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III. XapaxTeprcTnKa 00001eHHBIX TPYAOBLIX GyHKIH A

3.1. O600mennas TpyaoBasi QyHKIHSA

IpoBenenue otbopa mpob U CTAHAAPTHEIX
HauMeHoBaMHe na6opaTOpHBIX UCCIIEIOBaHUM Kon A VposeHsb 4
HaHOCTPYKTYpHPOBaHHBIX JIEKAPCTBEHHBIX KBTH(HKALHH
CpCACTB
IIpouncxoxaeHue
oGo6menHol Tpynosoit | Opurmman X | 3aMMCTBOBAHO M3 OpPUIHHaNa
byHKLHH
Kon PerucrpaumoHHbIi
OpHTMHaNa HOMeEp
npodeccCUoHaTBHOrO
CTaHaapTa
Bo3MoxHEIE JlaGopanT-Hccie0BaTENb
HaAaUMCHOBAaHUS TCXHPIK-JIa60paHT
JOJDKHOCTEH,
npodeccuit

TpeboBanus x
06pa3oBaHHAIO H
00y4eHHIO

Cpennee npodeccuonaabHOe 06pa3oBaHKeE — MPOrPAMMBI HOATOTOBKH CHCIIHATTHCTOB
CpeXHETO 3BEHA

TpeboBanus k
OMBITY

IIPaKTHYECKOH
paboTHI
Ocobrie TIpoxosxaeHne 06s3aTeNbHBIX PEABAPHTENBHEIX (IIPH NOCTYIUIEHHH Ha paboTy) U
yCIIOBHSA NEPHOAMYECKHX MEAHLMHCKHX OCMOTPOB (06Cie0BaHui), a TAKXKE BHEOUICPETHBIX
J0ImycKa K MEIMIHHCKMX OCMOTPOB (00ciie1oBaHui) B IOPSIKE, YCTAHOBIEHHOM
pabote 3aKoHOJaTeNbCcTBOM Poccuiickoii d)ez(epannn3

IIpoxoxaeHHe HHCTPYKTaXa 110 OXpaHe Tpyzaa
Hpyrue JlononauTensHOE npodeccHoRaTbHOE 06pa3oBaHHe — MPOrPaMMBI HOBBINICHHS
XapaKTEPUCTHKH | KBAIM(HKAIHY 110 IPOPHUITIO IEATENBHOCTH

I[OHOJIHI/ITCJIBHBIG XapaKTCpUCTUKU:

HaumeHoBauune Kox HauMmeHoBaHHe 623080 IPYIIIIbl, ZODKHOCTH (IIpodecCHH) WK
JOKYMEHTa CHenuaIbHOCTH

OK3 3116 TeXHHAKH B XMMHYECKOM IIPOU3BOICTBE

EKC’ - Texnuk -nabopant

OKIIATP® 23696 JlabopaHT-HCCIe10BaTeNb (B 06IACTH XUMHH)
26999 Texnuk-nabopaHT

OKCO’ 2.18.02.01 | AHaTHTHYECKHil KOHTPOJIb KaUeCTBa XMMHUICCKHX COEMHEHHMH
2.18.02.06 | XuMudecKas TeXHOJIOTHsI OPraHHYCCKHUX BEIECTB
3.33.02.01 | ®apmanud




3.1.1. Tpynosas ¢pynknus

HaumMenopanue

Ot160p ¥ TpaHCHIOPTHPOBKA NP6
CBIPbS, MaT€PUAJIOB H TOTOBBIX
HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEICTB JUIA
KOHTPOJIS KA4eCTBa H
CTaOHIBHOCTH COTJIACHO

Kon

A/01.4

VYpoBeHb
(momypoBeHs) 4
KBaTH(pHKALMH

HHCTPYKIHAM

ITpoucxoxaenue
TpyRoBoi QyHKIMH

3auMCTBOBaHO H3

Opurunan X
OpHrHHaNa

Kon PeructpanpoHHblii HOMep
OpHruHana 1po¢ecCHOHANBHOr0
CTaHJapTa

Tpynoseie
JIeHCTBHS

ITonroroBka mabopatopHod mocynsl ais or6opa npob CHIphS, MPOU3BOACTBEHHOH
Cpenbl, HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB W  YNAaKOBOYHBIX
MaTEpPHAJIOB COTTIaCHO HHCTPYKIMAM

IMoaroroBka o6opynoBanus s oTOopa mpoO CHIphs, IIPOHM3BOACTBEHHON Cpelbl,
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB M YNAKOBOYHBIX MAaTEPHUAIIOB
COIJIACHO MHCTPYKUHUAM

Bremonnenue orbopa npob CHIPbA, MIPON3BOJCTBEHHOMN Cpexsl,
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB M YNAKOBOYHBIX MAaTEPHAIIOB
COTJIACHO HHCTPYKIIHSM

TpancnopTHpoBKa pod CBIpBS, IPOHU3BOJICTBEHHOH cpeasl,
HAHOCTPYKTYPHPOBaHHBIX JIEKAPCTBEHHBIX CPEACTE M YIAaKOBOYHBIX MAaTEpHaJIOB B
(PU3UKO-XHMHUYECKYI0 M MHKPOOHONOTHYECKYIO JIabOpaTOpHH B COOTBETCTBHH C
HPOU3BOACTBEHHBIMH TpeOOBaHMAMH

BuimosiHeHHe MapKHpPOBKH IPO6 CHIPHS, TEXHONOTHYECKUX M MPOH3BOJACTBEHHBIX
cpell, HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX CPEACTB M  YINaKOBOYHBIX
MaTepHajIoB B COOTBETCTBHH C HHCTPYKIHEN

Brinonsenue pa3Beckd Mpob CHIPbS, MOMYIPOAYKTOB M HAHOCTPYKTYPHUPOBAaHHBIX
JIEKapCTBEHHBIX CpeACTB I IPOBEJeHHs KOHTPONA Ka4decTBa MO (H3HKO-
XHMHYECKHM H MUKPOOHOJIOTHYECKHAM IIOKa3aTelsIM

Pasmemenne npoG CHIpbs, MPOM3BOACTBEHHOM cpelbl U HaHOCTPYKTYPHPOBaHHBIX
JIeKapCTBEHHBIX CpPEICTB HA XpaHEHHE COMNIACHO HHCTPYKIHMH B  CIydae
HEBO3MOXXHOCTH IPOBEIACHHA JTabOpaTOpHOrO aHajiW3a HEMEMICHHO H I
JIOJITOBPEMEHHO# OIIEHKH CTaOWIFHOCTH

HeobxoanMmeie
yMEHHUS

ITpou3BoaAMT, OYMCTKY M MOATOTOBKY JiabopaTOpHO#M mocyasl mis orGopa mpod
CHIpbS, IPOM3BOJACTBEHHOH Cpelbl H HAHOCTPYKTYPHPOBAaHHBIX JIEKADCTBEHHEBIX
CpelICTB

ITpou3BOANTH OYHUCTKY M HMOATOTOBKY CPEICTB U3MepeHHit i oTbopa npod CHIph,
IIPOM3BOACTBEHHOM Cpelibl H HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

PaGorarts ¢ oGopyaoBanueM ais ot6opa 1mpob ChIpbs, MPOU3BOJCTBEHHOM CPEbl H
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB COIJIACHO HHCTPYKIUAM

O6ecneynBaTh COXPaHHOCTh OTOOPAaHHBIX MPOO CHIPbs, MPOH3BOACTBEHHON CPEIBL,
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB M YNAKOBOYHLIX MAaTEPHAJIOB B
npoecce  oT60pa M TPAHCHOPTHPOBKM B (QHM3HKO-XHMHYECKYIO H
MHKPOOHOJIOTHIECKYIO JIAOOPAaTOPHH, a TAKoKe IPH XpaHEHHH

Heo0Oxoqumele
3HAHUA

OTpaCJICBBIC CTaHJApTHI, TEXHUYCCKHAC YCIIOBHA H TEXHHUYECKass NJOKYMCHTAlHs Ha
ONPpEaCIICHHC OTACIBHBIX roKasaTeeii kauecTBa CBhIPBS, HpOHBBOlICTBeHHOﬁ CpE€abL




¥ HAaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

dapmakoneinple TpeOoBaHHS K OTACIBHBIM BHIAaM CHIPbs, MNONYNPOAYKTOB H
TOTOBBIX HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHLIX CPEACTB

CrangapTHele ipueMsbl paboThl ¢ pa3IHYHBIMKM BHIaMH 1a00paTOpHO# MOCYABI AJIA
aHaM3a  CHIpbsA,  IPOM3BOACTBEHHOH  CpeAbl,  HAaHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPEACTB

Meroasl MOJArOTOBKM PEaKTHBOB, MAaTEPHAIOB M 00OpYMOBaHHWA MJISI KOHTPOJSL
KayecTBa  CHIPBS, IPOM3BOACTBEHHOH  cpeAbl, HAHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPEACTE M YHAKOBOYHBIX MAaTEPHAJIOB

Mertonsl paboTsl ¢ J1abopaTopHEIM 000pyIOBaHHEM AN OTOOpAa W XpaHEHHs Ipod
CHIpbsi, TPOH3BOACTBCHHOM CpEABl, HAHOCTPYKTYPHPOBAHHBIX JIEKapCTBEHHEBIX
CpeICTB

CraHpaptHele MeToabl oTOOpa 1po0  CHIpBS, MPOHM3BOACTBEHHOH CpEnb,
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB H YNAKOBOYHHIX MAaTEPHAJIOB
JUIs 1abOpaTOPHOro aHaIM3a

TpeGoBaHKs CaHHTAPHOTO peXHMMa, OXpaHHl TpyJa, IOXapHOH 6e30macHOCTH,
OXPpaHbl OKpYXKalomei cpesibl

Apyrue -
XapaKTCPHCTHKH

3.1.2. Tpynosas pyHKnusS

Ot60p npo6 u npobonoaroToBka
00BEKTOB MPOU3BOACTBEHHOM v
OBCHbBb

Haumenosanme | CPoAwL AL MHKD OOHOIIOTHIECKOTO Kon A/02.4 (nonl;ponem,) 4

MOHUTOPHHIA IIPOU3BO/ICTBA KBQIHHIALHH

HaHOCTPYKTYpPHPOBaHHBIX

JIEKapPCTBEHHBIX CPEJICTB
Ipouncxoxnenue
TPYAOBOH Opwuruxan X 3aUMCTBOBaHO M3 OpHUTHHANA
dyHx1mH

Koxn PerucrpaumoHHbiii Homep
OpHIUHana nipo¢ecCHOHATBHOTO
cTaHaapra

Tpynossie Moaroroska naboparopHo# mocyas! A oT6opa npod Bo3Ayxa M CMEIBOB ¢ pabodmx
JeicTBHS MOBEPXHOCTe 00OpYMOBaHMS H HMHBEHTaps B COOTBETCTBHM C HHCTPYKIMSAMH H

TEXHHYECKOH JOKyMECHTaLMel

IMonroToBka obGopymoBaHHs s oTOGOpa mpo6 BO3AyXa M CMEIBOB C pabodmx
NOBEPXHOCTEH OCOPYHOBaHHS H HHBEHTapss B COOTBETCTBHH C HMHCTPYKIMSAMH U
TEXHAYECKOH JOKYMEHTauUeH

[Toarotopka MaTepHaioB A1 OTOOpa mpoG CMEIBOB ¢ paodmX IOBEpPXHOCTEH
06Opy/loBaHHST M HMHBEHTaps B COOTBEICTBHH C MHCTPYKIMSMH W TEXHHYECKOH
JOKyMeHTauuel

Ot160op npo6 BO3gyxa B COOTBEICTBHH C HHCTPYKIHSIMH H TEXHHICCKOMH
JIOKyMEHTa#eH

Ot16op mpo6 CMBIBOB ¢ pabovMx MOBEpXHOCTEH OOOpYIOBaHHS W HHBEHTaps IO
METOJIMKaM B COOTBETCTBHMH C MHCTPYKIIMAMH M TEXHUYECKOH JOKYMEHTaIHeH

TparcnopTHpoBKa OTOOpaHHEIX NHPo6 B MHKPOOHONOTHYECKYIO J1abOpaTOpHIO B
COOTBETCTBHM C TIPOM3BOJCTBEHHHIMH TpeOOBaHMAMH H OTBaIMAMPOBAHHBIMH
YCJIOBHSIMH TPAHCIIOPTHPOBKH

Pasmemenne 0T06paHHHX IIp06 Ha XpaHCHHC COIJIAaCHO HHCTPYKIIHH B CIIyHac
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HEBO3MO>XXHOCTH NIPOBEICHUA na6opaT0pHor0 aHanu3a HEMCAJICHHO

HeobxoauMele
yMeHHMS

IIpoM3BOAMTE OYHCTKY H IIOATOTOBKY JaGOpaTOpHOH MOCYABI JULA orGopa mpob
BO3/IyXa B [IEX€ MO [IPOM3BOJICTBY HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEICTR
TIpoBepsTh KauecTBO 1abOPAaTOpHOH MOCYABI, NpeAHA3HAYCHHOH I orbopa mpob
CMBIBOB ¢ paboumx moBepXHOCTedl 0OOpyAOBaHMA M HHBEHTapd B LEXe IO
IPOM3BOJCTBY HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

TIpoM3BOMTE OYHMCTKY U IOATOTOBKY 0GOpyHOBaHKs UL 0TOO0pa npo6 Bo3dyxa B LiEXe
110 IPOM3BOACTBY HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHEIX CPENCTB

Otbupark ra3oo0pasHble M OKUIKHE NPOObI, PEMPE3CHTATHBHO XapaKTePH3YIOMIHE
COCTOSIHHME BO3LYXa M pabouMX HOBEPXHOCTEH MPOM3BOICTBEHHOTO 00OPYNOBaHHS H
MHBEHTAps, [0 METOAHKAM B COOTBETCTBHH C HHCTPYKIMSIMH H TEeXHHYECKOH
JOKYMEHTaLUCH

O6ecreuMBaTh COXPaHHOCTh OTOOpaHHBIX mpo6 B Ipomecce orbopa H
TPAaHCIIOPTHPOBKY B MUKPOOHONIOTHIECKYTO JIabOPaTOPHIO, a TAK)KE PH XPAHCHUH

Heol0xomumeie
3HAHMA

OrpaciieBEie CTAHIApTH, TEXHHUYECKUE YCTIOBHS H TEXHOJIOTHIECKas IOKYMEHTAIHA Ha
OTZENBHEIE COCTABH H METOIBI TIONY9SHHS] HAHOCTPYKTYPHPOBaHHEIX JIEKAPCTBEHHBIX
CpeACTB

dapmaxoneitable TpeGOBAHMS K OTIEILHEIM BU/IAM CHIPBS, MOTYIPOAYKTOB M FOTOBBIX
HAHOCTPYKTYPHPOBAaHHEIX JIEKAPCTBEHHBIX CPEACTB

CraHAapTHEE TpPHEMEl pabOTH ¢ Pa3THYHBIMH BHIAMH nabopaTopHOH MOCYIBI IJIS
aHAIH3a TPOH3BOACTBEHHOM CPEIEl M HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHBIX
CPEACTB

CrangapTHEIE MeTois! paGoThl ¢ J1abopaTOPHBIM obGopynoBanueM i ortéopa H
XpaHEHMs Ta3000pasHBIX H XUIKAX IPob NpOM3BOACTBEHHOH Cpelbl IpH
M3rOTOBJICHAM HAHOCTPYKTYPUPOBAHHEIX JIEKAPCTBCHHBIX CPE/ICTB

CraHIapTHEIE METOXBI 0TGOpa Mpo0 BO3AyXa M CMBIBOB C pabounx MOBEPXHOCTEH
TEXHOJNOTHYECKOTO ~ OOOpYAOBaHHS M HMHBEHTapd  IIpd  TPOM3BOACTBC
HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

TpeGoBaHHs CAHATAPHOTO PEXKHMMa, OXpaHbI TPYAQ, MOXAPHOH 6€30MacHOCTH, OXPaHBl
OKpYXXaromen cpesibl

Apyrue

XapaKTCPUCTHKH

3.1.3. TpynoBas pyHKIHs

HaumeHoBaHUE

ITpoucxoxaeHne
TPYAOBOH
GyHxuun

IMoxaroroeka mabopaTopHO#H
nocyasl, 060py10BaHUA K
PeaKTHBOB /U1 KOHTPOJis Ka4eCTBa
0TOGpaHHEIX POO CHIPb,

Vposens
MaTEpHAJIOB, 06’BeIfTOB Kox | A/03.4 (10ypOBEHE) 4
IPOU3BOACTBECHHOH CPe/EI, KBaIHQHKALMH

HAaHOCTPYKTYPHUPOBaHHEIX
JIEKApCTBEHHBIX CPEICTB H
npo6onoAroTopka o6pasios At
aNpHeHIIMX MCCIeOBaHUMI

. Opuruzan X 3aMMCTBOBAHO M3 OpPUIHHAIA

Kop opuruHaia  PerHcTpauMOHHBL HOMEp
podecCUOHANLHOTO
CTaHIapTa
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Tpynossre
neiicTBUA

[ToaroroBka 60kxcoB U TaMHHApOB K pabote ¢ 0Opa3maMu NpoM3BOJCTBEHHOM CpPeA U
HAHOCTPYKTYPHPOBAaHHHIX JIEKAPCTBEHHEIX CPE/ICTB

OumcTKa ¥ MpoBEpKa KadecTBa JIaGOpaTOpHOH mocyas! A J1abopaTOpHOTO KOHTPOJLA
KauecTBa OOpa3sliOB TPOHM3BOJACTBEHHOH cCpeAbl ¥  HAHOCTPYKTYpPHPOBAaHHBIX
JIEKapCTBEHHBIX CPEACTB

OuncTka W TOATOTOBKA CTaHAAPTHOrO 0OOpYIOBaHHSA [UIs KOHTPOJIA KadecTBa
MPOU3BOJCTBEHHON Cpefbl H HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHBIX CPEACTB IO

