAHBI U U3YUYCHBI,

- XpaHCHUEC TeKy'IJ_Ieﬁ HpOHSBOI{CTBeHHOﬁ AOKYMCHTAaIUU (OT‘-ICTOB 0 CCpUH, MApUIPYTHBIX KapT U I[p.),
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BKJIIOYAs JOKYMEHTAIIUIO [0 peaju3aliii rOTOBOrO MPOAYKTa, YTO JIETAeT BOZMOXHBIM B TEUCHHE
OTIpEeICIEHHOTO BPEMEHU MPOCIEAUTH MPOXOKICHUE KaKI0M CepUH MPOIYKIUH, B TOCTYIHOU (hopme B
OIIpEEIIEHHOM MECTE;

- XpaHEHHE U peaTu3aIfio TOTOBOTO POAYKTa TAKUM 00pa3oM, YTOObI CBECTH K MUHUMYMY
BO3MOKHOCTbh PUCKA CHUKECHUS Ka4eCTBa;

- HOPAOOK BO3BparTa 1pu HeO6XOI[I/IMOCTI/I JII000I CECPHUHU I'OTOBOI'O JICKAPCTBEHHOI'O CPEACTBA HA
CTauu IMpoaaxu W INOCTABKHU C IMOCJICAYIOIIIUM aHAJIM30M MMPHUYUH HAPYIICHUA €ro Ka4eCTBa U 1JIA
npeaynpeKACHUS ITIOBTOPECHUS BBISABJICHHBIX HEAOCTATKOB.

2.3. KonTpoJb kauecTBa

2.3.1. KonTposs kadecTBa - 370 yacThb [IpaBui, mocesimennas oroopy npo0, MPOBEICHUIO UCIIBITAHUN
Y BBIJIa4€ COOTBETCTBYIOIIMX JJOKYMEHTOB, FAPAHTHPYIOIINX, YTO BCE HEOOXOJMMBIE HCITBITAaHUS
JEWCTBUTENHFHO OBUIM TPOBEICHBI; YTO B IPOM3BOJICTBE OBLIIM MCIIOJIB30BAHBI CHIPHE, BCIOMOTATENbHBIE,
YIIaKOBOYHBIE © MAPKUPOBOYHBIE MaTepHaJIbl TPEOYEMOro KadyecTBa U YTO TOTOBBIN MPOAYKT ObLI
peann30BaH TOJIBKO B TOM CIIydae, €CJIM €ro Ka4eCTBO OTBEYaI0 TPEOOBAHUSIM COOTBETCTBYIOIIEH
HOPMAaTHBHOM JJOKyMEHTAIHH.

2.3.2. Kaxioe npeanpusarue-npou3BOAUTeNb JOKHO UMETh oTied KoHTpods kayectBa (OKK). OKK
SBJIIETCSL CAMOCTOSITENIbHBIM U HE3aBUCUMBIM CTPYKTYPHBIM IOJIpa3/iesieHueM (papMaleBTUYECKOTro
MPEANPUATHS U BO3IJIABIISACTCS KBATU(UIIUPOBAHHBIM CIIELUATHCTOM C JOCTATOUYHBIM CTayeM padoThl. B
coeit pabote OKK pykoBoiCTBYeTCS rOCy1apcTBEHHBIMU M OTPACIIEBBIMHU JIOKYMEHTaMH,
pErIaMeHTHPYIOIIUMHU €ro AesITeNbHOCTD.

2.3.3. Cucrema KOHTPOJIS KauecTBa (00BEKTHI KOHTPOJISL, KOHTPOJIbHbIE OMEepaluy U UX
MIOCJIEI0BATENBHOCTh, TEXHUYECKOE OCHAIIIEHUE, METO/Ibl, CPE/ICTBA MEXaHU3AIMH, aBTOMAaTU3alUH U
KOMIBIOTEPU3ALMH KOHTPOJIBHBIX ONEpalnii) ABISETCS HEOThEMIIEMOM YacThiO TPOU3BOICTBEHHOTO
nporecca.

2.3.4. OcHoBHBIMH TpeboBaHUAMH, peabsaBiasieMbiMu K OKK, siBistoTcs cnenyromue:

- HaJIM4Ke BhICOKOKBAIM(HULIMPOBAHHOTO NIEPCOHANIA; OCHAIIEHHUE MTOJIHBIM HA0OpPOM HEOOXOAUMOT0
COBPEMEHHOT0 J1a00paTOPHOro 000py10BaHUs, KOHTPOJIbHO-U3MEPUTEIbHBIX IPUOOPOB U PEaKTHBOB;
HaJIMuue HeOOXOAMMOMN yTBEP KIEHHON HOPMATUBHOM IOKYMEHTALINH, a TAK)KE aHATUTUYECKUX METOJIUK
W/WIIM MTHCTPYKLUH 110 MPOBEJCHUIO MOCTAAMMHOTO KOHTPOJIS Mpoliecca MPOU3BO/ICTBA;

- mpoBesieHue oroopa npod (corpyanukamu OKK nnu B MX npucyTCTBUM) UCXOAHOTO CHIPBS,
BCIIOMOTATEbHBIX, YIIAKOBOYHBIX U MAPKUPOBOYHBIX MAaTEPHUAJIOB, ITOJYIIPOAYKTOB U TOTOBOTO IPOIYKTa B
COOTBETCTBHUH C YTBEPKACHHBIMU UHCTPYKIMSIMH;

- OCYHICCTBJICHUEC BXOAHOTI'O KOHTPOJIA UCXOJHOI'O ChIPbhA, BCIIOMOT'aTCIIbHBIX, YITAKOBOYHBIX U
MapKHUPOBOYHBIX MATCPUAJIOB, TOJIYIIPOAYKTOB U 'OTOBOTO IIPOAYKTA I10 COOTBCTCTBYIOHICfI HOpMaTI/IBHOﬁ
AOKYMCHTAIUU,

- OCYULIECTBIJIEHHE KOHTPOJIS 3a COOTBETCTBUEM MX YCTAaHOBJIEHHBIM TPEOOBAHUSAM IPH MEepeaaye u3
MOMEIICHUH /ISl XpaHEeHHsI B TPOM3BOJICTBO U M3 11€Xa B 1IEX W/UIIM Ha CKIAJ;

- BaJlMaanvsa METOA0B IIPOBCACHUS aHAJIN30B;
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- OCYHICCTBJICHUC KOHTPOJIA Ka4€CTBA TOTOBOI'O0 MPOJAYKTa U HaGHIOIIeHI/IC 3a CTaOMILHOCTBIO
mnmpemnapaTtoB IpHU XPaHCHUHN B TCUCHUEC OJHOT'O roaa 1rmocj€ OKOH4YaHus YCTAaHOBJICHHBIX CPOKOB I'OJHOCTH,
HO HC MCHCC TPECX JICT,

- y4acTue B IUNIAHUPOBAHUH, OPraHU3alMK U IPOBEIEHUM ITOCTaAUHHOT0 KOHTPOJIS Ipoliecca
MIPOU3BOJICTBA (COBMECTHO ¢ paOOTHHUKAMH LIEXOBBIX JTaOOPATOPHUiA, IIEXOB U/UIIHA OTIEIOB);

- perucTpanus BCEX MPOBEACHHBIX BO BPEMS U3IOTOBJICHUA CCPUU I'OTOBOI'O JICKAPCTBEHHOI'O CPEACTBA
AHAJIM30B U MOJYUYCHHBIX PE3YJIbTATOB, B TOM YUCJIC PC3YJILTATOB MIPOBCIACHUA MMOCTaUMHOTO KOHTPOJIA
mpounecca Inmpou3BOJACTBA. JIro0oe oTKI0HEHHE JOJIDKHO OBITh 3apCTruCTPUPOBAHO U TIIATCIBHO
IMpoOaHaJIU3UPOBAHO,

- XpaHEHHUE JOCTATOYHOI'0 KOJIMYECTBA 00PA310B UCXOJHOTO ChIPbs, BCIIOMOIaTeIbHbIX, YIAKOBOUHBIX
Y MapKUPOBOYHBIX MAaTEPHUAIIOB, JICKAPDCTBEHHBIX BELIECTB U FOTOBBIX JIEKAPCTBECHHBIX CPEACTB IS
obecrieuenust BO3MOxHOCTH mpoBepkr OKK uinm opranamu rocyiapcTBEHHOTO KOHTPOJISI BO BpeMs
xpaHeHus. OOpasibl KaXJ0i CEpUU TOTOBOIO IPOIYKTa B OKOHYATEIbHOM yIIaKOBKE JOJKHbI XpaHUThCS B
PEKOMEHIOBAaHHBIX YCJIOBHUAX B TEUEHHE OJHOIO I'0/A I10CJIE OKOHYAHUS CPOKA FOJJHOCTH TOTOBOTO
IPOAYKTa, HO HE MeHee TpeX JieT. O0pa3iibl aKTUBHBIX UCXOHBIX BEIIECTB JIOJKHBI XPAHUTHCS B TEUECHHE
OJIHOT'O I'0Jia IOCJIE UCTEYEHHS CPOKA TOAHOCTH JIEKAPCTBEHHOI'O CPEICTBA, B COCTaB KOTOPOTO OHU BXOIAT,
HO HE MeHee Tpex JieT, BcriomorarenbHble BelecTBa (KpoMe pacTBOPUTENEH, Ta30B U BOAbI) JOJKHBI
XPAHUTBCS MUHUMAIIBHO TPU I0J1a;

- XpaHCHHUC MACIIOPTOB HAa BCC U3TOTOBJICHHBIC CCPUHN JICKAPCTBCHHBIX BEIICCTB UJIM 'OTOBBIX
JICKApCTBCHHBIX CPCACTB; KOIINU PE3YJIIbTATOB aHAJIM30B UCXOAHOI'O CBIPbS, BCIIOMOI'aTCIIbHBIX,
YIAaKOBOYHBIX U MAPKHUPOBOYHBIX MaTCPpHUAIOB, JICKAPCTBCHHBIX BCHICCTB, 'OTOBBLIX JICKAPCTBCHHBIX CPCACTB
n HOCTaﬂHﬁHOFO KOHTPOJIA IMponecca IMporu3BOJACTBA B TCUCHUEC OAHOI'O roaa I10CJIC OKOHYAaHUA CPOKa
roaHOCTHU roTOBOTO IMPOAYKTA, HO HE MCHEC TPECX JICT.

3. HEPCOHAJI

3.1. O01mue moJI0KeHus

3.1.1. Ha mpeanpusiTuu 10JKHO OBITH HEOOXOUMOE KOJIMYECTBO TIEPCOHATIA, UMEIOIIETO
COOTBETCTBYIOIIIEE 00Pa30BaHKE U CIOCOOHOTO BHIMOIHATH MPOU3BOICTBEHHBIE ONIEPALIUN WIIA OTIEpaIluu
10 KOHTPOJIIO Ka4€CTBA, YTO ABJIACTCA OAHHUM U3 yCJ'IOBI/Iﬁ CO3aHuA U IOAJACPKUBAHWA HAa JOJPKHOM YPOBHE
CUCTEeMBI 00ecrieueHus kauyecTBa. Bech mepcoHan 10KeH ObITh 3aMHTEPECOBAH B MOJYYEHUU TOTOBOTO
MPOJIYKTa BHICOKOTO KaueCcTBa.

3.1.2. B 1OMKHOCTHBIX HHCTPYKUUSAX NPEAIPUATHS JOKHBI ObITh OTPa)KE€HbI TPOU3BOICTBEHHbBIE
3ajauu (IpaBa U 00513aHHOCTH) BCEX COTPYAHUKOB, B TOM YHCIIE PYKOBOJISIIETO MEPCOHANa, M 00JaCTH UX
OTBETCTBEHHOCTH.

3.1.3. Kaxziplil COTpyAHUK O3HAKOMJIEH C OCHOBHBIMU MOJIOXKEHUAMU HacTosmux Ipasui,
HEIOCPEACTBEHHO OTHOCSIIMMHUCS K €ro IIPOU3BOJCTBEHHOU NEATEIbHOCTU. B Hauane u B TeueHue
JanbHenIe padoThl KKl COTPYIHUK MIPOXOIUT Kypc 00yueHus: ocHoBaM [IpaBui, BKiIto4aromumii B ce0st
TaKXke HeoOXOAUMBbIE 3HAHUS 110 TUTHUEHE.
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3.2. PykoBoasimuii mepcoHast

3.2.1. PykoBoauTenb npeanpusThs, Kak IPaBUIO UMeeT 00pa30BaHKUE M MPAKTUIECKUHN OIIBIT,
CBSI3aHHBIE C ITPOU3BOJICTBOM JICKAPCTBEHHBIX CPEACTB. B TECHOM KOHTaKTe ¢ HUM pabOTaIOT HE3aBUCHUMBIC
JpYyT OT Apyra CIeHUuaInCThl, OTBEYAIOIIME 32 BOMPOCHI OpraHU3aI[ui MPOU3BOICTBA, KOHTPOJIS KauecTBa
MPOAYKLHH, PEATH3aLUU TPOTYKIIUH, U JPYTHUE OTBETCTBEHHBIEC CTICIIHAIUCTHI.

Ha pykoBoasmmx nocrax, Kak IpaBuiIo, JODKHEI pad0TaTh COTPYTHUKH, 3aHATHIC TIOJTHBIN pabounit
JCHb.

3.2.2. PykoBoauTenu BceX YPOBHEH MMEIOT MTOJTHOMOYHS, HEOOXOIMMBIE JIJIsI BHITTOJTHEHHST CBOMX
00s13aHHOCTEH. DYHKITMN PYKOBOJUTENICH OrOBAapUBAIOTCS B COOTBETCTBYIOIIMX JOTKHOCTHBIX HHCTPYKITHSIX
BO n30eKaHHWe HeONPeAeICHHOCTEN WK 1yOIupoBaHus B padboTe.

Ha xpymnHbIX MpeanpusaTHsIX MOXKET 0Ka3aThCsl HEOOXOANMMOH Nepeaya HEKOTOPBIX (PYHKIIHIA
PYKOBOJISIIIETO [IEpCOHANa IPYTUM CIIEHUAINCTaM, HO C COXPAaHEHHEM 3a IEPBBIMU OTBETCTBEHHOCTH 3a
MIPOM3BOJICTBO UM KAYE€CTBO TOTOBOTO MPOAYKTA.

3.2.3. B oGs3aHHOCTH PYKOBOAUTEIIA MTPONU3BOJACTBA, KAK IIPAaBUJI0, BXOJAT:

- OpraHu3alus MPOU3BOJCTBA B COOTBETCTBUU C TPEOOBAHUSAMHU TEXHOJIOIMUYECKON JOKYMEHTAIUU U
"ITpaBui..." A1 MOMy4EHUS TOTOBOTO IPOAYKTA HAAJIEKAIIEr0 Ka4eCTBa,;

- YIBCPKACHUC IMTPONU3BOACTBCHHBIX HHCpr1(IIPII7[, BKJIIOYasl HHCTPYKIUHU 110 ITPOBCACHHUIO
HOCTaﬂHﬁHOFO KOHTPOJIA ITpouecca Iporu3BOJACTBA, U obOecrieueHre uX TOYHOTO CO6J'IIO,I[CHI/IH;

- o0ecrieueHye NPaBUIbHOTO BeIEHUs TEKYyILEelH MPOU3BOJACTBEHHON JOKYMEHTAIMU (OTYETOB O CEPUH,
MapILIPYTHBIX KapT U Jp.) U YTBEPKACHUE UX OTBETCTBEHHBIMU COTPYJHUKAMU NIepe] nepeadeii B OTaeN
KOHTpOJIS Ka4eCTBa;

- OCYHICCTBJICHUEC KOHTPOJIA 3@ COCTOAHUCM IMPONU3BOACTBECHHBIX HOMCH.[@HPIIZ, O60py,Z[OBaHI/I$I u €ro
TEXHUYCCKUM 06CJ'IY)KI/IBaHI/I€M;

- oOecrieyeHue MpoBeIeHUs BaIUIallU TEXHOJIIOTUYECKOT0 000pY0BaHMsI, IPOU3BOICTBEHHOTO
nporecca U KaTMOpOBKH KOHTPOJIbHO-U3MEPUTENIBHBIX TPUOOPOB, XpaHEHUsI OPUTUHAIIOB JOKYMEHTAILUHU U
OTYETOB B JOCTYIHOU (hOopMeE B ONPEAEICHHOM MECTE;

- KOHTPOJIb 32 ITPOBEICHUEM 00yUYEHHUS MePCOHAIA MO0 YTBEPXKAECHHBIM MPOrpaMMaM Kak B Hadale, TakK
U B XOJIe JanbHelIeil paboThl Ha MPEINPHUITHH;

- obecrieueHue coOI0IeHUS TIEPCOHAIOM MPABUJ TEXHUKU 0€3011aCHOCTH.
3.2.4. B 00513aHHOCTH PYKOBOJUTENS OT/IEIa KOHTPOJIS KAa4eCTBa, Kak MPaBUIIO, BXOT:

- BbIJIa4a pa3pelieHus Ha UCIOJIb30BaHUE B MPOU3BOCTBE HCXOIHOTO ChIPbSI, BCIOMOTaTEIbHBIX,
YIAKOBOYHBIX U MAPKUPOBOYHBIX MATEPUAJIOB U MOJYIIPOAYKTOB, & TAKKE Pa3pEIICHUE HA PEATTU3ALINIO
TOTOBOTO MPOAYKTA;

- oOecrieyeHre COCTaBIICHUS U YTBEPKIEHUE METOANK W/WIIM UHCTPYKIUI 10 0TOOpY Mpoo,
IIPOBEJICHUIO AHAJIN30B ChIPbsl U MaTEPUAJIOB, IIOJIYIPOIYKTOB U TOTOBOTO MPOAYKTa, UHCTPYKIIMH 110
OIICHKE U KOHTPOJIIO YCJ'IOBI/II\/II MIPOU3BOJACTBA U APYTHUX JOKYMCHTOB, HCIIOCPEACTBEHHO CBA3aHHBIX C
KOHTPOJIEM KauecTBa TOTOBOIO IPOAYKTA;
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- OLICHKA IIPOU3BOJACTBEHHON JOKYMEHTALIMH HA CEPHUIO NMPOJYKTa (OTUETOB O CEPUHU, MAPUIPYTHBIX
KapT U 1p.);

- oOecrnieueHre MPOBEICHUS BCEX HEOOXOAMMBIX KOHTPOJIbHBIX UCTIBITAHNN (aHATH30B);

- OCYILIECTBJIEHUE KOHTPOJIS 32 COCTOSIHUEM [TOMEILEHUH 0T/el1a, 000py10BaHUEM, KOHTPOJIBHO-
M3MEPUTEIbHBIMU IPUOOPAMHU M UX TEXHUYECKUM OOCITYy)KUBAaHHEM;

- obecrieucHUe IMPOBCACHUA HGOGXOI[I/IMOI‘O npounecca Bajimaalm, BKIr04asa BaJInJaluio
AHAJIMTUYCCKUX MCTOAO0B, KaJ'II/I6p0BKI/I KOHTPOJIBHO-U3MEPHUTCIbHBIX HpI/I60pOB;

- YIBEp)KJICHHUE IPOrpaMM o0yUYeHHsI IepCoHaa MPEeIIPUATHS, B TOM YHUCIIE OTJeNIa KOHTPOJIS
Ka4yecTBa, U KOHTPOJIb 32 MPOBEJCHUEM O0YUYEHHUs KaK B Hayalsle, Tak U B XOJI€ NaIbHEHIIeH paOOThI.

Kpome Toro, pykoBoautens OKK MOXeT BBIMONHATE GYHKIUH Y TOTHOMOUYEHHOTO JIUIA MTPH
JKCIIOPTE JIEKAPCTBEHHBIX CPEJCTB.

3.2.5. PYKOBO,I[I/ITCJIB MMPOU3BOACTBA U PYKOBOIAUTECIIb OTJAC/]Ia KOHTPOJII Ka4€CTBa, KpOME TOTO,
COBMCCTHO OTBCYAIOT 3a.:

- KOHTPOJIb 3a coOmtoienueM Tpedoanuii [1pasun;

- COCTaBJICHUE U YTBEPKICHNE TEXHOJOTMYECKUX PETJIAMEHTOB U APYrOW TEKYIEH IPOU3BOACTBEHHOMN
JNOKYMEHTAIMH, BKJIK0Yasl JOTIOJIHEHNS U U3MEHEHUS K HUM;

- KOHTPOJIb 32 COOJIIOICHUEM Ha IPOU3BOJICTBE COOTBETCTBYIOIMX CAHUTAPHO-TUTMEHUYECKUX
YCIIOBM;

- IPOBCACHNEC CAMOUHCIICKIINH.

3.3. O0yuenue nepcoHaja

3.3.1. Ha kaxxjoM npeanpusTHH B COOTBETCTBUU C MMCbMEHHOM MPOrpaMMoi IPOBOAUTCS 00ydeHUE
BCEX COTPYAHUKOB, pabOTAIOIIMX HEMOCPEICTBEHHO Ha MPOU3BOCTBE WIIM B KOHTPOJIbHBIX JJAOOPATOPUSIX,
BKJIIOYAsl JINII, 3aHUMAIOIIUXCSl TEXHUUECKUMHU BOIPOCcaMu, 00CIyKUBaHUEM 000py10BaHUs, YOOPKOIl
IIOMELICHU M.

OOy4eHuI0 NOICKUT TAKKE MEPCOHA, IEATEILHOCTh KOTOPOTO MOXKET MOBJIUATH HA KAYECTBO
TOTOBBIX MPOAYKTOB, HAIPUMEP MEPCOHAI, PA0OTAIOIMINN B TOMEIIEHUAX Il XpaHEHUs (Ha CKJIa1ax)
HCXOJHOIO ChIPbs U TOTOBBIX ITPOIYKTOB.

3.3.2. BHOBB nocTymnaromnme Ha padoTy IpOXOAAT MOATOTOBKY MO CHEIMAIbHOCTH, BKIIIOYast
o3HaKoMJieHHe ¢ HacTosmmmu [IpaBunamu. [leproandecku nepcoHan npoxoauT nepenoaroTtosky. Ha
NPEANPUATHA XPAaHUTCS TOKYMEHTAIMS, COJiep Kalliasi CBECHUS O MPOX0XKIACHUHU 00yUeHHS KaXIbIM
COTPYJHUKOM B TE€UEHHUE BCETO BPEMEHU €ro pabOoThl HAa MPENNPUSATHH.

3.3.3. Ilepuonuyecku cieayeT NpOBOAUTH OLIEHKY 3 (EKTUBHOCTH MPOTrpaMMbl 00yUeHHUs IepcoHaa
JUI €€ YTOUHEHUs WA N3MEHEHUS.

3.3.4. Ilepconan, paboTaromuii B 0c000 OMACHBIX JIJIS 37J0POBBS TOMEIICHHUSX C BBICOKOAKTUBHBIMH,
TOKCUYIHBIMH, JIETYYUMH, CCHCUOMIN3UPYIOIIUMHA BEIICCTBAMH, a TAK)KE ¢ HHBEKIIMOHHBIMU IpenapaTaMH,
MPOXOUT NOTOTHUTENHHYIO MOATOTOBKY MO CIIeUaIbHON TporpaMMe.

He sBnsercs opuunanbHOR Bepcrel, 0eCIIaTHO IPeAO0CTaBIsAETCA WieHaM ACCOLUAIMY JIECOTI0NIb30BaTeNeH
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3.3.5. JIronel, He MpoLIEAINX CIENUAIBHYIO IIOATOTOBKY, HE CIIEYET AOIyCKaTh B
IPOM3BOACTBCHHBIC TIOMEIICHUS. B OTAENBHBIX ciTydasx, ecim 3T0 He0OXOANMO, OHH JIOJDKHBI OBITH
MPOMHCTPYKTUPOBAHBI 3apaHee O MpaBUIIaX MOBEICHHS Ha TIPOU3BO/CTBE.

3.3.6. Ocoboe BHUMaHUE yJIEIseTCsl MOATOTOBKE MEepCoHaa, paboTaromero B "YuCThIX " MOMEIIEHUSIX.
[lepconan nomkeH 00JiaAaTh 3HAHUSIMH U OITBITOM, HEOOXOIUMBIMH TSI TPOU3BOJICTBA CTEPUITHHBIX
JICKApCTBCHHBIX CPCACTB, B TOM YUCJIC 3HAHUAMMU IO TUTHUCHE U OCHOBaAM MI/IKpO6I/IOJIOFI/II/I.

3.4. JIn4yHasi TUTHEHA NIEPCOHANA

3.4.1. Ha xaxxoM ¢papMarieBTHYECKOM IPEANPUATHHA UMEETCsl TOAPOoOHas MporpaMmma 1o rurueHe,
BKJIFOUAIOINAs [TPABUIIa COOJIIOICHHS IEPCOHATIOM JIMYHON TUTHUEHBI, TIPaBHJIa TUTHEHBI TPY/a U IPaBUiIa
UCIIOJIb30BAHUS U HOIICHHS TEXHOJIOTHUECKON 01K Ibl. DTH MPaBUiIa JOJDKHBI OBITh OHATHBI KAXKIOMY
COTPYIHUKY H TOYHO COOJTFOIATHCSI.

3.4.2. B coorBercTBUHU ¢ TyHKTOM | cratbu 34 denepanbHoro 3akona "O caHUTapHO-
sanuaeMuoorunaeckom omaromnonyuun HaceneHus" ot 30.03.99 r. N 52-03 (CoOpanue 3aK0OHOIaTeIbCTBA
Poccuiickoit @eneparuu, 1999 ron, N 14, ct. 1650) nepcoHan npu BHIIIOJIHEHUU CBOUX TPYIOBBIX
00sI3aHHOCTEH MPOXOUT MPEIBAPUTEIBHBIC IPH MOCTYIUICHUN HA pa0OTy M MEPUOTUICCKIEC METUITUHCKIE
OCMOTPBI.

3.4.3. K paborte, CBSI3aHHOI ¢ U3TOTOBIEHHEM, KOHTPOJIEM UJIM XPaHEHUEM JIEKapCTBEHHBIX CPEJCTB,
HE JIONYCKAIOTCS HOCUTEJIH MaTOTeHHOW MUKPOQIIOPHI | JIFOU, CTPAIAIOIINE AJUICPTHUSCKUMHA U KOKHBIMU
3a0oneBaHusAMU. BpeMeHHO, 10 HOpMAalIM3alluy COCTOSTHUS 3[I0POBbS, K padoTe He OMYCKal0TCS OOJIbHBIE
WH()EKIIMOHHBIMH 3a00JIEBAHUSMHU WJIH COTPYIHUKH, UMEIONIUE MIOBPEKICHUS KOKH PA3TMYHON CTEIICHHU.

3.4.4. Ilepconait, 3aHITHINA B MPOIECCE MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB, COOIIOIAET
WHCTPYKIMH, PETJIAMEHTUPYIOIINE COCTOSIHUE 3/I0POBBS M TPEOOBAHUS JTMUHON TUTHEHBI.

3.4.5. IlepcoHan CTaBUT B U3BECTHOCTh CBOETO PYKOBOJUTEIIS O JIFOOBIX HEJJOMOTAHHSIX (KOXKHBIE,
OCTpBIC pECIIUPATOPHBIC U Apyrue 3a00JIeBaHuUs ), CIIOCOOHBIX OKa3aTh HEXeJaTeIbHOS BO3ICHCTBHE HA
Ka4eCTBO JICKAPCTBEHHBIX CPEJICTB.

3.4.6. IlepcoHai He JOJIKEH MPUKACATHCSI pYKaMU K UICXOJHOMY ChIPbIO, BCIOMOTaTEIbHbIM
MarepHuajiam, MaTepuagaM MepPBUYHON YIIaKOBKH, MOJYIPOIYKTaM U, KPOME TOr0, K HEKOTOPBIM YaCTAM
000pyIOBaHUs, €CITU 3TO HE NMPEAYCMOTPEHO ACHCTBYIONIEH TEXHOIOTUYECKON TOKyMEHTAIUEH.

3.4.7. 3ampenaercs NpUHUMATh NUILY, TUTh, KYPUTb, @ TAKXKE XPaHUTH €1y, KypUTEIbHbIE MaTepHAIIbI
Y JINYHBIE JIEKapCTBA B IPOU3BOJICTBEHHBIX TOMEUICHUSIX U Ha CKJIaJax.

3.4.8. Bce moau, BXOASNIME B MPOU3BOACTBEHHBIE MOMENIEHUS, HE3aBUCUMO OT TOTO, BPEMEHHO TN
MOCTOSIHHO OHU pabOTaloT, a TAK)Ke MOCETUTENN U MHCTIEKTOPA IOJDKHBI CTPOTO COOMIOAATH MpaBUiia
JINYHOM TUTUEHBI, BKJIIOYAs HOIIEHHE 3alllUTHON OHEKIbI.

3.5. Onexna

He sBnsercs opuunanbHOR Bepcrel, 0eCIIaTHO IPeAO0CTaBIsAETCA WieHaM ACCOLUAIMY JIECOTI0NIb30BaTeNeH
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3.5.1. Kaxnplil uenoBek, BXOAAIMUI B IPOM3BOACTBEHHBIE IOMEIIEHHUS, OJIET B CIELMATIBHYIO OACKIY,
COOTBETCTBYIOIYIO BBIIIOIHAEMBIM UM IIPOU3BOACTBEHHBIM OIlEpaLUsAM.

3.5.2. IIpu paboTe B mpOU3BOACTBEHHBIX TOMEIICHUSAX PAa3IMUYHBIX KJIACCOB YUCTOTHI (TabyIHIIA)
JOJKHA WCIIOJIB30BAThCS IPUTOIHAS JUISL OTUX IEJIeH TEXHOIOTHYeCKast OIekKa.

B nomenienusx kiacca 9uctoTsl D ciiegyeT ncnoiab30BaTh KOMOMHE30H, KypTKY U OPIOKM HITH XaJiaT;
IIAITOYKY MJIM KOCBIHKY M3 XJIOIMYAaTOOYMa)KHBIX WIIU JIbHSHBIX TKaHEH; COOTBETCTBYIOIIYIO OOYBb HIIN
OaxuIIbl, OJIeBaEMbIC CBEPXY Ha 00YBb (TIEpeXoHas OJCKIA).

B nomemienusix kiacca yuctotsl C cieyeT UCrojib30BaTh KOMOMHE30H MIIH KYPTKY U OpIoKH (pyKaBa
JOJDKHBI OBITH COOPAHBI HA 3aIICTHSIX, BOPOTHHK JJOJDKEH OBITH BHIIIOJIHEH B BU/E BBICOKOM CTOMKH);
IIAMIOYKY MM KOCBIHKY; COOTBETCTBYIONIYIO O0YBb MJIM OaXWIIbl, a MPH HEOOXOAMMOCTH MacKy.

B nomenenusx kiaccoB YUCTOThl A U B 1 B 30HE A cieyeT ucnoyib30BaTh KOMOMHE30H C
BOPOTHUKOM-CTOMKOM, CTSHYTHII Ha MOsiCe, C MAaHXETaMU, TUIOTHO 00JIeraloluMu KUCTH PYK, U C
3amuIiiaMu, 1JI0THO oOJier AlOIIMMHU NIUKOJIOTKH HOT'. CDa6pI/I‘-IHLIe KPOMKHU JOJI?KHBIL OBITH 3a4CJIaHblI, a IHIBbI
oOpaboTanbl. Ha koMOMHE30HE HE JOKHO OBITH JUIIHUX CKJIA/I0K, BHYTPEHHUX U HAPY>KHBIX KAPMAHOB.
I'onoBHO# yOOp noiKeH UMETh PopMy IIIeMa-KallioIoHa, TOJIHOCThIO 3aKPbIBAIOILIEr0 BOJIOCHI, HOC, POT U
nondopoaok. PaboTa 1omKHA TPOBOIUTECS B CTEPUIIBHBIX MEPUATKAX U3 PE3UHBI WM AIACTUYHBIX
MOJIMMEPOB, a TAKXKE B MPOCTEPUIIN30BAHHON HITH MPOe3UHPHUINPOBaHHOK 00yBU. CBEpXy Ha 00YBb
JOJKHBI OBITH HaJIEThl OaXUJIbl, TOJTHOCTHIO 3aKPHIBAIOIINE CTYMHIO. HIDKHSAA YacTh OpIOK AOKHA OBITH
3arpaBiieHa B OaxXWIIbl, a pyKaBa KOMOWHE30HA - B IIEPUATKH.

Hwu oxna yacTe Tena nian HUKHETro Oeibs He TOJKHA OBITh OTKPHITA.
Opexna nomkHa OBITH YAOOHOH 17151 pab0THI U MPUTHAHHOW 1O (UType.

3.5.3. Texnomoruueckas ojiexzaa st paboThl B MOMEIIEHUIX Ki1accoB YucTOThl A, B, C u D npu
IIPOU3BOJICTBE CTEPUIIBHBIX JICKAPCTBEHHBIX CPEJICTB J0HKHA OBITh U3rOTOBJICHA U3 MaTepHala,
OTBCYHAKOIICTO THTUCHUYCCKUM Tp€6OBaHI/I$[M nu o6naj:[a10mer0 MHWHUMAJIbHBIM BOpCOOTI[CJ'IeHI/ICM.

3.5.4. TexHonmoruveckas 0J1€X/1a MOXKET ObITh OJHOKPATHOTO U MHOTOKPATHOI'O MCIIOJIb30BaHUS.

B OTACJIBHBIX ClIydasaX IMPU MPOU3BOACTBE HECCTCPUIIBHBIX JICKAPCTBCHHBIX CPCACTB B IOMCIICHHUAX
Kkiacca yucToTsl C KaKI0OMY BHOBb BXOIAIIEMY UJIM BO3BpAIAOIIEMYCA B 3TH ITIOMCIICHUS CIICAYCT
BbIJIaBaTh CT@pHJ’IBHBIfI KOMILJICKT TEXHOJIOTHYSCKOM OACKAbl OTHOKPATHOI'O UJIX MHOTOKpPATHOI'O
HUCIIOJIB30BaHUA. HpI/I BXOAC HWJIM BO3BPAIICHHWH B IIOMCIICHUS KiIaCCa YHCTOTHL D AOIYCKACTCA
HCIIOJIb30BAHHUEC CBCIKEBBICTUPAHHOI'O KOMITJIICKTA TEXHOJIOTHYCCKOM OICHKIBI.

[Ipy mpon3BOACTBE CTEPUIIBHBIX JIEKAPCTBEHHBIX CPEJICTB KaXK/10MY BHOBb BXOJSIIEMY B IIOMELICHUS
kyacca ynuctotsl B, C wim D win Bo3BpalaromeMycst B IOMEIIEHNs Ki1accoB uncToTsl B u C cnenyer
BBIJIaBaTh HOBBII CTEPUIIbHBIN KOMIUIEKT TEXHOJIOTUYECKON OJI€K bl OJJHOKPATHOTO MCIOJIb30BAHUS WIH
CTEPUJIbHBIN KOMILJIEKT TEXHOJIOTMYECKON OZEKIbI MHOTOKPAaTHOTO UCIONIb30BaHus. [Ipy Bo3BpalieHny B
ITOMENIEHUS KJIacca YMCTOTHI D 10ImycKaeTcs NCIOIb30BAHUE TOTO K€ KOMILJIEKTAa TEXHOJIOTHYECKON
OJIEXKIBI.

3.5.5. TeXHOJOTHUYECKYIO 0/IeXK Ty HEOOXOAUMO CTUPATh MM YUCTUTh TAKUM 00pa3oM, YTOOBI OHa He
MIOJIBEPIJIACH IOTIOTHUTEIIEHOMY 3arpsi3HeHNI0. JloIDKeH OBITh PEAyCMOTPEH MEPHOAMYECKUI KOHTPOIh
TKaHU Ha BOpcooT/ieneHue. JKenaTenbHo Ha KaKI0M MPEANPUITHN UMETh CTIeHUaIN3UPOBAHHYIO
MPaYeyHyI0 WIN OTJEIBHYIO MAIIUHY JJISl CTUPKH (YMCTKH) TAKOH OIEIKIBI.

3.5.6. Uncras wim cTepuiibHas OJIeXka T0JKHA XPAaHUTHCS B YCIOBUSIX, MPEAOTBPALLAOIINX €€
3arpsi3HEHUE.

He saBnsercs O(I)HI.[H&J'IBHOIZ Bepcneﬁ, OeCIIIaTHO MpeaOCTaBIACTCA YJICHAM ACCOI_II/IaI_II/II/I JIECOIIOJIb30BaTe e
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3.5.7. Ilepenaua TEXHOJIOTMUECKOM OJEK/IbI B TIOMEIIEHHUS TOATOTOBKY NIEPCOHAIA JOKHA
OCYILLECTBIIATHCS, KaK MIPABUJIIO, YEPE3 BO3TYLIHBIHN [UTIO3.

3.5.8. [lepuatku u pyku BO BpeMsi pabOThI CIeAYET PETYJISIpHO 00padaThiBaTh A€3WHOUITMPYIOIITUMHU
CpeAcTBaMH.

3.6. YciaoBusi padoThl ""yncThIX" MOMeleHUi

3.6.1. Ilepconai, paboTaromuii B "YMCTHIX" TOMEIIECHUSX

- OTPaHUYMBACT BXOJ B "UMCTBIE" MOMEILEHUS U BBIXOJ U3 HUX B COOTBETCTBHH CO CIIELUATIBHO
pa3pabOTaHHBIMHU WHCTPYKLIUSMHU;

- OCYHICCTBJIACT HpOI/IBBOI[CTBeHHI)IfI nmponecc MMHUMAJIbHO HGO6XOI{I/IMI)IM KOJMYCCTBOM II€pCOHAJIA.
I/IHCHCKHI/IOHHHC " KOHTPOJIBHBIC IIPOLEAYPHI, B OCHOBHOM, CJIICAYCT IIPOBOJAUTH 34 IPCACIIaMU "quCThIX"

30H;

- OTpaHUYMBACT NIEPEMEIICHHS MIEPCOHANIA B IOMEIICHHUSX KIaccoB YHCTOTHI B 1 C; n3beraer pe3kux
JBKEHUN B pabouel 30He;

- HE PacIoyIaraeTcsi MeX Ay UCTOYHMKOM BO3/1YIIIHOI'O IIOTOKA M paboueil 30H0H Bo n30exaHue
W3MEHEHUS HAIPaBIIEHUs IOTOKA BO3/TyXa;

- HC HAKJIOHACTCA HAA OTKPBITHIM HIPOAYKTOM HUJIN OTKPBITHIMU €EMKOCTAMHA U HC IIPUKACACTCA K HUM;
- HC NIOJAHUMACT U HC UCIIOJIB3YCT MMPCAMCETDBI, YIIABIINEC HA I10JI BO BpEMA pa6OTBI;

- Iepe] BX0JIOM B "yrcToe" nmomenieHue (B MOMEIEeHUH MTOATOTOBKH IepcoHalia) CHUMAET BCe
YKpallleHUsl U yJasgeT KOCMETHKY, BKJIIOYast J1aK JJisl HOTTEH, U OCYIIECTBIISET CIEAYIONUe IPOLEeaYpbI:
IPUHATH Ayl (IIPU HEOOXOAUMOCTH), BEIMBITh PYKH, 00paboTaTh pyKU A€3MH(DUIUPYIOIUMH CPEJICTBAMH U
HaJeTh CTEPUJIbHYIO TEXHOJOTUYECKYIO OACKIY U 00YBb;

- n30eraet pa3roBOpoB Ha MOCTOPOHHHE TeMbl. Bece ycTHOE 00111eH e ¢ JIt0IbMU, HaXOASIIIUMUCS BHE
MIPOU3BOJICTBEHHBIX TOMENIEHUH, IPOUCXOJIUT YePe3 NEPETOBOPHOE YCTPOICTBO;

- coo01Iaet 000 BceX HapYIICHHUAX, a TAK)Ke HEOIaronpHUsITHBIX U3MEHEHUSX CAaHUTAPHO-
TUTUEHUYECKOTO PEXMUMA WIIM KJIMMATHYECKHUX IMapaMETPOB CBOEMY PYKOBO/ICTBY.

4. 3TAHUA U IIOMEIIEHUSA

4.1. O01mme MOJI0KEHUS

3IlaHI/I${ N IIOMCIICHUA JOJIXKHBI OBITh PacCIioJIOKEHEI, CIIPOCKTUPOBAHDI, IIOCTPOCHBI U JOJIZKHBL
COACPIKATHECA TaAKUM o6pa30M, 9TOOBI OHH OBLITH MMPUTOJHBI JJIA IMTPOBEACHUA COOTBETCTBYIOIINX
MMPOU3BOJACTBCHHBIX OHepaHHﬁ, a TaKXKC IMO3BOJIAIN UCKITIOYUTH BO3MOKHOCTh BO3ZHUKHOBCHHA

He sBnsercst opunmanpHOM Bepcreid, OECIIaTHO MPEA0CTaBIIACTCS YieHaM ACCOIMAIIIH JIECOTO0Ib30BaTe e
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MPOU3BOICTBEHHBIX OMHNOO0K. [ToAroTOBKa MOMEeHHii K paboTe U CoJiepKaHUe X JOJDKHBI TIO3BOJIATh
YCTPAHATh OTPULIATEIbHBIE BO3ACHCTBUS Ha KAY€CTBO FOTOBOIO MPOAYKTA: MIEPEKPECTHYI0 KOHTAMHUHALIUIO,
CKOIUJIEHUE TBUIM U APYTHUX 3arpsi3HEHUI.

Hcnonbs3oBanue noMeneHnid Mpou3BOACTBA JICKAPCTBEHHBIX CPEACTB JJIs IPOU3BOJICTBA MECTUIIMIOB
Y TepOUIINUIOB 3aMpeIiaeTcsl.

4.2. KoHCTPpYKTHBHBbIE 0COOEHHOCTH

4.2.1. dapmarieBTHUECKOE MPEANPUSTHE JOHKHO PACIoiaraThCsi BHE MPEEIIOB KUIIbIX 30H U Ha
JIOCTaTOYHOM PACCTOSIHUU OT MIPOU3BOJICTB, OTPULIATEIBHO BIMSIIOMIUX Ha KAUECTBO MPOTYKIUH.

4.2.2. (DapMaHCBTI/I‘IeCKOC MMPEATIPUATUC NOJIKHO pacrojaraTbCsa B OJHOM WM HCCKOJIBKUX
MMPOU3BOJACTBCHHBIX 3JIaHUAX, pa3MCP, KOHCTPYKIUA U PACIIOJIOKCHUC KOTOPBIX oOecrneunBaroT
palluOHAJIBHOC OCYIICCTBJICHUC H606XOI[I/IMOFO mponecca Impon3BoaACTBA.

4.2.3. ITpon3BOACTBEHHBIE 3JaHUS, COOPYKEHUS U IIOMELICHHUS CIENYET IPOEKTUPOBATh B
COOTBETCTBHH C JICHCTBYIOIMMH CTPOUTEIHHBIMA HOPMAMH U TIPAaBUIIaMH, TpeOOBaHUSIMU MHCTPYKIINH 110
CTPOMUTEIBHOMY IPOEKTUPOBAHUIO NPEANPUATUN MEIULUHCKON POMBIIUIEHHOCTH U HACTOSLIETO
JOKYMEHTA.

4.2.4. TIpon3BOACTBEHHBIE 3AaHUS JOJDKHBI OBITH CIIPOCKTHPOBAHBI U IIOCTPOCHBI TAKUM 00pa3oM,
4YTOObI CBECTH K MUHUMYMY 3allblJICHUE, 3arPSI3HEHUE U UCKIIIOYUTh IPOHUKHOBEHHE B HUX HACEKOMBIX U
KUBOTHBIX.

4.2.5. [InanupoBKa MPOU3BOJCTBCHHBIX 3/IaHUN JOJKHA 00ECIICUHBATh:

- IOTOYHOCTH IIpoLecca € KpaT‘laﬁHlHMH pacCTOAHUAMUA MCKIAY TEXHOJOTUYCCKU CBA3aHHBIMU
IIOMCIICHUSAMU

- UCKIIFOYCHHEC B3aNMOIICPCCCUCHU A HYTGﬁ CJICAOBAaHUs ICPCOHATIA U TEXHOJIOTHYCCKUX ITOTOKOB U
nepcoHala;

- MAKCUMAJIbHYIO IT'PYIIIUPOBKY MOMENIEHUH ¢ OAUHAKOBOH CTEIIEHbBIO YHCTOTEI,

- palOHAJIIBHOC pa3MCIICHUC O60py,[[OBaHI/I$I " MaTCpraJIOB I NPCAOTBPALLICHUA CMCIINBAHUA
Pa3JIMYHBIX BUOOB U CepI/Iﬁ HUCXOJHOTO CBhIPbA, YITAKOBOYHBIX U MAPKUPOBOYHLIX MaTCpHUaIOB,
MOJIYITPOAYKTOB U I'OTOBBIX JICKAPCTBCHHBIX CPCIACTB;

- IIOJIHOC CO6J'IIOI[€HI/IC YCJ'IOBI/Iﬁ CAHUTAPHO-TUTUCHUYCCKOI'0 pCIKUMA,

- ICKJIFOUEHHUE UCTIONBb30BAHUS IPOU3BOICTBEHHBIX ITOMELICHUM, TOMEIIEHUHN AJI XpaHEHUS
(cKJ1aI0B) U CAHUTAPHO-OBITOBBIX MOMEIEHHH JIJIsl MPUXO0Ja MepcoHaia, He padoTaloIero B HUX;

- 3allIMUTy UCXOOHOI'O ChIPhs, YITAKOBOYHBIX 1 MAPKUPOBOYHEIX MATCPUAJIOB, IMOJTYIIPOJAYKTOB U I'OTOBBIX
JICKApCTBCHHBIX CPCACTB OT 3anH3HCHHﬁ Ipu UX NCPEMCIICHU N BHYTPU 3,Z[aHPII>'I N U3 OJHOTO 3JaHHA B

Apyroe;
- COOJTFOZICHUE HOPM U TIPaBUJI TEXHUKHU O€30TIaCHOCTH U MOXKAPHOU 0€30MacHOCTH;

- UCTIOJIB30BAHUEC OTACIIbHBIX HOMeIHeHI/Iﬁ IIpU MPOU3BOACTBE NCHUIUIIIMHOBBIX aHTI/I6I/IOTI/IKOB,
OTJIMYAKOIIUXCA BBICOKOM AJUICPICHHOCTBIO, JJI IMPEAOTBPAICHUA HepereCTHOﬁ KOHTaMHMHalluu UMHU

He sBnsercs opuunanbHOR Bepcrel, 0eCIIaTHO IPeAO0CTaBIsAETCA WieHaM ACCOLUAIMY JIECOTI0NIb30BaTeNeH
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JOPYTUX TPYIII JIEKAPCTBEHHBIX CPEJICTB;

- HCIIOJIb30BAHKE OTAENBbHBIX IIOMEILECHUN ITPU IPOU3BOACTBE BBICOKOAKTUBHBIX, TOKCUYHBIX, JIETYYUX
WIHA CEHCUOMIN3UPYIOIIUX BEeLECTB. J{JIs 3TUX NPOIYKTOB B UCKJIIOUUTEIBHBIX CIIydasiX MOKET
HCI0JIb30BaThCS MPUHIIMII COBMELLIEHHOTO ITPOU3BOJICTBA IIPU YCIOBUH, YTO OYyT IPEIIPUHSITHI
CIeLlMalIbHbIE MEpPbl 0€30M1aCHOCTH.

4.2.6. B 3maHusx OOKHEI UMETHCS:

- CUCTEMBI AJIEKTPOCHAOKEHUS, OCBEIICHUS, BEHTUISILIMK, BOAOIPOBOA U KaHATIU3AIUH, YAAJICHUS
OTXOJIOB TIPOM3BOICTBA U APYTUe, HEOOXOAUMBIE 111 OOECTICUEHHUST YUCTOTHI TOMEIICHHH, 000PYA0BaHUS U
rOTOBOTO ITPOAYKTA;

- YCTAHOBKH KOHJAMLIMOHUPOBAHUS, HEOOXOAUMBIE IS MMOAJIEPKaHKsI B IOMEIIEHUAX TeMIepaTypbl U
OTHOCHUTEJIEHOW BIaKHOCTH BO3yXa, TPEOYEMBIX Ul COXpaHEHHsI Ka4yeCTBa JIGKAPCTBEHHBIX CPEJICTB BO
BpeMs UX IIPOU3BOJICTBA U XPAaHEHHUS, 17151 00eCIIeueH s THTHEHUYECKUX TpeOOBaHU K IepcoHaiy,
HaJUIeXallel SKCIUTyaTalluy 1 YeTKOCTH paboThl UCIIOIb3yeMOro 000py10BaHMUS;

- YUCTBIC ¥ Y00HBIC CAHUTAPHO-OBITOBBIC TOMEIIICHHS, PACIIOJIOKECHHBIC BOJITM3U IPOU3BOICTBCHHBIX
OMEIIECHUN.

4.2.7. ITomemeHus (BKIIOYAst IPOU3BOICTBEHHBIE, AJI XPaHEHUS M CAHUTAPHO-OBITOBBIE) TOJIKHBI
OBITH 00BETUHEHBI B (DYHKIIMOHAILHO-TEXHOJIOTUICCKUE OJIOKH, ITPH HEOOXOIMMOCTH, C aBTOHOMHBIMHU
CUCTEMaMHU WHXEHEPHOT0 00ecTeueHusl.

4.2.8. Bce IMPOU3BOJACTBCHHLIC ITOMCIICHUA KHaCCI/I(I)I/II_II/II)YIOTCH 10 CTCIICHU 3arpA3HCHHOCTHU BO3JyXa
MCXaHUYCCKMMHU YaCTHLIaMU U MUKPOOpPTraHU3MaMHU. Kiacchl 9MCTOTHI HOMEIICHUM HUIIH 30H
YCTAHABJIMBAKOTCA B 3aBUCUMOCTH OT Tp€6OBaHI/II71 TCXHOJIOTHYCCKHUX IIPOLECCCOB (HpI/IJ'IO)KeHI/Ie A 1)

[Tpu npou3BoOICTBE CTEPUIIHLHBIX JIEKAPCTBEHHBIX CPEICTB MPelycCMaTpUBaETCs KIacCu(PpUKaIus
"qUCTHIX" TOMEIICHUI W/HUITU 30H IO TIOITYCTUMOMY COJCPKAHUIO0 MEXaHWUYECKUX YaCTHI] B BO3JIyX € IPH JIBYX
COCTOSIHHSIX - OCHAIIICHHOM M ()YHKIIMOHUPYIOIIEM, a TaKXKe 10 JOMyCTUMOMY COJIeP:KaHUIO
KOJIOHMEOOPa3yIOIUX MUKPOOPTAaHU3MOB B BO3/yX€ B () YHKIIMOHUPYIOIIEM COCTOSTHUM.

[Ton ocHaleHHBIM COCTOSIHHEM MOIpa3yMEBAETCs, YTO BCE CUCTEMBI "UMCTOr0" TOMEIICHHS
MOJIHOCTHIO TOTOBHI K pab0oTe, TEXHOIOTUYECKOE 000PYAOBaHNE YCTAHOBIEHO U pab0TOCIOCOOHO, O/THAKO,
nepcoHal B paboueit 30He oTcyTcTBYeT. [1o/1 QYHKITMOHUPYIONTUM COCTOSTHUEM T10JIPa3yMEBAETCS, UTO BCE
CUCTEMBI "4iCTOr0" MOMEMICHHUS U TEXHOJIOTHYECKOe 000PYI0BaHHE HAXOSATCS B paboueM COCTOSTHUU B
pexKUMax, COOTBETCTBYIOIINX TPEOOBAHUSAM PETVIAMEHTA, & TAK)KE B MPUCYTCTBUU HEOOXOIUMOTO
KOJIMYECTBA MePCOHANa, BHIMOIHSIOIIETO CBOM MMPOU3BOICTBEHHBIE (DYHKIINU.

4.2.9. He nonyckaetcs mpUMbIKaHHE OMeNIeHn# kinaccoB yucToThl B, C 1 D Kk HapyXHBIM
OTpakKJaroIIMM KOHCTPYKIMM (CTEHBI TOMEIEHUI KaTeropuil A u B o mpoTuBonoxapHbIM HOpMaM He
JOJDKHBI OBITH KanuTabHbIMU). [ToMerienus 6osiee BBICOKOTO Kiacca YUCTOThl HEOOXOIMMO pacnojaraTh
BHYTpH IIOMEIIEeHUI Oosiee HU3KOro Kiacca.

4.2.10. [Tomemenus kiaccoB ynuctotsl B, C u D 3anpemaercs pacmonarats B OABaje WIH B
LIOKOJIbHOM JTaxe.