HHCTPYKIMSAM

Ou4rcTKa M TOATOTOBKA TaGOPaTOPHBIX €MKOCTE#H 11 MPOBEICHUS KOHTPOMSI KauecTBa
00pas3noB MNPOU3BOACTBEHHONH CpeAbl W HAHOCTPYKTYPHPOBAHHEBIX JIEKAPCTBEHHBIX
CpEICTB M0 HHCTPYKIHAM

IMoaroroBka B  ciydyae HeOOXOAMMOCTH  OToOpaHHBIX mpo6  o6pasmos
NPOU3BOACTBEHHON Cpelbl M HAaHOCTPYKTYPUPOBAHHBIX JIEKapCTBEHHBIX CpEICTB,
HaxOMMINMXCA HA XpaHCHHH, JUIS JIAOOpaTOpHOrO KOHTpPOIA Ka4decTBa COIJIAcHO
HHCTPYKLIHSAM

HeobxoauMeie
yMeHHS

ITpou3BOIUTH OYHUCTKY M KAJMOPOBKY J1a0OpaTOPHOR HOCYABI A KOHTPOJIS KadecTBa
ra3000pa3HbIX, XHUIKMX, BA3KHX M TBEPABIX 06pa3loB, B TOM 4HclIe 06pa3loB BO3AyXa
U3 [eXa M CMBIBOB C pab0vMX MOBEPXHOCTEH TEXHOJIOTMYECKOro oGopyaoBaHHS, a
TaKoKe 00pa3noB HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

HpOHBBOZ[I/ITB OYHCTKY H IIOATOTOBKY CPEACTB I/ISMCpCHHf;I A HCCIICAOBAaHUA CHIPb,
HpOI/ISBO,Z[CTBCHHOﬁ Cpe€abl, HAHOCTPYKTYPHPOBAHHLIX JIEKAPCTBCHHLIX CPCACTR

IpoBepsATh FOMHOCTH M ITOKA3aTeNH KauecTBa CTAaHIAPTHBIX PEaKTHBOB, MHTATEIBHBIX
Cpel ¥ UITAMMOB MHKDPOOPTaHM3MOB I KOHTpOJS KayecTBa OTOOPaHHBIX Ipo0
CHIPhS, IIPOU3BOJACTBEHHON Cpe/ibl, HAHOCTPYKTYPHUPOBAaHHEIX JIEKAPCTBEHHBIX CPE/ICTB
H YIIAKOBOYHBIX MaTepHaJIOB

IMpuroranuBate  oOpa3usl Uil 7abOpaTOPHOrO  (H3MKO-XMMHYECKOTO  H
MHKPOOHOJIOTHYECKOTO KOHTpPONS KadecTBa W3 OTOOpaHHBIX Ipo6 rasoobpasHoro,
’KHJIKOTO, BA3KOTO U TBEPJIOT0 BHJA OIYTEM CTaHAAPTHBIX MPOLEAYD

[puroraBiauBaTh 3TaJIOHHBIE O00pasipbl, HEOOXOMUMBIE B JIAOOPATOPHOM KOHTPOJIE
Ka4ecTBa  CHIPbS,  IMPOU3BOACTBEHHOH  CPEABl,  HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEICTB

HeobxonumMrie
3HAHUSI

OrtpaciieBrle CTAHAAPTHI, TEXHAYECKHE YCIOBHS B TEXHONOIMYECKas JOKYMEHTAllU Ha
OTAEIBHEIE COCTABE H METOIBI ITOJydeHHsI HAHOCTPYKTYPHPOBaHHEIX JIEKAPCTBEHHBIX
CpelCTB

dapmaxkorneiiHbie Tpe6oBaHUA K OTACIBHBIM BUAAM ChIPbs, IIOJIYIPOAYKTOB U TOTOBBIX
HAHOCTPYKTYPHPOBAHHBIX JEKAPCTBEHHBIX CPEACTB

CrannapTHele TpHEMBI pabOTHL ¢ PA3NUYHEIMH BHAaMH 1ab0OpaTOPHOH MOCYIBI AJIs
KOHTPOJII KayecTBa [POM3BOACTBEHHOH CpeAbl M  HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEJICTB

CraHjapTHbIe METOABI PabOTH ¢ 1abOPaTOPHBIM aHATMTHYECKHM O06OpYIOBaHHEM UL
HCCIIEIOBaHMSA [IPOU3BOACTBEHHOM CPE/E H HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX

CpelCTB

CTaHZ[apTHHe METOJBIL pa60TI>I C peaKTHBaMH, IMATATCIILHBIMHA CpEaaMi B IITaMMaMH
MHUKPOOPraHU3MOB It MHKpOGPIOHOFH‘ICCKOF 0 HCCICAOBaHHA HpOHSBOIlCTBeHHOﬁ
Cpelibl 1 HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPCNICTB

Tpe6oBaHus CaHUTAPHOTO PEXXHMA, OXPAHBI TPyZa, MOXKapHOH 6€300aCHOCTH, OXPaHbI
OKpYyXaromei cpeasl

Hpyrue

XapaKTepUCTUKH




3.1.4. TpynoBas pysxuus

IIpoBenenue KOHTPOINIA KauecTBa
0ToOpaHHBIX IPOO CHIPBA,
MaTepHasoB, 00BEKTOB VpoBeHs
HaumeHoBaHHe | IIPOU3BOJICTBEHHOH CpElbl, Kon A/04.4 (moayposeHb) 4
HaHOCTPYKTYpPHPOBAHHBIX KBATH(HKALHMH
JICKQpCTBEHHBIX CPEJICTB COITIACHO
HHCTPYKIIMIM
IMpoucxoxacHue
TpYAOBOH OpuruHan X 3anMCTBOBAHO M3 OpHUTHHANA
dyHKUUH
Kon PerucrpanyoHHbli HomMep
OpHrdHana npogeccuoHalIbHOro
cTaHjgapra
TpynoBrie IMoxroroska nabopaTopHEIX NpUOOPOB AJ NpOLEAYpP KOHTPOIA KauyecTBa MCXOIHOIo
JIeHCTBUSA CHIPBS,, IPOM3BOACTBEHHBIX H TEXHOJIOTHYECKHX Cpell, HaHOCTPYKTYPHpPOBAaHHBIX

JICKAPCTBCHHBIX CPCACTB

IMoAroToBKa aHAIMTHYECKOTO M KOHTPONBHO-M3MEPHTENIBHOTO OOOpYNOBaHHA K
paboTe ¥ B ciiyuae HeOOGXOAMMOCTH BHIBOJI €r0 Ha pabounii pexuM

JlonosHuTEMpHAA 00paboTKa MPH HEOOXOAMMOCTH IPUTOTOBIEHHBIX 00pa3sioB CHIPh,
NPOM3BOACTBEHHBIX M TEXHOJOTHMYECKHX  CPell,  HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHEIX CPEJICTB B 3aJJaHHBIX CTaHJAPTHHIMH METOIHKAMH YCJIOBHAX

HpOBelIeHHC J'IaGOpaTOPHOI"O KOHTpPOJIA Ka4deCTBa ChIPbA, IIPOH3BOACTBCHHBIX H
TEXHOJIOTHYECKHX Cpel, HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBCHHBIX CpEACTB IO
CTaHJapTHBIM MCTOAHKaM

VTHIM3aIUs TPOAYKTOB, IOJNYYEHHHIX B pe3ylbTaTe IPOBEACHHS J1abOpaTOpPHOro
KOHTpOJIsSi KayecTBa CHIPbA, IPOM3BOJACTBEHHBIX M TEXHOJOTMYECKHX Cpeq,
HAaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB B COOTBETCTBUHM C IIPaBUIIAMM

1abopaTopHH
OTKII0YEHHE ¥ OYMCTKA 00OPYdOBaHHs MOCIE MPOBEICHH 1ab0PaTOPHOTO KOHTPOJIS
KauecTBa CBIpBA, MPON3BOJICTBEHHBIX u TEXHOJIOTMYECKUX cpexn,

HAHOCTPYKTYPHUPOBAHHEIX JICKAPCTBECHHBIX CPCACTB

Heo6xomumele | OCYIIECTBIIATH OATOTOBKY JIabOpaTOpHOTo 000pYIOBaHHUS IS IIPOBEICHHUS KOHTPOILL
yMEHHUS Ka4ecTBa CBIPbA, TIPOHU3BOJICTBEHHBIX " TEXHOJIOTHYECKUX cpexn,
HAaHOCTPYKTYPHPOBaHHEIX JI€KapCTBEHHBIX CPeACTB, B TOM 49HCiIe cobupars
nabopaTopHsle NPUOOPEL

PaboTate ¢ aHaAMUTHYECKUM H KOHTPOJIBHO-H3MEPHTEIbHBIM 060py110BaHI/ICM JUIsL
HCCIIeJOBAaHMM CBIpbA, MMPOUA3BOACTBEHHBIX H TCXHOJTOIHICCKUX cpen,
HaAHOCTPYKTYPHPOBAHHEIX JICKAPCTBCHHBIX CPEACTB COITIaCHO HHCTPYKIHAAM

IIpousBoauTh JIaGOpaTOPHBIH KOHTPOJIb Ka4decTBAa CHIPbs, IPOU3BOJCTBEHHBIX H
TEXHOJIOTHYECKHX Cpel, HAHOCTPYKTYPUPOBAHHEIX JIEKAPCTBEHHBIX CPEICTB COTIaCHO

HHCTPYKIMAM
Heob6xoaumble | OTpacyieBble CTaHAAPTEHI, TEXHAYECKAE YCTIOBHS M TEXHOJIOrHYECKas JOKyMEHTaUs Ha
3HAHUA OTJENIbHBIE COCTABEl H METOABI IOJIy4eHUs] HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHBIX
CpEIICTB

®dapmakoneiinsie  TpeGOBaHHS K  CHIPbIO, TONYNPOAYKTaM H  TOTOBBIM
HAHOCTPYKTYPUPOBaHHBIM JIEKAPCTBEHHEIM CPEICTBAM

CraHpapTHLIE IpHEMBI paGoTHl C Pa3NHYHBIMH BHAAMH JIaGOPaTOPHOM MOCYIBI UL
aHaJn3a CHIpBS, IPOH3BOJICTBEHHAIX u TEXHOJIOTHIECKHUX cpen,
HAHOCTPYKTYPHPOBAHHBIX IEKaPCTBEHHEIX CPEICTB
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CraHjapTHBIE METOABI paGoOTHI ¢ TaGOPaTOPHEIM aHATUTHIECKHM 00OpYIOBaHHEM [
HCCICHOBAaHHM  CHIpbS,  INPOM3BOACTBEHHBIX M  TCXHOJNOTHYECKHX  Cpex,
HaHOCTPYKTYPHPOBAHHBIX JIEKaPCTBEHHBIX CPE/CTB

CTaHlIapTHBIe MCETOABI pa60T1>1 C pCakTHBAMH, IMMUTATCJIbHLBIMH CPCAAMHA U ITaMMaMH
MHKPOOPraHnu3MOB st MPIKpOﬁHOHOl’H‘ICCKI’IX HCCIIeAOBaHUM CBIpBA,
TIPOU3BOACTBEHHBIX Hu TEXHOJOTHYCCKHX cpexn, HAHOCTPYKTYPHPOBAHHBLIX
JICKapCTBCHHLIX CPEIACTB, YHAKOBOYHBIX MATCPHAJIOB

Tpe6oBaHHA CAaHMTAPHOTO PEXHMMA, OXPaHK! TPYAa, OKAPHOH G€30MaCHOCTH, OXPaHEI
OKpY’Karomei cpeibl

Hpyrue

XapaKTEPUCTUKA

3.1.5. TpynoBas pyHknus

Odopmnienne JOKyMEHTalMH
nabopaTOPHOro KOHTPOI v
OBCHb

HaumenoBanue KadecTea ChIphA, MaTepI/IaIIOIE, Kon A/05.4 (nonl;'poseﬂb) 4

00BEKTOB IIPON3BOACTBEHHOM R -

Cpellbl, HAHOCTPYKTYPHPOBaHHBIX

JEKapCTBEHHLIX CPEACTB
[MpoucxoxaeHue
TpYAOBOi Opurusan X 3auMCTBOBaHO U3 OpHIHHANA
dYyHKUIMH

Kon PeructpaunoHHblif HOMEp
OpHMIdHaNa npodeccHOHATBHOTO
CTaHjapra

Tpynossie Benenne nabopaTopHoro xypHaia, GHKcHpyomee NoAroTOBKY GOKCOB, IAMHHAPOB U
JeHCTBUA 006€33apaXMBAIOIIMX YCTPOHCTB K HCCIEJOBAaHMIO MNpPO0 HMCXOMHOTO  CHIPBS,

HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEICTB H YHNAaKOBOYHBIX MaTepuaioB, a
TaKoKe npob BO3AYXa U CMBIBOB ¢ pab04HX MOBEPXHOCTEH 000pYI0BaHHS U HHBEHTaps!

Benenne naboparopHOro KypHama, (MKCHpyomee IIOATOTOBKY J1abopaTOpHOiM
mocyasl M obopydoBamus  gms  ot6opa  mpo06  HCXOHHOTO  CHIPBA,
HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHEIX CPENCTB, a Takke Npo6 BO3/yXa ¥ CMBEIBOB
¢ pabovHX MOBEPXHOCTEH 000PYAOBaHHS U HHBEHTAPS

Bemenme nabopaTopHOro JkypHaia npu oTbope mpo6 HCXOIHOrO  CHIphA,
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB, & TAKXKE Mpo6 BO3MyXa H CMBIBOB
¢ paboumnx MOBEpPXHOCTeH 000pyIOBaHUS M HHBEHTapS

Benenne 51abopaTopHOro JKypHasia, (uKcHpylomee TPaHCIOPTHPOBKY H XpaHEHHE
OTOOpaHHEIX TPOO HCXONHOrO CHIPhS, HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX
CpEICTB, a Taloke NPo6 BO3AyXa U CMBIBOB ¢ pabouHX MOBEpXHOCTe! 0GOPYAOBAHUA H
WHBEHTApA

Benenne 1a60paTopHOro >KypHasia, (HKCHpyIOllee IIOATOTOBKY J1abopaTOpHBIX
npuGopoB, OOOpYIOBaHMS, pEAaKTHBOB, IMTATENbHBIX CPeX W  IITAMMOB
MEKPOOPTaHH3MOB JIIi MUKPOGHONOrHYECKOr0 KOHTPOs KadeCTBa OTOOpaHHBIX Mpob
CHIpbsi, HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB, a TAKKe IPo0 BO3AyXa U
CMEIBOB ¢ pab04HX MOBEPXHOCTEH 000PYOBAHHS U HHBCHTaps

Bezende 1aGOpaTOPHOTO JKypHama, (UEKCHpYIOIIee NpOBENEHHE JaGOpaTopHOro
KOHTpOJS KauecTBa OTOOPaHHBIX H TOATOTOBJEHHHIX IIPOG HCXOJHOTO  CHIPBA,
HAHOCTPYKTYPHPOBaHHbIX JIEKAPCTBEHHBIX CPEJCTB, a TaloKke Mpob BO3AyXa H CMEIBOB
¢ paboYuX MOBEPXHOCTeH 060pY/IOBaHKS M MHBEHTApA

BHecende 3amucelt B kypHal paGOTH ¢ aHaTMTHYeCKHM obopynoBaHHeM (faTa H
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BpeMst paboTEI) A MCCIIeAOBaHM MPOO UCXOMXHOTO CHIPBS, HAHOCTPYKTYPUPOBAaHHBIX
JIEKapCTBEHHBIX CPEACTB, a TaKXKe Mpod BO3ZyXa M CMBIBOB ¢ pabo4MX IOBEPXHOCTEH
000pyIOBaHMS ¥ HHBEHTaps

HeobxonuMmele
yMeHHs

ITpou3BOAUTH CBOEBPEMEHHYIO (pUKCAIHIO BHINOTHSEMBIX AelcTBH B 1abopaTopHOM
XypHaie npu pabote B nabopaTopuu M mnpu oTOope mpob B Lexe ¢ 06A3aTebHBIM
yKa3aHMEM JaThl, BPEMCHH, HCIONB3yeMOro o0OpyNOBaHHS H PEaKTHBOB, a TaKiKe
YCJIOBHI SKCIIEPUMEHTA

ITpoussoauTe oQopMIIcHHE MPOTOKOJIOB O0TOOpa Mpob M JIabOPaTOPHBIX HCIIEITAHHMHN
CHIPBS, HAHOCTPYKTYPHPOBaHHBIX JIEKAPCTBEHHBIX CPE/CTB, a Takxke mpob Bo3AyXa H
CMEIBOB ¢ paboYmX IOBEPXHOCTEH 060pyI0BaHMsA ¥ HHBEHTAPs

CBOEBpeMEHHO BHOCHTH OTMETKH B JKypHaln paboTBl € aHaJIMTHYECKHM
obopynoBanueM ¢ uHpopManuei o GaMUIAK, HMEHH H OTYECTBE pabOTHHKA, JaTe U
BpeMeHH paboThl, UCTONb3yeMOM O0OpYNOBaHMH H peaKTHBAX, a TaKkKe YCIOBHAX
HKCIIEPUMEHTA

HeobxonuMeie
3HAHHSA

OrtpaciieBble CTaHAAPTHL, TEXHAYECKHE YCIIOBHS U TEXHOJIOTHYECKas JOKyMEHTAalKs HA
OTZE/IbHBIE COCTABBl H METOMBI ITOJyUEHHS HAHOCTPYKTYPHPOBAHHEBIX JIEKAPCTBEHHBIX
CpeAcCTB

dapmakorneiHpie TpeOOBaHUS K OTAEIBHBIM BHIAM CHIPbS, ITOTYIIPOAYKTOB ¥ TOTOBBIX
HaHOCTPYKTYPHPOBAHHBIX JICKApPCTBEHHEIX CPEICTB