42.11. ITomenienus ois MMPOU3BOJACTBA U KOHTPOJIA Ka4€CTBaA JICKAPCTBCHHBIX CPCACTB!:
- HOJIKHBI UCTIOJIB30BATLCS CTPOTO IO HA3HAYCHUIO,

- JOJI?KHBI OBITh AOCTAaTOYHO MMPOCTOPHBIMHU U 060py,Z[OBaHBI TaKUM 06p8.30M, YTOOBI CBECTH K
MHUHUMYMY PUCK CMCIICHUA Pa3JINYHBIX JICKAPCTBCHHBIX CPEACTB U NX KOMIIOHCHTOB, IIECPEKPECTHOC
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33.Fp513HeHI/Ie, HpOHYCK OI[HOI>'I craauu B Hpouecce HN3IroTOBJICHUSA JIGKapCTBeHHBIX CpeI[CTB n KOHTpOJ'DI nux
Ka4ecTBa;

- TOJIKHBI UMETh IJ1aJIKME BHYTPEHHUE TTOBEPXHOCTH (CTEHBI, MOJIbI, TOTOJIKH, IBEPH) C
MUHUMAJTBHBIM KOJIMYECTBOM BBICTYIAIONINX YacTEH U HHUIIIL, JIOJDKHBI ObITh HEMPOHUIIAEMBI JJIS KHUIKOCTEH
1 JIETKO JIOCTYIHBIMHU JUIS MBIThSI 1 00pabO0TKU Je3nH(UIUPYIOLUIUME cpeAcTBaMu. MaTepuaisl,
MIPUMEHSEMbIE TTPU OTJIEIKE MPOU3BOACTBEHHBIX MOMEIIEHUHN, JOJKHBI ObITh HEMBUISAILIUMU, JIETKO
MOOIIMMHUCS, HETOPIOYUMHU U YCTONYMBBIMU K BO3JCHCTBHUIO AC3UHPHUIUPYIOIIUX CPEICTB;

- TpyOOIIPOBO/Ibl, OCBETUTEIbHBIC DJIEMEHThI, BEHTUISLIMOHHBIE OTBEPCTHUS U T.J. JOJKHBI OBITh
CIPOEKTHUPOBAHBI H PACTIONOXKEHBI TAKUM 00pa30oM, YTOOBI UX MOXKHO OBLJIO JIETKO MBITh U 00pa0aThIBaTh
Ne3uHOUIMPYIOUUME cpeAcTBaMu. J1Jig MpOBeeHUSI TEXHUYECKOT0 00CTy>KUBAaHUS JOCTYI K HUM JIOJKEH
OCYILECTBIATHCS, IO BO3MOKHOCTH, BHE TPOU3BOICTBEHHBIX ITOMELIECHUI;

- IOJKHBI COJIEPIKATHCS B O€3yIIPEUHOI YNCTOTE, IIOJBEPrasch 00A3aTEIbHOMN €KEAHEBHOM, a TAKXKe
reHepanbHON yOOpKe U MepUOANYECKOMY PEMOHTY COTJIACHO COOTBETCTBYIOIIMM MUCHMEHHBIM
MHCTPYKUUSAM. B 3THX nOMENeHUsIX JOJKEH PETYJIIPHO TPOBOJUTHCSI KOHTPOJIb 32 CAHUTAPHO-
TUTHEHUYECKUM COCTOSIHUEM BO BpeMs paboThl U B COCTOSIHUH MOKOSI, YTOOBI FApaHTUPOBATH COOTBETCTBHE
KOHTPOJIMPYEMBIX [TapaMETPOB HOPMaM, YCTAHOBJIEHHBIM B COOTBETCTBYIOIINX UHCTPYKUMSIX IPEAIPUSITHS;

- MOr'yT nozasepratbest Y @-o00ayueHuto s o0e33apaxuBaHUs BO3AyXa ¢ OMOIIBIO CTAI[MOHAPHBIX
WJIM TIEPEHOCHBIX 00Iyvareneil (B MPUCYTCTBUU U B OTCYTCTBUH JItOJIEH);

- TOJIKHBI COJIEP>KaTh MUHUMAIIBHO HEOOXOAUMOE JIJIsl BEICHUS ITPOU3BOJICTBEHHOTO Mpoliecca
KOJIMYECTBO 000pyIOBaHMS U MeOeu;

- IOJDKHBI UMETh OCBEIICHUE, TEMIIEPATYPHBINA PEXHUM, BIAKHOCTh BO3/1yXa U BEHTUISIIIUIO, HE
OKa3bIBAIOIIKE MPSMOTO UM KOCBEHHOT'O OTPUIATENILHOTO BO3/ACHCTBUS HA KAYECTBO TOTOBBIX MPOIYKTOB
BO BpeMs UX MPOM3BOJICTBA, a TAK)KE HA (YHKITMOHUPOBAHKUE 00OPYIOBAHUS U 3[OPOBBE MIEPCOHATIA;

- TOJKHBI UMETH JIOKAIbHOE 000py10BaHHe, yAAJsoLIee MbUIb B MECTaX ee 00pa3oBaHus (BO BpeMst
oTOopa mpoO, B3BEUIMBAHUS, CMEIIMBAHUS U T.I1.).

42.12.K MOMCIICHUAM IJISA U3TOTOBJICHUA CTCPUIIBHBIX JICKAPCTBCHHBIX CPEACTB MMPCABABIAIOTCA
CJICOAYIOIMIMUEC NTOIMOJTHUTCIBbHBIC Tp€6OBaHI/I$II

- CJICAYCT n30erath UCHOJIH30BaHUS ACPCBAHHBIX HOBerHOCTCI\/'I. Hcnons3oBanue HCOKpAIICHHBIX
ACPCBAHHBIX HOBCpXHOCTCfI HEOOITYCTUMO,

- CTBIKH MCXKY CTCHaMH, I10JIaMH U MOTOJIKAMHU JOJIZKHBI UMETDb 3aKPYTJIICHHYIO (I)OpMy;

- IOABCCHBIC ITOTOJIKH JOJIZKHBI OBITh THIATCJIBHO 3arépMCTU3UPOBAHDBI IJI ITPEAOTBPAICHUS
BBIJACJICHUS I'PA3U U3 IIPOCTPAHCTBA HAl HUMU;

- AJIs1 obecreyeHus Ha)Ie)I(HOfI repMETHU3ali CTBIKOB BCEX KOHCTPYKTUBHBIX 3JICMEHTOB JOJI>KHBI
MPUMCHATHCS HC BBIACIIAIOIIHNC ITBUIA YIIPYTHUE NPOKIAAKHA U CTPOUTCIIBHBIC TCPMETUKH,

- B IOMEIIEHUAX KIaccoB YUCTOTH B 1 C JOKHBI OTCYTCTBOBATH OTKPHIThIE KOMMYHUKAIINH (32
WCKJIFOYCHUEM TIPUPOJTHOTO Ta3a) U BO3IYXOBOBI (KaK MPaBUiI0, OHU HEXEJIaTeIbHbI H B TIOMEIIEHUSX
KJ1acca YucToThl D);

- IaBJICHHE B HUX JOJDKHO OBITh BBIIIIE, YeM B OJIM3JICIKANIUX TOMEIIeHUsX (cm. 1. 4.3.2.);

- UCIIOJIb30BAHUC PAKOBUH U CJIIMBHBIX Tp}/'6 B IOMCHICHHUAX KJIaCCOB YHMCTOThI BucC CJICOAYCT
HUCKIKOYUTH, B IOMCHICHHUAX KJIaCCa YHCTOTHI D - xxenaTenbHO UCKITIOUNTE. Ecin e 3To HEBO3MOXKHO,
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CIIMBHBIE TPYOBI JOJKHBI OBITH JIETKO JIOCTYIIHBI JUIS MBIThSI 1 00pabOTKH, CHA0KEHbI YCTPOHCTBAMHM ISt
IPEeOTBPAIICHNs] 00PAaTHOTO TOTOKA JKUAKOCTH;

- (pUIBTPBI TOHKOM OUMCTKH BO3TyXa JOJKHBI OBITh TIIATEIBHO 3aT€PMETU3UPOBAHBI U PACIIOJIOKEHBI
B MeCTe MOJayy BO3yxa B "UncTOe" MOMEIICHNE MM KaK MOXHO OJIIDKE K HEMY

- HC JOIMYCKACTCA NCIIOJIb30BAHUC CKOJIB3AIINX I[Bepeﬁ;

- JUIs TIepe/iadyl TOTOBOT'O MPOIYKTa U3 TIOMEIIEHUH 0oJiee BEICOKOTO KJIacCa YMCTOTHI B TOMEIICHHUS
OoJiee HU3KOTrO Kilacca YUCTOTHI JOMYCKAETCsl UCII0JIb30BaHUE TPAHCIIOPTEPOB, MPOXOSAIIUX CKBO3b CTEHBI.
Vcnonp30BaHue TPaHCIIOPTEPOB [UIA NEpeaaddl B 0OpaTHOM HAIPAaBICHUH HEIOTYCTHMO;

- MEX/1y OMEIIEHUSIMU PA3JIMYHBIX KJIACCOB YUCTOTHI JOJIKHBI UMETHCS JIEKTPOMEXAHUYECKUE UITU
MHBIE [IEPETOBOPHBIEC YCTPOMCTBA;

- BXO/JI IEpCOHAJIA U Mepe/laya MaTepUaioB B "UMCThIE" MOMEIICHUS TOJKHBI OCYIIECTBIISITHCSA Yepe3
BO3/YIITHBIC ITI03BI, KOTOPBIC 00ECTICYUBAIOTCS TOJa4eld MPUTOYHOTO, KaK MIPABUIIO, CTEPHIIBHOTO BO3AyXa
o cxeme "cBepxy-BHHU3". OHOBpEMEHHOE OTKpbIBaHUE O0Jiee YeM OJHOMN ABEPH B ILITIO3E TOJKHO
MIPEIYIPEKAATHCS CUCTEMON OJIOKHUPOBKH K TIOCPEICTBOM CHCTEMbI BU3yalIbHOUW H/HITU 3BYKOBOM
MpeynpeauTeNbHON CUTHAIM3AINH; IBEPH TOJKHBI OBITH CAMO3aKPBIBAIOIIUMUCS C YIUIOTHEHHBIM
MIPUTBOPOM.

4.2.13. TlomMermienus uisl yHaKOBKU JIEKAPCTBEHHBIX CPEJICTB AOKHBIL:

- OBITH AOCTAaTOYHO IIPOCTOPHBIMU, YTOOBI MOKHO OBLIO IMMPpaBUJIbHO OPraHnu30BaTh TCXHOJIOTHYCCKUC
OIcpaivi U HC 3arpOMOXKIATh IIPOXOJAbI JJIA IICPEMCIICHUA MAaTCPUAJIOB,

- UMCTb 060py,Z[OBaHI/I€, PacCIoOJIOKECHHOC TAKHUM o6pa30M, YTOOBI YCTPAaHUTH OIIACHOCTh CMCIINBAHUA
IMpOAYKTOB, 0COOCHHO Ha PA3JIMYHBIX 3TAallaX YIIAKOBKHU JICKAPCTBCHHBIX CPCACTB, a4 TAKIKE YITAKOBOYHBIX
MaTCpHraIoOB;

- UMETh OCBEIIICHHE, TEMIIEPATYPHBII PEKUM, BIAYKHOCTh BO3yXa U BEHTHWIALIMIO, HE OKa3bIBAIOIIHE
OTPHULIATENILHOTO BO3/IEUCTBUS HA KAYECTBO IPOAYKTA BO BPEMs YIIAaKOBKH, a TAK)Ke HAa QYHKIIMOHUPOBAHUE
000pyIOBaHUS.

4.2.14. Tlomerenus 1uist XpaHeHus (CKIabl) JOHKHBIL:

- OBITH I0CTATOYHO MPOCTOPHBIMU ISl TPOBEACHUS pacTapUBaHMsI U 00ECTIEUEHUs YIOPSAA0UEHHOTO U
pa3esIbHOTO XpaHEHHsI UCXOJIHOTO ChIPbsI, BCIIOMOTaTeNbHbIX, YIAKOBOUYHBIX U MapKHUPOBOYHBIX
MaTEpUaJIOB, MOJIYIPOAYKTOB, TOTOBBIX JIEKAPCTBEHHBIX CPENICTB, HAXOASIIMXCS HA KapaHTHHE,
pa3pelleHHbIX K peaqu3alnu u/min 3a0pakoBaHHbIX;

- o0ecIieunBaTh HAaACKHYIO 3alllUTy OT XI/IHleHI/II\/'I u CJ'Iy‘I&fIHOFO HJIN 3JIOYMBIIIJICHHOI'O 3arpsA3HCHHUA
HJIN 3apa’XCHUA,

- OTBCYATH I[Cf[CTByTOH.[HM IIpaBHUJIaM XpaHCHUA U 06pameHmI C BOCIINTaMCHAIOIIMMUCA U
B3PbIBYATBIMU IPOAYKTAMHU MIPOU3BOACTBA, TOKCUYHBIMU U HAPKOTUYCCKUMHU BEIICCTBAMU,

- OBITH YUCTBIMH, CYXUMH U UMCTH H€O6XOJII/IMBI€ OCBCHICHUEC, BEHTUIALUIO, TEMIICPATYPY U
BJIA’JKHOCTBH BO3yXa.

OT60p Hp06 AJId TIPOBCACHU A KOHTPOJIA CICAYCT OCYHICCTBIIATE B YCTAHOBJICHHOM TTOPAIAKE B
CIIeuaJIbHBIX ITOMCIICHUAX, 060py1103aHH51x npu HGO6XOI[I/IMOCTI/I YCTaHOBKaMHU JIaMUHAPHOTO IOTOKA
CTCPUJIBHOI'O BO3yXa.

BspemmBanmne HUCXOJHOI'O ChIPbA U BCIIOMOT'aTCIIBHBIX MAaTCPUAJIOB JJIA ITPOBEICHUA
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MPOU3BOACTBCHHOI'O MMPONECCAa U B3BCINNBAHUC IJIA OLICHKU NPAKTUYICCKOTO BBIXO/a T'OTOBOI'O MPOAYKTA
CJICOYCT BBIIIOJHATE B YCTAHOBJIICHHOM HOPAAKE B OTACJIbHOM ITIOMCHICHUH, HAXOAAIIEMCA B
HpOI/IBBOI[CTBeHHOI\/JI 30HC WJIM B 30HC XpaHCHU U MPCAHA3HAYCHHOM CIICHIUAJIBHO JJIS1 9TUX ueneﬁ.

[Tpu nmpuemke U OTIpaBKe clieayeT 00eCeYUTh YCIOBHS 3alIUTHI IPOYKTOB U MAaTEPHAIIOB OT
BO3CHCTBUS HEOIArONPUATHBIX KIIMMATUYECKUX YCIOBU.

BXOI[ B IIOMCHICHUA XPAaHCHUA pa3pCIIacTCsa TOJBKO IIEPCOHATY, UMCIOIIEMY COOTBECTCTBYIOIIUEC
IIOJIHOMOYNAI.

4.2.15. CoctaB caHUTapHO-OBITOBBIX [TOMEILIEHUHN OIPEAEIAETCS XapaKTEPOM IPOU3BOACTBEHHbIX
IPOLIECCOB.

JInst XpaHEeHUs 01K Ibl PA3IMYHBIX BUIOB (YIUYHON M CHIENUATBHOM OIEXK/IbI - HEPEXOTHON 1
TEXHOJIOTUYECKO ) pelycMaTpuBaroTCs rapaepooHsle. ['apaepoOHble i XpaHeHHs yIUYHONW U
MepEeXOTHOM 0/1XK/IbI TOJDKHBI PAcIIoyiaraThes IPU BXOJE B 371aHue. TeXHOIornyeckas ofex/s1a 10hKHa
XPAaHHUTHCS B CIIEHUAIBHBIX rapepOOHBIX.

JyiieBbie, TOMEIMICHHS JJI MBIThSI PYK M TYaJeThl JOJDKHBI OBITh U30JMPOBAHBI OT MPOU3BOJICTBEHHBIX
MTOMENICHUH ¥ TIOMEICHUH JIJIs1 XpaHCHHS.

ITomermieHus s npueMa MU U OTAbIXA JOJIPKHBI OBITE HU30JIMPOBAHBI OT APYIrUX MMOMEIICHUH.

4.2.16. [l mOATOTOBKY NIEPCOHANA JOHKHO OBITh CO3/IaHO HEOOXOAMMOE KOJIMYECTBO MOMEILICHUM
kiaccoB yucToThl C 1 D (oTnenpHO A1 KaXK10TO 110J1a) ¢ Ha/JIeXKAIIeH BEHTUIISIIMENH U COOTBETCTBYIOIIMM
obopynoBanueM. Bropas rapaepoOHas 1 BTopasi yMbIBaJIbHas JOJHKHBI UMETh B OCHAILIEHHOM COCTOSIHUU
TOT K€ KJIACC YUCTOTHI, YTO U MTOMEIICHUE, B KOTOPOE OHU BEIYT.

HOMGIIIGHI/ISI JJI1 ITIOATOTOBKH IIEPCOHAIA JOJIPKHBL OBITH CKOHCTPYUPOBAHBI U UCITIOJIB30BATHCA TAKUM
o6pa30M, YTOOBI 00ECIIEYNTD PasacIICHUC PA3JIMYHBIX 9TAIIOB IICPCOACBAHUA U TEM CaAMBIM CBCCTHU K
MHUHUMYMY BO3MOXHOCTDb 3arpsA3HCHUS TEXHOJIOTHYCCKOM OACKAbl MUKPOOPraHu3MaM U MCXaHUYCCKUMU
qaCTuamMu. B st NOMCIICHHA MOXXHO BXOJAHWTD JIMIIb B YHUCTOU nepexonHoﬁ OICXKIC U CMEHHOH O6YBI/I.

[Tomemienus A MOArOTOBKH MEPCOHANA TOJKHBI PACIIOIaraTbCsi BHE 30HbI MPOU3BOJICTBA
JIEKApCTBEHHBIX CPEJICTB, OCOOEHHO TIPH MPOU3BOJICTBE CTEPHIILHOM MPOTYKIIHH, HETIOCPEACTBEHHO
MIPUMBIKas K IPOU3BOICTBEHHBIM "UMCTHIM'" TOMEIIEHUSIM.

[Tomernienust 10JKHBI OBITH 000PYIOBaHBI YMBIBAIbHUKAMHU C XOJOAHOM U ropsyeit Bogoi. s cymmku
PYK MOT'YT OBbITh UCIOJIb30BaHbl CTEPUIIbHBIE TIOJIOTEHIIA OJJHOKPATHOTO MJIM MHOTOKPATHOTO
WCIIOJIb30BAaHNUs WM BO3JyIIHbIE CYIINIKUA. KpoMe TOro, B moMeIEeHUAX JOKHBI HAaXOAUTHCS
3aKpBIBAIOIIUECS EMKOCTH IS UCIIOJIb30BAHHOM TEXHOJOTUYECKON OJIEXK/IbI, a TAKXKE MOIOILIUE U
Je3UH(PULIUPYIOIINE CPEACTBA ISl MBIThSl U 00pabOTKHU PYK.

L[exa )51 na60paT0pHH OTACJIa KOHTPOJISI Ka4€CTBa JOJI’KHBI OBITh JOIIOJIHUTCIIBHO o0ecreyeHbI
aBapHﬁHBIMH AylaiaMuy, paKOBUHaMM CaMOIIOMOIIN TN yCTpOﬁCTBaMH JJId IIPOMBIBKH TJ1a3.

4.2.17. MexaHn4eckue MacTepCKHE JTIOJDKHBI OBITh B MAKCUMATLHOM CTETICHU OTICJICHBI OT
MOMEIIEHUH ISl MPOU3BOACTBA U XpaHeHus. Eciu kakue-nmnbo npucnocodbneHus (060pyaoBaHue,
MPUOOPHI) U MHCTPYMEHTHI HEOOXOAUMBI 7151 paOOThI HETIOCPEACTBEHHO B IPOMU3BOJICTBEHHBIX MTOMEIICHHUSIX
WJIM B IOMEUIEHUAX I XPAHEHUsI, UX CIEAYET XPAHUTh B CHELNUAIBHO MTPEAHA3HAYEHHBIX ISl 3TUX LIEJIeH
OTJIETTLHBIX MMOMEIIECHUSAX W IKadax.

4.3. Oronnenne. Benrnnsuus. Konauuuonuposanue
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4.3.1. Ororuienre, BEHTWISIUIO U KOHIUIMOHUPOBAHUE B MPOU3BOJCTBEHHBIX 3JJaHUSIX CIETYET
HpOCKTI/IpOBaTB B COOTBCTCTBUH C l[ef/'ICTBYIOH_[I/IMI/I CTpOI/ITeJIbHBIMI/I HOpMaMI/I nu HpaBI/IJIaMI/I,
TpeboBaHUsAMU MHCTPYKIIUU 110 CTPOUTEIHLHOMY MTPOCKTUPOBAHUIO MPEANPUITHA METUIIMHCKON
MIPOMBIIIIICHHOCTH U HACTOSIIETO JOKYMEHTA.

4.3.2. IIpon3BOACTBEHHBIE TIOMEIIECHHS JOIHKHBI UMETh 3()(DEKTUBHYIO CUCTEMY ITPUTOYHON U
BBITSDKHOW BEHTWIISALIMH C KOHTPOJIMPYIOIIMM BO3TyLTHBIH TOTOK 000pyI0BaHNEM U TpHOOpaMu JUIs
M3MEPEHUs TEMIIEPATYpPhl, BIAKHOCTH, 3PPEKTUBHOCTH (GUIBTPALIMY U TIEpenaia AaBjIeHus Ha (pUiIbTpax.

[Ipon3BoANTENBHOCTh MPUTOYHBIX CUCTEM BEHTUISILIMM U KOHAMIIMOHUPOBAHUS BO3/yXa CIEAYET
OTIpEEIISATh, UCXO0/IA U3 YCIOBUI oOecrieueHus: TpedyeMbIX apaMeTpoB BO3/lyXa B paboueii 30He C y4eTOM
MPUHATON CXEMBbI OPTaHU3AIMH BO3yXO000MEHA U KJIACCa YUCTOTHI IIOMEIIICHHS.

Bo3znyxo3abopHbie ycTpoiCcTBa MPUTOYHON BEHTWISAIIMU CIIEIyET PAcIoiaraTh B MECTax C
MaKCUMaJIbHOM YHCTOTOM BO3AYyXa C YYETOM HAMPABIEHUN FOCHOJICTBYIOIIUX BETPOB.

OuncTKa NPUTOYHOTO BO3/1yXa, MOJaBAEMOI0 B MOMEIIEHHUs KJ1accOB YUCTOTH B u C, 1omkHa OBITH 1O
KpaliHel Mepe TPeXCTYyIeHYaTOu.

OuncTKa NPUTOYHOTO BO3yXa, IOJaBAEMOT0 B TOMELIEHUs Kilacca YUCTOThI D , MoXkeT ObITh
JBYXCTYIIEHYaTOM.

Cuctembl MOATOTOBKH BEHTHJISIIIHOHHOTO BO3/1yXa JODKHBI 00€CIIeunBaTh €ro YUCTOTY B "YUCTHIX"
MTOMENICHUAX B COOTBETCTBHH C TaOIUIEH U TIOIICP)KUBATH TIOJIOKUTEIIBHBIN TIepenas TaBJIeHUs 110
OTHOIICHHUIO K OKPYKAIOIUM TIOMEIICHHUSIM 00JIee HU3KOT0 Kiacca YUCTOThl. COCeTHUE TTOMEIIEHUS Pa3HBIX
KJIACCOB YMCTOTHI JOJKHBI UMETh Ieperajl JaBieHus, Kak npaswio, 10-15 I1a.

BHyTpeHHUe U HapyKHbIE TOBEPXHOCTU (PUIIBTPOKAMEP U BO3TyXOBOI0B BEHTUJISILIMOHHBIX YCTAHOBOK
"qUCTHIX" TOMEUIEHUH TOJIKHBI UMETh MIOKPBITHE, JOIyCKaloIIee UX 00padoTKy Ae3UHPUIUPYIOLIIM
pacTBOpPOM.

Heo6xoanmo perynsipHO NpOBOANUTH OLEHKY 3PPEKTUBHOCTH PabOThl BO3YIIHBIX (PHIIBTPOB C
MTOMOUIBI0 KOHTPOJIS 3albUIEHHOCTH Bo3yxa 1 DOP-Tecta (McnblTaHie Ha TEPMETHYHOCTD U YTEUKY).
3aMeHa UK repMeTH3anus GUiIbTPYIOIEero 000pyJ0BaHUS JA0JIKHA TPOBOIUTHCS CTPOTO MO MOKA3aHUAM
pruOOpPOB B COOTBETCTBUHU C HOPMATUBHBIMU TpeOOBaHUAMU. CPOKH 3aMEHBI IOKHBI ONIPEEISTHCS IPU
YBEJIMYEHUH CONIPOTUBIIEHUSI IOTOKY BO3/yXa BIBOE 110 CPABHEHHIO C UCXOHOM HOPMAaTUBHOMN BEJIMYMHOM,
YTO CBUAETEIBCTBYET O CHUYKEHUH MPOU3BOAUTEIBHOCTH (GHIIBTPA UM O BO3MOXHOCTHU TOBPEXKICHHUS.

Cucremsl BO3]1yXOO6CCH€‘-ICHI/I$I B IOMCHICHUAX NPOU3BOACTBA NICHUITUITIIIMHOBBIX AHTUOMOTHUKOB
JIOJKHBI OBITH MOJIHOCTHIO M30JUPOBAHBI OT BO3IYIIIHBIX CUCTEM IPOM3BOJICTBA APYTHX JIEKAPCTBEHHBIX
CPEICTB.

4.3.3. IIpon3BOAUTEIBHOCTh CUCTEM BBITSKHOW BEHTHJIISIIMN JOJKHA COCTaBIATh 80-90% oT
MIPOU3BOIUTENILHOCTH CUCTEM MPUTOYHON BEHTUIISINH JIJIsl 0OecTieueHus: TpedyeMoro mornopa Bo3ayxa B
"qUCTHIX" TOMENMECHUSX.

OuncTKa BRITSIKHOTO BO31yXa JOJKHA OCYIICCTBIATECA YCPE3 q)HHBTpBI TOHKOU OYHMCTKH JJIs1 3alllUTHI
oxpyxcaromeﬁ Cpeabl OT BO3MOKHBIX BPCAHBIX BBIGpOCOB H3 IMPOU3BOACTBCHHBIX HOMCIJ_IGHI/II\/'I.

434, HpI/I MPOU3BOACTBE CTCPUJIbHBIX JICKAPCTBCHHLIX CPCACTB B 3aBUCUMOCTH OT HOTpe6HOCTI/I
IMPOU3BOJCTBA BO3BMOXKHO CO3JaHHUE C TIOMOLIBIO CICHUAJIBHOI'O 06opy)1013aHH51 TOPHU30OHTAJIBHBIX WJIN
BCPTUKAJIBHBIX JIAMUHAPHBIX ITOTOKOB BO BCEM ITOMCHICHUHN WJIA B OTACIILHBIX JIOKAJIbHBIX 30HAX IJISA

He aBnsercs O(I)HI.[H&J'IBHOIZ Bepcneﬁ, OeCIIIaTHO MpeaOCTaBIACTCA YJICHAM ACCOI_II/IaI_II/II/I JIECOIIOJIb30BaTe e
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3alIUThI HanOoJIee OTBETCTBEHHBIX Y4aCTKOB WJIN onepaum‘/'l.

Ha "uncroM" ydacTke uiu B "4ncTOM" MOMELICHUN C BEPTUKAIBLHBIM JIAMUHAPHBIM IIOTOKOM (PHIIBTPHI
MPUTOYHON BEHTUJISILIMU JOJKHBI PACIoaraTbCs B MOTOJIKE, @ OTBEPCTHS BBITSYKHON BEHTUIISLMHU - B IOy
WM HUXKHEHN 4acTH cTeH. B "unctoM" nomemienny min Ha "yucToM" ydacTKe ¢ FOpU30HTAIbHBIM
JJAMUHAPHBIM [TOTOKOM (DPMIIBTPBI IPUTOYHOM U OTBEPCTHUS BBITSHKHOM BEHTHIIALUY JTOJKHBI PacIioylaraThCst
Ha BCEIl MOBEPXHOCTH NPOTHUBOIOJIOKHBIX CTEH.

4.3.5. "Huctple" KamMepsl JODKHBI OTBEYATh CIECAYIOLIMM TPEOOBaHUSIM:

- HAIIPpaBJIAOIIWEC ITOTOKU IMMAHCIN, KOJIIIAK n pa60qI/Ie MMOBCPXHOCTHU JOJIZKHBL OBITH M3rOTOBIICHBI U3
rJIaJKoro u nmpo4YHoOro Marepuraja,

- (1)I/IJ'IBTpI>I HpeﬂBapHTeHBHOﬁ OYUCTKH AOJIXKHBI OBITE OJIHOPA30BbIMU WJIK U3 MAaTCpHajia,
IIO3BOJAOIICTO TIIATCIBHO OUYHMIIATh WX M UCITIOJIB30BaTh BHOBB,

- KOHCYHas (I)I/IJIpraI_II/ISI AO0JDKHA OCYIICCTBIIATHCA UCPE3 NPCABAPHUTCIBHO UCIIBITAHHBIC U TCPMETUYHO
YCTAHOBJICHHBIC (1)I/IJ'IBTpI>I TOHKOM O4YUCTKH,

- CKOPOCTb JIJAMHUHAPHOTO ITOTOKA JOJKHA OBITh B npezaenax 0,45 m/c +/-20%.

PaboTa ycTaHOBOK JJaMHHAPHOT'O IMOTOKA CTEPUIILHOIO BO3/1yXa JIOJKHA IOCTOSIHHO KOHTPOJIUPOBATHCS
COTJIACHO COOTBETCTBYIOIIEH HHCTPYKIIMU U TPpauKy MPOBEPOK.

4.3.6. IIpn HeOOXOAMMOCTH IPOU3BOJICTBEHHBIE TOMEIICHUS JIOJKHBI OBITH 000PYJOBaHBI CHCTEMOM
KOHJIUIIMOHUPOBAHUS IPUTOYHOTO BO3AyXa, KOTOpas JOKHA:

- o0ecrieuynBaTh COOTBETCTBYIOILYIO CTEIIEHb OUMCTKHM BO3yXa OT MEXaHUYECKUX YacTULl U
MUKpPOOPTaHNU3MOB;

- ABTOMATHYCCKU PETYJIMPOBATH KIIMMATHYCCKUC ITapaMCTPhbL (TeMHepaTypy U OTHOCUTCJIbHYTO
BJIQKHOCTB BO3JlyXa) ISl CO3JIaHMs HanOosiee OJaronpHusITHBIX YCIOBHUH JUIS TEXHOJIOTHYECKOTO MpoIiecca 1
00CITy)KHMBAIOIIIEro MEePCOHAA;

- UMCTb BBICOKYIO a3pOANHAMHWYCCKYIO YCTOI\/’I‘II/IBOCTI) AJI TOAACPKAHUA OIITUMAJIBHOTO
pacnpeaciiCHuA JaBJICHUA U APYTrUX MapaMeTpOB BO3AyXa B 3JaHUU U €TO OTACIIbHBIX ITOMCIICHUAX

- ICKJIFOUUTh BO3HUKHOBEHHE CTATUYECKOIO MIEKTPUYECTBA U CBA3AHHOIO C HUM HAKOIUJIEHUSI ITbUIN;
- XapaKTepu30BaThcs HU3KUM YPOBHEM ILITyMa BO BpeMsl palboThI;

- KOHCTPYMPOBATHCS C UCIIOJIb30BAaHUEM MAaTEPUAJIOB U aHTUKOPPO3UMHBIX ITOKPBITHM, CTOMKHX K
Ne3UH(OULIUPYIOLUIIM CPEACTBAM, U HEMbUISIINX.

4.3.7. Kaxcz(oe 3AaHUEC JOJIZKHO UMCTb CUCTEMY obOecneueHUs CHKaThIM BO31yXOM, a IIpH
HGO6XOJII/IMOCTI/I - a30TOM WJIM APYT'UM UHCPTHBIM I'a30M, a TaKKC€ TCXHOJIOTMYCCKYIO CUCTEMY
pacnpeaciiCcHud ux 1mo BCEM NOMCHICHUAM, I'IC 3TO HCO6XOI[I/IMO.

BOSI[YX, noJgaBaeMbIid OT KOMITPpECCOPOB 0e3 Macijia, HC JOJIDKCH UMCTh anMeceﬁ HJIK MapoB Macja.

Jlyist ipenoTBpallieH!s] KOHISHCAIIUU BOJITHOTO Mapa B TPyOOMPOBOIaX CKATHIA BO3YX U a30T JOJIKHBI
OBITH 00E3BOKEHBI.

4.4. OcBenienue

He sBnsercs opuimanbHON Bepcueid, 6ecraaTHO IPeaoCcTaBIseTCs YWieHaM ACCOIMAIMH JIECOIOIb30BaTeNeH
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4.4.1. DnexTpocHaOKEHNE U IEKTPUIECKOE OCBEIIEHNE MTPOU3BOACTBEHHBIX 3IaHUH CIICyeT
MMPOCKTUPOBATH B COOTBETCTBUU CO CTPOUTCIIbHBIMU HOPMAaMH U IIpaBUJIaMU U APYTUMU I[GI\/JICTBYIOH_II/IMI/I
HOPMAaTUBHBIMH JOKYMEHTaMHU.

4.4.2. Bce npou3BOJCTBEHHbIC, CAHUTAPHO-OBITOBBIC TOMELICHHS U MOMEIIECHUS U XpaHeHus, a
O0COOCHHO T€, TJIe OCYIIECTBIISETCS BU3YAIbHBIN KOHTPOJIb, JTOJDKHBI OBITH 00€CIICYeHBI HaIICKAITUM
OCBEILEHUEM C UHTEHCUBHOCTBIO CBETA, JOCTATOYHOM I CO3JaHUsI HOPMAaJIbHBIX YCIOBHM Tpy/a.

4.4.3. B "uyncThIX" MOMEIICHUSIX OCBETUTEIIbHBIC IPUOOPHI JOJIKHBI:
- UIMETh KOHCTPYKIIHIO, HE JIOMYCKAOIIYI0 HAKOTUICHHE MBLIH M 00JIeTYaIoNIy0 YOOPKY;

- OBITH 3aKPbITBIMH, YTO HCO6XOI[I/IMO JJI TPEAOTBpalliCHUSA pa36poca OCKOJIKOB B CJIy4yac ITIOJIOMKH.

4.5. Bogocnao:xenne. Kananuzanusa. CTouHbie BOAbI

4.5.1. HpOCKTI/IpOBaHI/Ie CHUCTEM BHYTPCHHETO BO,Z[OCHa6)KeHI/IH, KaHaJIn3aluu U BHYTPCHHUX
BOAOCTOKOB B IMPOU3BOACTBCHHLIX 3AaHUAX CICAYCT BBINIOJIHATL B COOTBCTCTBHUU CO CTPOUTCIIBHBIMU
HOpMaMH U IIpaBUJIaMH, IpyTrUMU HeﬁCTBYMMHMH HOPMAaTUBHBIMHU JOKYMCHTAMHU U HACTOAIIUM
AOKYMCHTOM.

4.5.2. B cucteme BoJOCHA0KEHUSI B TPYOOIIPOBO/IbI TPU HEOOXOAUMOCTH CTABATCS (PUIIBTPBI.

4.5.3. B MecTax nepeceueHus pa3InyHbIX CUCTEM JIOJIKHO UCIIOJIb30BAThCs YCTPOUCTBO,
IpeJoTBpalaroliee 0OpaTHbIN MOTOK KUIKOCTEH.

4.5.4. TpyOonpoBOABI CHCTEMBI BOJJOCHA0KEHHSI U MTOIaYH Ta30B JOJKHBI:

- OBITH M3TrOTOBJICHBI U3 Hep}KaBeIOH_Ieﬁ CTaJIN UJIN APYTUX KOppO3HOHHOCTOI>'IKHX MaTCepHraJioB €
YUE€TOM BO3MOKXHOCTH UX CTCPUIIHU3ALUN ITAPOM;

- OBITH YETKO MPOMApPKHUPOBAHBI C YKA3aHUEM UX CO/EPKMMOTI0, a B cllydyae He00X0JMMOCTH, KpOMe
TOT'0, HANpPaBJIEHUS IBUKEHUS NIOTOKa,

- UMETb Ha/IeKHbIE COEIMHEHUS WM COEMHUTENIbHBIE YCTPOICTBA (MIEPEXOIHUKH, aJalTephl),
0COOEHHO /1711 HEKOTOPBIX ra30B U JKUJKOCTEH. TpyOonpoBoAbl CHCTEMBI BOJIOCHA0KEHMSI, KPOME TOTO,
JOJIKHBIL:

- UMCTb HAKJIOH BHHU3 JJId ITOJTHOI'O CTCKaHUA Y KUAKOCTH,

- HE CO/IepKaTh Y4aCTKOB, B KOTOPBIX MOXKET 3acTauBaTbcs Boja (Y-o0pa3Hble U3ruosbl, "Tynuku",
IJI0XO CKOHCTPYHPOBAaHHBIE BEHTUIIH).

4.5.5. Jlnst MO¥KM MaTeprasoB MEPBUYHON YITAKOBKH M 000PYAOBAaHUS JOKHA UCTIONB30BATHCS
MMUTHEBASI BOJA WM BOJA OUYMILICHHAS.

4.5.6. J1ns npUTrOTOBJIEHUS! HECTEPHUIIbHBIX JIEKAPCTBEHHBIX CPEJICTB, MOCIEAHETO ONMOJACKUBAHUS
MaTepHuaoB MEPBUYHON yITAKOBKH, 000OPYIOBAHMS M TIOBEPXHOCTEH, KOHTAKTUPYIOIIHUX C HECTEPHIIBHBIMU
JIEKaPCTBEHHBIMH CPEACTBAMH U MOJYIIPOAYKTAMH, JOJKHA UCIOJIB30BATHCS BOJA OUMUIIICHHAS.

He sBnsercs opuunanbHOR Bepcrel, 0eCIIaTHO IPeAO0CTABIsAETCA WieHaM ACCOLUAIMHY JIECOTI0NIb30BaTeNeH
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4.5.7. Jlns npUroTOBIEHHS CTEPUIIBHBIX JIEKAPCTBEHHBIX CPEJCTB, IIOCIEIHETO ONOIACKUBAHUS
MaTepHasoB MEPBUYHOMN YIIaKOBKH, 000PYIOBAHUS U MOBEPXHOCTEHN, KOHTAKTUPYIOIIUX CO CTEPUIIbHBIMU
JIEKapCTBEHHBIMU CPEACTBaMM, JOJDKHA UCII0JIb30BATHCS BOAA JUISl UHBEKLINH.

4.5.8. ObopynoBaHue, MpUMEHsIEMOe IS MOTYyUYEHHUS BOJIbI OUYUIIICHHOM U BOJIBI JIJISl MHBEKIIHM,
JOJDKHO MOHTHUPOBATHCS U SKCILTyaTHPOBATHCS TAKMM 00pa3oM, 4TOOBI 00ECIICYHTh MOTYyYCHUE
HE00XO0AMMOTO KOJIMYECTBA BOBI TPEOYEMOT0 KauecTBa. Y CIIOBUS MOJIyUEHUS, XPaHEHHS U pacTpeieICHUs
BOJIbI JIOJDKHBI MTPETISITCTBOBATH POCTY MUKPOOPTaHU3MOB (IIPEUMYIIIECTBEHHO C TIOMOIIBIO TIOCTOSTHHON
LUpPKyJIsuuu npu temnepartype He Huxe 80 rpan. C).

4.5.9. KauecTBO BOJBI M TOATOTOBKA O0OPYAOBAHUS IS €€ MOIYUEHHs! JOIDKHBI PETyIISIpHO
KOHTPOJIUPOBATHCS B COOTBETCTBUH C HHCTPYKLUSMH, B KOTOPBIX JTOJDKHBI COIEPKATHCS JAHHBIE O
JOMyCTUMOM YPOBHE MUKPOOHOTO 3arpsi3HEHHUS M O MEpax, KOTOPBIE CIEAYET MPEeIIPUHUMATD IPU €TO
IPEBBIIICHHUH.

4.5.10. CucTteMsbl 7151 CTOKA KHIKHUX OTXO0JI0B ITPOU3BOCTBA JOKHBI OBITh MPHUCIIOCOOJICHBI IS
MPEIOTBPALCHUS 00PAaTHOTO TOKA XKUAKOCTEH. MecTa uX MPOXO0XKACHUS JOJHKHBI OBITH 000y I0BaHBI
COOTBETCTBYIOIIECH BEHTUIISLIUEH.

4.5.11. CucreMsbl UIS CTOKA KUJKUX OTXOJI0B 10 BO3MOXKHOCTH JOKHBI OBITH BBIBEIEHEI U3 "UUCTHIX"
nomerieHui. [Ipn HEeBO3MOKHOCTH BBIBOJIA TAKUX CHCTEM OHH JIOJDKHBI UIMETh d(h(heKTHBHOE
MPUCTIOCOOJICHHE ¢ BO3YXOIyBOM I OUUCTKH, IPEIOTBpALIAIOIee BOZMOXKHBINA BEIOPOC Yepes 3TO
MPUCIIOCOOJICHNE, U YCTPOUCTBO IS IC3UH(ECKITUH.

4.6. Cannrapus

4.6.1. HpOI/I3BOI[CTBCHHBIe NIOMCHICHU: CICAYCT COACPIKATDL B COOTBECTCTBUU C ITPABUJIAMU
CAaHHUTApPHOTO PEKHMMaA B YUCTOTC U HAJJIC)KAIIEM IMOPAIAKE. He A0IMYCKAaE€TCA pa3BCACHUEC [IBETOB, CKOIIJICHUE
MYCOpa, MMOABJICHUC HACCKOMBIX-IIAPA3UTOB U I'PBI3YHOB.

4.6.2. Kaxxnoe npeanpusTue 10JKHO UIMETh MOAPOOHYIO IPOrpaMMy NMPOBEJCHUS CAHUTAPHBIX
MEPOIPUATHH, yCTaHABIUBAIOIIYIO:

- IepeyeHb NOMEILIEHUI 1 000pYyAOBaHUS, OAIEKAUUX YOOpKe U 00pabOTKe, METOIbI U
NEPUOJNYHOCTb UX NPOBEICHNUS;

- IepeueHb UHBEHTaps, MaTepUajIoB, MOIOIINX U IE3UH(PUIHUPYIOIIUX CPEACTB, IPUMEHIEMbIX NTPU
ybopke nomereHuit u o00paboTke 060pya0BaHUS;

- IepeueHb COTPYTHUKOB, HETIOCPEICTBEHHO BHITIOIHSIONIUX YOOPKY MOMEIIeHUH 1 00paboTKy
000pYyIOBaHUS U PYKOBOISAIINX UX MPOBEIACHUEM.

Ot HHCTPYKIUHN ITOCTOAHHO JOBOAAT JO CBEACHWA COOTBETCTBYIOIICTO MEPCOHAIA U BKIIFOYAIOT B
nporpamMmmy noATrOTOBKH U IMOBBIIICHUA I(BaJ'II/I(I)I/IKaI_II/II/I.

4.6.3. HeoOX0auMO BBIAECTUTH MOMEIICHUE ISl XpaHEHHsI MOIOIIUX U 1€3UH(UIIUPYIOIIUX CPECTB,
MHBEHTapsl U MaTEpUaJIoB, IPUMEHSIEMbIX IIPH YOOpKEe oMeNIeHH 1 00paboTke 000py10BaHusI.

4.6.4. HeoOxoaumo uepeoBaHue Je3nH(DULIMPYIOLIUX CPEACTB ISl IPEIOTBPALLEHUS YCTOMUMBBIX
¢dbopm MuKpoOpraHu3MoB. JKenaTenbHO UCIOIb30BaHNUE CIIOPOLIMIHBIX 1E3UH(PHIUPYIOIINX CPEICTB.
Jle3uHpuuupyronme pacTBOPhl JOIKHBI ObITH CTEpUIbHBL. Bo n30exkaHne pocta MUKpPOOPraHU3MOB
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pa36aBHeHHHe PacCTBOPLI CJICAYCT XpaHUTh OTPAHUYCHHOC BPEMS B 3apPaHCC BHIMBITBIX CMKOCTAX. YacTtuaHo
3aIMOJIHCHHBIC EMKOCTH HEJIB3A JOJIMBATH CBCKCIIPUTOTOBJICHHBIMU PaCTBOPaAMHU.

4.6.5. Cnenyet peryysipHO MPOBOJIUTh KOHTPOJIb IO COOTBETCTBYIOIIUM UHCTPYKLMAM COAEPKaHUS
MEXaHUYECKUX YaCTHUI] H/UIIM MUKPOOPTaHU3MOB B BO3JIyX€ KJIACCH(PHUIUPYEMBIX TPON3BOICTBEHHBIX
MOMEIIEHUI ¥ KOHTPOJIb CTEIIEHU MUKPOOHOM KOHTaMUHAIIMKM 000PYI0BaHHUSI, TOBEPXHOCTEN OMELICHMS,
PYK IIEpCOHAJIa U TEXHOJOTUYECKOU OJICKIbI.

4.6.6. PaboTHUKH, 3aHATHIC B IPOU3BOJICTBE JICKAPCTBEHHBIX CPEACTB, COOMIOJAIOT MTPaBHiIa JIMYHONU U
IPOU3BOACTBECHHOW TUTHEHBI B COOTBETCTBUY C PA3IeNIoM 3 HACTOSIIETO JOKYMEHTA.

5. ObOPYJOBAHUE

5.1. O01Me moJoKeHus

5.1.1. O60py,Z[OBaHI/IC, HCIOJIB3YECMOC I TPOU3BOACTBA U KOHTPOJISL Ka4€CTBA JICKAPCTBCHHBIX
CpCACTB, JOJDKHO KOHCTPYUPOBATHCA U pa3MCIIATLCA TaK, YTOOBI MAKCUMAJIBHO OOJICTYUTh €TO IMOATOTOBKY K
pa60Te, OKCILTyaTalluo 1 06CJ'IY)KI/IB3.HI/Ie.

5.1.2. Bua, pa3mep U XapaKTepUCTUKH 000pyI0BaHUS U KOHTPOJIbHO-U3MEPUTEIBHBIX TPHUOOPOB
JOJKHBI COOTBETCTBOBATH IMPOBOJAMMBIM TEXHOJIOTHUYECKUM ITPOLIECCAM.

5.1.3. Bechl u nu3MepuTenbHble TPUOOPHI, UCIIONIb3YEMBIE I U3TOTOBICHUS JIEKAPCTBEHHBIX CPEACTB
1 KOHTPOJIS UX Ka4eCTBa, TICPUOJINUYCSCKH JODKHBI MIOABEPraThCsl KAIMOPOBKE M MTOBEPKE OOIICTIPUHITHIMU
METOIaMH.

5.1.4. IIpu npon3BOACTBE, YyIIAKOBKE, XpaHEHUH, TPAHCIIOPTUPOBKE U KOHTPOJIE KA4ECTBA MPOLYKIIUU
11€JIECO00Pa3HO UCTIOIb30BAHUE KOMIIBIOTEPHON TEXHHUKHU.

5.2. Koncrpykuus 00opynoBaHus

5.2.1. K KoHCTpyKIIMM 000pYI0BaHUsI IPEABIBIIAIOTCS CIEIYIONINE TPEOOBAHUS:

- IOBEPXHOCTH 00OPYAOBaHUS, CONPUKACAIOIIUECS C UCXOIHBIM CHIPbEM, TOITYIPOAYKTAMH WIH
TOTOBBIM MTPOJYKTOM, IOJKHBI OBITh INIaJKUMHU U U3TOTOBJICHHBIMH U3 HETOKCUYHOTO, CTOMKOIO K KOPPO3UHU
MaTepHaia, KOTOpPbIi He pearupyeT ¢ UCIOIb3yEeMbIM ChIPhEM WIIM MaTepHajiaMH U BBIJIEPKUBAET 00pabOTKy
Ne3uHOUIMPYIOUMMH CPEACTBAMH U/UITU CTEPUIIU3ALIHIO;

- BCe JieTainu 000pyI0BaHMUs, KOHTAKTHPYIOIIHE C UCIIOJIb3YEeMBIMU ChIPhEM, MaTepUaiaMu U
MOJIYTPOAYKTaMH, TIOJDKHBI OBITH CHEMHBIMU JJIs1 O0JIETYSHHSI UX MOUKH, 00pabOTKH Ae3NHPUITUPYIOITIMHE
CpPEeACTBAMM WJIU CTEPUIIN3ALINY;

- 000pyZ0BaHNE HE JOJKHO 3arps3HITHCS MaTepUajaMy, UCIIOIb3yEMbIMH JIJISl €r0 3KCIUTyaTaluu
(HampuMep, CMa30YHBIMH BEIIECTBAMH) BO M30€XKaHHUE YyXY/IICHHUs KauecTBa U 3arpsi3HEHHs TOTOBBIX
MIPOJTYKTOB;

He sBnsercs opuinmanbHON Bepcueid, 6ecraTHO IPeaoCcTaBIseTCs YWieHaM ACCOIMAINH JIECOIOIb30BaTeNeH
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- BCE NIEPEJIAIOLIUE YCTPONCTBA (TPaHCIIOPTEPHI, LEMHbIE IEPEJAUYX, IPUBObI TPAHCMUCCUH) TOJIKHBI
OBITh 3aKPBITHI M OTTOPOXKEHBI;

- 6YHKepI>I, €MKOCTH U aHAJIOTMYHOC O60py,HOBaHI/Ie JOJI2KHBI OBITh 3aKPbITHI.

5.3. Pa3memenue 000pyaoBanusi

5.3.1. OGopynoBaHue JOHKHO OBITh pa3MEIICHO TAKKMM 00pa3oM, YTOOBI:

- OIITUMU3HUPOBATH ITIOTOKKU UCXOAHOI'O CBIPbA, MAaTEPUAJIOB U CBECTU K MUHUMYMY IIEPCMEIICHUC
nepcoHala,

- IPpE€aAOTBPATUTH BO3MOKHOCTD 3arpA3HCHHA JICKAPCTBCHHBIX CPCACTB B ITPOLECCE UX ITPOU3BOACTBA,

- IPEIOTBPATUTH PUCK CMEIIMBAHUS PAa3HBIX POYKTOB UM UCKJIIOUYEHUS KaKOW-TM00 U3 cTaaui
IIPOU3BOJCTBEHHOTIO IIPOLIECCa;

- 00J1erYuTh MOWKY, 00pabOTKY, IKCIUTyaTaIlUIO U 00CIIy>)KUBaHHE 000PYIOBAHHUS.

5.3.2. HeucnpaBHoe 060pyA0BaHKE JOHKHO OBITh YAAIEHO U3 MPOU3BOJACTBEHHBIX TOMEIICHUN U
MMOMENICHUH OT/IeJIa KOHTPOJIS KauyecTBa UJIH, B KpalHEM Cilydae, I0JDKHO OBITh OTJEICHO U YETKO
COOTBETCTBYIOIIUM 00Pa30M MPOMAPKUPOBAHO A0 €r0 yJAICHUS U3 MOMEIICHHUS.

5.4. IloaroroBka K padore u IKCILIyaTalusi 000pPyA0BAHUA

5.4.1. JIns xax10r0 HOBOTO TEXHOJIOTHUYECKOTO MPOIIEcca NEPE]] €T0 BHEAPEHUEM B IPOU3BOICTBO
JIOJKHA MTPOBOJUTHCS OLIEHKA MOHTa)xa U paboTocrocoOHocTH 00opynoBaHus. B ciiydae 3aMeHbl Uiu
peMoOHTa 000py/1I0BaHUSI B COOTBETCTBUH € I'pad)ykamMu MPOBOJUTCS MOBTOPHAs Baluaalus 000py10BaHuUs.
Pe3ynbTathl ee mpoBeeHUs JOKHBI ObITh BKJIFOUYEHBI B OTYET M0 BaTUAAIINU, 4 HA KAXKIYIO €IUHUILY
000py1oBaHUs AOJKHA OBITH IOMEIIEHA STUKETKA C YKa3aHUEM JIaT IPOBEACHUS MOCIeIHEN BaIUIAUU U
MMOBTOPHOW BaJIUJAIUH.

5.4.2. JIns obserdyenus Haasiexalen sKCIuTyaTallly CIeayeT peryysipHO, B COOTBETCTBUU C rpapuKkaMu
IUIAHOBO-NPO(UIAKTUYECKOTO PEMOHTA, IPOBOJUTH OCMOTPBI 000PYI0BaHUS, a IPH HEOOXOAUMOCTH -
TEKYIUIA PEMOHT.

5.4.3. [loaroroBky 000pya0BaHUs K paboTe CleAyeT MPOBOJIUTH COTJIACHO HHCTPYKITUSAM 110 MOMKE U
00paboTKe Ae3NHPUITPYIOIIUMH CPEICTBAMU WIIH 110 €T0 CTePHIIN3AIIHH.

5.4.4. ITocne oOpaboTku 000pyI0BaHUS A€3UH(DUIMPYIOIIUMH CPEICTBAMH UM CTEPUIIN3ALIUT
pabounx aeraneil HEOOXOAUMO MPOBOIUTH KOHTPOJIb KaUeCTBa MOATOTOBKU 000pyI0BaHUS K paboTe B
COOTBETCTBHH C MHCTPYKLUSAMHU. Pe3ynbTaThl KOHTPOJIS KayecTBa MOATOTOBKU 00OpYAOBaHUS K paboTe, a
TaK)Xe pe3ysbTaThl IPOBEACHUS MPOPUIAKTUYECKUX OCMOTPOB 00OPYOBaHUS U TEKYIIETO PEMOHTA JOKHbI
OBbITh 3a()UKCUPOBAHBI B CIIELIUAIBHOM XYypHaJe.

5.4.5. O6opynoBaHue, UCIOJIb3yeMOE JUIs TPOM3BOICTBA TOJIBKO OJJHOT'O BH/IA JIEKAPCTBEHHOTO
CpEeICTBa, TOJIKHO OUMIIATHCSI TAKMM 00pa3oM, UTOObI HE JJOMYCTUTh CMEIIMBAHUS Pa3IUUYHbBIX CEPUi

He sBnsercs opuumanbHOR Bepcrel, 0eCIIaTHO IPeAO0CTABIsAETCA WieHaM ACCOLUAIMHY JIECOTI0NIb30BaTeNeH
[Mpunanoxss, [Tomopes u [Ipuonexss — Www.alppp.ru. [TocTosiHHO AEHUCTBYIOIIU TPETSHCKUIT Cy/I.


http://www.alppp.ru/

MIPOJYKTA.

O6opynoBanue, UCMIOIB3YEMOE ISl TPOU3BOJICTBA JICKAPCTBEHHBIX CPEICTB HECKOIBKHIX
HAaMMEHOBAHHH, TOJDKHO THIATEIHHO OYHINATHCS J0 IMOJHOTO OTCYTCTBHUS B IIPOMBIBHBIX BOJIAX CJICIIOB
JIEKapCTBCHHBIX BEIIECTB, BXOSIIUX B COCTaB paHee M3rOTOBJICHHOTO JIKAPCTBEHHOTO cpencTia. [lepen
MIPOU3BOJICTBOM JICKAPCTBEHHOT'O CPEICTBA MOCIICIYIOIIET0 HANMEHOBAaHUS 000PYI0BaHHE JOIDKHO TIPH
HeoOxomuMocTH 00padaThIBaThCS NE3MH(PHUIIMPYIOMUMHU CPEICTBAMU HIIA CTEPUITH30BATHCSI.

5.4.6. IIpucnocoOaeHrs M MaTEpUAIbl, UCTIOIb3yeMbIe 1151 00paOOTKH MPOU3BOIACTBEHHOTO
000pyIOBaHUs, JOJDKHBI BEIOMPATHCS M UCIIOJIB30BATHCS TAKUM 00pa3oM, YTOOBI OHHM CaMU HE SIBISUINCH
HCTOYHHUKOM 3arpA3HCHUA.

5.5. TpedoBaHusi K 000pPYA0BAHMIO ""YUCTHIX" MOMeIEeHU

5.5.1. OGopynoBaHue, HCTONIB3yeMOE 7Sl pabOThI B "4HCTHIX" MOMEIICHHX, IO BO3MOXHOCTH JIOJKHO
OBITH CKOHCTPYUPOBAHO U Pa3MEIIEHO TAKUM 00pa30oM, YTOOBI €ro IKCILUTyaTaIlHi0, 0OCITY)KUBAaHHE U PEMOHT
MOKHO OBLIO IPOBOJIUTS 32 MpeaesiaMu "IucThIX" moMenieHui. [Tocie 3aBepiieHuss paboT moMeIeHHus
cienyer o0paboTarh e3MH(PUIUPYIOIIUMHU CPECTBAMHU.