IpaBuna odopMienns J1abopaTOPHOTO KypHala B  (QH3HKO-XHMHYECKOH H
MHKpoOHoIorudeckod labopaTopun

[IpaBuna o¢oOpMIICHHS TPOTOKOJOB 0T6Opa Npo® NPOU3BOACTBEHHOH CpEABl M
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, a TAKXKE MX MCIBLITAHUH

Tpe6GoBaHHs CAaHMTAPHOTO PEXHUMa, OXPaHbl TPY/a, MOXKapHO# 6€30MacHOCTH, OXPaHBI
OKpY)KaroleH cpebl

Apyrue
XapaKTePUCTHKH

3.2. O600menHan TpyaoBas pyHKUNA

Konrtpons ¢pu3nKo-XuMUIECKUX

MOKas3aTele Chlphs,
HaumeHoBaHHe | MPOM3BOACTBEHHOM CPeJIbl, & TAKXKE Kon B Yposerb 5

p A PEALL, KBalMHKALUH

HaHOCTPYKTYPHUPOBAHHEBIX

JIEKApPCTBEHHBIX CPELICTB
IpoucxoxaeHnne
06o61eHHo Opwurutan X 3aMMCTBOBaHO H3 OpHUrHHaNa
TpyaoBoli yHKuMHI

Kon PeructpanoHHBIH HOMEp
OpHruHaia npodeccHoHaNbHOr0
CTaHAapTa

Bo3moxHebIe Xumuk
HauMCHOBaHHs HUmxeHep-XxuMHK
JIOJDKHOCTEH, IIpoBu3op
npodeccuit

TpeGoBanus k
00pa30BaHHUIO U
00y4EeHHIO

Bricmee o6pa3zoBanue — HakaraBpuar

TpeGoBanus k
OIIBITY
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MPaKTHIECKOM
paboThI

Oco6ble ycnoBus
Jiorrycka K pabore

IIpoxoxxaenue o0s3aTeIbHBIX IPEABAPUTENBHBIX (IIPY IOCTYILUICHUH Ha paboTy) u
MEPHOTUICCKAX METUIIMHCKUX OCMOTPOB (00CIIe0BaHHU), a TaKXkKe BHEOUEPETHBIX
MEIHIUHCKAX OCMOTPOB (06cneioBaHHU#) B IOPAAKE, yCTAaHOBIEHHOM
3aKoHOAaTeIbcTBOM Poccmiickoii Denepanuu

ITpoxoxxaeHue HHCTPYKTaXka IO OXpaHe TpyAa

Apyrue
XapaKTCPHUCTHKH

JlononuuTenbHEIE MPodecCHOHAIBHEIE IPOrPaMMEI — IPOrPaMMBI IIOBBLIIICHHA
KBIM(HUKAHH 110 NPODHITIO AEeSITENLHOCTH

I[OIIOJIHI/ITCJIBHBIC XAapaKTCPpHUCTHKH:

HanmeHnosanune Kon HanmenoBanue 6a30B0oii rpyminsl, JOJDKHOCTH (Iipodeccun)
JOKyMEHTa WY CHEIHATBEHOCTH
OK3 2113 XUMHUKH
EKC - HrxeHep-TexHonor (TEXHOJIOor)
OKIIATP 22581 WrxeHep N0 HCIIBITAaHASIM
22860 W xeHep-XuMHUK
25850 IIpoBu3op
27392 XuMHK
OKCO 2.28.00.00 HanoTexHONOrHE 1 HAaHOMATEPHAJIBI
2.22.03.01 MarepunanioBeieHHE H TEXHOJIOTHH MaTEPHAIIOB

3.2.1. Tpynosas gynxmns

[IpoBeneHre KOHTPOIIA Ka4ecTBa
CHIpbsl, MAaTEPUAJIOB U VposeHs
HaumeHoBaHHe = HAHOCTPYKTYPHPOBAHHBIX Kon B/01.5 (moaypoBeHb) 5
JIEKapCTBEHHBIX CPECTB IO KBaH(uKaLMH
(H3NKO-XMMHIECKUM MOKA3ATEIIM
Moo | opoer X | oo
Kon PeructpalMOHHBIH HOMEP
OpHruHana npoeCCHOHANBHOTO
cTanjapta
TpynoBsie AHanM3 METONOB, MPHMEHSEMBIX Il (PH3MKO-XMMHYECKOTO KOHTpOJd KadecTBa
I[eﬁCTBHﬂ CBIPBs, MAaTCPHAJIOB U HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHLIX CPEICTB

[IpoBepka pEakTHBOB H MAaTepHAIOB, HEOOXOMAMBIX Ui (H3HKO-XMMHYECKOIO
KOHTPOJIsS Ka9€CTBA CHIPhS, MaTEPHAIOB M HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX
CpencTB

IIpoBepka, HacTpoika M KaambpoBka oGopymOBaHMS, HEOOXOMHMOro A (u3HKo-
XMMHMYECKOTO KOHTpOJIS Ka4ecTBa CHIPhS, MAaTCPHAIOB M HAHOCTPYKTYPHPOBaHHEBIX
JIEKApCTBEHHBIX CPENCTB

Br160p ONTUMAJIBHEIX METOLOB U PEXHMOB PU3HKO-XHMHYECKOTO KOHTPOJISL Ka9eCTBa
CHIpbsl, MATEPUAIIOB M HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB

BI:I60p MCTOAHUK IPOBEPKH OYHCTKH 060py11013amm oT OCTATKOB

HaHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHBIX CPENCTB

BriGop Heo6GXxomuMOro oGOpYyZOBaHHSA, PEaKTHBOB H MaTepHaloB WA (QH3HKO-
XMMHMYECKOTO KOHTPOJS KadecTBa CHIPbS, MAaTepHAIOB M HAHOCTPYKTYPHPOBAHHEIX
JIEKApCTBEHHBIX CPEACTB
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IIpoBenenne (PU3UKO-XUMHUYIECKOTO KOHTPOJNS KavecTBa CBIPbS, MaTepHATIOB U
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

Amnanus PE3YILTATOB KOHTPOJIA Ka4ycCcTBa CbIpbA, MaTcpHaioB H
HAHOCTPYKTYPHPOBAHHBIX  JICKAPCTBCHHBIX CPCICTB IO ¢)K3I/IKO-XI/IMPI'-IGCKPIM
IIOKa3arcJIiaM

OC}’IIICCTBIICHI/IC NPEAMETHO-KOJIIHICCTBCHHOIO yducTta HapKOTHYCCKHX,
TIICHXOTPOIHBIX BCIICCTB U UX NIPCKYPCOPOB

Heobxomumsie
YMEHHS

Pabotath ¢ TexHHYECKOH IUTEpaTypodl IO aHANU3y METOIOB, NMPUMEHSEMBIX JUIA
(bHU3HKO-XMMHYECKOTO KOHTpOJIA KadecTBa CHIPBA, MaTepHaIoB "
HAHOCTPYKTYpPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

Pabotate ¢ KOHTPOJLHO-U3MEPHUTEIbHBIM OOOPYHOBAHHEM M MaTepHallaMH I
IPOBEACHUA (PU3MKO-XHUMHYECKOTO KOHTPOJIL KAadeCTBa CHIPbS, MATCPHAJIOB H
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX CPEICTB

IIpousBoauth OHEHKY (H3MKO-XHMHYECKHX CBOMCTB CHIphbS, MAaTE€pHAIOB H
HaHOCTPYKTYPHPOBaHHBIX JIEKAPCTBEHHBIX CPEICTB

HeobxoauMmrie
3HAHHUS

OTpaCJ'IeBI:IC CTaHIAPThI, TEXHHICCKHUE YCIIOBHUSA U TEXHOJOTHYECKass AOKYMEHTalWA
Ha COCTaBBI H MCTOIEI HOJIYICHHS HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHBIX CPCIACTB

CupaBounas HHpopMaIys, a Taxoke HHGoOpManUsd U3 NEPHOANIECKON JTHTEPATYPHI 10
mpobneMaM ~ KOHTpOJs  KadecTBa  0o0paslOB, HMEIOIMX  OTHOIIEHHE K
HaHOCTPYKTYpHPOBAHHBIM JIEKAPCTBEHHBIM CPEICTBaM

Tpe6oBanus o6merocy1apcTBEHHBIX 3aKOHOJIATENBHBIX JOKYMEHTOB IO (apMOKOIEH
K aKTHBHEIM (apMaleBTHYECKHUM CYOCTaHLMSM, BCIOMOTraTeNbHBIM BEIECTBAM H
METOJ]aM HCCIIECJOBAHUS

dapmaxorneiiHsle  TpeOGOBaHMS K  CHIPpIO, TONYNPOAYKTaM M TOTOBBIM
HaHOCTPYKTYPHPOBaHHBIM JIEKAPDCTBEHHBIM CPEACTBAM

Co,uepxca}me AJOKYMCHTOB O C€IOHWHBIX [PHHIOHUIIAX H IIpaBHAaX 06pameHHx
JICKGpCTBCHHEBIX CPEACTB AN MCOUIHHCKOI'O IIPUMCHCHUSI

Bujasl  (QU3MKO-XMMHYECKOTO KOHTPONsS KadecTBa CHIPhS, MaTepHalIoB W
HaHOCTPYKTYPHUPOBAHHEIX JIEKAPCTBEHHBIX CPEACTB

YcnoBus (I)I/ISI/IKO-XHMI/I‘ICCKOI‘ 0 KOHTPOJIA Ka4dCCTBa JSKCIICPUMEHTAJIbHBIX o6pa31103
CBIPbA, MATEPHUATIOB H HAHOCTPYKTYPHUPOBAHHEIX JICKADCTBEHHEBIX CPEACTB

IlpaBuna paboTel ¢ OOOpyJOBaHMEM M MaTepHalaMH I NpPOBeAeHHS (GU3HKO-
XMMHYECKOTO KOHTPOJISI KadeCTBAa CHIPhbS, MaT€pPHAllOB M HAaHOCTPYKTYpPHpPOBaHHBIX
JIEKapCTBEHHEBIX CPEACTB

HpaBPIJIa TIIOBCACHUS TNIEPCOHAJIa B YHCTHIX ITOMCHICHHAX

TexHuuecKHif aHIIMACKAE s3BIK B 00JacTH KadecTBA HAaHOCTPYKTYPHPOBaHHBIX
JIEKApCTBEHHEBIX CPEACTB

TpeGoBaHUA CAHUTAPHOTO PEXHUMa, OXPAaHBI TPYAA, HOXKapHOH 6€30MacCHOCTH, OXPAHEI
OKpY>Karome# cpesibl

Apyrue
XapaKTEpPUCTHKHU

3.2.2. TpynoBas ¢pyHKIHSA

HaumeHoBaHHe

Y4er peakTHBOB, KOHTPOJIBHBIX
00pasLoB CHIPbs, MAaTEPHAIIOB
HAHOCTPYKTYPHPOBaHHBIX
JIeKapCTBEHHBIX CPENCTB JUIS
H3y4eHHs CTaOMILHOCTH N —
apXHMBHOT'O XpaHEHH IIPH KOHTpPOJIE
Ka4ecTBa Mo HU3HKO-XUMUIECKUM
HI0Ka3aTessIM

VposeHb
Kon B/02.5 | (nomyposeHs) 5




IlpoucxoxaeHue
TpyHaoBOH
$yHKUMHI
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Opurusan X 3auMCTBOBAHO M3 OpUrMHATA

Kox, PernctpanvonHsiit Homep
OpHTHHaJIa npodecCUOHATBHOTO
cTaHpaprta

Tpynoesie
JeicTBUA

Ob6ecnedenre NMpaBHIIBHBIX YCIOBHE CONEp)KaHUS PEAKTHBOB, CHIPhS M MAaTEPHAIOB
VI KOHTpOJIA MO (HU3HKO-XHMHMYECKHM ITOKa3aresiiM CTaOHILHOCTH M apXHBHOTO
XpaHEHHs1 HAHOCTPYKTYPHPOBAaHHBIX JICKAPCTBEHHBIX CPECTB

KonTpons pexuma copepkaHus 06pa3oB IIPH U3YYCHHH CTaOHMIBHOCTH M apXMBHOM
XpaHeHUH, TIpH KOHTPOJIE NPOH3BOACTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX
CPEACTB 110 PU3HKO-XHMHIECKHMM MOKA3aTe M

KOHTpOJ'IB CPOKOB T'ONHOCTH PCAKTHBOB, CHIDbSI U MATCPHAJIOB IS4 H3YYCHHUS IIO
(l)IfI3I/IKO-XI/IMI/I‘IeCKPIM MOKA3aTeNaAM CTaOMIIBHOCTH H APXMBHOI'O  XpaHCHHUSA
HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHEBIX CPCACTB

KOHTpOJ'II: yuc€Ta H ClIMCaHNA PCAaKTHUBOB, CBHIPbSI H MAaTEPHAJIOB, HCIIOJB3YCMEIX IIPH
KOHTPOJIE CTaOMIIBHOCTH 06pa3u03 1 UX apXUBHOI'O XpaHCHUA

Konrtpone cOopa OTXOmOB, MONydYaeMbIX B pe3yabTaTe (PH3UKO-XHMHHECKOIO
KOHTPOJISL KadecTBa OOpa3loOB CHIPbS, MATEPHAIIOB M HAHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPEACTB

OcymecTBnenue IPEAMETHO-KOIHIECTBEHHOTO ydera HapKOTHYECKHUX,
TICHXOTPOIHBIX BEMECTB ¥ HX NPEKYPCOPOB

HeobGxonumeie
yMEHHS

Ob6ecnieunBaTh CUCTEMY NPABMIIBHOTO XpaHEHHs CHIPbS H MAaTepHAIOB IpH (PH3MKO-
XHMHYECKOM KOHTPOJIE Ka4eCTBa HAHOCTPYKTYPHPOBAHHEBIX JIEKAPCTBEHHBIX CPEACTB

Ob6ecneunBaTh CHCTEMY MPAaBHJIBHOTO PacKOHCEPBHPOBaHUA mpo6 it ¢usmko-
XMMHYECKOTO KOHTPOJIL KadeCTBa CHIPbS, MAaTepHalOB U HAaHOCTPYKTYpPHPOBaHHBIX
JIEKapCTBEHHBIX CPEACTB

O6ecneunBaTh CHCTEMY YY€Ta M CIHCaHHA CHIpbS M MAaTE€PHAIOB IpH (H3HKO-
XMMHYECKOM KOHTpOJIE€ Ka4eCTBa HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

Heobxonumeie
3HAHHUS

OTpaCJIeBLIe CTaHOAapThl, TCXHUHYCCKHE YCIOBHA H TEXHOJOIHMYECKad OOKYMCHTaLHUA
Ha COCTaBhl H MCTOARI NOJIYICHHA HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHBIX CPCACTB

TpeboBanus obuierocynapcTBEHHBIX 3aKOHOJATEIBHBIX JOKYMEHTOB MO (hapMoKkorien
K CBHIPBIO, IOJIYIIPOAYKTAM M TOTOBBIM HAHOCTPYKTYPHPOBAHHEIM JIeKapCTBEHHBIM
CpeAcTBaM

OCHOBHEIC IOJIOXKEHHS MEXIYHApONHBIX H HAIHMOHAIBHBIX CTAaHAAPTOB KadecTBa
JIEKApCTBEHHBIX CPEACTB, KOTOPHIE OTBEYAIOT €€ Ha3HAYEHHIO, PETHCTPAlAOHHOMY
JIOChE U CieU(UKAIHH

Ob6mue mnogxoabl K XpAaHEHHIO PpEaKTHBOB, KOHTPOJBHEIX OOpasloB CHIPbS,
MaTepuaoB H HAaHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX CPEICTB, B TOM UYHCIIE AJIA
U3y4EeHHS CTaOMIIBHOCTH M apXMBHOI'O XpaHEHAA

O6mue moaxoAs! K YUeTy, XpaHCHHIO H CIIMCAaHHUIKO CHIPbSA H MATEPHAJIOB JUIA (l)I/I3I/IKO-
XAMHYC€CKOTr0O KOHTPOJIA Ka4CCTBa HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHLIX CPEACTB

Metoasl HpU3HKO-XHMAYECKOTO KOHTPOJIA KauecTBa (apMalleBTHYECKUX CyOcTaHIui,
BCIIOMOTaTeILHEIX BENECTB, MONYOPOAYKTOB M TOTOBBIX JIEKAPCTBEHHBIX HOopM

MeTtonst (l)I/IBI/IKO-XI/IMIfI‘IeCKOFO KOHTPOJIA NPOU3BOJACTBA HAHOCTPYKTYPHPOBAHHBIX
JICKAPCTBCHHEIX CPCIACTB ¥ KOHTPOJII KaueCTBa camoit OPOAYKIINH

Hpamma MOBEACHHU NEPCOHAJIA B YACTHIX IOMCIICHUAX

TexHuuyeckuii aHTMHACKMIA $A3BIK B OOJACTH KavecTBa HAHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPEICTB

TpeboBanusi CAaHUTAPHOTO PEKMMA, OXPaHBI TPY/Ia, I0KAPHOH 6€3011aCHOCTH, OXpaHbl
OKpYyatomieil cpeasl




Hpyrue

XapaKTCPUCTHUKH

3.2.3. TpynaoBas ¢pyHKknus

HanmeHoBaHue

[IpoBeneHue BaNUIALMH 1
odopMIIeHHE Pe3yIIBTATOB
BaJIMJAUH METOIUK (HH3HKO-
XMMHYECKOTr0 KOHTPOIS KadecTBa
CHIpbsi, MaTEPHANIOB H
HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHEIX CPE/ICTB

Vposens
(noaypoBeHs) 5
KBanM(pUKaLHH

Kon B/03.5

[Mpoucxoxaexune
TpyRoBoi QyHKLNH

3alMCTBOBaHO U3

Opurunan X
opHUrMHana

Kon
opHrvHana

PeructpauuoHHslit HOMEp
npodeccHOHANBHOTO
CTaHaapTa

Tpynossre
JeHCTBHS

BBI60p THIa BaldgaldH METOAUK KOHTpOJII KavecTBa CBIpbi, Mare€épHajioB H
HaHOCTPYKTYPHPOBAHHEIX JICKAPCTBCHHLIX CPC/ICTB

Konrpons mnpoBegeHus (PHUIMKO-XHMHYECKHX OKCHEPHMEHTOB (B TOM YHCIe
HOBTOPHBIX), HEOOXOMMMBIX IJI1 BaTHIAOMK METOAMK KOHTPOJIA KavecTBa CBIPBA,
MAaTepHAIOB M HAHOCTPYKTYPHPOBaHHBIX JIEKAPCTBEHHBIX CPEJICTB

PacyeT OCHOBHBIX XapaKTEPUCTHK, HEOOXOAMMEIX A1 BATHIAIMH METOAUK QU3HKO-
XMMMYECKOrO KOHTpOJII KauecTBa CHIPbS, MaTEpPHAIOB M HAHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPEJICTB

Ananus PE3yJABTATOB BaluJallil MCTOAUK (l)I/IBHKO-XI/IMI/I‘ICCKOI‘O KOHTPOJIA Ka4eCTBa
CBIPbS, MATEPHAJIOB M HAHOCTPYKTYPHUPOBAHHEIX JICKAPCTBEHHBIX CPCICTB

PazpaGoTka NPOTOKONOB BATHAANHMH METOAMK (HIUKO-XMMUYECKOrO KOHTPOIA
KauecTBa CHIPhsl, MATEPHUATIOB H HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

O(I)OpMIIeHI/IC H COrJIaCOBaHHUC OTHYCTA IIO BaIHAALIHH MCTOILHK (bI/ISI/IKO-XI/IMI/I‘ICCKOFO
KOHTPOJIF Ka4eCTBa ChIPbi, MaTCpHaJIOB H HAHOCTPYKTYPHPOBAHHbBIX JICKApPCTBECHHBIX
CPEJICTB M MPUTOAHOCTH 3THX METOJHK JJI1 KOHTPOJIA CXOOHBIX o6pa311013

Heobxonumeie
yMEHHS

HpOBOIIHTB 3KCICPUMEHTAJIBHBIC HCCICOOBAHHS (bI/I3I/IKO-XI/IMI/I‘{eCKI/IX mokasarejei
Ka4eCcTBa CHIpbI, MAaTCpPHAJIOB U HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHBIX CpE€ACTB,
H606XOI[HMBIX IUIA BAIUAAIIUY METOTHUK KOHTPOTISI Ka4€CTBA NPEAIIPHASATHA

[IpoM3BOAUTL MaTeMaTHYecKyl0 H CTATHCTHYECKYIO O0pabOTKy pe3yJbTaToB
SKCIIEPUMEHTATBHOTO ONpeseleHns (QU3NKO-XMMHYIECKHX IIOKasaTelel KavecTBa
CHIPBS, MATEPHANIOB M HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPE/ICTB

HprIMCHSITL IpaBujia COCTaBJICHHA JOKYMCHTOB, HEOOXOOUMBIX JUIS BalUJaLAK
(l)PI?;PIKO-XI/IMIrI'-ICCKI/IX METOOMK KOHTpOJIsd KadecTBa CBIPbiA, MAaTCpHAIOB H
HaHOCTPYKTYPHPOBAHHLIX JICKAPCTBCHHBIX CPEJICTB

Heo6xonumeie
3HaHHSA

OTpaCJIeBBIe CTaHAAPTHI, TCXHUYCCKUE YCIOBHSI M TCXHOJOTHICCKAA JOKYMCHTALAsL
Ha COCTaBBI H METOABI MONYYE€HNU I HAHOCTPYKTYPHUPOBAHHEIX JICKAPCTBCHHBIX CpCACTB

Tpe6oBanus 06MEroCyAAPCTBEHHBIX 3aKOHOAATENBHEIX JOKYMEHTOB 110 (hapMOKOIIeH
K aKTUBHBEIM (apMaleBTHYECKHM CYOCTaHIMAM, BCIOMOraTeJbHBIM BEIIECTBAM H
METOJ[aM MCCIIeIOBaHMS

dapmaxoneiinpile  TpeGoBaHMA K  CBIpBIO, IIONYNMPOAYKTaM M  TOTOBHIM

HAHOCTPYKTYPHPOBaHHBIM JICKAPCTBEHHEIM CPEACTBAM

Conepx(aﬂne JOKYMEHTOB O €OUHBIX TIIpUHIHNAX H HOpaBAJIaX OGp&IIICHI/IH
JICKapCTBCHHBIX CPEACTB A1 MEAHITHHCKOIO NPpUMCHCHHA
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Mertozsl, yciaoBus u o6opynoBaHHe I (U3HKO-XHMHYECKOTO KOHTpPOJS Ka4decTBa
CHIpPbsl, MATEPHAIIOB H HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPE/ICTB

MeToapl MaTEMAaTHYECKOrO M CTATHCTHYCCKOrO aHAMM3a B XHMMHMH, XMMHYECKOM
TEXHOJIOTHH ¥ (apMaliu

[IpaBuna BeIeHHS AOKYMEHTALWM IPH BATHJALUH METOMMK (H3MKO-XMMHYECKOTO
KOHTPONSl Ka4eCTBa CHIPhsi, MATEPHATIOB H HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX
CpEACTB

Merogst  1abOpaTOPHOrO  KOHTPOJS NPOM3BOJACTBA  HAHOCTPYKTYPHPOBAaHHBIX
JIEKApCTBEHHBIX CPEACTB M KOHTPOJIA Ka4ecTBa CaMOoi IIPOYKIIMH

HpaBnna IIOBEACHHA IICPCOHAJIA B YACTHIX ITIOMCIHICHMAX

TexuuuecKnil AHTIMMCKHI SA3BIK B OOJIACTH KadecTBA HAHOCTPYKTYPHPOBaHHBIX
JIEKAPCTBEHHBIX CPEJICTB

Tpe6oBaHUS CAHUTAPHOTO PEXHMMa, OXPaHBI TPYAA, NOXKapHOH 6€30aCHOCTH, OXPaHBI
OKPY’KaroLEH CpelIbl

Apyrue

XapaKTePUCTHKH

3.2.4. TpynoBas pynxuus

Kpammdukamust u o6ciryxuBanue
npubopoB 1 060pyAOBaHHS IS

NpOoBeEHAs QPU3UKO-XHMHYECKOTO Vposets
HaumeHoBaHHe = KOHTPOILI KA4€CTBa CHIPhS, Kon B/04.5 (nogypoBeHs) 5
MaTepHaoB U KBaTHGUKaLIH

HAHOCTPYKTYPHPOBAHHBIX
JIEKApCTBEHHBIX CPEACTB

IIpoucxoxaenne
TpyaoBoO#H QyHKUHH

X 3auMCcTBOBaHO M3

Opurunan
OpUrHHaa

Kon PeructpanuoHHelit HoMep
OpHrHHaIa npodeccHOHAILHOTO
CTaHaapTa

Tpynossie
JedcTBUA

ITpoBenenne HEOOXOMUMBIX (HU3MKO-XHMHYECCKHX MCCIIE[OBaHUH, HANPaBICHHBIX HA
KBATHQUKAIMIO U3MEPHUTENIBHOTO 000pyNOBaHHs, MPEAHa3HAYECHHOTO [UIS KOHTPOIA
KadecTBa CHIPhs, MATEPUAJIOB M HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHLIX CPE/CTB

Pacuer morpemHocTi npu6OpoB, NpeAHA3HAYEHHEIX Ul KOHTPOJIS KauecTBa CBHIPhI,
MaTEpPHAIOB M HAHOCTPYKTYPMPOBAHHBIX JI€KAPCTBEHHBIX CPEACTB, U CPaBHEHHE
PACcCYHTAHHOM MOTPEIIHOCTH ¢ [ACIIOPTHHIMH JIAHHEIMM Ha IIPHOOP

[MoaroroBka HEOOXOIMMBIX TECTOBHIX OOpa3lOB M MAaTEpPHATOB Ui KaluOPOBKU
CpedcTB HM3MepeHHi i1 (QU3MKO-XMMHYECKOrO0 KOHTPOJS KavecTBa ChHIPHA,
MaTepHaNToB M HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX CPENCTB, M COOCTBEHHO
KaTMOpOBKa

[TOATOTOBKA NMOBEPKH M aTTECTAIMH HCIHITATENBHOTO J1a60paTopHOro 060pyA0BaHuS
I bU3HKO-XUMUIECKHX HCCIICAOBaHHUM CHIpBA, MaTepHaIoB u
HAHOCTPYKTYPHPOBAHHBIX JIEKADCTBEHHBIX CPEACTB, a TaKkKe KOHTpOINb HX
TPOBEICHUA

CocTaBlieHHE NEPHOAMYECKAX IUIAHOB-IPadUKOB IIPOBENICHHA KBaIM(HKaUMH U
06CIIy)KMBaHHS! H3MEPUTEILHOTO 000PyI0BaHUSA JUIA PHU3HKO-XUMHYECKOTO KOHTPONIA
KayecTBa CHIPhs, MATEPHATIOB H HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBECHHBIX CPE/ICTB

Heob6xomumere
yMeHHS

HpOBOI[HTB SKCIICPHMCHTAJIbHBIE HCCJICAOBAHMA, HCO6XO).II/IMI:IC AL KBaJII/I(beIKaIII/II/I
H3MCPHUTCIBHOI'C OGOPYI[OBaHI/ISI, npe¢aHasHa4YCHHoro Juis (1)H3I/IKO-XHMI/I‘I€CKOI‘O
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KOHTPOJISI KA4€CTBA CHIPBs, MATEPHATIOB M HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX
CpeJICTB

IIpouM3BOAMTE MAaTeMaTHYECKYI0O H CTaTHCTHIECKYIO 0O0paboTKy pesylibTaToB
OKCIIEPUMEHTANBHBIX  HCCICHOBAHUM  (M3HKO-XUMHUYECKUX  CBOMCTB  CHIPbA,
MaTEepHAIOB M HAHOCTPYKTYPHPOBAaHHEIX JIEKAPCTBEHHBIX CPEICTB

IpoussoauTh KaIMOPOBKY CPENCTB H3MEpEHHi, NpeJHAa3HAadeHHBIX M1 Qusuko-
XMMAYECKOr0 KOHTPOJIA Ka4ecTBa CHIPhS, MaTepHAIOB M HAaHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB

OOecnegnBaTh HeOOXOMUMEIE YCIOBHS JJIA TPOBENECHUS NOBEPKU H aTTECTaIVH
HCIILITATEILHOrO J1abopaTOPHOro OOOpYAOBaHHWMA, IIpeXHa3HAYEHHOTrO A (pu3HKO-
XHMHYECKOTO KOHTPOJIA KadeCTBa CHIPhS, MaTCpHAIOB H HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHEBIX CPEACTB

ITpuMeHATH [IpaBH/Ia COCTABJIEHUS JOKYMEHTOB, HEOOXOMUMBIX 171 KBIN(HKALMH, a
TAaK)Ke IOBEPKH M aTTECTAlMH HCIBITATEIRHOrO J1aGopaTopHOro o0OpyIOBaHHS,
NpefHa3’HAYEHHOro Ui (U3MKO-XMMHYECKOTO KOHTPONS KayecTBa  CHIPhS,
MATEPHAIIOB ¥ HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB

HeobxoauMeie
3HaHU

OTpacneBme CTaHIapThl, TEXHAYECCKHUEC YCJIIOBHA KB TCXHOJOrHYEeCKass NOKYMCHTAIUs
Ha COCTaBbl U MCTOABI I10JYYCHHS HAHOCTPYKTYPUPOBAHHELIX JIEKADCTBEHHBIX CPCACTB

TpeGoBanus 00IETOCYIAPCTBEHHBIX 3aKOHOAATENBHBIX JOKYMEHTOB IO ()apMOKOIIeH
K aKTHBHBIM (papMaleBTHYECKUM CyOCTAaHIMSM, BCIOMOTaTelIbHBIM BELIECTBAM H
METO/IaM HCCJICAOBaHMS

dapmakoneiinsle  TpeOOBaHMA K  CHIPbIO, MOJNYNPOAYKTaM M TOTOBBIM
HAHOCTPYKTYPHPOBAHHBIM JIEKAPCTBEHHBIM CPEICTBAM

Co,uepxcaﬂnc JOKYMCHTOB O €IHHBIX IIpHHIWINAX ©W IIpaBUIIAX o6pamem1x
JICKApCTBEHHEIX CPEACTB IJid MCOUIIHHCKOI'O IPHMCHCHHS

VeTpolcTBO W TPHHUMNBL pa0oTel 0GOpYNOBaHHSA U (PH3HKO-XMMHMYECKOTO
KOHTPOJISL Ka9€CTBa CHIPBSI, MATEPHATOB H HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHBIX
CpeacTB

MeToapl MaTeMaTHYeCKOrO M CTATHCTHYCCKOrO aHainu3a B XHMUH, XMMHYECKOH
TEXHOJIOTHH H (l)apMauIm

[IpaBuia cocTaBlieHHS AOKYMCHTAIMH NPH KBaIH(HKAIMH, MOBEPKE H aTTECTAIHH
HCTBITaTEIBHOIO JTaGopaTopHOro 00OpyAOBaHHs, NpeJHa3HAuYCHHOro Ui (u3MKO-
XMMHYECKOrO KOHTPOJIA KauecTBa CHIPhS, MAaTEPHAJIOB H HAHOCTPYKTYPHPOBaHHBIX
JIEKApCTBEHHBIX CPEACTB

Metoasl  (QH3MKO-XMMHYECKOTO KOHTPOJA KAadecTBa ChHIPhA, MATEpPHAlOB H
HaHOCTPYKTYPHPOBaHHBIX JICKAPCTBEHHBIX CPEJICTB

HpaBHJIa TNOBCACHHA NNEPCOHANIA B YMCTHIX ITIOMEICHUAX

TexHuyeckmii aHMMACKHMI A3BIK B 00NMacTM KadyecTBAa HAHOCTPYKTYPHPOBAHHBIX
NIEKapCTBEHHBIX CPEACTB

Tpe6oBanus CAHUTAPHOTO PEXKHMa, OXPAHHI TPYJa, HOXKapHOH 6€30I1aCHOCTH, OXPaHbI
OKpYy)Karomieil cpeisl

Apyrune
XapaKTCPHCTHKH

3.2.5. TpynoBas pyHKIHS

HaumeHOBaHME

PaspaGoTka u opopMieHue
JOKYMEHTALMH 110 (HH3HUKO-
XHMHYECKOMY KOHTPOJIO Ka4ecTBa
CHIPbS, MATEPHAJIOB KBaAHKALIM
HAaHOCTPYKTYPHPOBaHHBIX
JIEKAPCTBEHHBIX CPEJICTB

Vposehb
Kon B/05.5 (moypoBeHs) 5




IMpoucxoxacuune
TpyHaoBo# QyHKUMH
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Opurusan X 3auMCTBOBAHO H3 OpHrHHaNa

Kon PerncrpaumoHHbIil HOMep
OpMrUHana IpodeCCHOHANBHOTO
cTaugapTa

Tpynoseie
NEeHCTBHSI

Benenne XypHaloB ydeTa peaKTHBOB, 000pOTa pEakTHBOB, CIa4H OTXOIOB Ha
XpaHeHHe, pETUCTPayH pabouHX PacTBOPOB

CocTaBneHHE aKTOB O CIHMCAaHMH pEaKTHBOB H OCTaTKOB OOpAasIOB CHIPbA,
MaTepHAJIOB M HAHOCTPYKTYPHPOBaHHEIX JIEKAPCTBEHHBIX CPEICTB

Odopmienue HpPOTOKONOB (PHUIHKO-XMMHYESCKOTO 3KCIEPHMEHTA O KOHTPOIIO
Ka4ecTBa ChIPhSl, MATEPHATIOB U HAHOCTPYKTYPHPOBAaHHKIX JIEKAPCTBEHHBIX CPEJICTB

OdopMrnenne mNPOTOKOJIOB BaTHAANKMH METOHHK KOHTPONS KavecTBa CHIPBA,
MaTepuajoB ¥ HAaHOCTPYKTYPUPOBAaHHHIX JIEKAPCTBEHHBIX CPEICTB, a TaKXKe
KBaMM(HKAUM, TOBEpKH M  aTTecTallid MCIHTATEJIBPHOrO  J1abopaTOPHOro
0o0opyoBaHH

Pa3pa60TKa CHCI.II/I(I)I/IKaIII/II‘;I A1 BXOHOTO M BEIXOOHOIO KOHTPOJIA Ka4€CTBA CBIPhA,
MATEPHATIOB U HAHOCTPYKTYPHUPOBAHHLIX JICKAPCTBCHHBIX CPEACTB H YIIAKOBOYHBIX
MaTCPHAJIOB I10 Q)HBHKO-XHMPI‘ICCKI/IM IMOKa3arc/iiM

Odopmienne oTd4eTa NO BATHAALNHM DKCICPUMEHTANBHBIX METONHK, a TaKkKe O
KBATH(HKAMK NPHOOPOB M MX HPHTOJHOCTH JUIS NMPOBEACHHS KOHTPOJIS KAadecTBa
CBIPbs, MATEPHAJIOB H HAHOCTPYKTYPHUPOBAHHKIX JIEKAPCTBCHHBIX CPEICTB

Heobxonumere
yMeHHs

ITpous3BomUTE CBOEBpeMEHHYIO (PUKcamuio 060pOoTa peakTHBOB, CHIPBS, MaTEepUAIOB
U HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB B XKypHAJlaX y4era