5.5.2. O6opynoBaHue, UCIOIB3YEMOE JIJIsl pA0OTHI B aCEITUYECKUX YCIOBUSAX, TOJDKHO UMETh
PETUCTPUPYIOIIUE YCTPOMCTBA JIJIsl KOHTPOJIS TapaMeTpoB mporiecca. HeoOxoaqumo cHaOxeHue
000pyIOBaHUS yCTPOWCTBAMYU CUTHAIN3AIINH, H3BEIIAIOIIUMHU O HEUCITPABHOCTH.

6. IPOLHECC ITPOU3BO/JCTBA

6.1. O01Me moJ10KeHus

6.1.1. OcHoBHOI 11(SA18:310) (bapMaueBTqucxoro MMPOU3BOACTBA ABJIAACTCA U3TOTOBJIICHUEC JICKAPCTBCHHBIX
BCIICCTB U IT'OTOBBIX JICKAPCTBCHHLIX CPEACTB. HpI/I O9TOM HUCIOJB3YCTCA UCXOAHOC ChIPHE U
BCIIOMOT'aTCJIbHBIC, YITAKOBOYHBIC U MAPKUPOBOYHLIC MATCPHUAJIbI.

6.1.2. HeoTheMaeMoOli 4aCThIO CHCTEMBI 00ECIICUeHUS KAUeCTBA TOTOBBIX MMPOAYKTOB ABJISACTCA
COCTaBJICHHAas HaaJICKallluM 06p330M AOKYMCHTAaIMA. Ona JOJIXKHa OBITE CBsI3aHA CO BCEMU pasaciamMunu
HaCTOAIINX HpaBI/IJ'I H OTpPa’KaTb UX OCHOBHBIC Tpe60BaHI/ISI.

6.1.3. [Ipotecc mpou3BoOICTBA JOJIKEH OCYIIECTBISATHCS B CTPOrOM COOTBETCTBUHU C TEXHOJIOTUUECKUM
periiaMeHToM, OTpakaromum TpedoBanus [IpaBui, uTo oOecreuynBaeT MOJy4eHHE TOTOBBIX MTPOTYKTOB
HAJUJIeXKALIEro KayecTna.

6.2. UcxonHoe cbipbe
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6.2.1. ®apmareBTHUECKHE TPEANIPUATHS 10JKHBI UMETh YTBEP)KJIEHHYIO B YCTAaHOBJIEHHOM IOPSIIKE
HOPMAaTUBHYIO TOKYMEHTALMIO HA HCXOJHOE CBIPLE, B TOM YHCIE CTAHAAPT IPEIIPHUITHS.

6.2.2. Ha mpou3BoACTBE NOMKEH OBITh YTBEPKICHHBIN CTAaHAAPT MPEATPUITHS, KOTOPBIA BKIIOUYAET B
ceOst:

- OTIMCAHME CHIPBS C YKa3aHHEM €r0 Ha3BaHUs, YCIIOBHOTO 0O003HAYCHHS U/WIIU KOJIa;
- CCBUIKY Ha UMEIOLYIOCS HOPMAaTUBHYIO JOKYMEHTALHUIO;

- YKa3aHHUC BO3MOKHBIX IMOCTABIHIMKOB ChIPbA, C KOTOPBIMH COINIAaCOBAHbI HOPpMATHBHAA JOKYMCHTAI W,
00BEMBI U CPOKH €r'0 IIOCTAaBOK;

- HHCTPYKLIUHU MO0 0TOOPY P00 U MPOBEIECHUIO BXOJHOTO KOHTPOJIS;

- TpeOOBaHUS K Ka4eCTBY, BKIIIOUYAs OMOJHUTENIBHBIE, C YYETOM CHelu(UKH TPOU3BOJICTBA;
- HaJuIeXKalllKue yCIOBUS XPaHEHHS U MEPhI IPEIOCTOPOKHOCTH IpU 0OpAILIEHUH C CHIPbEM;
- CPOK T'OJIHOCTH WJIH JIaTy, TIOCTIE KOTOPO# TpeOyeTcs JOMOIHUTENbHAS TPOBEPKa KayecTBa.

6.2.3. IIpu nomy4yeHUM cepuu ChIpbsi HEOOXOAUMO MPOBEPUTH COBIAICHNE CBEACHHI B OJIaHKE 3aKa3a,
B HAKJIQIHOM M HA YTHKETKAX MOCTABIINKA, OTCYTCTBUE IMOBPEKICHUS YITAKOBKH U €€ YUCTOTY, HAIIMUKE
JOKYMEHTOB, YIOCTOBEPSIOIINX KaueCTBO ChIpbs. [lonydueHne kaxaon cepuu ChIpbsi JOHKHO
PEruCTpUpPOBATHCA.

6.2.4. Ecnu oqHOBpEeMEHHO OBLIO MTOCTABIIEHO HECKOJIBKO PA3IMYHbBIX CEPUM OHOI0 HAUMEHOBAHHUS
CBIPBS, KAXKIYIO CEPHIO CIIEYeT PaCCMaTpUBaTh OTAEIBHO B OTHOLIEHUH 0TOOpa MPo0, IPOBEACHUS
BXOJHOT'O KOHTPOJIA 110 HOpMaTI/IBHOfI AOKYMCHTAIMU U BblAa4YU pa3pClICHUS Ha UCIIOJIb30BAHNC B
IIPOM3BOCTBE.

6.2.5. [lony4eHHOE CBhIphE MOABEPTaeTCSl BXOAHOMY KOHTPOJIIO COTJIACHO JIEHCTBYIOIIEH
JTOKYMEHTAIUH, JJIS Yer0 OT KaXJI0W CEPUU ChIPbS OTOMPAIOT cpenHue mpoosl. OTOOp Mpod N0KeH
MIPOBOAUTHCS B COOTBETCTBUHU C MUCHbMEHHON MHCTPYKIIMEH B CIIEIIUATBHO 0O00OPYI0BAHHOM MOMEIIIEHUH U C
COOJTIOJICHHEM YCIIOBHUH, NCKITFOYAIOIHNX JOTIOTHUTEEHOE 3arPsS3HEHUE CHIPBS HITH IPYTOe CHIYKEHUE
kauecTBa. JKenatenbHo, 4TOOBI OTOOP MPOO MPOBOIMICS OAHUM YIOTHOMOYEHHBIM coTpyanukoMm OKK non
KOHTPOJIEM JIPYTOTO.

JItoOble OTKIIOHEHMSI OT TPEOOBaHUN HOPMAaTUBHOM JOKYMEHTAIMH, B TOM UUCIIE TOBPEKICHUS
YIIaKOBKH, KOTOPbIE MOTYT MOBJIHATH HAa KAUE€CTBO UCXOJIHOTO CBIPbsI, JOJKHBI ObITh 3apETUCTPUPOBAHBI.

6.2.6. [lomy4yeHHOE CBIPBE TOJKHO OBITH CHA0KEHO STUKETKOMU, COAEpIKAIIEH CIEeTyIOIIYIO
nH(pOpMaLIHIO:

- Ha3BaHHE NMPOIYKTA, YCIOBHOE 0003HAUYCHHE W/ KOJI;
- HOMEp CepUH;
- CPOK TOJTHOCTH WUJIH JIaTy, TIOCTIE KOTOPOH TpeOyeTcs JOMOIHUTENbHAS TPOBEPKa KauyecTBa.

[Ipu 5TOM 11ETIECO00pPA3HO UCTIONK30BATh IIBETHBIE 3TUKETKH. B mpoiiecce mpoXoxaeHUs pa3IMuHbIX
CTaJMil KOHTPOJISI U B 3aBUCUMOCTH OT €0 PE3YJIbTaTOB (HAIPUMED, CHIPhE PA3PEIICHO K UCTIOIb30BAHUIO
WM 3a0paKkoBaHO) ITUKETKU 3aMEHSIOTCS.

6.2.7. CLIpBe AOJIDKHO XPaHUTHCA B IOMCHICHUAX IJI XpPAaHCHHUSA, U30JIMPOBAHHBIX OT OCHOBHOTI'O
IMPOU3BOJCTBA. ,21.]'[5[ NpeaoTBpalliCHUA CMCIIMBAHUSA U 3arpA3HCHUA ChIPb HGO6XO}II/IMO npeayCcCMOTpETh
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OTACIIbHBIC TOMCIICHUS WJIN YUACTKU MMPUCMA, XPaHCHUA U BblJIa4H.

[Ipu xpaneHuu 10iKeH OBITH 0OecrieueH YA0OHbIH JOCTYI K CHIPhIO UMEIOIIETO OJTHOMOYHS
[IepCOHAJIa.

6.2.8. IIpu npoBeneHnu paboT C ChIpbeM JO0HKHBI CTPOTO COOJII0IaTHCS CYHIECTBYIONINE HOPMBI
CaHWTAPUU, TUTHCHBI U TEXHUKU 0€30MaCHOCTH.

6.2.9. CoIpbe BBIAAETCS B IPOU3BOCTBO MPH COOTBETCTBUU €T0 TPEOOBAHUSAM HOPMATHBHOMN
JTOKYMEHTAIMH 10 pa3pelIeHo OT/eNa KOHTPOIIs KauecTBa. Brinada u GanmaHc 3amaca ChIpbst JODKHBI
PETUCTPUPOBATHCHS.

6.2.10. OT Kax /101 MOTYy4EeHHON CEPUU CHIPhS HEOOXOIUMO OCTABIIATH 00PA3Ilbl B JOCTATOYHOM
KOJIMYECTBE Ha CITy4ail IPOBEICHHSI TOBTOPHBIX aHAJTUTUYESCKHUX MPOBEPOK U XPAHUTh B COOTBETCTBHH C II.
2.3.3.

6.2.11. B nepByto ouepep cieayeT UCIoJIb30BaTh UMEIOIINE cooTBeTCTBYoIIee paspenienue OKK te
CEpHUH ChIPbsI, KOTOPBIC TIOCTYIHIIN Ha MIPEIIPUATHE PAHBIIIC.

6.2.12. B3pemuBaHnue U/Uial OTMEPUBAHUE ChIPbS JJIs UCIIOJIb30BAaHUS B IPOU3BOICTBE J10JIKHO
OCYLIECTBJIATHCS YIIOJJHOMOYEHHBIM IIEPCOHAJIOM 11€Xa B COOTBETCTBUM C MMCbMEHHOM MHCTpyKIMen. [lepen
B3BELLIMBAaHUEM H/WIIM OTMEPUBAHUEM CBIPbsi HEOOXOJUMO YOEIUThCS, YTO OHO pa3pereHo A
HCIIOJIb30BaHUs, @ EMKOCTHU AJISl ChIPbSl YUCThIE U COOTBETCTBYIOIIUM 00pa3oM MPOMapKUPOBaHBbI.
B3BemmBanue JOKEH IPOBOJUTH OJUH COTPYAHHUK I10J] KOHTPOJIEM IPYIroro.

6.2.13. Bo u36exxanrue BTOpUYHON KOHTAMHHAIIMU AOJHKHO OBITh YAEIEHO BHUMAHHUE YCIOBUSIM
JIOCTABKU UCXOJHOTO CHIPhS K MTPOU3BOJCTBEHHOMY YYaCTKY.

6.2.14. Bce KOMIIOHEHTBHI, BXOSIIUE B COCTAB HECTEPUIIbHBIX JIEKAPCTBEHHBIX CPENICTB, AOKHbI
PEryJsipHO MO/IBEPraThCsl IPOBEPKE HA MUKPOOHYIO KOHTAMHHALUIO.

6.2.15. Bce KOMITOHEHTBHI, BXOAAIIUE B COCTaB CTEPUIIbHBIX JIEKAPCTBEHHBIX CPENICTB, AOJKHBI
PETYJISPHO MOABEPraThCsl MPOBEPKE HAa CTEPUILHOCTh MJIM MUKPOOHYIO KOHTAMUHALIMIO U TIPU
HE00XO0AMMOCTH Ha MUPOT€HHOCTb. JIOMYCTUMOE KOJIMYECTBO MUKPOOPTaHU3MOB JIOJDKHO OBITh YKa3aHO B
CTaHJapTax NPEeIIpUITHS Ha KaXablil BUA chIpbs. [Ipn He0oOX0auMOCTH JOKHO POBOIUTHCS ONpeAeTIeHIE
COJIepKaHUA MEXaHUYECKUX BKIIFOUEHHUH B UICXOJHOM CBHIPBE.

6.2.16. 3abpakoBaHHOE ChIPbE JOHKHO OBITH MPOMAPKUPOBAHO M BO3BPAILIEHO MOCTABILIUKY WU
YHUUTOKEHO, YTO JJOJIKHO OBITh JOKYMEHTAIBHO 0()OPMIIEHO.

6.3. MatepuaJjibl NepBUYHON YIIAKOBKHU

6.3.1. Marepuansl IEpBUYHON YIAKOBKH, UCIIOJI3yEMbIE B IPOU3BOJICTBE JIEKAPCTBEHHBIX CPEJICTB,
JOJIKHBI:

- o0ecrieynBaTh 3aLIUTY JIEKAPCTBEHHBIX CPEJICTB OT BO3ACHCTBUS HEOIArOMpHUITHBIX YCIOBHMA
BHEIIIHEW CPENbL;

- IPEIOXPaHATh OT MEXaHUYECKUX BO3/ICHCTBUN;

- OBITH y,7106HI)IMI/I JJI1 TIOBCEAHCBHOI'O ITOJIB30BAHUA,
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- OBITH DCTETUYHBIMHU 110 BHCIIHCMY BULY.

6.3.2. dapmarieBTHUECKHE TPEANIPUATHS TOJDKHBI pPa3padoTaTh HHCTPYKIIMHU, OXBATHIBAIOIINE BCE
acreKThl 00pallleHus ¢ MaTepuaiaMy MEPBUYHON YIAaKOBKH (ITPOLIECC MOATOTOBKH, UCIIOIb30BAHUE U
METOBI KOHTPOJIA KayecTBa). VX ocyliecTBiIeHue rapaHTHpyeT TpeOyeMblil ypOBEHb YHCTOTHI MaTEPUAIOB
MEPBUYHON YIAaKOBKH 10 MEXaHUYECKOMY U MUKPOOHOMY 3arpsi3HEHUIO.

6.3.3. JI71s1 U3roTOBIIEHUSI MAaTepUAIOB NIEPBUYHON yIaKOBKU (aMIyJibl, (IaKOHbI, OaHKH, KOJIIMAYKH,
MPOOKHU U T.]I.) TOJIKHBI IPUMEHSATHCS MaTEpUalbl, HE BIUSIONINE HA CTA0OMIBHOCTD U
(bapmakoTepaneBTHUECKHE CBONCTBA YKYIOPEHHBIX JIEKAPCTBEHHBIX CPEICTB.

6.3.4. dopma, pa3mepbl U JOMYCTUMbIE OTKIIOHEHHSI OT pa3MEpPOB MaTEPHAJIOB IEPBUYHON YITaKOBKU
JOJDKHBI OTBEYATh TPEOOBAHUSM COOTBETCTBYIOIIMX CTAHIAPTOB.

6.3.5. Bce marepualibl MepBUYHON yITAaKOBKH JIOJDKHBI COOTBETCTBOBATH CIICIIUATIBLHO Pa3pabOTaHHBIM
Y YTBEPXKJICHHBIM Ha MPEIIPUATHHN CTAaHAAPTaM MM HHCTPYKIIHSM MPEIIPUATHS U TOCTYIATh Ha
MPEANPUATHS OT MOCTABIIMKOB B YIIAKOBAHHOM BHJIE, 00ECIICUNBAIOIIEM UX COXPAHHOCTh U
MPEOTBPAIIAIOIIEM BO3MOKHOCTh BTOPUYHOTO 3arPs3HEHUS HAa IPOTSDKEHUH BCETO CPOKA XPAHCHHUS.

6.3.6. YiakoBo4Hble MaTepHalibl HEOOXOAUMO XPAaHUTh B IPUCHOCOOIEHHBIX IS TOr0 MOMEILEHHSX C
Y4E€TOM HCKJIFOYEHHS BO3MOKHOCTH MX CMELIMBAHMS WIN 3arpsA3HeHus. B epByto oduepens cienyer
UCII0JIb30BaTh UMeEroLIe cooTBeTcTBYoMIEee paspemenne OKK te cepun ynakoBO4YHbIX MaTe€pHalloB,
KOTOpBIE MOCTYNWIN Ha IpeanpusTie panblie. CTapble WM yCTapeBLINE MaTepUallbl IEPBUYHON YIaKOBKU
ClIelyeT YHUUYTOXKATh, YTO JOJKHO OBITh IOKYMEHTAJILHO 0(POPMIICHO.

6.3.7. Ilpu TpaHCTIOPTUPOBKE MOATOTOBIEHHBIX MaTEPHAIOB IEPBUYHON YIAKOBKU U3 OJHOTO
MMOMENICHUS B IPYTO€ JOJKHBI OBITh TPEAYCMOTPEHBI CIIEIUATBHBIE YCTPOMCTBA, MPUCTIOCOOJICHUS UITH
KOHTEIHEPBhI, UCKIIOYAIOIIHEe BO3MOXHOCTh UX BTOPUYHOTO 3arpsi3HEHUS WIA CMEIINBAHMUS.

6.3.8. IIpu ymakoBKe JIEKapCTBEHHBIX CPEACTB ISl IETEH 11eT1eco00pa3HO HCTIONb30BaHHE
OJIHOPA30BbIX MMAKETOB U3 TJICHOUHBIX TEPMOCBAPUBAEMBIX MATEPUAJIOB. Y TAKOBKH MHOTOPAa30BOTO
HCIIO0JIb30BaHUsI, COAEPIKALIUE PACTBOPHI, CHPOIIBI U CYCIIEH3UH JJIsl IPUEMa BHYTPb, JTOJIKHbI
KOMILIEKTOBATHCS CPEJICTBAMH JIO3UPOBAHUS B COOTBETCTBUH C BO3pacToM pebeHka. [IpumMeHeHue ymakoBok
MHOT'OpPa30BOI0 UCTIOIb30BAHUS JIJIsl CUIIbHOIEUCTBYIOIIMX JIEKAPCTBEHHBIX CPEJCTB, IPEIHA3HAYEHHBIX JIJIS
neTel, HeonycTumo. Bee BUIbI yIIaKOBKY JIGKAPCTBEHHBIX CPEJCTB IS IeTe! JOJIKHBI UMETh
OTIUYUTEIHHYIO MAPKUPOBKY.

6.3.9. Marepuaisl IEpBUYHOMN YIIAKOBKH JUIsl HHBEKIIMOHHBIX JIEKAPCTBEHHBIX CPEACTB (aMITYJIBL,
(1akoHbl, OyTHUIKH, PE3UHOBBIE TPOOKN) TOJIKHBI TPOBEPATHCS HA OTCYTCTBUE MEXAHUYECKUX BKIFOUEHUH.
IIpu npou3BOACTBE NHBEKIIMOHHBIX JIEKAPCTBEHHBIX CPEJICTB, HE CTEPUIIN3YEMBIX B IIEPBUYHON YIIAKOBKE,
KpOME€ TOTO, CJIeAYyeT KOHTPOJIUPOBATh UX CTEPUIILHOCTD U, IPU HEOOXOAUMOCTH, MUPOreHHOCTh. Eciu
IpoIecc NOJArOTOBKM MaTepHasoB MEPBUYHON YIAKOBKHU ObLT BATUAUPOBAH, KOHTPOJIb UX CTEPUIBHOCTH U
MUPOr€HHOCTH MOXET MPOBOJUTHCS B OTAENIBHBIX CIIydasiX.

6.4. [Ipouecc npousBoacTBA

6.4.1. TexHOJIOTHYECKHUI TPOLIECC JOJIKEH OCYIIECTBIISITHCA B COOTBETCTBHH C TEXHOJIOTUYECKUM
PETTIaMEHTOM C LIEeTBI0 00eCIeYeHHsI BBITyCKa TOTOBOTO MPOAYKTa, COOTBETCTBYIOIIETO BCEM TPEOOBAHUSIM
HOPMaTUBHOM okyMeHTanuu. Ocoboe BHUMaHueE cleAyeT YAeNaTh BOIpOocaM MOJEPHU3AINH U
COBEPILIEHCTBOBAHUS IIpoLiecca MPOU3BOICTBA.
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6.4.2. Onepanuu TEXHOJIOTMYECKOTO MPOoIiecca JOJKHBI BBIMOJHITHCA U KOHTPOJIUPOBATHCS
KBTM(DUIIUPOBAHHBIM TIEPCOHATIOM C UCTIOJIB30BaHUEM HEOOXOAMMOro 000pyI0BaHus U IPUOOPOB B
CHeIHabHO MPEAHA3HAUYEHHBIX JJISl 3THUX IIeJIel TOMEIICHUSIX.

6.4.3. Bce Bubl 00pabOTKH U UCIIOJIB30BAHUS ChIPhS, BCIOMOTaTeIbHBIX, YIAKOBOUHBIX U
MapKHPOBOYHBIX MaTE€PHAJIOB, MOIYIPOIYKTOB M TOTOBOT'O IMPOIYKTa, BKIIOYAsi IPUEMKY, KapaHTHUH, OTOOp
U aHallu3 Mpo0, XpaHeHHe, MApKUPOBKY U YIAKOBKY, IOJKHBI OCYIIECTBIIATHCA U PETUCTPUPOBATHCS B
COOTBETCTBHH C TMCbMEHHBIMU MHCTPYKIMSMH U CTaHAAPTaMU NpeaAnpusaTus. JItoOble n3MeHEeHHS B
TEXHOJIOTHYECKOM MPOLECCE JOHKHBI BBOJUTHCS U PETUCTPUPOBATHCS B YCTAHOBJIEHHOM Ha MPEIIPUATUN
nopsiike. JIroOble OTKIIOHEHUS B XOJI€ MPOBEACHUS IPOU3BOJICTBEHHBIX ONEPAIIUil TOJKHBI
PErucCTpUpPOBATHCA.

6.4.4. Ycnosus IMPOBCACHUA TEXHOJIOITHYCCKOT'O IIpouecca AJ0JI>KHbI o0ecreynBaTh:
- CO3aHUEC MMOTOYHOCTH TEXHOJIOIMYECCKOTI' O IIpouecca,

- COIIaCOBAHHOCTh, 0€30MaCHOCTh U 0€3aBapUHHOCTh paOOTHI BCETO TEXHOJIOTHYECKOTr0 000py10BaHUS
1 ONTUMAJIBHYIO €T0 3arpy3Ky;

- UCKIIFOYCHHUEC WJIM CBEACHNEC K MUHUMYMY KOHTAKTOB pa6OTaIOIII€FO IepcoHajia ¢ CbIpbEM,
BCIIOMOTI'aTCIIbHBIMU MAaTCpHaIaMH, MaTCpHUualaMu HepBHQHOﬁ YIIAKOBKHU U TOTOBBIM IIPOAYKTOM B IIPOLECCE
O6C.Hy}KI/IBaHI/I$I 060p}/I[OBaHI/I$I W IIPH BBIIIOJIHCHWUU ITPONU3BOACTBCHHBIX onepaunﬁ;

- CTPOroc JO0KyMCHTUPOBAHHEC BCEX CTaauM TEXHOJIOTHUECCKOTO mmponecca, BKiIro4asa COCTaBJICHUC
MaTCpHaAJIbHOIO 68.J'IaHC8.;

- iepepaboTKy 00pa3yrOIIUXCS OTXO/OB;

- aBTOMATH3AIUI0 U KOMIIBIOTEPU3AINIO TEXHOJIOTHYECKUX MPOIIECCOB, MEXaHU3AIHIO
BCIIOMOTaTEJIbHBIX U MOTPY30YHO-PA3TPY304YHBIX paldOT.

6.4.5. JlobaBneHue B3BEIIEHHOTO W/UIM OTMEPEHHOTO ChIPhs MPHU MOTYYEHUH KaXK10i CepUH MPOIyKTa
JIOJPKHO OCYILECTBIIATHCS YIOJTHOMOYEHHBIM [IEPCOHAJIOM IIeXa B COOTBETCTBUU C MMMChbMEHHOM
uHCTpyKIueH. /lo6aBiieHre CHIPhs TOJKEH POBOIUTH OJWH COTPYIHHUK MO KOHTPOJIEM JIPYTOTO.
PacueTHble KOTMUECTBA 3arpy’KaeMbIX KOMIIOHEHTOB JOJKHBI 00ECTIEUUTh COJIepKAHNE B TOTOBOM IPOAYKTE
He menee 100% yka3aHHOTO Ha ITUKETKE KOJIMYECTBA JEHCTBYIOIIETO BEIIECTBA.

6.4.6. TpeboBaHus K JOMYCTUMBIM CPOKaM U YCIOBHSIM XpaHEHHUS MOJIYIIPOAYKTOB JI0JIKHBI OBITH
YCTaHOBJICHBI M OTPa)KE€HbI B TEXHOJIOTMYECKUX PErjlaMeHTaxX WK APYroi MpOU3BOICTBEHHOM
JTOKYMEHTAI[HH.

6.4.7. Ocoboe BHIMaHUE CIEIYET YAEIATh POIIECCY MPOU3BOACTBA CTEPUITBHBIX JIEKAPCTBEHHBIX
CPEACTB, /71l TOATOTOBKH KOTOPOTO HEOOXOAUMO BBINOJIHATH KOMIUIEKC MEPONPUATUH, ONIMCAHHBIX B
COOTBETCTBYIOIINX Pa3Jiesiax HaCTOSAIIETO JOKYMEHTA (ITOArOTOBKA MMOMEIICHNH, BEHTHIIAIIMOHHOTO BO3/TyXa,
00opy0BaHus, IepcoHaa K padore).

6.4.8. IIpu npon3BOACTBE JIEKAPCTBEHHBIX CPEACTB IPUMEHSIOT CIEAYIOIIUE METOABI CTEPUITN3ALUH:
- TepMHUYECKU (TTapOBOM UM BO3AYIIHBIN);

- cTepuiu3ytonias GuIbTparus;

- XUMUYECKHH (ra30BbIN);

- paIuaIlMOHHBIN.
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[Tpu BbIOOpE MeTOIa M peKUMa CTEPUIIM3ALIMN HEOOXOIMMO YUUTHIBATh CBOWCTBA, 00BEM, Maccy
CTEpUIIM3YEMbIX BELIECTB WJIM MaTepUaioB U UX MUKPOOHYIO KOHTaMHUHAIIMIO 10 cTepriin3anuu. J{is Bcex
TEPMOCTAOMIIBHBIX BELIECTB METO/ TEINIOBON CTEPUIIU3AINH SBIISETCS MPEANOUYTUTEIEHBIM.

Kontposns 3¢pextuBHOCTH MpoIiecca CTEPHIN3ALUU OCYIIECTBISIETCS ¢ IOMOIIBIO KOHTPOJIBHO-
M3MEPUTEIBHBIX TPUOOPOB, XUMUUECKUX U OMOJIOTMYECKUX MHAUKATOPOB. [Ipomecc crepuinu3zanny 10mKeH
OBITH BaJIMIUPOBAH.