IIpuMeHaTs GOpMEL U IpaBriia 0GOPMIIEHHS JOKYMEHTOB, HEOOXONUMEIX AJsd ydeTa
CHIpbSt M MaTEpUaJOB, IPH KOHTPOJE KadecTBa HAHOCTPYKTYPHPOBAaHHBIX
JIEKAPCTBEHHBIX CPEACTB

ITpousBoguTh cBOEBpeMeHHOE OOpMIEHHE JOKYMEHTAUHH (aKTOB, MPOTOKOJIOB H
3aK/FOYEHHH) B COOTBETCTBUHM C MHCTPYKIMSAMH H JpYrod TeXHUYECKOH
JOKyMeHTauuei

Heob6xomumeule
3HAHUSA

OTpaCJ'ICBBIC CTaHAAapThl, TCXHHYCCKHUEC YCJIOBHA H TEXHOJIOIMYCCKasA AJOKYMCHTALIUsL
Ha cOCTaBbl H MCTOABI IIOJYYCHHSI HaAHOCTPYKTYPHUPOBAHHEBIX JIEKapCTBCHHBIX
CpeacTB

TpeGoBanus oOmerocy1apcTBEHHBIX 3aKOHOJATENBHBIX JOKYMEHTOB 110 (papMoOKoIen
K aKTHBHBIM (papManeBTHYECKUM CYOCTaHLHMSM, BCIOMOraTENbHBHIM BEIIECTBaM H
METOJIaM HCCIEeIOBAHMUS

dapmakoneiinpie  TpeOOBaHHS K = CBIpbIO, IOJNYNPOAYKTaM H  TOTOBBIM
HaHOCTPYKTYpHPOBAaHHBIM JICKAPCTBEHHBIM CPEACTBAM

Coz[epxcanne JAOKYMEHTOB O €IOHHBIX IIpHHIMIIAX H HpaBHiIax 06paIIICHI/ISI
JICKAPCTBCHHBIX CPEACTB AJII MEANIIMHCKOTrO IPUMCHCHHS

IIpaBmia odpopMiieHHs JOKyMEHTAllHH IPH HMCIOJNB30BAaHUM, 000pOTE M CIHCAaHHH
PEaKTHBOB, CHIPbS, MATEPHAJIOB H HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX CPEACTB

Ipasmia odopMiIeHHs] AOKYMEHTAWH IIPA BAIMJALMH METOIUK KOHTPOJIA KadyecTBa
CHIpbsl, MATEPUAIIOB H HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHHBIX CPEICTB

Hpaanna O(i)OpMJICHPISI JAOKYMEHTAIIMH TIpH KBaJIPId)I/IKaIII/IPI, NOBEPKE H aATTCCTAIIUH
HCIIBITATCIIBHOTO JIElGOp&TOpHOFO 060py110BaHpm, NpeaHa3sHaA4YCHHOTr O JIsi KOHTPOJIL
Ka49€CTBa CHIPbi, MATCPHAJIOB U HAHOCTPYKTYPHPOBaHHBIX JICKAPCTBCHHBIX CPCIACTB

TexHuueckuii aHTIMICKHM A3BIK B 00JNACTH KayecTBa HAaHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHEBIX CPEACTB

TpeboBanuss CaHUTAPHOTO PEXHMA, OXpaHBl TpyJa, IMOXKApHOH O6€30IaCHOCTH,
OXPpaHbl OKpY>KaIoIeH cpeibl
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Hpyrue

XapaKTEePHCTHKH

3.3. O606mennas TpyAoBasi pyHKIHA

UccnenoBanne

MHKPOOHOJIOrHYECKUX

nokasareseit ChIpp4,
HauMeroBaHue | IPOH3BOJICTBEHHOM Cpebl Koxn C Yposenb 5

P p ? KBaTM(HKALIUM

HaHOCTPYKTYpHAPOBAaHHBIX

JleKapCTBEHHBIX CPEACTB U

YHNaKOBOYHEIX MATEPHAJIOB
IMpoucxoxneHune

3auMCTBOBaHO U3
06o61wenHOM Opurunan X
. OpHMrHHana
TpyROBOi PYHKIUH
Kon PeructpaioHHEIH HOMep
opHruHana IpodeCcCHOHATBHOTO
cTaHzapTa

Bo3MmoxHbIE Muxkpo6ronor KOHTpoJI Ka4eCTBa JIEKAPCTBEHHEIX IIPENapaToB
HaNMEHOBaHUSA ®apMakonor KOHTPOIS Ka4ECTBa JICKAPCTBEHHBIX IIPENapaToB
JOJDKHOCTEHH,
npodeccuii

Tpe6GoBanus k
06pa3zoBaHUIO H
00yueHHIO

Bricmee o6pa3oBanue — 6akanaBpuat

TpeboBanus x
OIIBITY
[IPaKTU4ECKOM
paboThI

Oco0bie ycnoBus
Jonycka k pabore

[TpoxoxaeHne 06s3aTeNBHBIX peABAPUTEIPHBIX (IIPH TOCTYIUIEHUH Ha paboTy) U
NIEPUOINUECKHX METUIIMHCKHUX OCMOTPOB (06ciezioBaHmit), a TakxkKe BHEOYCPETHBIX
MEIUIIMHCKUX OCMOTPOB (00CieI0OBaHuUil) B HOPSAIKE, yCTAHOBICHHOM
3aKoHOJaTeMbcTBOM Poccuiickoit ®enepanun

ITpoxoxxaeHne HHCTPYKTaXKa [0 OXpaHe TpyJa

Hpyrue

XapaKTEepPUCTHKH

JlonmonHuTeNbHEIE MPodeCCHOHANBHBIE MPOTPaMMBI — IIPOrPaMMBI ITOBHIICHAS

KBTH(HKAONH 110 MPOPHITIO AEATEIBHOCTH

I.[OIIOJIHI/ITCJII:HBIC XapaKTCPUCTHUKH:

HanmenoBanue Kon HaumenoBanue 6a30Boii rpymiisl, JOJDKHOCTH (1podeccHn)
JOKYMEHTa WU CTIENUAJIBHOCTH
OK3 2131 buonoru, 60TaHHUKH, 300JI0TH H CIELIMATUCTH POICTBEHHBIX
3aHATHH

EKC - VmkxeHep-TeXHOIIOr (TEXHOJIOT)

OKIIATP 20321 bunonor
20327 buoxumuk
22516 Hnxenep-mMuxpobuosor
22581 Wmxenep 1o HCIIBITaHUSIM
22860 Vxenep-XxuMHuK
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24219 Mukpo6uosor
OKCO 2.22.03.01 MarepnajioBeJileHHE U TEXHOJIOTHH MaTepHaJIOB
2.28.00.00 HanoTexHONOrHN ¥ HaHOMAaTEpHAIIBI

3.3.1. TpynoBas pynxkunus

IIpoBeneHne KOHTPONS Ka4uecTBa
CHIPbSi, IPOU3BOACTBEHHOM CPE/IHL,
HAHOCTPYKTYPUPOBAHHBIX VpoBeHs

HauMenoBaHue | JIEKQPCTBEHHBIX CPENICTB H Kox C/01.5 (MoAYpOBEHbD) 5

yIaKOBOYHEIX MaTE€pHAIIOB 10 KBaTHQUKaLu
MHKpPOOHOTOTHIECKUM
HOKa3aTelLsIM

TlpoucxoxaeHue
Tpyaoroii GpyHKUMK

3auMCTBOBAHO U3
opHruHaina

Opurunan X

Kon PernctpanyoHHbIH HOMED
opHruHana npoctecCHOHANBHOTO
CTaHAapTa

Tpynossie
nelcTBUs

AHanu3 CYIIECTBYIOMMX METOAOB, INPHMEHSIEMBIX JUII MHKPOGHOIOTHYECKOro
KOHTpPONISl Ka4ecTBa ChHIPbS, MPOM3BOACTBEHHOH Cpelbl, HAHOCTPYKTYPHPOBAHHBIX
JIEKApCTBEHHBIX CPEJCTB U YIIAKOBOUHBEIX MAaTEPHAIIOB

Ananu3 o6OpyfOBaHHS M MaTepHalioB, HEOOXOMMMBIX /I MHKPOOHOIOTAYECKOTO
KOHTpONI KauecTBa CHIPbS, NPOM3BOACTBEHHOH Cpelbl, HaHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB M YIaKOBOYHBIX MaTepUajioB

Pa3pa6oTka H BHIOOp ONTHMAJIBHBIX METOJOB H PEXHMOB MHUKPOOHONOTHYECKOIO
KOHTPOJIsSi Ka4ecTBAa CHIPbs, MPOH3BOACTBEHHOM CpEIBI, HaHOCTPYKTYPHPOBAaHHBIX
JIEKapCTBEHHEBIX CPEJICTB H YIIAKOBOYHBIX MaTEPHAIIOB

Bri6op 060pyaoBaHus ¥ MaTepHaloB 171 MHKPOOHONOTMYECKHX HCHBITAHUH CHIPB,
IPOM3BO/ICTBEHHOM CpEeABl, HAHOCTPYKTYPHPOBAHHBIX JICKapCTBCHHBIX CPEACTB H
YIaKOBOUHBIX MaTepHATIOB

IIpoBeneHHe MUKPOOMONOrMYECKHX HMCIBITAHHH CBHIPBS, POM3BOACTBEHHOH CpEIBI,
HaHOCTPYKTYPHPOBaHHBIX JICKAPCTBEHHBIX CPEJCTB M YIIAKOBOYHEIX MATEPHAJIOB

AHalM3  pe3yibTaTOB  MHKPOOHOJOTHYECKOTO  KOHTpONsS — KadecTBa  CBIPbY,
IIPOM3BOJICTBEHHOM CpPENBl, HAHOCTPYKTYyPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB H
YHaKOBOYHEIX MaTepUaJIoB

OCYIIICCTBJICHI/IC HPCAMETHO-KOJIHICCTBEHHOIO y4yera HaApKOTHYICCKHX,
NCHUXOTPONHBIX BEMICCTB M UX MIPEKYypCOPOB

HeobxonumMeie
yMEHHS

PaboTaTh ¢ TEXHMYecKOW NMTepaTypoidf mo BHIGOPY MHKPOOHONOTHYECKHX METOMHK
KOHTpPOJI Ka4YeCTBa CHIPbs, IPOH3BOICTBEHHOH Cpelbl, HaHOCTPYKTYPHPOBAHHBIX
JIeKapCTBEHHBIX CPEJICTB H YIIAKOBOUHEIX MATEPHAIIOB

Pa6oTaTh ¢ 060pYIOBAHHEM H MaTepHatTaMH I IPOBEACHHS MHKPOGHOIOTHIECKHX
HCIBITAHAR  CBIpbS,  NPOM3BOJCTBEHHOH  CpeAbl,  HaHOCTPYKTYPHPOBaHHBIX
JIEKAPCTBEHHBIX CPEJCTB H YNAKOBOYHEIX MaTEpHAJIOB

TIpOM3BOIMTH OTIEHKY MHKPOOHOIOTHIECKHX IIOKA3ATENeH ChIPbs, IPOU3BOICTBEHHOMN
Cpelsl, HAHOCTPYKTYPHPOBaHHBIX JIEKAPCTBEHHBIX CPEACTB H  YNaKOBOYHBIX
MaTepHaJioB

HeobxonuMele
3HaHHUS

O’[’paCJICBBIe CTaHAApTHl, TCXHUICCKHE YCIIOBHA H TEXHOJIOTHYCCKaA OJOKYMCHTaLML
HA COCTaBbI H METOIBI ITOJIyICHHA HAHOCTPYKTYPHPOBAHHBIX JICKapCTBEHHEIX CPEACTB

TpeGoBaHus 06IIerocy1apcTBEHHBIX 3aKOHOAATENBHBIX JOKYMEHTOB 1O (hapMOKOmIeH
K aKTHBHBHIM (apMaleBTHYeCKAM CYOCTaHIMAM, BCIOMOIaTeIbHBIM BEINCCTBAM H




MeTodaM HCCICHOBaHUA

(QapMmakomeiinple  TpeOOBaHHA K  CBIPBIO,  HONYNPOAYKTaM H  TOTOBRIM
HaHOCTPYKTYPHPOBAHHBIM JICKAPCTBEHHBIM CPEACTBAM

Conepxande IOKYMEHTOB O €AMHBIX NPHHIHMOAX H TpaBHiIax obpaimeHus
JIEKapCTBEHHBIX CPEACTB IS MEIMIIMHCKOTO IIPHMCHEHHUS!

CnpaBounas MHGOpManws, a TakKe HHGOPMAIH U3 TIEPHOUYECKOH JTMTEPATypPHI IO
npoGreMaM  KOHTpOasd  KadecTBa  OOpasioB,  HMEIOMKX  OTHOIICHHE K
HaHOCTPYKTYPHPOBAHHBIM JIEKAPCTBEHHBIM CPEACTBAM

Buasl MHKPOOHONOTHYECKHX MWCIBITaHMH CHIpbSl, MPOM3BOJCTBCHHOH —Cpensl,
HaHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/CTB M YNaKOBOYHBIX MaTCPHANIOB

VCIOBMS MEKPOGHOIOTHYECKUX HCIBITAHMA SKCIIEPHMEHTAIBHBIX 00pasioB ChIPBS,
IIPOU3BOICTBEHHON CPEMIbl, HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBCHHBIX CPEICTB M
YIIAKOBOYHBIX MAaTEPHANIOB B COOTBETCTBUH € TEXHHICCKOH JIOKyMEeHTaueH

Ilpapuna pabotsr ¢ mpubopamy M MaTepHalaMH UKL [POBEICHUA
MHAKPOOHONOrHYECKHX ~ MCILITAHWA  CHIPBS,  NPOM3BOJCTBCHHOH  CpEEL
HaHOCTPYKTYPHPOBaHHBIX JIEKAPCTBEHHEIX CPE/CTB M YIIAKOBOMHBIX MAaTCpHAOB

HpaBnna HOBEACHHU IICPCOHAJIa B YUCTHIX TOMCILCHWAX

TexHHYecKHuil aHTIMICKMM $3BIK B OOJacTH KadeCTBa HAHOCTPYKTYPHPOBAHHBIX
JIEKapPCTBEHHBIX CPE/ICTB

Tpe6OBaHHs CAHATAPHOIO PEKMMA, OXPAHBI TPYAQ, IOXKapHOH 6e30MmacHOCTH, OXPaHbI
OKpYXKaloleH Cpebl

Apyrue

XapaKTEepPHCTHKH

3.3.2. TpynoBas pyHKIUA

V4eT peakTHBOB, THTATENbHBIX
cpell, TECT-IITAMMOB, KOHTPOJIBHBIX
06pa3ioB Chipbs, MATEPHAIOB U

HAHOCTPYKTYPHPOBAHHBIX VposeHb
HaumenoBanne | JICKAPCTBEHHBIX CPEACTB I Kon C/02.5 (noaypoBeHs) 5
H3yYeHHs CTaOMIBHOCTH H kBanuukanyn

ApPXHBHOI'O XpaHCHHS IPH
MI*IKpOGHOJIOFPI‘IeCKOM KOHTpPOIIE

KavyCcCTBa

e |
TpoucxoxeH | Opurnnan X 3aMMCTBOBAaHO U3 OpHIrMHana
TpyBRoBoH dyHKuMM |

Kon PerncTpauioHHBIH HOMEP
OpurHHaja npo¢ecCHOHAILHOTO
CTaHAApTa

TPYIIOBBIC ObecnedeHue IpaBHJIBHBIX }’CIIOBI/Iﬁ COIcpKaHUA PEaKTHBOB, NUTATCHBHBIX CPEH,
I[eﬁCTBI/Iﬂ STAJIOHHBEIX IITAMMOB, CBHBIpEAI H MATCPHAJIOB UL A3YyYCHHUA CTaOHIIBHOCTH H

apXMBHOTO XPAaHEHHs IpPH MHKPOOHOJIOTMYECKOM KOHTpOJIE  MPOH3BOACTER
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBCHHBIX CPENACTB

Bepr(uKanus PeakTHBOB M INTAMMOB JUIA KOHTPOJIA KavecTBa 0TOOpaHHBIX Mpob
IPOM3BOCTBEHHOMH CpE/Bl H HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB 1O

HUHCTPYKIHIM

KOHTpOTs Hajl PEeXHUMOM COJEpXKaHHs oOpaslioB NpH M3yMCHHH CTaOMIBHOCTH H
apXMBHOM XpaHEHHH B DaMKaX MHKPOOHONOrHYECKOTO KOHTPOJA IPOH3BOICTBA
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPENCTB
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KOHTpoJIb CpOKa TOAHOCTH PEaKTHBOB, CHIPbS M MaTepHAOB, MCHOIL3YEMBIX IIPH
KOHTpOJIe CTaOHIBHOCTH 0Opa3loB CHIPBSA, TEXHONOTMYECKMX M IIPOM3BOACTBEHHEBIX
cpell, HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

Kontponr Hag ydYeroM H CIHCAaHHEM pEaKkTHBOB, CBHIPbS M MAaTePHAlOB,
HCIONB3YEMBIX TIPH KOHTpOJE CTaGMIBHOCTH OOpas3lioB CHIPES, HMPOM3BOCTBEHHOM
Cpeibl, HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX CPEJCTB H MX APXUBHOM XpaHEHHH

OC}’IIICCTBJICHI/IC NPEAMETHO-KOJIHYECTBEHHOT'O yu€Ta HApPKOTHYCCKUX,
TICUXOTPOIHBIX BEHICCTB U UX IIPEKYPCOPOB

Konrpons Hajg c60poM OTXOAOB, MONYy4aeMBIX B Pe3yJbTaTe MHMKPOOHOIOTMYECKHX
HCCJIeI0BaHuH o0pas3ioB CHIPbA, [IPOU3BOACTBEHHOH cpensl,
HAHOCTPYKTYPHPOBAaHHBIX JICKAPCTBEHHAIX CPEJICTB M YIIAKOBOYHBEIX MaTepHaIOB