B ciydae npumeHeHus: MeTo/1a CTEPHIN3YIONIEH (PUIbTpalii OHA JOJKHA BBITOIHATHCS KaK MOYKHO
OJIMKe K MOMEHTY U MeCTy po3nuBa. OUIbTPYIOLUI MaTepuall He J0JDKEH BIUATh Ha IPOJYKT.
[Tpumenenne GUIBTPOB, COAEPIKAMNX acOeCT, pa3peracTcs B UCKIIOUUTEIbHBIX CIIydasx MpH 003aTeIbHOM
UCIOJIb30BaHUU KOHEUHOTr0 MeMOpaHHOro (uibTpa ¢ pazmepom mnop He 6onee 0,22 mxm. LlenocTHOCTD
(bUIbTpa ¥ TEPMETHYHOCTH COOPAHHOHN YCTaHOBKH JIOJIKHBI IIPOBEPSTHCS COOTBETCTBYIOLIMMH METOaMU
nepesl Ha4yajoM U 10 OKOHYaHUU (PUIIbTPAIUH.

6.4.9. Opranu3anus 1 MpoOBeICHUE TEXHOJOMHYECKOT0 IPOIecca TOJIKHBI HCKII0YaTh BO3MOXHOCTh
CMEIIMBAHUS TPOCTEPHIN30BAHHOTO U €III¢ HE CTCPUIIM30BAHHOIO MPOIyKTa. B 3TOM Cityuae ciemayer
HCII0JIb30BATh CTEPUIIN3AIIMOHHOE 000PYIOBaHUE, BXO/I M BBIXOJ] KOTOPOTO HAXOSTCSA B pa3ieIbHBIX U
HECOOOIIAOIINXCS [TOMEILIEHUIX.

6.5. MapkupoBKa 1 BTOPUYHAS YIAKOBKA

6.5.1. Ha npeanpusiTuu 10J5KHBI UMETHCS UHCTPYKLIUU, OTPAXKAIOIINE MTPABUJIA IPUEMKHU U
UACHTU(DUKAINH YITAKOBOYHBIX U MAPKUPOBOYHBIX MATEPHUAIIOB, IIPOBEPKU pabodnX MECT U 000pyI0BaHUS,
MOPSAIOK pabOTHI MPU YIAKOBKE U MapKUPOBKE.

6.5.2. '0TOBBII IPOYKT TOJKEH UMETh YETKYIO MapKUPOBKY. ConepkaHue MapKUPOBKU U
odopmIleHrEe HaANHUCEN JOIKHBI COOTBETCTBOBATh TPEOOBAHUSAM, YCTAHOBJIEHHBIM JIEHCTBYOIIEH
HOPMAaTUBHOI TOKyMEHTalMel Ha KOHKPETHBIE BUJIbI JIEKAPCTBEHHBIX CPEJCTB. B MapKUpoBKe MPOAYKTOB
1eJ1eCO00pa3HO UCIOIb30BaTh KOJUPOBAHKE, 00JIErYaroee aBTOMATU3HPOBAHHYIO UAECHTU(PHKALUIO.

6.5.3. MapkupoBKa MOXET ObITh BBHITIOJIHEHA B BUE CIICIIHAIBHBIX dTHKETOK MJIM HAaHECEHa
HEMOCPEICTBEHHO Ha MEPBUYHYIO YIIAKOBKY.

6.5.4. 3roToBieHre ITUKETOK U IPYTUX MEYaTHBIX MAaTEPUAJIOB JIOJIKHO ObITh OPraHU30BaHO TAKUM
o0pa3oMm, 4ToObI N30ekKaTh BO3MOXKHOCTU UX CMEIIUBAHUS U/UITU TIEpEnyThIBaHUS.

6.5.5. DTUKETKU U Ipyrue nevaTHble MaTepUabl 111 MAPKUPOBKH U YIIAKOBKH JOJKHBI XPAHUTHCS B
KOHTEHepax B MOMEIICHUSAX JJIsl XpaHeHUsI. DTUKETKH U Ipyrue MapKUpOBOYHbIE MaTepHallbl,
IIpeAHA3HAYEHHBIE I KaKI0I0 HAUMEHOBAHHUS U JO3bI TOTOBOI'O JIEKAPCTBEHHOT'O CPENICTBA, JOJIKHBI
XPaHUTHCS OTIENBHO. VIX BhIJauya B MPOU3BOJICTBO MOXKET OBITh pa3pelieHa TOIbKO MPU HATMYUH
COOTBETCTBYIOILETO TUCbMEHHOIO PACIIOPSKEHHUS.

6.5.6. TpaHCHOpTI/IpOBaHI/IC OTUKCTOK U3 IOMCHICHUSA JJId XPAHCHHUA K JIMHUU MAPKHUPOBKU U YIIAKOBKU
JOJIXKHO OBITH OpraHu30BaHO Tak, YTOOBI rapaHTUpPOBAaTb HEBO3MOXXHOCTD UX MOAACIIKH, CMCIINBAHUS WU
NepenyThbiBaHUA C STUKCTKAMU, TPCAHA3ZHAUCHHBIMU JISI MAPKUPOBKU APYTHUX JICKAPCTBCHHBIX CPCIACTB,
CBIPbS WX BCIIOMOTaTCJIbHBIX MaTCpHUaIOB.

6.5.7. YcrapeBire U BhILIEANINE U3 YIIOTPEOIECHUS STUKETKH, MAPKUPOBOYHBIE U YITaKOBOYHbBIE
MaTepHabl, a TAKKE HEMCIIOJIb30BaHHbIE ATUKETKU C IIPOCTABJICHHBIMU Ha HUX HOMEPOM CEpUU WU
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APYIrUMH JAHHBIMU MOMJICKAT YHUYTOXKCHUIO, YTO JOJIPKHO OBITE JAOKYMCHTAJILHO O(bOpMHCHO.

6.5.8. lnst obecrieueHust COXpaHHOCTH MIPU TPAHCIIOPTUPOBKE TOTOBBIE JIEKAPCTBEHHBIE CPEACTBA
JOJKHBI OBITH TOMOJIHUTEIBHO YIIAKOBAHBI BO BTOPUYHYIO U IPYIIIOBYIO Tapy B COOTBETCTBHUHU C
JENCTBYIOLIEH HOPMAaTUBHOM TOKYMEHTALUEH.

6.5.9. MapkupoBKa BTOPUYHOH YIIAaKOBKH JIOJKHA OTBEYATh TPEOOBAHUSM JCHCTBYIOIICH
HOPMATHUBHOM JOKyMeHTaruu. KpoMe Toro, oHa JOJbKHA COIepKaTh YKa3aHUE O KOJHMYECTBE EPBUYHBIX
YIIaKOBOK B OJTHOM KOpPOOKeE.

6.5.10. MapkupoBKa rpynmoBoi yIakOBKH JIOJDKHA OTBEYATh TPEOOBAHUSAM JACHCTBYIOMICH
HOPMATHUBHOM JJOKYMEHTAIIUH C y4ETOM MapKUPOBKU BTOPHYHON YIAKOBKH.

6.5.11. Ilepen oTnpaBkoi rOTOBOTO MPOAYKTA C TEPPUTOPUHU MPEATPUATHS CLICHUAIBHO BBIICIICHHBIM
JUTS 3THUX 1eJIeH MepCOHAIOM JIOJKHBI OBITh TPOBEPEHBI COOTBETCTBUE MAPKUPOBKH BTOPUYHOU U
IPYMIOBOM YIaKOBKH.

6.5.12. TpaHcnopTUpOBaHUE JTEKAPCTBEHHBIX CPECTB, YIAKOBAHHBIX B TPYIIIOBYIO Tapy, JOHKHO
OCYHIECTBIISITHCA B 3aKPBITHIX TPAHCIIOPTHBIX CPEJICTBAX B COOTBETCTBUHU C TPEOOBAHUSIMU JICUCTBYIOIICH
HOPMAaTUBHOI TIOKyMEHTAIlMU U MPaBUJIAMH, JEHCTBYIOIIMMHI Ha COOTBETCTBYIOIIEM BH/JIE TPAHCIOPTA.

6.6. I'oToBBIE MPOAYKTHI

6.6.1. KoHTponp KayecTBa rOTOBBIX JIEKAPCTBEHHBIX CPEJCTB JOJDKEH OCYIIECTBISATHCS B COOTBETCTBHH
¢ pazzenom 2.3.

6.6.2. 'oTOBBIE IEKaPCTBEHHbIE CPEACTBA 10 MMOIYUEHUSI pa3pellieHus] Ha UX PEeaTu3aluio JOKHbI
XPaHUTHCS Ha KapaHTHHE MPH YCIOBHSX, YCTAHOBIIEHHBIX TPOU3BOINUTENIEM U 00ECTIEUNBAIOIINX UX
COXPaHHOCTb.

6.6.3. IIpu HEOOXOAMMOCTH JAOKHBI ObITh YKa3aHbl TPEOOBAHUS K CPOKaM NMEPUOINYECKUX OCMOTPOB
XPaHUMOTO MPOJYKTA, CIIOCO0Y YKIIa/IKH, a TAKXKe ClIeUaIbHbIe TPEOOBAHUS K XPAHEHHIO SIIOBUTHIX U
CHJIbHOJICHCTBYIOIUX (CTIMCOK A 1 B), OTHEOMMaCHBIX, B3PHIBOONACHBIX MPOIYKTOB M MPOIYKTOB C
OrpaHUYEHHBIM CPOKOM XPaHEHHUSI.

6.6.4. Ilocne BbLJA4YH1 PA3PCIICHUA Ha PCATTU3ALUT0 T'OTOBBIC JICKAPCTBCHHLIC CPEACTBA TAKIKEC NJOJIKHBI
XPAaHUTBCA ITPH YCIIOBUAX, YCTAHOBJICHHBIX U3TOTOBUTCIIEM U 06€CHe‘II/IBaIOIIII/IX X COXpPaHHOCTb.

6.6.5. Ha ka)x70e roToBo€ JIEKApCTBEHHOE CPEJCTBO Ha MIPEAIPUATHH CIEIyeT BECTU 10Che, B KOTOPOM
JIOJKHBI OBITH COOpaHbl MaTepHUallbl, Kacaroluecs pa3paboTKH Mpernapara, BKIItoYas pa3pelieHne Ha
MEAUIMHCKOE MPUMEHEHNE, a TAK)Ke BHEAPEHUS €ro Ha JTaHHOM IIPOU3BOJICTBE; JOMOIHUTEIbHbBIE
TpeOOBaHUs K CHIPHIO, BCIOMOTaTeIbHBIM, YIIAKOBOYHBIM U MApKUPOBOYHBIM MaTepHajiaM, MOJYMpOoIyKTaM
Y TOTOBOMY INPOJIYKTY; KpaTKasi XapaKTepUCTHKa MpoIecca MOIyYeHUs KaXK0W MPOU3BOICTBEHHOM cepHH ,C
yKa3aHHEM JaThl, BO3MOXHBIX TPOU3BOJICTBEHHBIX OLIMOOK M UX YCTPAHEHUS; TOKyMEHTALUs 1O
pean3anyy roTOBOro0 JIEKAPCTBEHHOIO CPEJICTBA, BKIIOYasi BO3MOXKHBIEC PEKIAMALIHH.

6.7. OcTaTkn NpoAyKTa, BO3BpalleHHe U nepepadoTka Opaka
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6.7.1. cnonp3oBaHUE OCTaTKOB MPOAYKTA OT CEPUU MTOCPEACTBOM BKIIIOUEHUS UX B MOCIEAYIOLINE
CEpUH JO0JDKHO IPOBOAUTHCS B UCKIKOYUTEIBHBIX CIIydasX HA OCHOBE COOTBETCTBYIOILETO MUCEMEHHOTO
paszpemiennss OKK. IlpenenbHoe KOTHMUECTBO OCTATOYHOTO MPOAYKTA, JOOABIIEMOro K MOCIeyIomel cepuu,
JIOJPKHO OBITh YETKO PETJIaMEHTUPOBAHO.

6.7.2. Cepun poOaAyKTa, COAEPIKAIINE OCTATKH OT MPEABIYIINUX CEPHI, MOTYT OBITh pa3pelieHbl K
BBIMYCKY TOJBKO MPU HATWMYUH pa3pelICHU Ha BBITYCK CEpUi, M3 KOTOPBIX 00pa30BaIUCh 3TH OCTATKH.
Hcnonb30BaHne 0OCTaTKOB, CIIOCOOHBIX OKa3aTh OTPUIATENIbHOE BO3/ICHCTBUE Ha KAUeCTBO MPOJIYKTa,
HEJIOMYCTUMO.

6.7.3. 3a0pakoBaHHBII MPOIYKT JOJDKEH OBITh 3apPErHCTPUPOBAH, IPOMAPKUPOBAH U MEpe/iaH Ha
KapaHTHH, HE JIOMyCKAIOMINI €ro HCIOIb30BaHHUE B ITPOIIECCE TPOU3BOACTBA BILIOTH 10 HPUHSTHUS PELICHUS
OKK 0 BO3MOKHOCTH YTHJIM3AIHH Opaka.

6.7.4. Ilepepabotka 3abpakoBaHHOTO mpoaykTa ponyckaercs OKK muis npu ycnoBuu, 4To B
pe3yibTare nepepaboTKu OyIeT MOIydeH MPOAYKT, IOJTHOCTBIO YIOBIECTBOPSIONINN BCEM TPEOOBAHUSM
HOPMATHUBHOM JOKYMEHTAIuH. B mpoTHBHOM ciy4yae 3a0pakoBaHHBII MPOIYKT MOUICKHUT YHUUITOKEHUIO.
YHHUUTOXKEHHE JIOJDKHO OBITh OCYIIECTBIIEHO B COOTBETCTBUH C TUCBMEHHOW MHCTPYKIIUEH U
JOKYMEHTAJIBHO 0(hOpMIIEHO.

6.8. OTxo0abl

6.8.1. HeoOxonnmMo obecnieuyuTs MpaBmiIbHOE M 0€3011acHOE XPaHEHUE OTXO/IOB IMPOU3BOICTBA,
MOJUISKAIIUX YHUUTOKEHUIO, U Mycopa. VX ciiemyeT momemars B crieiaibHbIe TPOMAapKUPOBAHHbBIC
eMKocTH. ToKcHuecKne BCIICCTBA U IT'OPIOYUC MATCpUaJIbl CJICAYCT XPAHUTh B IPUTOAHBIX OJIA 3THUX Heﬂeﬁ,
IPOMapKHUPOBAHHBIX, 3aKPBITBIX EMKOCTIX. EMKOCTH ¢ 0TX0/1aMU clielyeT eXXeJHEBHO BHIHOCUTh B
CTIEIMAIBHO OTBE/ICHHBIE MECTa BHE TIPOM3BOJICTBEHHBIX 3[JaHNH, a UX COJCPKUMOE CIEYET PErysipHO
BBIBO3UTH Ha MepepadoTKy WU YTHIN3ALUIO.

6.8.2. Xunkue oTxo/pl HE pa3periaeTcst XpaHuTh B 31aHUSAX. OHU JOJKHBI OBITH COOpaHBI B
CrHelHabHbIe IPUEMHHKH JIJIS1 TIOCTIEAYIOIIET0 YAalIeHUs U3 31aHuil o TpyOonpoBoaaM. Y najeHue ux
JOJKHO OBITH 0€30MacHBIM M IPOBOAUTHCS PETYIIIPHO Uepe3 HeOObIINe MPOMEKYTKH BPEMEHHU MPU
COOJII0ICHUH HEOOXOJUMBIX CAHUTAPHO-TUTHEHUYECKUX YCIOBHM.

6.8.3. Ha mpennpusiTuu 10JKHBI OBITH CO3/1aHbI YCIOBUS U1 IPEIOTBPALLEHUS XULICHUH
MOJUIekKAIUX YHUUTOXKEHUIO BCIIOMOTaTeIbHbIX, YIAKOBOYHBIX U MAPKUPOBOYHBIX MAaTepHAIOB, HCXOIHOTO
CBIPBS U 3a0paKOBAHHOM MPOTYKITUH.

6.9. KonTpoub npouecca npon3BoacTBa

6.9.1. C nenpio npeaoTBpalleHus BBIITYCKa TOTOBOTO MPOIYKTa, HE COOTBETCTBYIOLIErO TPEOOBaHUSIM
HOPMAaTUBHOM TOKyMEHTAIlUH, 10JKEH MIPOBOIUTHCS MOCTAAUMHBIN KOHTPOJIb IIPOLIECCAa TPOU3BOJICTBA,
KOTOPBIM OCYIIECTBIIIETCS COTPYIHUKAMHU LIEXOBOH J1abopaTopuH (PErysipHO) U OTJeIa KOHTPOJIS KauecTBa
(mepruoINYECK) B COOTBETCTBUH C IEHCTBYIOIIMMHU OTPACIIEBBIMU JOKYMEHTaMH, TEXHOJIOTHYECKUMHU
peraamMeHTaMy U MTUCbMEHHBIMU MHCTPYKIUAMU. [lepnoInyHOCTh TPOBEPOK ONPEENIeTCsS PYKOBOACTBOM
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Hpe,Z[HpI/ISITI/ISI n oTAaciia KOHTpOJUI KadycCTBa HpI/IMeHI/ITGHBHO K I[aHHOMy HpOIIyKTy nu Hpoueccy
MIPOU3BOJICTBA.

6.9.2. B xoie nocTaguiHOI0 KOHTPOJISI IPOBEPSIETCS:

- COOTBETCTBUE UCIOJIB3YEMBIX CBhIPbs, BCIIOMOIaTEJIbHBIX, YIIAKOBOYHBIX U MAPKUPOBOYHBIX
MaTepuajioB U MOJYINPOAYKTOB TPEOOBAaHUSM HOPMATUBHOM JOKYMEHTALINH;

- CAaHUTApHOE COCTOSHHE IIEXO0B, pabOUUX MECT U 000PY10BaHUS;

- BBITIOJTHEHUE PErJIaMEHTUPOBAHHBIX TEXHOJIOTUICCKUX OTIEPAIlUii M COOIIIOICHUE TEXHOIOTUISCKUX
PEXUMOB PaOOTHI.

Pe3ynbraThl MOCTAIUITHOTO KOHTPOJIS OTPAKAIOTCS B COOTBETCTBYIOIINX XKypHAJIaX M B J0ChE Ha
npemnapart. [Ipu 0OHapyKEHHUU OTKIOHCHHUH OT PEXKMMOB M HOPM TEXHOJIOTHYECKOT'O MPOIiecca JOKHBI
OBITh BBISBJICHBI IPHYUHBI U IIPHHSATHI MEPHI 10 WX JIMKBUIAIINH, YTO JOJHKHO OBITh JOKYMEHTAIbLHO
0 OpMIIEHO ¥ BHECEHO B JIOCHE.

6.10. Joxymentanus

6.10.1. lokyMeHTaIus J0JKHA ObITh TIIATEIBHO pa3paboTaHa, COCTABIIEHA, IPOBEPEHA, YTBEPKIEHA U
pacripeneneHa. OHa JI0JKHA OTBEYAaTh COOTBETCTBYIOLIUM I0JIOKEHUSAM ITPOU3BOCTBA U pealn3aliiu
TOTOBOTO MPOJYKTA.

6.10.2. Bce OKYMEHTBI JOJIKHBI ObITh YTBEPKIECHBI U MOJANUCAHBI C YKa3aHUEM JIaThl KOMIIETEHTHBIMU
U IIPaBOMOYHBIMU JiLaMu. JIto0oe ncrnpanieHne 3anucu B JOKyMEHTaxX J0JKHO ObITh 3aBU3HPOBAHO
OTBETCTBEHHBIM JIUIIOM, a IPUYNHA UCIIPABJICHUS, IPU HEOOXOIUMOCTH, J0JIKHA OBITh OTPaKEHa B J]0ChE
Ha mpenapar.

6.10.3. ConepxaHue T0KyMEHTOB JOJKHO ObITh OJJHO3HAUYHBIM U HE UMETh ABOMHOIO TOJIKOBAHUS.
OHH NOIKHBI OBITH TOCTYITHBIMU M JIETKO KOHTPOIUPYEMBIMU. KONTUH TOKYMEHTOB JTOJIKHBI OBITH YETKUMHU
U pa300pPUHBBIMH.

6.10.4. OTaenpHbIE JOKYMEHTBI OTHOCUTENBHO IPOU3BOCTBA KaKI0TO MPOYKTa TOJIKHBI PETYIISPHO
HepecMaTpuBaThCs C YKa3aHUEM JIaThl mepecMoTpa. Eciin 1oKyMeHT ObLI mepecMOTpeH, HE0OX0AUMO
UCKJIIOUUTh OIMOOYHOE MPUMEHEHHUE CTapOi pelaKIiHy.

6.10.5. JIokyMeHTBI He AOJKHBI ObITh pyKONUCHBIMU. O/IHAKO, €CJIM B HUX HEOOXOJMMO BHECTH KaKue-
100 JaHHBIE, 3alMCU MOTYT OBITh CAENaHbl OT PYKH, IPU YCIOBUM WX BU3UPOBAHUS IPABOMOYHBIM
COTPYAHUKOM. 3alMCH JTOJDKHBI OBITh OJJHO3HAYHBIMU, pa300PUHUBBIMH, YETKUMHU U HECTUPAEMbIMHU.

6.10.6. JlanHbIe MOTYT OBITh 3aIMCAHBI TIPU TTOMOILIH CUCTEM JIEKTPOHHON 00paboTKu MH(OpMaIH
(xoMIBbIOTEPOB), (poTOrpadruecKUM MM UHBIM HAJEKHBIM criocoO0oM. MHCTpYKIMH, OTHOCSIIHMECS K
UCTOJIb3yeMON CHCTEME 3alMCH, TOJKHBI OBITh JIOCTYIIHBI, 8 MPAaBUIIBHOCTh 3alTUCEN JOKHA
KOHTPOJIMPOBATHCSI OTBETCTBEHHBIMHU JIHIIaMU. Eclii JOKYMEHTAIMIO BEAYT C UCIIOJIb30BAaHUEM
KOMIIBIOTEPOB, TOJBKO IIPAaBOMOYHBIE COTPYIHUKH MOTYT BBOJUTH JAHHBIE B KOMIIBIOTEP MJIM U3MEHATH UX.

W3MeHeHus B 3aMKCSIX WM UX YHHUTOKEHUE JIOJDKHBI OBITh 3aPOTOKOIMPOBAHbL. JlocTym K
nH(pOpMaIUU JOJDKEH OBITH 3alIMINEH MapoJieM (KOJIO0M) UM UHBIM CIIOCOOOM, a BBOJT OCHOBHBIX JaHHBIX
JIOJIKEH TOJIBEPraThCs HE3aBUCUMOMY KOHTPOJIIO. 3aMKUCH, XPaHSIIIUECS B AJIEKTPOHHON MaMATH, JOJKHBI
OBITH TOTIOJHUTEIHHO 3AIIUIICHBI IEPEHOCOM Ha MAarHUTHYIO JICHTY, MUKPODUIbEM, OyMary Wi IpyrumMu
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cocobamu.

6.10.7. 3anucu, oTpakaroIlye BCe CTaIUU POU3BOACTBEHHOIO IIPOLIECCAa WU MIPOBEACHHUS
KOHTPOJIbHBIX UCIIBITAHHUH, TOJKHBI BBITTOJHATHCS OAHOBPEMEHHO C IIPOBEICHNEM ITPOIIecca MPOU3BOACTBA
WA KOHTPOJIs. Bee perncrpalinoHHble 3aUCH JOKHBI XpaHUTHCS B TEUSCHHE ONPEICICHHOTO NEproia
BpPEMEHH, HO HE MeHee | roa mocie OKOHYaH!sI CPOKa FOAHOCTH JISKApCTBEHHOT'O CPE/ICTBA.

6.10.8. OcHOBHBIMU JOKYMCHTAaMH1, KOTOPBIC AOJIZKHBI UCII0Jb30BaThCA B ITPOLECCE ITPOMU3BOJACTBA,
SABJIAKOTCA:

- TEXHOJIOTMYECKUE PETIIaMEHTHI;

- UHCTPYKLIHY,

- IPOU3BOJICTBEHHBIC PETUCTPALIMOHHBIC 3AIIUCH;

- QHATUTHYECKUE METOIUKH, CIICHIU(PHUKAIINN Ka4eCTBa U APYTUe CTAaHAAPThI IPEIIPUATHSI.

6.10.9. B cooTBeTCTBUU C YTBEPKACHHBIMU TEXHOJIOIMUECKUMHU PETIAMEHTaMU IIPOLECC
MPOM3BOACTBA KAXKIOTO JIEKAPCTBEHHOT'O CPEJICTBA JOJDKEH OBITh ONMKMCAH CHENUAIBHBIMI HHCTPYKIHSIMHU.
OTH UHCTPYKIMH JOJDKHBI COJIEPKATh KaK MUHIUMYM CJICTYIOIIUE TaHHbIE:

- Ha3BaHUE, BUJI JICKAPCTBEHHON (DOPMBI U JO3UPOBKY JIEKAPCTBEHHOTO CPEJICTBA;

- IOJJIMHHOCTD, KOJIMYCCTBO U KAYCCTBO KaKA0I'0 BUJ1a UCXOAHOI'O ChIPpbA, UCITIOJIB3YEMOI'O B
IIPpOU3BOJACTBC HA BCCX CTAAUAX]

- OMHCAHKE OTEepaIMi TI0 TIPOU3BOJICTBY M XPaHEHHIO MOJYIIPOAYKTOB M TOTOBBIX JICKAPCTBEHHBIX
CPEICTB;

- T€0p€TI/I‘~I€CKI/Iﬁ BBIXO/J] TOTOBOI'O IMMPOAYKTA HA Pa3JIMYHBIX CTAAWAX IMMPOU3BOJACTBA U JOITYCTHUMBIC
MMpEaCIIbL q)aKTI/I‘ICCKOFO BbIXOJ4a,

- OIMMCaHue CII0CO00B YIIaKOBKH 1 MAPKHUPOBKHU JICKAPCTBECHHOI'O CPEACTBA;

- OMMUCAaHUC HCO6XOZ[I/IMLIX KOHTPOJIbHBIX aHAJIN30B, KOTOPBIC CJICAYCT ITPOBOAUTDL HA Ka)KI0¥ cTaguu
IMPOMU3BOJCTBA, U HA3BAHUC HOI[pa?:Z[eJ'IeHI/II\/'I, OCYIICCTBIAIOIMINUX KOHTPOJIb.