Heobxonumeie
YMCHHS

O6ecne4nBars CHCTEMY NPAaBHIBHOIO XpaHEeHHs NMpoO, peakKTHBOB M IITAMMOB IIpH
MHKPOOHMOJIOTHYECKOM KOHTPOJE€ KadecTBa CHIPbs, IPOM3BOJACTBEHHOMW CpEIHI,
HAHOCTPYKTYPHUPOBaHHBIX JTE€KAPCTBEHHBIX CPE/ICTB M YIaKOBOYHLIX MaTepHAIOB

O6ecrieunBaTh  CHCTEMY  MpPaBWIBHOTO  PacKOHCEPBHpPOBaHHMA  Ipo0 1A
MHKPOOHOJIOTHYIECKOTO KOHTPOJIL KauecTBa CHIPbA, INPOU3BOJACTBEHHON CpEXEL,
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB M YIIAKOBOYHBIX MaTEPHUAIIOB

O6ecneunBaTh CHCTEMY YuYcCTa M CIHCAHUA CBHIPbSI H MaT€pHAIOB IIpH
MI/IKpO6PIOJIOI'H'-ICCKOM KOHTPOJIC Ka4veCTBa ChIpbi, HpOI/ISBOIlCTBCHHOfI CpeCInl,
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBCHHBIX CPCACTB M yIIAKOBOHBIX MaTCpHaJiOB

Heobxoaumere
3HaHUSA

OTpaCJ'IeBLIC CTaHZapThl, TCXHUYCCKUE YCJIOBHS H TEXHOJIOTMYCCKasd AOKYyMCHTallWA
Ha COCTaBbl 1 METO/Ibl NOJYUCHH HAHOCTPYKTYPHPOBAHHEIX JICKADCTBEHHBIX CPCACTB

Tpe60BaHI/I$I o61uerocy11apCTBeHH},1x 3aKOHOMATCIIBHBIX JJOKYMCHTOB I1O q)apMOKOHeI/I
K peaKkTHBaM, MUTATENIEHBIM CpeiaM, 3TaJIOHHBIM IITaMMaM, KOHTPOJNbHBEIM 06pa311aM
CBIPpES H MaT€pHajiaM, 06pa3naM LI I3YUYCHHUS CTaOMILHOCTH U APXHBHOI'O XpaHCHHUS

dapmakoneiinble  Tpe6oBaHMs K  CHIPBIO,  IIONYNPOAYKTaM M TOTOBBIM
HAHOCTPYKTYPHPOBAHHEIM JIEKAPCTBEHHEBIM CPEICTBAM

CozmepkaHue JOKYMEHTOB O €[IUHBIX [NpHHIHIAX M MpaBWiaX oOOpamieHus
JIEKAPCTBEHHBIX CPEJICTB JUI MEAHIMHCKOrO IIPUMEHECHHS

O6mue NoAXOAbl K XPaHEHHIO PEAKTUBOB, NHTATENbHEIX Cpell, TeCT-IITaMMOB,
KOHTPOJNBHEIX 00OpasloB CHIPbS H MAaTCPHANOB, TPOM3BOACTBEHHOHW CpEIE,
HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB, B TOM HHCIE UL H3yd4CHHS
CTaOMJIBHOCTH U apXHBHOTO XPaHCHHUS

MeTtonsl ~ MHKPOOHOJIOTMYECKOrO0  KOHTpOISI — KadecTBa  (hapMaleBTHYECKHX
cy6CTaHIMii, BCIIOMOraTeNbHBIX BEIECTB, IOIYIPOAYKTOB, TOTOBEIX JIEKapCTBEHHBIX
¢$OpM ¥ yaKOBOYHBIX MaTEPHAJIOB

MeToas MEKPOOHOJIOTHYECKOTO KOHTPOJISA IPOM3BOACTBA HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHEBIX CPEJICTB M KOHTPOJIS KAU€CTBA CAMOX IPOAYKIMH

I'Ipamma HOBEICHHUA NCPCOHAIA B YUCTRIX IIOMCIICHUAX

TexauuecKuil aHIVIMACKHI A3BIK B OONMAcTH KadeCTBA HAHOCTPYKTYPHPOBAHHBIX
JIEKApCTBEHHBIX CPEACTB

Tpe6oBaHUs CAHHTAPHOTO PEXHUMA, OXPaHH! TPY/Aa, HOKApHOH 6€30MacHOCTH, OXPAHEI
OKpY>Karome# cpeibl

Hpyrue

XapaKTePUCTUKH




3.3.3. TpyaoBas GpyHKuUHI

IpoBeneHne BaMAALMY 1
othopMIIeHHE PE3YIILTATOB
BAIAAAIMH METOIUK

MMKPOGHOIOrHYECKOTO KOHTPOIISL Vposers

HauMeHoBaHne | Ka4ecTBa CHIPbA, Kon C/03.5 (noypoBeHD) 5
IPOU3BOACTBEHHOM CpeIbl, KBaNMHUKaUMH
HAHOCTPYKTYPHUPOBAHHEIX

JICKapCTBCHHBIX CPEACTB K
YOaKOBOYHBIX MaTcpHaioB

IponcxoxaeHue

TpyaoBoii pyHKUMH

3alMCTBOBAHO H3

OpurnHan
P X OpUrMHaIa

Kon PervcTpaloHHbIH HOMEp
OpuUTHHAJIA npo¢eccHOHATBHOTO
cTaHzapTa

Tpynossie
JedcTBUA

KOHTI)OJIB HaJ IIPpOBCACHHUCM MHKpO6PIOJIOFH‘IeCKHX 3KCIICPUMEHTOB, HeOOXOMUMEBIX
U1 BayMJanU¥ METOJHMK KOHTPOJA KadeCTBa CBIPDbA, HpOI/IBBOI[CTBCHHOﬁ Cpeanl,
HaHOCTPYKTYPHPOBAaHHbBIX JIEKapCTBCHHBIX CPEACTB H YHAKOBOYHLIX MaTCpHaJlOB

Pacuer OCHOBHEIX XapaKTCPHCTHK, HCOOXOIMMBIX I BadHJallMl MCTOIHK
MIrIKp06I¢IOJIOI‘I/I‘ICCKOTO KOHTpOJIA KavecTBa ChIPbA, HpOI/I3B021CTBCHHOI7] CpEanl,
HaHOCTPYKTYPHPOBAHHBIX JIEKapCTBCHHBIX CPEJICTB U YMaKOBOYHBIX MATCPHAJIOB

Anamms pe3ynbTaToB  BaTHAALIUH MCTOJIMK MI/IKpOGI/IOJIOI‘I/I‘ICCKOI"O KOHTPOJIA
Ka4eCTBa CBIPBA, HpOI/I3BOJICTBCHHOﬁ Cpennl, HAHOCTPYKTYPHPOBaHHBIX
JICKApCTBCHHEIX CPCACTB U YNAKOBOYHBIX MaTCpHAIoOB

CocTaBiende NPOTOKOJIOB BAMJAIMH METOIMK MHKPOOHONOTMIECKOr0 KOHTPOIA
KauecTBa  CHIpbs,  IPOM3BOJACTBEHHOH  CPelbl,  HAHOCTPYKTYPHPOBAHHBIX
JIeKapCTBEHHbIX CPEJCTB U YIIaKOBOYHBIX MaTEpHAIOB

Odopmienne OTUETa MO BAIWAANMH METOIHUK MHKpPOOHOIOTHYECKOTO KOHTPOJIS
KauecTBa  CHIphS,  NPOM3BOJACTBEHHOM  cpelbl, ~ HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHEIX CPEACTE U YIAKOBOMHBIX MATEPHANOB M TIPATOJHOCTH STHX METO/THK
17151 KOHTpOJIsI KauecTBa CXOIHBIX 00pasioB

HeobxoguMelie
yMeHHS

[IpoBOAATE 3KCIEPUMEHTAIBHBIC HCCIICIOBAHMS MHKPOOHONOTHYECKOH HHCTOTHI
CHIPbS, TPOM3BOACTBEHHOH Cpelbl, HAHOCTPYKTYPHPOBaHHBIX JICKAPCTBCHHBIX
CPE/ICTB W YNAKOBOYHEIX MATEPHANOB, HEOOXONMMEIX JUIs BATHIAUMA METOMHK
KOHTpOJIs KauecTBa

IIpOM3BOAMTS MATEMATHIECKYI0 H  CTaTHCTHYECKYIO 06paboTKy pe3ylbTaToB
SKCIIEPEMEHTAILHOTO  OMpPEACIICHUS MHKpOOHONOrHYeckodl  YMCTOTHI  CHIPBS,
TIPOM3BOACTBEHHOMN Cpelbl, HAHOCTPYKTYPHPOBAHHEIX JICKapCTBEHHBIX CPEACTB H
yIIaKOBOYHBIX MaTepHaJIoB

[IpuMeHsATs IpaBUia COCTAaBNEHHA JOKYMEHTOB, HEOOXOMUMBIX /IS BaTMIallAM
MHKPOOHOJIOTHYECKHX METOIMK KOHTPOJIA KauecTBa CHIPhS, IIPOU3BOJICTBCHHOM
cpelibl, HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEACTB H  yMAKOBOMHBIX
MatepHaioB

Heo6xoqumbie
3HaHUSA

OTpaCJICBI)IC CTaHAapTHl, TCXHUICCKHC yCIOBHA H TeXHONOTrH4YecKass NOKYMCHTAITHA
HA COCTAaBBHI A METOAB! MOJTYUCHHA HaHOCTPYKTYPHUPOBAHHBIX JIEKapCTBCHHBIX CPECICTB

Tpe60BaHHSI 061[ICI‘OC}’I[apCTBCHHBIX 3aKOHOAATENBHBIX JOKYMEHTOB II0 (bapMoxonen
K pC€aKTHBaM, IMHATATEIBHBIM cpelaM, 3TalIOHHBEIM mTaMMaM, KOHTPOJIbHBIM oGpaznaM
ChIpbs H MAaTCpHAJIaM, o6pa3uaM JJ1s1 U3YUCHUS cTaOMABLHOCTH H apXHBHOI'O XpaHEHHSA

®dapMakoneiinple  TpeGoBaHHS K CHIbIO, TOJNYNMPOXyKTaM W TOTOBBIM
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HaHOCTPYKTYPHPOBAHHBIM JIEKAPCTBEHHBIM CPEACTBAM

Conmepxanue JOKYMEHTOB O €IWHBIX NPHHIOWIAX HM OpPaBAIaX oOpaieHus
JIEKAPCTBEHHBIX CPENCTB VI MEAMIMHCKOrO PHMEHEHHS

MerTonpl, yciioBus 1 000pyAOBaHHE AJi1 MEKPOOHOJIOTHYECKHX HCCISAOBAHUM CHIHA,
IIPOM3BOJACTBEHHOH CpE/bl, HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB H
YIIaKOBOYHEBIX MaTepHAaJIOB

MeToasl MaTEMaTHYECKOTO U CTaTHCTHYECKOTO aHaM3a B XHUMHH, XHMHYECKOMH
TEXHOJIOTHH B (hapManiu

I'Ipam»ma BCACHUS JOKYMEHTAlUM TP BalWJallMH MCTOMAUK ONPEACICHHS
MI/IKpO6I/I0JIOI'I/I‘ICCKOI71 YHCTOTBI CBIPBA, HpOPIBBO}ICTBCHHOﬁ cp€abl,
HaHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHLIX CPEACTB U YIIAKOBOYHBIX MATCPHAJIOB

Meroasl  mabopaTOpHOro KOHTpOJNS TNPOM3BOACTBA  HAHOCTPYKTYPHPOBAHHBIX
JIEKApCTBEHHBIX CPEJICTB H KOHTPOJIS Ka4€CTBa CaMOM MPOXYKLHH

Texnuyeckuit aHrmMiCKMI $S3pIK B OONACTHM KadecTBA HAHOCTPYKTYPHPOBAHHEIX
JIEKApCTBEHHBIX CPEACTB -

Tpebopanus caHUTapHOTO PeXUMa, OXPaHBI TPyAa, IOXKapHOH 6€30MacHOCTH, OXpaHEI
OKPYXaloIle# cpeibl

Hpyrue

XapaKTCPUCTHKH

3.3.4. Tpynosas pyHxuus

Kranmuduxanus, o6cIy)KuBaHKe,
HOATOTOBKa K MOBEPKE, KATHOPOBKe
CPEICTB U3MEPEHHH U aTTECTAlUK
HCIBITATENFHOTO JJabopaTopHOTO

000pyAOBaHHUS AJIS POBEICHHS VposeHs
HanvenoBanne | MUKPOOHMOIOTHIECKOTO KOHTPOJISA Koz C/04.5 (mozypoBeHs) 5

Ka4yecTBa ChHIPD, kBanudukaipu

[IPOU3BOACTBCHHOM CPEIbI,

HaHOCTPYKTYPHPOBAHHBIX

JICKAapCTBCHHEBIX CPCACTB H
YIAKOBOYHBIX MaTCpHaJIOB

ITpoucxoxncuue 3auMCTBOBaHO H3
Opurunan X
TpyAoBoit QyHKIMH OpuUruHana
Kom PeructpaupoHnHsiii Homep
OpHryHana npodeccHoOHaNLHOrO
CTaH/apTa

prnonme HpOBeneHne KBaJII/I(l)I/IKaIII/II/I H3MCPHTCIIBHOTO 060py;103aHH51, IIPpCAHA3HAYCHHOIO
JEeHCTBHUSA JUIS MHKPOOHMOJIOTHYECKOTO KOHTPOJII Ka4eCTBa CHIPHS, MPOM3BOJCTBEHHON Cpelbl,

HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBCHHBIX CPEACTB M YIIAKOBOYHEBIX MaTCpHanoB

IMoaroToBka HeoOXONMMEBIX peareHTOB, NUTATENBHBIX CpeJ M IITAMMOB, TECTOBBIX
ofpa3soB M  MaTepHalnoB JUI1  K&IHOPOBKM  CPEACTB  M3MEPEHMH  [UIA
MHKpOOHMONIOTMYECKHX  MCCIENOBAHMH  CHIPBS,  IPOM3BOJCTBEHHOH  cpenbl,
HAaHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB M YIAKOBOYHBIX MATEPHANIOB H
coOCTBEHHO KaIMOpOBKa

IMogroToBka K TOBepKE W  aTTECTAllMd MCHBITATENBHOrO J1abopaTopHOro
o0opymoBaHus i1 MUKPOOHOJIOTHYIECKHX HCCIECAOBAHMU CHIPhS, IPOU3BOJACTBEHHOM
cpembl, HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBCHHBIX CpPEICTB M  YNaKOBOYHBIX
MaTepHaJIOB, a TaK)Ke KOHTPOJb MX IPOBEACHHS
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CocraBieHHe NEPHOAUYECKHX IUTAHOB-TPaQHKOB TPOBEACHHS KBaTHGHKALHH M
00CIIy)XMBaHHS HM3MEPHUTEJILHOrO OOOpYHOBaHHA MM  MHMKPOOHONOTHYECKOTO
KOHTPOJIs Ka4eCTBa CHIPhs, MATEPHATIOB H HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX
CpeJICTB

HeobOxoaumeie
yMeHHSA

TIpoBOMUTE 3KCIEPHMEHTAIBHBIC HCCIEIOBaHU], HeoOXoauMble I KBaTMpHKaLUK
H3MEPHTEILHOTO 000pYyAOBaHMS, MpeIHa3HAYEHHOTO AN MHMKPOOHOJIOIMYECKOTO
KOHTPOJISI Ka4decTBa CHIPhS, MPOM3BOJCTBEHHOH Cpelpl, HAHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPEJICTB ¥ YIIAKOBOYHEIX MaTepHAIIOB

Ipou3BoANTs MaTEMAaTHYECKYI0 M CTATHCTHYECKYIO 0OpaboTKy pe3yibTaToB
SKCIIEPHMEHTAIBHBIX ~ MCCJICIOBAaHMH  MHKPOOHMONOIMYECKOM YHCTOTHI  CHIPbS,
IPON3BOACTBEHHON CpeAbl, HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBCHHBIX CPEACTB H
YIIaKOBOYHBIX MaTE€pHUAIOB

ITpon3BoAKTH KAIKOPOBKY CPEACTB H3MEPEHHUH I KOHTPOJIS MHKPOOHOIOTHIECKOM
YHUCTOTEI  CHIPbS,  LPOU3BOACTBCHHOH  CpeAbl,  HAaHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHEIX CPEJICTB M YIIAKOBOUHBIX MaTepHAJIOB

O6ecmeuynBaTh H606X0,I[HMBIC YCIIOBHA [UIA NPOBCACHHSA IOBEPKH H ATTCCTAlMU
HUCIBITAaTCIIBHOTO JIaGDpaTOpHOI‘O o6opynonannx, IIpSAHA3HAYECHHOIrO IJIsI KOHTPOJA
MHKpOGI/IOJIOI'I/I‘ICCKOfI YHUCTOTHI CBIPBA, HpOHBBOIlCTBGHHOﬁ Cpennl,
HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHLIX CPEACTB M YITAKOBOYHBIX MaT€pHaJIOB

HpI/IMCHSITB IpaBHJIa COCTABJICHHS JOKYMECHTOB, HEOOXOIMMBIX IS KBaJIIrI(bI/II(aI.II/II/I, a
TaKKE MOBCPKH H ATTCCTAIIMH HCIIBITATCIIBHOIO J1a6opaTopHoro oﬁopynommm I
KOHTPOJIA MI/IKp06I/IOJ'IOl"I/I‘IeCKOI71 YHACTOTBI CBIPBA, HpOHSBOlICTBCHHOfI CpeEarl,
HaHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHBIX CPCACTB M YITAKOBOYHEIX MAaT€PHAJIOB