6.10.10. ITpon3BoICTBEHHbIE PETUCTPALIMOHHBIE 3aMIUCH (OTUET O CEPUM, MAPIIPYTHBIE KapThl U JIp.)
JOJKHBI COJIEPKATh CICAYIOUTYI0 HHPOPMALIMIO 000 BCeX ITanax Mpou3BOACTBA U KOHTPOJIS KaXI0H cepuu
JIEKapCTBEHHBIX CPE/ICTB, IOKA3bIBasl, YTO cepHsl OblJIa U3rOTOBJIEHA U TPOAHAIU3UPOBAHA B COOTBETCTBUH C
TE€XHOJIOTUYECKUM PETTIAMEHTOM U TMCbMEHHBIMU MHCTPYKIUSAMMU:

- Ha3BaHHe (papMalEeBTUUYECKOTO MPEANPUATHS;

- Ha3BaHME U JO3UPOBKY JIEKAPCTBEHHOTO CPENICTBA;

- 1aTy U3rOTOBJICHUS CEPUU;

- IOJIHYIO XUMHUYECKYIO (POpPMYITy aKTUBHOTO BEILIECTBA;

- HOMep cepud (WM KOHTPOJIbHBIA HOMEp aHajIn3a) KaXX1I0r0 KOMIIOHEHTA, HUCII0JIb3yeMOT0 Mpu
U3TOTOBJICHUH JIEKAPCTBEHHOT'O CPEJICTBA;

- (I)aKTI/I‘lCCKI/Iﬁ BBIXOJ[ TOTOBOTO MMPOAYKTA Ha PA3JIMYHBIX CTAAUAX IMMPOU3BOACTBA IO OTHOIICHHUIO K

TEOPETUYECKOMY BBIXOJY;
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- IOJDKHBIM 00Pa30M COCTABIICHHYIO M MOJIMTUCAHHYIO PETUCTPAILIMOHHYIO 3alIUCh MTOCIEA0BATEIbHBIX
ATAroB MPOU3BOJICTBA, MPUHATHIX MEP MPEIOCTOPOKHOCTHU U CIIEHUATBHBIX MEp, KOTOPbIE MPUHUMAIINUCH
IIPY U3TOTOBJICHUH IaHHOM CEpPUM JIEKAPCTBEHHOI'O CPEJCTBA;

- PCTUCTPALIMOHHBIC 3aIIMCHU BCCX MPOBCACHHBIX BO BPEM U3IOTOBJICHUS JICKAPCTBCHHBLIX CPCIACTB
AHAJIM30B U MOJYUYCHHBIX PE3YIbTATOB;

- 00pasell ATUKETKHU, a4k, UHCTPYKIUH, UCTIOIb3yEMbIX Ul JaHHOU CEepUH;
- HOMEp CepUU MaTepUajoB MEPBUYHON YIIaKOBKH;

- IOJIHUCH CIIEHUATIUCTA, OCYIIECTBIISIFOLIEr0 KOHTPOJIb IPOBEACHUS TEXHOJOTUUECKUX ONEPALIMiL, U
JIaTy IPOCTABJICHUS IOAIUCH;

- macnopT (cepTU(HUKAT Ka4eCcTBa), CBUACTEIBCTBYIOIINUN O COOTBETCTBUU CEPUU JICKAPCTBEHHOTO
CpelICTBa JICUCTBYIOIIEH HOPMATUBHON JOKYMEHTAIINH;

- YKa3aHue€ 110 nepepa60TKe Wi JUKBHU AN Sa6paKOBaHHOﬁ CCPpHH JICKAPCTBCHHOI'O CPpCACTBA.

7. BAJIMJIALIAS

7.1. Banupanus 3akiarodaercs B AOKYMCHTHPOBAHHOM IMMOATBCPKACHUN COOTBCTCTBUA O60py,HOBaHI/IH,
YCJIOBI/If/'I MMPOMU3BOACTBA, TCXHOJIOTHYCCKOT'O IMPONICCCa, KaUuCCTBA IMOJYIIPOAYKTA U T'OTOBOI'O NPOJAYKTa
HeﬁCTBYIOHlHM perilaMCHTaM H/Uan TpC6OBaHH${M HOpMaTHBHOﬁ AOKYMCHTAIIUH.

7.2. OCHOBHBIMH 3JIEMEHTAMH BaJInAdallnuu ABJIAIOTCA:

- OIICHKa MOHTa>xa " pa60TOCHOC06HOCTI/I OCHOBHOTO TCXHOJOTHUYCCKOI'O U BCIIOMOIaTCJIIbHOI'O
060py2103aH1/Is[, B TOM YHUCJIC KOMIILIOTCPHEIX CUCTEM;

- OLIEHKA yCJIOBUH M IapaMeTPOB TEXHOJIOTMYECKOI 0 MPOLIEcca;

- OLIEHKA IIpeJiesia BO3MOXKHOI'O OTKJIOHEHUS B BEIEHUH ITPOLECCa;

- OLICHKA METO/IOB aHAJIN3a;

- COCTaBJIEHUE ITPOTOKOJIOB U OTYETA, aTTECTYIOIUX TEXHOJOTUYECKUH MpoLecC.

7.3. Banupauust 10J1KHA TPOBOIUTHCS IS

- KaX/10r0 HOBOT'O TEXHOJIOTHYECKOT0 IIpoliecca Mepesl ero BHEAPEHUEM B TPOU3BO/ICTBO;

- CYIIECTBYIOIIUX MPOIECCOB MPOU3BOICTBA CTEPUITLHBIX JIEKAPCTBEHHBIX CPEJICTB (BaTuaaIus
TEXHOJIOTUYECKOT0 Ipoliecca U 000pyA0BaHNUs);

7.4. IloBTOopHas Bamuaanus (peBajuaalus) MPOBOJIUTCS B CIIydasxX:

- UIBMCHCHU A HOpMaTHBHOﬁ JOKYMCHTAIIMU HAa TOTOBOC JICKAPCTBCHHOC CPEACTBO, CBIPHE,
BCIIOMOIr'aTCJIbHBIC, YITAKOBOYHBIC UJIKM MAPKUPOBOYHBIC MaTCPHUAJIbI;

- I3MEHEHHUS TEXHOJIOTHUECKOM JOKYMCHTAIUHU,

- 3aMCHbI WJIM pCMOHTA O60py,I[OBaHI/IH;

He sBnsercst opunmanpHOM Bepcreid, OECIIaTHO MPEA0CTaBIIACTCS YieHaM ACCOIMAIIIH JIECOTO0Ib30BaTe e
[Mpunanoxss, [Tomopes u [Ipuonexss — Www.alppp.ru. ITocTosiHHO AEUCTBYIOIIU TPETSHCKUIT Cy/I.


http://www.alppp.ru/

- IepeoOopyI0BaHUS MPOU3BOACTBEHHBIX MOMEIIEHUH /TN BCIIOMOTaTeIbHBIX CHCTEM
(oTONUTENHHON, BEHTHIIALIMOHHON, KOHAULIMOHUPOBAHUS U . );

- BBIAIBJICHUS HCPETTTAaMCHTUPOBAHHBIX OTKJIOHCHHI IIpU MPOBEACHNHN TCXHOJIOITHYCCKOT' O IIpoLecca,
- IJTAaHOBOM BalIngalliy ¢ y4€TOM COOTBETCTBYIOIIUX Fpa(i)I/IKOB.

7.5. Ha ¢apmaneBTHUECKOM NPEIPUITUN JOHKEH OBITH ONpeiesieH COTPYIHUK, OTBETCTBEHHBIH 3a
MIPOBE/ICHUE BAJIUAIIUH, KOTOPBIN popMupyeT pabouyro rpymiy U Ha3HA4YaeT €€ PyKOBOAUTEII.
PykoBonuTens paboueii rpymibl COCTABISAET MJIaH MPOBEACHHS BATUIAIMHA C MAKCUMAIbHBIM yYETOM
HAKOIUICHHOH panee uHpopmaruu. [1nan gomkeH ObITh COrIacoBaH BCEMU 3aUHTEPECOBAHHBIMHU
nojipa3esieHusIMHU (TIPOEKTHbIC, KOHCTPYKTOPCKUE, HAYYHO-UCCIIEI0BATEIbCKHUE, IPOU3BOACTBEHHBIE, 110
KOHTPOJIIO 33 KAYECTBOM) U YTBEPKIEH COTPYAHUKOM, OTBETCTBEHHBIM 3a IPOBEACHNUE BaJIUIALIUN.

7.6. PaGouas rpynmna u mpeICcTaBUTENN 3aHHTEPECOBAHHBIX MOIPa3/ICIICHNH, BBITOIHSIONIAE PadoTy
0 BaJIUJAIMH, HECYT OTBETCTBEHHOCTD 3a €€ IPOBEJICHIE B COOTBETCTBUU C IJIAHOM.

7.7. Tlepcona, MpUBJICKaeMbIii K paboTe 1O MPOBEACHHUIO BATUIAAIIUH, TIPOXOAUT COOTBETCTBYIOIIEE
oOyueHue (MHCTPYKTaX).

7.8. OTueT 0 NpOoBEACHUH BaIUAALMU JOJIKEH COAEPKATh:
- LEJIb;

- ICXOTHYI0 HH(OpMAIIHIO;

- CBE/ICHUS O KaTMOPOBKE N3MEPUTEILHBIX CPEJICTB;

- IPOTOKOJIBI ITOJIYYEHHBIX PE3YJIBTATOB MO MPOBEPKE COOTBETCTBUSI MOHTaXa, pab0TOCTIOCOOHOCTH
000pyZI0BaHUS U YCIOBUN U MapaMeTPOB TEXHOJIOIMUYECKOI0 Mpoliecca criequpuKausM 1 HOPMaTUBHON
JOKYMEHTaIUU;

- aHAJIN3 MOJYYEHHBIX PE3yNIbTaTOB, IPEUIOKEHUS U BBIBOJBL,
- TpeOOBaHUS O MIPOBEICHUIO TOBTOPHON IIPOBEPKHU.

7.9. Ha ocHOBaHUY MOJIYYEHHBIX PE3YJIbTaTOB PyKOBOJIUTEND pabouel rpymibl COCTABISET OTYET O
npoBeieHny Banuaanun. CoTpyIHUK, OTBETCTBEHHBIH 3a MIPOBEJICHUE BAINAALINH, YTBEPKIAET OTUET U
BBIJIACT 3aKJIFOUEHHE O COOTBETCTBUH 00BEKTa (000pYyI0BaHNE, TEXHOIOTUYECKUM MPOIIECC U T.11.)
TpeOOBAaHUAM HOPMATUBHON W/MIIM TEXHOJIOTUYECKON TOKyMEHTALINH.

8. PEKVIAMAIIMU U OT3bIB ITPOAYKTOB C PBIHKA

8.1. O01mMe MoJ10KeH s

8.1.1. Bce pexnamaniuu u apyrast ”HGOpMAIUsI OTHOCUTEIIHO HEKAaYeCTBEHHBIX JICKAPCTBEHHBIX
BEIIECTB U TOTOBBIX JICKAPCTBEHHBIX CPEJCTB (MIPOIYKT) JOJKHBI TIIATEIHHO PACCMAaTPUBATHCS B
COOTBETCTBHUH C MIChbMEHHBIMU HHCTPYKIIHSIMHU.

8.1.2. Ha dapmarieBTHUECKOM MPEANPHUSATHH J0HKHA OBITh pazpaboTaHa cucteMa ObICTPOTO U
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Bq)(beKTI/IBHOFO OT3bIBa C PbIHKA JICKAPCTBCHHBIX BCHICCTB U I'OTOBLIX JICKAPCTBCHHBIX CPCACTB C
npeamnojgara€MbiMi UJIW JOKa3aHHBIMU I[e(beKTaMI/I KadyecTBa.

8.2. Pexiamanun

8.2.1. Ha hapmarieBTHUECKOM MPEIIPUATHH TOJDKEH ObITh ONPEIETICH COTPYAHUK, OTBETCTBEHHBIN 32
paccMOTpeHHE peKIaManiii ¥ IPUHUMAIOIIUHA PEHIeHHE O MOJISKAINX OCYIIECTBICHUIO MEPOIIPUSTHSX.

OH J10JKEH UMETh BO3MOXHOCTb ITPUBIIEKATh K paboTe HE00X0AUMOE KOIMYECTBO COTPYIHUKOB. Eciin
3TOT COTPYJHUK HE SIBJISIETCS PYKOBOISIIUM COTPYIHUKOM WIJIM OTBETCTBEHHBIM crienuanucToM (1m.3.2.1.), o
OH JIOJKEH JJOBECTH JI0 CBEACHUS MOCIEIHUX KXKIYI0 PeKJIaMalllio, X0 €€ pacciel0BaHUs WA OT3bIB C
PBIHKA JIEKAPCTBEHHBIX BELLECTB WJIM TOTOBBIX JIEKAPCTBEHHBIX CPECTB.

8.2.2. Ha nmpennpusaTiu JOJKHBI UMETHCSI IMCbMEHHBIE MHCTPYKLIMU C YKa3aHUEM MeEp, KOTOpbIe
ClIeyeT MPEIIPUHSATh B CIydae MOIY4YeHUs peKjIaMaluii, BKJIIoYasi, IpU HE0OX0AMMOCTH, OT3bIB IIPOJIYKTA C
PBIHKA.

8.2.3. Kaxkzas pexiamanusi OTHOCUTENbHO HEKAYeCTBEHHOTO MPOYKTa J0JDKHA OBITH TOAPOOHO
3a()MKCHpPOBaHa M THIATEFHO M3Y4eHa C Y4aCTHEM PYKOBOIMTEIIS OT/IENa KOHTPOJIS KayecTBa.

8.2.4. HpI/I O6H3py>KeHI/II/I CCpHUHN HCKAYCCTBCHHBIX JICKAPCTBCHHBIX BCIICCTB WJIU I'OTOBLIX
JICKApCTBCHHLBIX CPCACTB HCO6XOI{I/IMO PACCMOTPETH BOIIPOC O MPOBCACHUN KOHTPOJIA Ka4uCCTBA APYTIUX
CepI/Iﬁ 9TOr'0 K€ MMPOAYKTA.

8.2.5. Bce pemienus u Mepbl, IPUHATHIE KaK PE3yNbTaT peKJiaMalluu, TOJKHBI OBbITh 3a(pUKCHPOBAHBI U
OTpPaXXE€HbI B COOTBETCTBYIOIIUX MTPOU3BOACTBEHHBIX PETUCTPALIMOHHBIX 3aUCAX U B IOChE HA IIpernapar.

8.2.6. 3anucu 0 pexIaMaluax peryyspHO JA0HKHBI aHAJTU3UPOBATHCS OTHOCUTENIBHO BO3MOKHOCTH
Opaka B CBSI3U C HEYCTpaHEHHBIMHU IIPOOIeMaMu TTPOU3BOICTBRA.

8.3. OT3bIB IPOAYKTOB € PBIHKA

8.3.1. Ha ¢apmarieBTHUECKOM IPEANPUITHH JOJKEH OBITH OMPE/IENIeH COTPYIHUK, OTBETCTBEHHBIH 3a
cOOp M y4eT OT3BIBOB C PhIHKA JIEKAPCTBEHHBIX BEIIECTB M TOTOBBIX JIEKAPCTBEHHBIX cpeACcTB. OH umeeT
BO3MOXXHOCTh TIPUBIIEKATh K paboTe HEOOX0IMMOE KOTUYECTBO COTPYAHUKOB /1715l 6€30TIaraTeIbHOro
paccMOTPEHMS BCEX ACTIEKTOB OT3bIBA MPOJAYKTOB C PhIHKA. DTOT COTPYJIHHUK, KaK MPAaBUIIO, HE3aBUCUM OT
PYKOBOJHUTEIIS IO pealli3alyy MPOAYKIHUHU. ECIIM 3TOT COTPYIHUK HE SIBISAETCS PYKOBOASAIIUM COTPYAHUKOM
WJTU OTBETCTBEHHBIM crieruaiucToM (11.3.2.1.), TO OH JOBOJUT A0 CBEJICHUS MMOCIETHUX WH(OPMAIIHIO O
KaXXJIOM CJIy4yae OT3bIBa IPOAYKTa C PBIHKA.

8.3.2. Ha npennpustiu JOKHBI UMETHCSI IUCbMEHHBIE, PETYJIIPHO IPOBEPSEMBIE U
nepecMaTpuBaeMble HHCTPYKIUU AJIsL TOTO, YTOOBI OBITH TOTOBBIMHU K BO3MOKHOMY OT3BIBY MPOAYKTA C
PBIHKA.

8.3.3. OT3bIB JIEKapPCTBEHHBIX BELIECTB U FOTOBBIX JIEKAPCTBEHHBIX CPEJCTB JIOJIKEH OCYILECTBIATHCS
KaK MOXHO ObICTpee, 110 KpaiiHel Mepe Ha ypOBHE OOJIBHUII U amTeK.
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8.3.4. IIpoTokosbl peanu3anuy NPOAYKLUH JOJKHBI XPAHUTHCS Yy COTPYIHHKA, OTBETCTBEHHOTI'O 32
OT3bIB NPOJIYKTa C PhIHKA, M JOJDKHBI COJIEpkKaTh JOCTATOUHYIO HH(OPMALIHIO O peaTn3aliu
JIEKapCTBEHHBIX BEIIECTB M TOTOBBIX JIEKAPCTBEHHBIX CPEACTB MOTPEOUTEITIO.

8.3.5. OTo3BaHHBIC MPOILYKTHI TOJKHBI OBITH IPOMAPKUPOBAHBI H XPAHUTHCS B OTACITHHOM
MOMEIICHNUH, UCKITIOYAIONIeM BO3MOKHOCTD UX XUIICHHSI WM MCIIOIb30BAHUS /10 TPUHATHS KOMIIETEHTHOTO
pereHus.

8.3.6. Ocy1iecTBIEHUE OT3bIBA MPOIYKTA C PhIHKA JTOJDKHO OBITh 3a(pMKCUPOBAHO U OTPAKEHO B
COOTBETCTBYIOIIMX MPOU3BOJICTBEHHBIX PETHCTPAIMOHHBIX 3anucsax. KpoMe Toro, 1omkeH ObITh COCTaBIICH
OTYET, COICPIKAIINN OajJaHC MEXIy MOCTaBICHHBIMU JUIsl pealTU3aliy U MOJIy4€HHBIMU 00paTHO
KOJIM4ecTBaMU MpoykTa. OTYeT U MPOU3BOJACTBEHHBIC PErHCTPALMOHHBIC 3aITUCH JTOJDKHBI OBITh
BKJIFOUEHBI B IOChE Ha TIperapar.

9. CAMOUHCIIEKIIUA

9.1. O01mme MOJIOKEeHUS

Lenbro cCaMOMHCTIEKIINH SIBISIETCS] OLIEHKA IPOU3BOAUTEIEM COOTBETCTBHS €r0 (hapMareBTHIECKOTO
IIPOM3BOJICTBA BceM acnekTaM Hacrosiuux [Ipasui. I[Iporpamma npoBeeHNs: CaMOMHCHEKIIUH JOJDKHA OBbITh
MOCTaBJIEHA TAKUM 00Pa30M, YTOOBI BBISIBUTH JIFOOBIE HEJJOCTATKH B BHITTOJHEHUH [IpaBui1 1 peKOMEHI0BaTh
MEpONPUATHSL, HEOOX0AUMBIE JUIsl UX ycTpaHeHus1. CaMOMHCIIEKIUA JOJKHA TPOBOAUTHCS 110 MJIaHY H,
KpOME TOT0, MOXKET OBITh ITPOBEJICHA JIOMIOJIHUTEIBHO, HAIIPUMED B ClIyyae OT3bIBAa IPOJYKTA C PhIHKA.
ITpoBeeHne caMOMHCIEKIIUH JOIDKHO OBIThH 3aIIPOTOKOIMPOBAHO.

9.2. IIpoBeieHHe CAMOMHCICKIIUHT

9.2.1. Ha npeanpusitun popMupyeTcst TpyIIa no MpoBeJACHUI0 CAMOMHCTIEKIMHU. UleHaMu TpyIIbI
MOTYT OBITh KaK COTPYAHUKHU NPEIIPUATHS, ABISIONINECS BHICOKOKBATU(PHUIIMPOBAHHBIMU CHEIIMATMCTAMU B
cBoel obsacTu u xopoiuo 3Harouue [IpaBuna, Tak 1 He3aBUCUMBIE SKCIIEPTHI.

9.2.2. Ha npeaAnpusaATUU JOJIZKHBI UMETHCA MMCbMCHHBIC MHCTPYKIIUHU IO IMTPOBEACHUIO
CaAMOHMHCIICKIINH. Onu JOJDKHBI BKIIIOYATh CJICAYIOIINE OCHOBHBIC BOITPOCHI:

- IEpCOHAJT;

- IOMENIEHUS, BKIIF0Yasi TOMEIIECHHS JJIsl TOATOTOBKY MEPCOHANa;
- OKCIUTyaTaIus 31aHUi 1 000pY/I0BaHUS;

- XpaHEHUE CBhIPbSI U TOTOBBIX MPOAYKTOB;

- KOHTPOJIb IPOU3BOJICTBA U TOCTAAUNHBIA KOHTPOJIb;

- KOHTPOJIb NOCTYIJICHUSA, XpaHCHUA U UCITIOJIB30BaHUA YIIAKOBOYHBIX U MAPKUPOBOYHBIX MATCPUAJIOB,

He aBnsercs O(I)HI.[H&J'IBHOIZ Bepcneﬁ, OeCIIIaTHO MpeaOCTaBIACTCA YJICHAM ACCOI_II/IaI_II/II/I JIECOIIOJIb30BaTe e

[Mpunanoxes, [Tomopsst u [Tpronexss — WWw.alppp.ru. [TocTOSTHHO IEHCTBYIOIIHIA TPETCHCKHIMA CY/I.


http://www.alppp.ru/

- KOHTPOJIb KAYEeCTBA;

- IOKYMEHTaIlUs;

- CAHUTApUA U TUTHCHA,

- IPOrPaMMBI 110 IPOBEACHHUIO BAIHIAIIUU U PEBAIHIAIIUY;

- KaIMOPOBKA HHCTPYMEHTOB U U3MEPHUTENbHBIX IPUOOPOB;

- IIpoLIeIypa OT3bIBA MPOAYKTOB C PHIHKA;

- IOPSAJIOK PACCMOTPEHUS peKJIaMaluii;

- pe3yJIbTaThl IPOBEACHUS MPEIbITYIIUX CAMOUHCIIEKIINI U IPUHSITHIE MEPHI.

9.2.3. YacToTa nmpoBeACHUSI CAMOMHCIIEKIIMH JIOJDKHA ONPEAEIIATHCS CaMUM (apMarieBTUYECKIM
MPEANPUITHEM.

9.2.4. Ilocne okOHYAHUS MMPOBEJCHUSI CAMOMHCIIEKIINH JI0JKEH ObITh COCTABIICH OTYET, BKIFOYAIOITUI
pe3ybTaThl IPOBEICHUSI CAMOMHCIICKIINH, UX OIICHKY, 3aKJIFOUCHHE U PEKOMEHIAINU. BhinoHeHne
PEKOMEHIAINi JOKHO OBITh 3a)UKCHPOBAHO B MPOW3BOICTBEHHBIX PETUCTPAMOHHBIX 3amucsX. OTUeT u
MIPOU3BOJICTBEHHBIC PETUCTPAIIMOHHBIC 3AITMCH JIOJIKHBI ObITh BKIIOYCHBI B JIOChE Ha Tpenapar.

[Ipunoxenne A 1

KJIACCHOUKALIUA

MOMEIIEHUM ITPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB

Knacc MakcuManbHO JOMYCTHMOE KOJHUECTBO Makc. nomycTumMoe
YUCTOTHI gactuIl B 1 Ky0. M BO3/1yXa pa3Mepom, KOJIL. YKU3HECITOCOOHBIX
[IOMEIEHUIT MKM MHUKPOOPTaHU3MOB B
WU 30H >=0,5 >=5 >=0,5 >=5 1 ky0. M BO31IyXa

OcHalleHHOE COCTOsTHHE <2> OYHKITMOHUPYIOIIIEE COCTOSHHUE
A 3500 0 3500 0 Memnee 1
B<1> 3500 0 350000 2000 10
Cc<I> 350000 2000 3500000 20000 100 <4>
D <1> 500000 20000 He onpeneneno 200-500

<3> <4> <5>
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[Ipumeuanus:

<1> JInst 30H WM moMeleHui kitaccoB YMCToThl A, B u C cucrema cHaOXeHUs BO3AYXOM JIOJKHA
MMETh COOTBETCTBYIOITME GUILTPHI, Hartpumep, pribTpel HEPA. Jlnsa noctrkenus kinaccoB unctoTel B, C u

D HeoOxomuma KpaTHOCTh BO3IyX000MEHa, YUUTHIBAIOIIAs pa3Mep MOMEIICHHUS, HaXOIAIIeecs B HEM
o0opymoBaHuE U MEPCOHAT.

<2> 3HaveHus] MaKCUMAJIBHO JIOITYCTUMOTO YHCJIa YaCTHUI] B OCHAIIEHHOM COCTOSTHUH ITPUMEPHO
COOTBETCTBYIOT Kiaccudukamusm mo denepanpHomy crangapty CIIA 209 E, cranmapros ISO, [OCTa P
50766-95 u P/] 64-125-91 cnenyronum oOpazom:

A u B - kmacc 100; M 3,5 ISO 5; P5 (100); 1 (B P/] 64-125-91 kiacc B orcyTcTBOBaN)

C - xiacc 10000; M 5,5 ISO 7; P7(10000); 2

D - xmacc 100000; M 6,5 ISO 8; P8(100000); 3

<3> TpeOoBaHMs U HOPMBI 3aBUCSAT OT BUJa TOTOBOTO MPOAYKTA M XapaKTepa BhIMOIHIEMBIX
ornepauuu.

<4> [Ipon3BOJCTBO HECTEPUIIBHBIX JIEKAPCTBEHHBIX CPEJCTB JI0JIKHO OCYILIECTBIIATHCS B IOMEIICHUSIX
kiaccoB uuctoThl C u D. Ilpu 3T0M npeaycMaTpuBaeTcs HOPMUPOBAHUE COACPIKAHUS KU3HECTIOCOOHBIX
MHKPOOPraHu3MOB B Bo3yxe. HopmupoBanue conep:kanus MEXaHMYECKUX YaCTHULl, KaK IIPABUIIO, HE
[IpeAyCMaTpUBACTCS.

<5> B nomeleHusx Kinacca 4ucToTsl D Mpou3BoACTBa CTEPUIIBHBIX JIEKAPCTBEHHBIX CPEACTB

noryckaetcs He 6omnee 200 KU3HECITOCOOHBIX MUKPOOPTaHU3MOB B 1 Ky0.M BO3/1yXa, B IOMEIICHUAX Kiacca
qrcTOThI D IPOM3BOJICTBA HECTEPHIILHBIX JICKAPCTBEHHBIX CPEACTB - He Oosee S00.

Munuctp
3apaBooxpaHeHust PO

T.5.IMUTPUEBA

PEKOMEHJALIIMA ITPU PABOTE 110 KOHTPAKTY

ITPU ITPOU3BO/JACTBE UJIN AHAJIN3E JIEKAPCTBEHHbBIX CPEJICTB

1.1. O0uMe MoJI0KeHus
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1.1.1. ITpu mpon3BOACTBE M aHAINU3E JIEKAPCTBEHHBIX BEIIECTB U TOTOBBIX JIEKAPCTBEHHBIX CPEACTB
(IPOYKTHI) IO KOHTPAKTY BO M30EKaHUE HEAOPA3yMEHHI, KOTOPbIE MOTJIN OBl IPUBECTU K UX
HEYJIOBJIETBOPUTEILHOMY Ka4eCTBY, JIOJDKHBI OBITh TOUHO B MMCBMEHHOM BHJIE ONPEENICHBI LIeJIH padoThl U
00s13aHHOCTH KaXkKa0i u3 CTOPOH.

1.1.2. KoHTpakT JOKEH AaBaTh 3aKa3uMKY BO3MOKHOCTh 03HAaKOMJIEHUS C YCIOBUSIMU IIPOM3BO/ICTBA,
METOAAMHU aHaJIN3a, UCIOIb3yEMbIMU O0OPYJOBaHNEM U IPUOOPAMU U KOHTPOJIS 32 HUMHU.

1.1.3. B ciiydae nmpoBeJieHUs aHAIM3a [0 KOHTPAKTy OKOHYATEJIbHOE pa3pellieHne Ha BBIITYCK IPOAYKTa
JIOJKEH JaBaTh YIOJHOMOUYEHHBIN NIEpCOHal 3aKa3urKa.