HeobGxonumele
SHAHHUSA

O’I’paCJICBBIC CTaHJAPTHI, TCXHHYCCKHE YCIOBHS U TEXHOJNOTHYECKAsdA NOKYMCHTAIMs
Ha COCTaBBl H METO/BI HOJYICHU HAHOCTPYKTYPHPOBAHHBIX JICKADCTBCHHBIX CPCIACTB

Tpe60BaHI/ISI onerocynapcheHHbe 3aKOHOJATCIIFHBIX JOKYMEHTOB IIO (bapMOKOHCI/I
K pcaKTHBaM, [IHTAaTC/IbHBIM CPE/IaM, 3TaJIOHHBIM IITaMMaM, KOHTPOJIbHBIM 06pa311aM
ChIpbA U MaTCpHUaJIaM, o6pa3uaM A U3YYCHHUA cTabMILHOCTH M APXHBHOI'O XPAaHCHHSI

dapMakoneiiHpie  TpeGOBaHMA K  CBHIPBIO, MOJNYHOPOAYKTAM M TOTOBHIM
HAHOCTPYKTYPHPOBAHHBIM JIEKAPCTBEHHBIM CPEICTBAM

Conepxcanne JOKYMCHTOB O €OHMHBIX IIpHMHIMIIAX W IIpaBHIAX o6pa111emm
JICKapCTBCHHBIX CPEACTB AJIsI MEAUITHHCKOrO IIPUMCHCHHA

VerpoitlctBO W mpuHOMNBL  paboTel  o0opyAoBaHMS — JIs  KOHTpOJIS
MHKPOOHONIOrHYeCKO# YUCTOTH CHIPBA, IIPOM3BOJICTBEHHOM cpensl,
HaHOCTPYKTYPHPOBaHHBIX JIEKAPCTBECHHBIX CPEICTB H YIIaKOBOYHBIX MATEPHAJIOB

MeToasl MaTeMAaTHYECKOr0 M CTAaTHCTHYECKOrO aHalM3a B XHUMHH, XMMHYECKOMH
TeXHOJIOTHH U (hapManuu

[IpaBmia cocTaBieHHS NOKYMEHTALWMH IpH KBalM(HKalMH, MOBEPKE M aTTECTALHH
UCMBITaTENLHOTO n1abopaTopHOTO 060pyRAOBaHHS hii) KOHTPOJSA
MHKPOOHOJIOTHYECKOH YHCTOTHI CHIPbA, IPOHU3BOJCTBEHHOH cpeaml,
HaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPE/CTB M YIIAKOBOYHBIX MATCPHAJIOB

MeToasl KOHTPOJIS MHKPOOHONIOTHYECKOH YHCTOTBI CHIPbf, IPOM3BOACTBCHHOM
Cpelsl, HAHOCTPYKTYPHPOBAHHBIX JI€KapCTBEHHEIX CPEICTB M  YINaKOBOYHBIX
MaTepHAIIOB

TexHHYECKHH AaHITMHCKHMI S3BIK B O0JIACTH KadyecTBa HAHOCTPYKTYPHPOBAHHBIX
JIEKApPCTBEHHBIX CPE/ICTB HA YPOBHE YTCHHS M HOHMMAHUA TEKCTOBBIX IOKYMEHTOB

Tpe6oBaHus CAHUTAPHOTO PEXHUMA, OXPAHHI TPYZa, MOXapHOH 6€30MaCHOCTH, OXPaHbI
OKpY’KaIoLIEH Cpelbl

Hpyrue

XapaKTEPUCTUKH
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3.3.5. TpynoBas pynKuHs

HaumeHoBaHuue

Pa3zpaborka u odpopmieHue
JIOKyMEHTAI[HH 110
MHKpPOOHOJIOTHYECKOMY KOHTPOIIIO
Ka4ecTBa ChIPhA,
[POU3BOACTBEHHOM CPEABI,
HaHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPEJICTB U
YIIAKOBOYHEIX MAaTepPHAJIOB

VposeHs
Koxn C/05.5 (NOIYpOBEHE) 5
KBaTH(UKALMA

Ilpoucxoxaenue
TpyAoBoi GyHKUMH

OpuruHan X | 3auMcTBOBaHO W3 OpHIHHANA

Kon PeructpannoHHbIH HOMED
OpHMTHHaNa npodecCHOHANBHOTO
cTaHzapTa

Tpynosbie
JeHCTBUA

BeieHne XXypHAIOB ydeTa peakKTHBOB, 060p0OTa peakTHBOB, IIMTATENBLHEIX CPEJ, TECT-
IITaMMOB, CAa4H OTXOJOB Ha XpaHEHHE, PETHCTPAiy pabovnX pacTBOPOB

CocTaBjcHHAE aKTOB O CIIHCAHMHM PEaKTHBOB, NHTATEJIBHBIX CPEl, TECT-IITAMMOB U
OCTaTKOB 00pa3slloB IIPOM3BOACTBEHHOH Cpedsl M  HAHOCTPYKTYPUPOBAHHBIX
JIEKApCTBEHHBIX CPEJICTB

OdopMmieHne TPOTOKOJIOB (GH3UKO-XMMHYECKOTO 3KCIIEPUMEHTAa IO KOHTPOJIO
KauecTBa  CHIPbS,  IPOU3BOACTBEHHOH  CpeAbl,  HAHOCTPYKTYypPHPOBAaHHBIX
JIEKapCTBEHHBIX CPEACTB U YIIAKOBOYHBIX MaTepHAJIOB

OdopMiteHHe NPOTOKOJIOB BANMJALHH MHKPOOHOJNOTMYECKHX METOAMK KOHTPOJIA
KauecTBa  CBHIPBS,  HPOU3BOACTBEHHOH  Cpelbl,  HAHOCTPYKTYPHPOBAHHBIX
JIEKApCTBEHHEIX CPEJACTB M YINAKOBOYHBIX MATEPHANOB, a TakkKe Kpand(puKanuu,
IOBEPKH ¥ aTTECTAIIMH MCIBITATENFHOIO JabopaTOpHOro 060pyA0BaHUA

Paspa6oTtka cnenuduxarmii A1 BXOJHOIO U BEIXOZHOI'O KOHTPOJIS KadecTBa ChIPh,
TEXHOJIOTHYECKHX Cpel, HAHOCTPYKTYPHPOBaHHBIX JIEKAPCTBCHHBIX CPEACTB H
YIaKOBOYHBIX MATCPHATIOB NT0 MUKPOOHONOTHYECKHM MOKA3aTeNsIM

Odopmienre OTYeTa IO BAIMAAUMH 3KCIEPUMEHTAIbHBIX METOUK, a TakXkKe O
KBaldpUKanuy [pHOOPOB M HX IPHUTOJHOCTH JJii HPOBEJCHHS KOHTPOIL
MHKpPOOHOIOTHIECKOM qUCTOTH CHIPBA, IIPOM3BOACTBEHHOH Cpens!,
HAHOCTPYKTYPUPOBaHHBIX JIEKAPCTBEHHEIX CPE/ICTB M YIAKOBOUHBIX MaTepHaloB

Heobxonumeie
yMeHHs

Tpou3BoaUTs CBOEBPEMEHHYIO (uKcanmio o60poTa peakTUBOB, MUTATCIBHBIX CPEL,
TECT-IITaAMMOB, MaTepHalioB, CHIpBS, IPOM3BOJICTBEHHOH Cpels,
HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHEIX CPE/CTB H YIIAKOBOYHBIX MaTepHaloB

[IpumenaTs GOpMBI H npaBiia odOpMIEHHS JOKYMEHTOB, HEOOXOAMMBIX [UIs ydeTa
CHIpBs, IIMTATENbHBIX CpEll, TECT-IUTAMMOB M MATEpHAIOB IIPH KOHTpOJIE
MHKpOOHOIOIHYECKOM YHCTOTHI CHIpbBS, TIPOU3BOCTBEHHOH cpenel,
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX CPEJCTB M YIIAKOBOYHBIX MaTepHAIOB

[IpousBoauTs CBOEBpeMeHHOE OGOPMIICHHE JOKyMEHTallMH (aKTOB, MPOTOKOJIOB H
3aK/IIOYEHHH) B COOTBETCTBUM C HHCTPYKIMAMH M JpPYrod TCXHHYECKOH
JIOKyMEHTaleH

HeobxoauMmele
3HAHUSA

OtpaciieBble CTaHIAPTHI, TEXHAYECKHE YCIIOBUS M TEXHOJOTMYECKas JOKyMCHTalus
HAa COCTaBBI M METOAHl IMOJYYEHHS HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX
CpPEJICTB

TpeGoraHHA OOMErocyJapCTBEHHBIX 3aKOHOATENPHBIX JIOKYMEHTOB I10 (papMoKoneH
K PeaKTHBaM, TUTATENLHBIM CPE/aM, STAIOHHEIM MITAMMaM, KOHTPOJIbHEIM 00pasiam
CHIpb M MaTepHaiaM, oOpaslaM JUIi H3y4eHHs CTaOHIBHOCTH H AapXHBHOTO
XpaHeHus
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dapmakoneiiasle  TpeOOBaHMA K  CHIPbIO, IONYNPOAYKTaM M TOTOBBIM

HaHOCTPYKTYPHPOBAHHBIM JIEKAPCTBCHHBIM CPEACTBAM

ConepxaHue JOKYMEHTOB O €IMHBIX NpPHHOMIAX H INpaBWiax obpameHus
JIEKAPCTBEHHEIX CPEACTB AJISI MEAULIUHCKOTO IIPUMEHEHHUS

HpaBmIa OQ)OpMJIeHI/ISI JOKYMCHTalU! IIPpH HCIIOJIE30BAaHHU, 060p0Te H CIINCaHUH
PCAKTHBOB, CHIPhS, MHTATCIBHBIX CPE/l, TECT-IITAMMOB, o6pa311013 HpOHSBOI[CTBCHHOﬁ
CpeAbl H HAHOCTPYKTYPHPOBAHHLIX JICKAPDCTBEHHBIX CPCIICTB

IIpaBuna odopMmieHHs [OOKyMEGHTalMd TpH BaJHAAlMd METOAHMK KOHTPOJIA
MHKpPOOHOJIOTHIECKOM THUCTOTEHI CHIPBA, IPOU3BOACTBEHHOM cpensl,
HAaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB M YIIAKOBOYHBIX MaTEpPHAIOB

IMpasuna ohopMiIeHHS HOKYMEHTallHH IpH KBaTH(HKAIMH, TOBEPKE H aTTECTALUH
HCTIBITATEILHOTO 71a60paToOpHOro obopynoBaHus bif) KOHTpOJIA
MHKPOOHOIOTHYECKOH JHCTOTHI CHIPB, HPOH3BOJICTBEHHOH Cpensl,
HAHOCTPYKTYPHPOBAHHBIX JE€KapCTBCHHBIX CPEACTB M YNAKOBOYHBIX MaTEPHAJIOB

Texuuueckuif aHIIHIMCKUA sA3BIK B 00JacTH KadecTBa HAHOCTPYKTYPHPOBAHHBIX
JIEKApPCTBEHHEIX CPEACTE HAa YPOBHE YTCHHS H NOHAMAHMS TEKCTOBLIX IOKYMEHTOB

TpeGoBaHHs CAHMTAPHOTO pPEXHMMa, OXpaHBl TpyJda, MOXAapHOH O6€30MacHOCTH,
OXpaHbl OKpY)KaloIei cpelibl

Hpyrue

XapaKTCPUCTHKH

3.4. Obo06mennan TpyaoBas GyHKIHA

Vnpagnenue nepcoHaiIoM IpH
BBINOJIHEHHH 3a4a49 H QYHKLMH B
061acTH PU3HKO-XHMUIECKOTO VpoBenb
HaumeHoBaHHE b Kon D p 6
KOHTpPOJI Ka4yeCTBa KBalH(uKanuu
HaHOCTPYKTYpUPOBAaHHEIX
JIEKapCTBEHHBIX CPEACTB
ITponcxoxaenue
obo6mennol Tpyaosoii | Opuruxan X 3aUMCTBOBAHO H3
OpUTHHana
byHKUHH
Kox PeructpanoHHbI HOMEP
OpHruHana npogrecCHOHANBHOTO CTaHAapTa
Bo3MoxHbIE 3aBeayromuii KOHTPOIBFHO-aHAIUTHYECKOH TabopaTopueit
HaMMEHOBaHUA 3aBeayromuii QHU3HKO-XUMUIECKOH TabopaTopueii
JOJDKHOCTEH,
npocdeccuit

Tpe6GoBaHus K
o6pazoBaHMIO H
00y4EHHIO

Bricmee o6pa3zoBaHue — OakaiaBpHaT

TpebGoBanus
OIBITY
[IPaKTHYECKOM
paboTsl

He mMenee TPEX JIET paGOTLI O CIICHUANIBHOCTH Ha HHXXCHCPHO-TCXHUYECCKHAX
JOJDKHOCTSX B obmactu KOHTPOIIA Ka4€CTBa Q)apMaHeBTH‘IeCKOI‘O CBIPEA H
JICKapCTBECHHBIX CPEACTB

Oco6rie ycnoBHs
Jomycka K pabote

IIpoxoxeHue 06s3aTeNBHEIX NPEeABAPUTENBHEIX (TP MOCTYIUIEHKH Ha paGoTy) U
NEPHOAMIECKHX MEAULUHCKUX OCMOTPOB (00CIe0BaHHI), @ TAKKe
BHEOYEPEIHBIX METHIMHCKHX OCMOTPOB (06c¢iejoBaHui) B OPSAKE,
yCTaHOBJIEHHOM 3aKOHOaTeNIbcTBOM Poccuiickoit Oenepanuu
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ITpoxoxkaeHne MHCTPYKTaXa MO OXPaHe Tpyaa

Hpyrue

XapaKTCPUCTHKH

JlononHuTENbHBIE TPO(ECCHOHATBHEIE IPOrPaMMBI — IIPOTPaMMBI ITOBBIILIEHHS!

KBUTH(HKALMH 110 IPOPIITIO AEATETHLHOCTH

IlOHOJIHI‘ITCJII:HHe XapaKTCPUCTHKH

HanmenoBanue Kox Haumenopanue 6a30Boi rpynmsl, JODKHOCTH (podeccu)
JIOKyMeHTa WU CHEeIHAIBHOCTH
OK3 2113 XuMUKH
EKC - HavansHuk npon3BoAcTBeHHOH 1abopaTopuH (1o
KOHTPOJIIO IPOH3BOJICTBA)
OKIIATP 22581 WHxeHep 1o HCHBITAaHUAM
22860 W HXeHep-XuMuK
24845 Hauanpauk (3aBeayromuii) Ipon3BOACTBEHHOM
nabopaTropuu
25850 IIpoBuzop
27392 XuUMHK
OKCO 2.18.03.01 XuMHYecKas TEXHOIOTHS
1.04.03.02 Xnmusi, GpU3NKa M MEXaHHKa MaTepUalioB
2.28.03.03 Hanomarepuansl

3.4.1. Tpynosas pynxuns

IInannpoBaHue, OpraHM3anus 1
KOHTPOJb 0T60pa ¥ TPAHCIIOPTHPOBKH v
1po6 Juist PH3AKO-XUMHIECKOTO POBCHE
HaumenoBanue PoS 4 b Kon | D/01.6 | (momyposeHs) 6
KOHTPOJIA Ka4eCTBa CHIPhs, MaTEPUAJIOB A -
¥ HaHOCTPYKTYPHPOBaHHBIX
JICKApCTBEHHBIX CPEACTB
I'Iponcxovxmeﬂne Opurmsan X 3aMMCTBOBAHO U3
TpyRoroii PpyHKUKK opHTHHana
Kon PeructpaivoHHbIH HOMEp
OpMruHana npo¢eCCHOHANBHOTO
CTaHzapTa
Tpynosslie aeiicteus | CoriacoBaHue BHAOB, IIOCHEIOBATENHHOCTH H oO0beMa oTOopa Ipod CHIPhA,

MaTepuajoB M  HAHOCTPYKTYPHPOBAHHBIX  JIEKAPCTBEHHBIX  CpEICTB,
TPaHCHOPTHPOBKU P06 B PU3HKO-XUMHUECKYIO JIAGOpaTOpUIO

CornacoBaHie METOJIOB, YCIIOBHI B PeXHMOB 0T60pa Mpob CHIPhSA, MaTEpHAIIOB U
HAHOCTPYKTYPHPOBAHHBIX JIEKApPCTBEHHBIX CPEACTB U1 (H3UKO-XHMHYECKOTO
KOHTpOJIS Ka4eCTBa

CornacoBanne HeoOxoxuMoro o6OpyAOBaHHS H MaTepHaloB g orb6opa mpob
CHIPBSI, MaTE€PHAJIOB M HAHOCTPYKTYPUPOBAHHEIX JIEKapCTBEHHBIX CPEACTB I
(bH3MKO-XMMHUECKOTO KOHTPOJISI KauecTBa

Pacyer W HOpMHpOBaHHE 3aTpaT TpyAa Ha BHIIONHEHHME OTOOpa H
TPaHCIOPTHPOBKH TNpo0 CHIpbS, MaTepHAIOB W HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPECTB UL (PH3MKO-XHMHYECKOTO KOHTPOJI Ka4ecTBa

Kontpoms ot160opa M TpaHCHIOPTHPOBKH 1Npo0 CHIPBA, MAaTEpPHAIIOB U
HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHEIX CPEACTB B  (H3UKO-XHMHYECKYIO
nabopaTopHio

KOHTpOJII: NPEAMETHO-KOJIHYCCTBCHHOIO y4eTa HApKOTHYCCKHX, IICHXOTPOITHBIX
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BEIIECTB H NX IPEKypCOPOB

HeobxoauMmele
yMeHHSA

BrLiGapaTh HanpaeJIeHHs COBEPLICHCTBOBAHMS 0TO0pa Mpo6 CHIPhS, MATEPUAIIOB H
HaHOCTPYKTYPHPOBAHHBIX JIEKapCTBEHHBIX CPEICTB, TPaHCHOPTHPOBKH 1po0 B
(PH3HKO-XHMHUIECKYIO J1ab0paTopHIO