1.1.4. B xoHTpaKTe AOJKHO OBITh YETKO YKa3aHO, KAKUM 00pa3oM YIOJTHOMOYEHHBIN MepcoHall,
BBIIAIOIININ pa3pelieHre Ha BBIMYCK KayK0M CepuH MPOIYKTa [l peanu3aiuu (acnopT), HeceT
OTBETCTBEHHOCTH 3a CBOIO JIESTEIHOCTb.

1.2. 3aka3uuk

1.2.1. 3aKka34mk HECET OTBETCTBEHHOCTH 34 KOMIIETEHTHOCTH VCITOTHUTENS 3aKa3a 110 BBIIOJIHEHUTO
HEO0OXOMMOM pabOTHI WIIM MPOBEICHUIO aHAJIN30B.

1.2.2. 3aka34uk J0JDKEH NpeocTaBuTh MicnomHUTeN o 3aKa3a BCI0 He00X0IuMYI0 HHPOPMAITHIO s
TOT0, YTOOBI MOCIEAHUI MOT TIPABHJILHO U B COOTBETCTBUHU C CYIIECTBYIOIICH JIOKYMEHTAIIUEH BBHITOTHUTH
yKa3aHHbIE B KOHTPAKTE pa0boThl. 3aKa34UK JOHKEH HECTH OTBETCTBEHHOCTH 32 MOJHYI0 HH(POPMAIIHIO
WcnonauTens 3aka3a o BOIPOcam, CBI3aHHBIM C TTPOJIYKTOM, YCIOBUSMH PA0OTHI WIH MPOBECHUEM
aHaJIM30B, KOTOPBIE MOTJIH ObI MPEACTABIATH OMACHOCTH ISl IEpCOHaa, 000pyA0BaHNUs, TOMEIICHHH,
JIPYTUX BEIIECTB WX MPOIYKTOB.

1.3. UcnosnuTeb 3aKa3a

1.3.1. VcnonHuTens 3aKka3a 10JKEH UMETh HEOOXOIMMBbIE 3HAHUS U OTIBIT pabOThI, a TAKXKE
pacrioyiarate TpeOyeMbIMH ITOMELIEHUSIMHU, 000PYA0BAaHHEM U KOMIIETEHTHBIM IIEPCOHAIIOM IS
YIIOBJIETBOPUTEIHHOTO BHIMTOJHEHHS TOPYICHHOM eMy 3aKka3unkoM paboTel. KOHTpakT Ha MPOM3BOJICTBO
MOJKET OBITh 3aKJIFOUEH TOJIBKO C U3TOTOBUTEIEM, MMEIOLUM JIMIIEH3HIO.

1.3.2. VcionHuTens 3aKa3a HE JOJHKEH MepeiaBaTh MOPYyUYEeHHYI0 eMy paboTy TpeTheit CTopoHe 0e3
MIpe/IBApUTENILHOM OLIEHKU U 0J100peHHs 3aka3uukoM. JloroBopeHHoCcTH Mexay VcnonHuTenem 3akasza u
Tperbeit CTOPOHOM JO0IKHBI TapaHTHUPOBATh, YTO MOJHAsI HH(OpPMAIIHS IO U3TOTOBIECHUIO U aHAIIU3Y
MPOJYKTa UMEETCs KaK y MepBOHavaIbHOro 3aKazuuka, Tak u 'y McnomHutens 3akasa.

1.3.3. UcnonHuTens 3aKkas3a JOHKEH rapaHTUPOBATh, UTO BCE IIOCTABIEHHOE EMY ChIPBE,
BCIIOMOTATeNbHbIE M YIIAKOBOYHBIE MaTePHAaIIbl, OJXYIPOLYKTHI M MPOJYKTHI OTBEYAOT TPEOOBAHHSIM
COOTBETCTBYIOIIEH HOPMAaTUBHON JOKYMEHTAIIMU U IPUTOIHBI ISl IPEAYCMOTPEHHBIX LETEH.

1.3.4. VicnonHuTens 3aka3a He JOJDKEH MPeANPUHUMATh HUKAKUX JEHCTBHM, KOTOphIE MOTIIN ObI
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HeOIar OIIPUATHO MOBJUATH Ha KAYCCTBO U3TOTOBJICHHOI'O H/Uau AHAJIM3UPYCMOT'O IMMPOAYKTA.

1.4. KouTpakr

1.4.1. Mexny 3aka3uukoM u McnosHUTENEM JOJIKEH OBITh 3aKII0YEH KOHTPAKT, B KOTOPOM KOHKPETHO
YCTaHABJIMBAIOTCS UX 00S3aHHOCTH B OTHOIICHUH MPOU3BOJICTBA U KOHTPOJIA. TEXHUYECKHUE CTOPOHBI
KOHTPAKTa JTOJIKHBI OBITH CPOPMYITUPOBAHBI KOMIIETEHTHBIMU COTPYIHUKAMHU, XOPOIIO Pa30MparoIuMuUcs B
texHonoruu, ananutuke u B OCTe 42-510-98 "IIpaBuiia opranu3aiiu Mpou3BOICTBA U KOHTPOJIS KayecTBa
JeKapcTBeHHBIX cpenctB (GMP)".

1.4.2. B KOHTpaKTe JOHKHO OBITH TOYHO OIpPEAEIICHO, KAKMM 00pa30M KOMITETEHTHBIN COTPYIHHUK,
BBIJIAIOLIUI pa3pelIeHre Ha peaan3alio CEPUH MPOAYKTA, TAPAHTUPYET, UTO Kaxaasi Cepust
M3rOTaBIIMBAJIACh U KOHTPOJIMPOBAIACH B COOTBETCTBUU C TPEOOBAHUSMHU TEXHOJIOTMUYECKOM U
HOPMAaTHUBHOM JOKYMEHTAIIUH.

1.4.3. B KOHTpaKTe JOHKHO OBITh UETKO 3alIMCaHO, KTO SIBJISIETCS OTBETCTBEHHBIM 32 IPUOOpETEHUE U
UCHBITAHUE CBIPbs, BCIOMOTraTeIbHbIX U YIAKOBOYHBIX MaT€pPHaJIOB, MOIYIPOAYKTOB U BBIITYCK IPOAYKTOB,
3a OCYILECTBIICHHE IIPOU3BOJICTBA U KOHTPOJIS KA4€CTBa, BKIII0Yas KOHTPOJIb IIPOLIECCa IPOU3BOJICTBA, &
TaKXe KTO OTBETCTBEHEH 3a 0TOOp Mpo0 U MPOBEACHUE aHAIM30B. B cilyyae KOHTpakTa Ha IPOBEAEHUE
aHaAJIM30B B HEM JIOJKHO OBITh YKa3aHo, pasperiaercs v VcrnoiHuTento 3aka3a npoBOAUTh 0TOOP 1pob B
MOMEUICHUAX U3TOTOBUTEINS.

1.4.4. HpOI/IL’»BOI[CTBeHHBIC PETUCTPALUOHHBIC 3alIMCH U CTAaHAAPTHBIC 06pa3u1>1 HAOJIKHBI XPAHUTBCSA Y
3aka3uyuKa uin HaXOJUTHCA B €ro paCIOpsKCHUU. Bce 3alucCH, OTHOCAIIUCCA K OLICHKE Ka4CCTBA MIPOAYKTA,
B CJlIy4dac peKilaMallui WJIN HAJINYHW: ITPEATIoJIaracMoro I[e(beKTa, JOJI2KHBI OBITh JOCTYIIHBIMH U BKIIFOYUCHBI B
IMPONU3BOJACTBCHHBIC PCTUCTPALIMOHHBIC 3aITMCHU 3aka3uuka U B AO0CHC Ha Iperiapar.

1.4.5. KoHTpakT 10/KEH IpeAyCcMaTpUBaTh NOPSI0K NepepadOTKU WU JIF0O0T0 Ipyroro
MCMOJIb30BaHUs 3a0paKoBaHHON MPoAYKIMH. OH TakXke JOJDKEH CoAep KaTh MHPOPMAIUIO 110 aHATIU3Y U
YCTaHOBJICHHUIO Opaka JIeKapCTBEHHBIX BELIECTB U/UIIM TOTOBBIX JIEKAPCTBEHHBIX CPE/ICTB.

BUBJ/INOI'PAOUYECKUE JAHHBIE

1. PJ1 64-125-91. [IpaBuia opraHu3anyy IpOU3BOACTBA U KOHTPOJISI KAUeCTBa JICKAPCTBEHHBIX
cpenctB (GMP).M.; Munmennpom CCCP, 1991.

2. MY 42-51-1-93 - MV 42-51-26-93. Opranu3zanysi 1 KOHTPOJIb IPOU3BOCTBA JIEKAPCTBEHHBIX

cpenctB. CTepuiIbHBIE JIEKapCTBEHHBIE cpeacTBa. M., M3 P®d, 1993.
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1987.
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MMMYHOJIOTHYECKUX TIPErapaToB Ajig ooecnieueHus ux kauectsa'". M., 'ockomcansnuananzop Poccun, 1994,

6. Meroanueckue pekomeHaanuu MY 44-116. Acentudeckoe MPOU3BOJCTBO MMMYHOOHOJIOTHYECKUX
npenapatos. M., Munsnpas P®, 1997.

7. BCH 64-064-88 "MHCTpYKIHS 110 CTPOUTETFHOMY MTPOSKTUPOBAHUIO MIPEANPUATHH MEAULIMHCKON U
MUKpoOuonoruyeckoit npomsinuieHHoctu". M., Munmenouonpom CCCP, 1988.

8. PIITT 64-090-90 "IIpoexTpoBaHKEe OTOIUICHUS, BEHTHIALUY U KOHIUIIMOHUPOBAHUS BO3/1yXa
YUCTBIX MTPOU3BOCTB MEAUIIMHCKUX U3IETUN U3 MOAUMEpHBIX MaTepuasioB”. M., Munmenmnpom CCCP,
1990.

9.TOCT 12.1.005-88. Ob1ue caHuTapHO-TUTHEHUYECKHe TPeOOBaHUS K BO3yXy paboyeil 30HBbI.

10. TOCT P 50766-95 ITomemenus yncteie. Kimaccudukamms. Meroas! arrecranun. OCHOBHBIC
tpeboBanus. M., l'occranmapt Poccun, 1995.

11. MV 3.3.2.056-96. Onpezenienne Kiracca YuCTOTHI TPOM3BOACTBEHHBIX MIOMEIICHUH U Pabodmx
Mect. M., 'ockomcansnuananzop Poccun, 1996.

12. TOCT 25991-83. bokcbl 1 KaOWHBI NbUIE3AIUTHBIE C JIAMUHAPHBIM TTOTOKOM BO3/1yXa.

13. Federal Standard USP 209E. "Airborne particulate cleanliness classes in cleanrooms and clean zones.
September, 11, 1992.

14. Cucrema pa3pabOTKH ¥ MOCTAHOBKH MPOJAYKLUHU HAa Ipou3BoAcTBO. Tepmunonorus. M., Ctanaapr,
1985.

15. OCT 42-505-96. IIpomykuust MEAUIIMHCKOW MPOMBIIITICHHOCTH. TEXHOIOTHYECKHE PETJIAMEHTHI
npousBojcTBa. CopeprkaHue, NOpsAA0K pa3pabOTKH, COTJIACOBAHUS M YTBEPIKJICHHS.

16. OCT 42-506-96. ITopsiiok pa3paOOTKH, COTJIACOBAHUS M YTBEPKJICHHUS HOPMATUBHOM
JTOKYMEHTAIMH Ha JIEKaPCTBEHHBIE CPEJICTBA H JICKAPCTBEHHOE PACTUTEIILHOE CHIPhE.

17. OCT 42-507-96. ITopsiiox opraHu3auy padoT MO CO3AAHHUIO H MTPOMBIIIJICHHOMY OCBOCHHIO
HOBBIX JICKAPCTBEHHBIX CpeAcTB. OCHOBHBIC MOJIOKEHUS.

18. TOCT 2874-82. Bona nutbeBas. [ urnenndyeckue TpeOOBaHMS M KOHTPOJIh 32 KAU€CTBOM.
19. ®C 42-2619-97. Boxa ouniieHHas.
20. ®C 42-2620-97. Bona a1 UHBEKIAIA.

21. OCT 42-504-96. KoHTpOIh KaueCcTBa JICKAPCTBEHHBIX CPEICTB HA MPOMBIIUICHHBIX MTPEIITPUSTHIIX
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TEPMUHOJIOT MYECKHWI CJIOBAPH

AcenTuueckue YCJI0BUA - YCJIOBUA U3IOTOBJICHUSA CTCPUJIBHBIX JICKAPCTBCHHBIX BCILICCTB NI
CTCPUJIBHBIX I'OTOBBIX JICKAPCTBCHHBIX CPCACTB, UCKIIOYAIOMMXE MOITIaJJaHUC B TOTOBBIN MMPpOAYKT
MHUKPOOPraHUu3MOB U MEXAaHUYCCKUX YaCTHUII.

Bpak (3abpakoBaHHas MPOIYKIIHS) - IPOAYKT, U3TOTOBJICHHBIN C HapylIeHHEeM TpeOOBaHUM
TEXHOJIOTUYECKON JOKYMEHTAIMH U/UIN HE COOTBETCTBYIOIUN TpeOOBaHHUSIM HOPMATUBHON JOKYMEHTALIUH.

Banupanuus (validation) - 1okyMeHTHpOBaHHOE OATBEPKIAEHIE COOTBETCTBUS 000PYAOBAHHUS, YCIOBUI
IIPOU3BOJICTBA, TEXHOJOTMYECKOIO MTPOLIecca, KaueCcTBa MOJYNPOAYKTa U TOTOBOTO IPOAYKTA AEHCTBYIOLIUM
peraamMeHTaM W/l TpeOOBaHUSAM HOPMAaTUBHOM TOKyMEHTAIUU.

BeHTHWISIIMOHHBINA BO31YX - BO3/YX COOTBETCTBYIOIIEH CTEIIEHN OYMCTKH, IIOCTYNAOIINN B
MOMEIIEHUE Yepe3 BEHTHIATOP WU BEHTUIALIMOHHYIO CUCTEMY U 00€CTIeUYMBAIOIINN COOTBETCTBYIOIIYIO
YUCTOTY IIPOU3BOACTBEHHOTO IOMEILICHHUS.

Boznymneiii nuto3 (airlock) - 3aMkHyTOE IOMEIIIEHUE ¢ IBYMSI UJTK O0Jiee IBEPSIMH, PACIIONIOKEHHOE
MEXTy ABYMs MK O0Jiee MOMEIEHUSIMH, HAlPUMEpP pa3IMYHbIX KJIACCOB YMCTOTHI, U CIIyXallee JIs
MMpeaAOTBPAIICHHUA TPOHUKHOBCHUA MEXAaHUYCCKUX YaCTUI] U MUKPOOPIraHU3MOB B COCCAHUEC ITOMCUICHUS.
111103 MOXeT ObITH MpeIHa3HAUEH U UCTOIb30BaH JJIs epEeMEIICHNUs JIt0J1ei, 000pyI0BaHUs U/WITN
PA3IUYHBIX MaTCPUaIOB.

BcrmomorarenbHble MaTepHaiibl - BEMIECTBA U MaTEPUAITbI, HCIIOIb3yeMbIE B TIPOIIECCE MPOU3BOCTBA
TOTOBOTO MPOJYKTa, HO HE NIPEHA3HAYCHHBIC /I OT/JCILHOTO UCIIOJIb30BaHUS KaK JIEKAPCTBEHHbBIE
CpencTBa.

["otoBerit mpoaykT (finished product) - nekapcTBeHHOE BEMIECTBO, MPOIIEIIEE BCE CTATNHI
MIPOU3BOJICTBEHHOTI'O MPOILIeCcCa, BKIIOYas YIIAKOBKY U MapKUPOBKY.

Kapantun (quarantine) - cTaTyc ChIpbsi, BCIOMOTaTENIbHBIX, YITAKOBOYHBIX, MAPKHUPOBOYHBIX
MaTepuasoB, MOJYNPOAYKTOB U TOTOBOTO MPOAYKTA, KOTOPBIN MPEANoaraeT uX XpaHeHue OTAENIbHO WU
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KaKUM-JTH00 UHBIM 3()(PEeKTUBHBIM CITIOCOOOM HCKITIOYAET UX MPUMEHEHHUE WIH PEeaTH3alMIo 10 TeX 1op,
MOKa He OyZIeT MPUHATO PEelIeHNE O BbIIaue pa3pelIeH s Ha UX NCTIOIB30BaHUE: PEATH3ALNI0, OTOPAKOBKY
WJIH TIepepadoTKYy.

KauecTBo (quality) - COBOKYITHOCTb MTPU3HAKOB, ONPEACISAIONINX CBOMCTBA TOTOBOTO MPOIYKTA, €T0
COOTBETCTBHE MPEAHA3HAUEHHOMY IPUMEHEHHUIO U OCHOBHBIM ITapaMeTpaM TeXHOJIOTHYECKOT0 Mpoliecca,
BKJIIOYEHHBIM B PETUCTPALIMOHHBIE MATEPHAIIBI.

Knacc ancrorsr momenienus (grade of cleanliness) - ctaTyc "uucToii" 30HBI WK "4UCTOTO" TTOMEIICHUS,
YCTaHABJIMBAOLIUH MTPEIEITbI COJCPKAHUS MEXaHUUECKUX YacTHUI] ONPEIACICHHOTO pa3Mepa 1/iiu
KHU3HECTIOCOOHBIX MHUKPOOPraHU3MOB B | Ky0.M Bo3ayxa.

Cwm. taxke [Ipunoxxenue A 1 k ctangapry "Knaccudukanus noMenenuii mpous3BoCcTBa
JIEKapCTBEHHBIX CPEJCTB".

KonupoBanue - cucrema 3anucu, odecreunBaronias aBTOMaTU3UPOBaHHYIO HIEHTH(PUKALIMIO TOTOBOTO
MIPOJYKTA.

KonTposs mporiecca mpou3sBoacTBa (in-process control) - Buabl KOHTPOJIS, BKIIIOYAs TOCTATHIHHBIN
KOHTPOJIb, BBIMOJIHSAEMbIC BO BPEMSI MPOU3BOJICTBA C IICIbI0 HAOIIOACHHS 32 POU3BOICTBEHHBIM
MIPOIIECCOM U MTPU HEOOXOIUMOCTH KOPPEKTUPOBKU TEXHOJIOTHMUECKHUX MTapaMeTPOB JIJIsi 00ecreueHus
COOTBETCTBHSI Ka4eCTBA FOTOBOTO MPOIYKTa TPEOOBAHUSIM HOPMATUBHOW JOKyMeHTauu. KoHTpoIib
OKpY’KaroIIel cpeibl ¥ YMCTOThI 000PYIOBAHUS ABJISCTCSA TAK)KE YaCThIO KOHTPOJIS ITPOIecca MPOM3BOJICTRA.

MarepuanbsHbiii 6ananc (reconciliation) - cpaBHEHUE TEOPETHUECKH BOZMOKHOTO U TIPAKTUIECKU
MIOJIy4YEHHOT'0 BBIX0/1a TOTOBOT'O MPOAYKTA.

Howmep cepuu - nudposoe, OykBeHHOE Wi OykBeHHO-1IM(ppoBoe 0003HAUEHHE, KOTOPOE
CHe(pUICCKH UASHTHPHUIIMPYET CEPUIO U MTO3BOJISIET OMPEICIUTE BCIO MOCIIEI0BATEIIFHOCTh
MIPOM3BOJICTBEHHBIX M KOHTPOJIBHBIX OMEpALUid, BEAYIINX K MOJIYUYEHUIO TAHHOW CEpHUU.

OnHOHAMpaBIICHHBIH TTOTOK BO3yXa (JJaMUHAPHBIHN MOTOK, laminar - airflow) - morok Bo3ayxa ¢
napauleIbHBIMU, KaK PABUIIO, CTPYSIMHU (JIMHUSMH TOKA), TPOXO/ISIIUMH B OJTHOM HAlpaBJICHUH C
OJIMHAKOBOH B MIONEPEYHOM CEYEHUH CKOPOCTHIO.

OTx075b!I - MOOOYHBIE IPOAYKTHI, [TOJIy4aeMble B IPOIIECCe MPOU3BOJICTBA TOTOBOTO MPOAYKTA.

IMepexpecTHas KOHTaMUHALUS (Cross contamination) - BO3MOXHOE 3arpsi3HEHUE UCXOIHOTO ChIPhS,
MaTEpHasIoB, MOJYNPOAYKTA UM TOTOBOIO IMPOIYKTa BO BPEMS IPOU3BOACTBA IPYTMM BHJIOM ChIPbS,
MOJIYIPOYKTa WJIM TOTOBOTO MPOIYKTA.

[Tonynpoaykt - yacTUIHO 00paOOTAHHOE CHIPhE WM JIEKAPCTBEHHBIE BEIIECTBA, KOTOPHIE JOJKHBI
MIPOWTH JanmbHEHIINe CTaIuy TPOU3BOJICTBEHHOTO IIPOIECcca, MPEKE UeM OHH CTAHYT JIEKApCTBEHHBIM
CPEICTBOM.

[Tpoun3sBoacTBO (MPOU3BOACTBEHHBIN Ipoliecc; manufacture) - Bce onepanuy 1o Npou3BOJACTBY
TOTOBBIX JIEKAPCTBEHHBIX CPEJICTB, HAUUHAS OT MPUOOPETEHHSI ChIPhSI, BCIIOMOTaTENIbHBIX, YITAKOBOYHBIX U
MapKUPOBOYHBIX MaTEPHUAJIOB U MOJIYIPOAYKTOB /10 U3TOTOBJICHUS U YIIaKOBKH, BKJIIOYas BbLAAYY
pa3pelleHus Ha pealnn3aluio, XpaHeHHe, Peaanu3aliio U TPaHCIOPTUPOBAHUE TOTOBBIX JIEKAPCTBEHHBIX
CPEICTB M OTHOCAIIUECS K ’TOMY BHJIbI KOHTPOJISI, BKJIIOYasi KOHTPOJIb KayecTBa FOTOBOTO MPOIYKTa.

Cepus (batch, lot) - onpeaeneHHOe KOTUYECTBO OJHOPOIHOTO TOTOBOTO MPOAYKTA, U3TOTOBJIEHHOTO 32
OJIMH TIPOU3BOACTBEHHBIN UK IIPH MOCTOSTHHBIX YCIOBHUSX.
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CpOK TOAHOCTH - TIEPHOJ] BpEMEHH, B TCYCHHE KOTOPOTO TAPAHTHPYETCS COOTBETCTBUE Ka4eCTBA
TOTOBOTO JIEKAPCTBEHHOTO CPE/ICTBA TPEOOBAHHUSIM HOPMATUBHOM MoKyMeHTaruu. Kpome Toro, B
COOTBETCTBUH CO CPOKOM T'OJTHOCTH, MAPKHUPOBKA JIOJIKHA COACPKATh YKa3aHHe 00 UCTEUCHUU CPOKa
roxHocTH (expiry date).

Cblpbe - ICXOJHBIC BEIICCTBA U MaTCpUalibl, UCIIOJb3YEMBIC JJIs IMOJIYUCHHUA I'OTOBOI'O ITPOAYKTA, 3a
HUCKIIIOYCHHUECM YIIAKOBOYHBIX U MAPKUPOBOYHBIX MATCPUATIOB.

TexHomornmueckas 0ACkKaa - KOMIUICKT OACKbI, HpeHHaSHaquHOﬁ AJI 3allIUThI ChIPbA,
BCIIOMOI'aTCJIBHBIX W YIIAKOBOYHBIX MAaTCPHUAIOB, IMOJYIIPOAYKTOB U TOTOBOI'O IIPOAYKTA, 060py,Z[OBaHI/I}I u
HOMGH.[CHI/Iﬁ OT BTOPHUYHOI'O 3arpA3HCHHUA MCXaHNYCCKUMHU YaCTULIaMH U MUKPOOpPTaHU3MaMH,
BBIJICISIEMBIMH TIEPCOHATIOM, U CITY)Kalllui CPEeICTBOM MHIMBHUAYAIbHOM 3amuThl (personal protective
equipment).

YnakoBka (packaging) - Bce TEXHOJIOTUYECKHIE CTAINH U OTICPAIIUU 110 3aMIOJIHEHUIO YITAKOBOYHBIX
MaTepUajIoB U MaPKUPOBKE, KOTOPbIE JOJKEH MPOUTH OIYIPOIYKT, YTOOBI CTaTh TOTOBBIM MPOAYKTOM.

3anonHeHne NePBUYHOM yIaKOBKU IIPU IIPOU3BOJICTBE CTEPUIIbHBIX JIEKAPCTBEHHBIX CPEACTB ((hacoBKa
WIX PO3JIMB B MaTepHalibl IEPBUYHON YIAKOBKH), KaK IPABUJIO0, HE OTHOCUTCS K CTaJUU YIAKOBKH.

HaHOHHeHHHC, HO OKOHYATCJIbHO HC YITAKOBAHHBIC MAaTCPUAJIbL HepBI/I‘{HOI‘/’I YIIAaKOBKH CJICAYCT
CUMTATh MMOJIYIIPOAYKTaMHU.

YnakoBouHBI Matepual (packaging material) - m000i MaTepuan, HCIIOIB3yEeMBbIH [Tl YIAKOBKH HITH
JIO3UPOBKH, a TAKXKE JUISl XpaHEHHSI TOTOBBIX JICKAPCTBEHHBIX CPEJICTB (32 UCKIFOYEHUEM TPAHCIIOPTHOM
Taphl).

Y1akoBOYHBIC MaTCpHraibl HOAPA3ACTIAIOTCA Ha:

- MaTepHaJbl NEPBUYHON YIIAKOBKH, HEMIOCPEICTBEHHO CONPHUKACAIONIUECS C JIEKAPCTBEHHBIMU
¢dopmamu (amtyiibl, (IaKOHBI, TPOOKHU, KPBIILIKK, OAaHKHU, TYOBI, IPOKIAIKU U Jp.);

- MaTepuabl BTOPUYHON YITaKOBKH, UCIIOIB3yEMbIE /ISl YIIAKOBBIBAHUS TOTOBBIX JIEKAPCTBEHHBIX
dbopm (KopoOKH, KapTOH, IJIeHKa, oJbra u zp.).

"Yucteie" noMenienus (clean area) - IpoOM3BOJCTBEHHbIE TOMELICHUS W/UIIM 30HBI JJ11 U3TOTOBJIECHUS
CTEpUJIBHBIX FTOTOBBIX JIEKAPCTBEHHBIX CPEJICTB C UUCTOTON BO3AYXa, HOPMUPYEMOMU 1O COAECPKAHUIO
MEXaHMYECKUX YaCTHI] OIIPEJIETICHHOT0 pa3Mepa 1 )KU3HECTIOCOOHBIX MUKPOOPTraHU3MOB,
CKOHCTPYMPOBAHHBIE U HCIIOJIb3YEMbIe TAKUM 00pa3oM, YTOObI CBECTH K MUHUMYMY ITPOHUKHOBEHUE,
pacnpocTpaHeHue, 00pa30BaHUE U COXPAaHEHNE MEXaHNUECKUX YaCTUIl U MUKPOOPTaHU3MOB BHYTPH 3TUX
IIOMELICHU M.

"Yucras" kamepa - ycTaHOBKa, CO3/1al011as OJTHOHAIPABICHHBIHN MOTOK BO3/1yXa C HOPMHUPYEMbIM
coJIep’KaHuEM MEXaHWYECKUX YaCTHIl OIPEEIEHHOTO pa3Mepa.
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