O600mars ¥ OLEHHBATL Pe3ybTaThl 0TOOpa M TPAHCHOPTHPOBKH IIPO0 CHIpHA,
MaTepyualioB ¥ HAHOCTPYKTYPHPOBAHHBIX J€KAPCTBEHHBIX CPEACTB, YUHTHIBAs HX
IpH aHaJIH3e Pe3yNbTaTOB (GPH3HKO-XHMHYECKOTO KOHTPOJIA KauecTBa

IIpoBoauThs paccieqoBaHMe OTKIOHEHHMH OT TpeGoBaHMi crmenuduUKanmi ¢
COCTaBJICHUEM IIPOTOKOJIA

[InanupoBate pabory mo orbopy mpo®  CHIpbA, MaTepUaioB H
HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB M TPAHCIIOPTHPOBKE Mpo0 B
(H3HKO-XMMHYECKYIO JIab0paToOpHIO

®opmupoBath  TpeOOBaHHA, NpEeAbABIAEMBIE K  (HU3HKO-XUMHYECKUM
MOKa3aTelsIM KadecTBa NpPo0 CHIpbsS, MaTe€pHanoB M HaHOCTPYKTYPHPOBAaHHBIX
JIEKAPCTBEHHBIX CPEIICTB

Heo6xonumeie
3HAHUSA

OTpaCIIeBbIe CTaHAapThl, TCXHUYCCKHC YCJIOBHUA 24 TEXHOJIOTHICCKast
JOKYMEHTAalldsl Ha COCTaBbl M MCTOXBI NOJYyUCHHA HaAHOCTPYKTYPHUPOBAHHBIX
JICKapCTBEHHEIX CPENCTB

Tpe6oBanuss  OOMIETOCYAAPCTBEHHBIX  3aKOHOZATENIBHBIX  JOKYMCHTOB IO
dapMOKOIIEH K peEaKkTHBaM, NHTATeNbHBLIM Cpe/laM, OSTAIOHHBIM IITaMMaM,
KOHTPOJNLHEIM O6GpasuaM CBHIpb M MaTepuaiaM, oOpasuaM il H3y9CHHA
CTaOMJIGHOCTH ¥ apXHBHOTO XpaHEHHS

dapmakoneiinble TpeGOBaHHS K  CBIPBIO, TIONYMPOAYKTaM H  TOTOBBIM
HAaHOCTPYKTYPUPOBaHHBIM JIEKAPCTBEHHEIM CPeICTBAM

CozepkaHde OOKYMEHTOB O C[WHBIX NpPHHIHIAX M IIpaBAiax OOpameHHs
JIEKAPCTBEHHBIX CPEACTB JJisi MEAHIIUHCKOrO NIPUMEHEHHS

TexHomorus W  00OpyJOBaHHE IPOM3BOACTBA  HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPE/ICTB

Texumnueckne TpeGoBaHUA K (GU3MKO-XUMHYECKUM IIOKA3aTeNAM KadecTBa mpod
ChIPbsl, MATEPHAIIOB ¥ HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

KpuTepuH NpaBHIBHOCTH OTOOpa M TPaHCHOPTHPOBKM Npo6 mnpu Qusuko-
XMMHYECKOM KOHTPOJIE KaYeCTBa CHIPbs, MaTEPHAIOB M HAHOCTPYKTYpPUPOBAHHBIX
JIEKapCTBEHHBIX CPEIICTB

CTaHlIapTBI, IIOJIOKCHHMsI, HHCTPYKIIMH IIO TEXHONOTrHYeCKOi IIOATOTOBKE
IIPOU3BOJACTBA U O(l)OpMJICHI/IIO JOKYMCHTAIUN

HpaBnna HOBEeNEHHS NEPCOHANA B YUCTEIX [IOMCIICHHUAX

TexHauuecKUi aHrIMACKMIA A3BIK B 00JacTH KayecTBa HAHOCTPYKTYPUPOBAHHBIX
JIEKApCTBEHHBIX CPEACTB Ha YPOBHE YTCHHS H TOHMMAaHMS TEKCTOBBIX
JIOKYMEHTOB

TpeGoBaHHUA CAHHUTAPHOTO PEXHMA, OXPAaHBl TPYZAa, NMOXApHOH Ge30MacHOCTH,
OXpaHBI OKPYXAIOUIEH Cpesl

Hpyrue

XapaKTEepPUCTHKH
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3.4.2. TpynoBas pyHKnus

HaunmenoBaHue

ITnanupoBaHue, Opranu3anus U
KOHTPOJIb TPOBeAeHHsS HHU3HUKO-
XMMHYECKOTO KOHTPOJIS Ka4ecTBa
CHIpbsi, MaTEPHAJIOB U
HaHOCTPYKTYPHUPOBAaHHBIX
JIeKapCTBEHHEIX CPEICTB

VYposens
Kon | D/02.6 | (nomyposeHb) 6
KBanHQUKaUH

[IpoucxoxaeHune
TpynoBoit GyHKuMH

X 3auMCTBOBAHO U3

Opuruxan
OpMrUHana

Kox PerucrpanuorHsiif HoMep
opuruHaia 11podecCHOHANLHOTO
cTaHaapTa

TpynoBsie neHCTBUSA

T[InaHMpOBaHHE M COTJIACOBAHUE BHJOB, [IOCIENOBATEIBHOCTH U 06beMa GH3UKO-
XHMHUYECKOTO  KOHTpONs  KadecTBa Mpo0  CBIpBS,  MaTepuajioB H
HAHOCTPYKTYPHPOBaHHBIX JIEKAPCTBEHHBIX CPEICTB

IlogroroBka H COrJIACOBAaHHE METOJOB, yCJ'[OBI/Iﬁ H PCIKHUMOB (l)I/I3I/IKO-
XHMHYICCKOTI'O KOHTPOJIA Ka4cCTBa IIp06 CBIPbS, MaTepHuAIIOB u
HAHOCTPYKTYPHPOBAHHEIX JICKADCTBEHHBIX CpECACTB

[MoaroToBka M coriacoBaHHe HeoOXomuMoro oOOpyIOBaHHA M MATCPHANOB UL
(M3HKO-XHMHUYECKOTO KOHTPOJIsA KadecTBa mnpo0 CHIpbSA, MaTepHaloB H
HAaHOCTPYKTYPHUPOBAaHHBIX JICKAPCTBEHHBIX CPEACTB

Pacuer u HOpPMHPOBAHHE 3aTpaT Tpyda Ha BBIIIOJHCHHC (I)HBHKO-XI/IMI/I‘ICCKOI‘O
KOHTpPOJIA KadeCTBa Hp06 CBIpbsI, MATCPHAIOB H HAHOCTPYKTYPHPOBAHHBIX
JICKapCTBCHHEIX CPENCTB

KOHTpONL HaJl BHIIOMHEHHEM (DM3UKO-XHMHYECKOTO KOHTPONS KadecTBa CHIPBS,
MaTEepHAJIOB ¥ HAHOCTPYKTYPHPOBAHHEBIX JIEKAPCTBEHHBIX CPE/ICTB

PaccnenoBanue Cliy4yaeB, Korga pe3yJibTaThl q)KBI/I](O-XPIMI/I‘IeCKOFO KOHTPOJIA
Ka4yecTBa CHIpbs, MAaTCpHA/IOB H HAHOCTPYKTYPHPOBAHHBIX JIEKapCTBCHHBIX
CPeICTB BBIXOOAT 3a IIPEIACIIBI CHCHH@HK&I{I’IH 11 HaHOCTPYKTYPHPOBAHHBIX
JICKApPCTBCHHBIX CPEICTB

KOHTpOJ'II: HalJ IIPEAMCTHO-KOJIHICCTBCHHBIM YUIE€TOM HapKOTHICCKUX,
IICUXOTPONHBIX BEMIECTB H UX IIPEKYPCOPOB

Heobxoaumeie
yMEHHS

KOHTpONMpOBaTh NpaBWIBHBIA H  CBOCBPEMEHHBI  (H3MKO-XMMHYECKMM
KOHTPOJIb KadecTBa MPOO CHIPHS, MAaTepHAIOB M HAaHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB

Bri6upaTh METOAUKH H O0GOpYHOBaHHME il (PM3MKO-XHMHYECKOTO KOHTPOJIS
KagecTBa Hpob CHIphS, MATEPHAIOB H HAHOCTPYKTYPHPOBAHHBIX JIEKaPCTBEHHBIX
CpeICTB

[InaumpoBats paboTy (U3MKO-XMMHYECKOH a60opaTopud IO IIPOBENCHUIO
(U3AKO-XMMHYECKOTO ~ KOHTPOJIS ~ KayecTBa  ChIphd,  MATEPHATIOB  H
HaHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHLIX CPEICTB

0606maTe U OLEHHUBATH PE3YJIBTATHl (HPH3MKO-XMMHYECKOTO KOHTPOJII KavecTBa
1po6 CHIPBsl, MATCPHAIIOB M HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBCHHEIX CPE/ICTB

TIpOBOAMTH pacclefioBaHME OTKIOHEHHH OT TpeGoBaHMH croelHpuKanui ¢
COCTaBJICHHEM IIPOTOKOJIa

Heo6xoauMEIe
3HAHUSI

OTpaCJICBBIC CTaHAapTHI, TCXHHYCCKHC yCioBHs Hu TEXHOJIOTHYCCKAsL
JOKYMEHTallid Ha COCTaBBl H METOABI TIOJIYYeHNs HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBCHHBIX CPECACTB

TpeGoBanusi  OOLIETOCYAAPCTBEHHEIX — 3aKOHOIATENBHEIX ~ JOKYMCHTOB  IIO
dapMoKkomeH K peaKTHBaM, ITMTATENLHBIM CpeliaM, 3TAIOHHBIM I[MTaMMaM,
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KOHTPOJBHBIM 00pa3naM ChIpbS M MaTepHailaM, oOpasnaM [ H3y4eHHS
CTaOMIBHOCTH M apXHBHOTO XpaHEHHS

dapmakoneiiHpie TpeOOBaHAS K CHIPBIO, IIOMYIPOAYKTaM M  TOTOBBIM
HaHOCTPYKTYPUPOBAHHBIM JT€KaPCTBEHHBIM CPEICTBAM

Conep)KaHne AJOKYMCHTOB O CIAHHBIX IIpUHIHIIAX H IIpaBHJIax o6pameHm1
JICKApCTBECHHBIX CPEACTB IJII MCIUITUHCKOT'O ITIPUMCHCHHUS

Texnugeckue TpeﬁDBaHI/Iﬂ K CBEIpBIO, MaT€pHaliaM W HAHOCTPYKTYPHPOBAaHHBIM
JICKApCTBCHHLIM CpEACTBaAM

TexHonoruss ®  oOOpyOOBaHWE NPOMU3BOACTBA  HAHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPEACTB

CrangapTbl, [OJIOXKEHHS, HHCTPYKOMH IO TEXHOJIOTMH  IIPOM3BOACTBA
HaHOCTPYKTYPUPOBAHHBIX  JICKADCTBEHHBIX  CpeACTB W O(pOopMIICHHIO
JIOKYMEHTAIMH

KpuTepuH MpaBHILHOCTH Pe3ylbTaTOB PHU3MKO-XHMHIECKOTO KOHTPOJIA Ka9eCTBa
1po6 CHIPbsi, MATEPHAJIOB H HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPE/ICTB

Hpam»ma TIOBCJACHHUS NCPCOHANIA B HUCTHIX IOMEIEHUAX

TexHuYecKHil aHIJMHACKUI S3BIK B OONAcCTH KadyecTBa HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB Ha YPOBHE YTEHHS M IOHHMAHHA TEKCTOBBIX
JOKYMEHTOB

TpeGoBaHusA CAHHTAPHOTO PEXHMA, OXPaHBI TPyJa, MOXapHOH 6e30macHOCTH,
OXpaHbl OKPYKaloIIeH Cpe/Ibl

Apyrue

XapaKTEPUCTHKA

3.4.3. Tpynosas pynkuus

IlnanupoBanue, OpraHA3alds] 1
KOHTPOJIb TIPOBE/IEHUS BaITHJALIAH

aHAJIHTHYECKUX (PU3HKO-XMMHUYIECKHAX VposeHsb
HaumeHoBaHHE | METOJIMK KOHTPOJIA Ka4yeCTBa CHIPh, Koa D/03.6 | (noayporens) 6
MAaTepHaJIOB H KBanuQHKaLy

HaHOCTPYKTYpPHPOBaHHBIX
JICKapPCTBEHHBIX CPECTB

TpoucxoxaeHue
TpyaAoBoif GyHKIUH

X 3aMCTBOBAHO M3

Opurunan
OpHTHHANA

Kon PeructpanyoHHEIH HOMEp
OpHrHHana npogeccHOHATLHOTO
CTaHAapTa

TpynoBsie AeHCTBHS

[MoaroToBKa M COINACOBAHME BHUIOB, IIOCIEAOBATENHHOCTH M 00beMa (u3uKo-
XHMHMYECKHX 3KCIIEPHMEHTOB, HEOOXOMMMBIX I BAIMJALMH METOIUK KOHTPOJIA
KauecTBa CHIPbS, MATCPHAJIOB M HAaHOCTPYKTYDHPOBAaHHBIX JIEKAPCTBEHHBIX
CpeACTB

061111/1171 KOHTpPOJIb HaJ BBIIIOJIHEHHEM BaIHAAlMH @HSHKO-XHMH‘ICCKIIIX MCTOIHK
KOHTPOJII KadeCcTBa l'Ip06 CBIpbsl, MATEpHAIOB M HaHOCTPYKTYPHPOBaHHBIX
JICKAPCTBCHHLIX CPE/ICTB

CoriacoBaHHE M YTBEPXKICHHE Pe3yibTaTOB BaTHAAUMM (QH3AKO-XMMAYECKHX
METOAMK  KOHTpOJIi  KadecTBa  mpod CHIPBS, MaTepudaioB |
HAHOCTPYKTYPUPOBAHHBIX JT€KAPCTBEHHEIX CPEJICTB

Heobxoaumeie
YMCHUS

IloaroTapnuBaTh NPOBEACHHE BaMMAAUMH  (PU3MKO-XHMHYECKHX  METOIHK
KOHTpOJIl KadecTBa HPoO CHIPbS, MATEPHANIOB M HAHOCTPYKTYPHPOBAaHHBIX




JICKAPCTBEHHBIX CPEACTB

ITnanupoBate paGoTy Mo BamuAaUUH (PU3UKO-XUMHYECKMX METOJUK KOHTPOISL
KauecTBa MpoO CHIPbs, MATEPHAIIOB U HaHOCTPYKTYPUPOBAHHHIX JIEKAPCTBEHHBIX
CPEelCTB

0606III3.TB H OICHHBATL PC3YJILTAThl BAIHMAAINHUH MCTOAHK KOHTPOJIA Kad4€CTBa
HAHOCTPYKTYPHUPOBAHHEIX JICKAPCTBCHHBIX CPCIACTB

HeobOxonumele
3HAHUS

OTpaCJICBBIe CTaHAApTHI, TCXHUICCKHC yCJI0BHUs H TCXHOJIOTHYICCKAsL
JOKYMCHTALlMd Ha COCTABbI W MCTOABI HNOJYUCHHA HAHOCTPYKTYPUPOBAHHBIX
JICKAPCTBCHHEBIX CPCACTB

TpeGoBaHus o0OLIETOCYapCTBEHHBIX  3aKOHOAATENBHBIX HOKYMEHTIOB  IIO
(GapMOKOIleM K peaKTHBaM, IHTAaTeJIFHBIM CpeldaM, OSTaJOHHBIM IITAMMAaM,
KOHTPONBHBIM o0pa3maM CHpbs M MaTepHalaMm, oOpasiaM mjid H3ydeHHS
CTaOMIIGHOCTH U apXHBHOTO XPaHEHUS

dapmakonciiHpie TpeOGOBaHUSA K  CHIPBIO, TOJYNPOAYKTaM M TOTOBBIM
HaHOCTPYKTYpPHPOBaHHBIM JIEKAPCTBEHHBIM CPEJCTBAM

Conep)lcamle AOKYMCHTOB O CAHHBIX IIDHHIMIIAX H IIpaBHIIaX o6pameHIm
JICKQPCTBCHHELIX CPEACTB JJISI MCTAINUHCKOI'O ITIPUMEHCHHUS

TexHuyeckue TpeOGOBaHHA K CHIPBIO, MaTepHanaM U HaHOCTPYKTYPHUPOBaHHBIM
JIEKapCTBEHHBIM CPEICTBAM

MCTOI[OJIOFHX BamuAalli MCTOOHNK Q)HSI/IKO-XI/IMI/I‘ICCKOI‘O aHaJIn3a

CraHgapTel, TIOJIO)KEHMS, HHCTPYKIIHH [0 TEXHOJNOIMH IPOHM3BOJCTBA
HAHOCTPYKTYPHPOBAHHBIX  JICKAPCTBCHHBIX  CPeACTB H  OGOpMIICHHIO
JIOKYMEHTAIHH

TexHuyecKuii aHTTMIACKHR A3BIK B OGNACTH KavyecTBa HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB Ha YPOBHE 4YTEHMS M IIOHMMAaHHMA TEKCTOBBIX
JIOKYMEHTOB

TpeGoBaHHs CaHHTApHOIO pPEXHMa, OXpaHBI TpyAa, MOKapHOH O€30MacHOCTH,
OXpaHBI OKpY)Xaroniei cpe/ibl

Hpyrue

XapaKTEepPUCTUKH

3.4.4. Tpynosas pyHknus

HHaHI/IPOBaHI/Ie, OpraHusanys 4
KOHTPOJIb Y4€TA U XpaHCHH PCAKTHBOB,
CBIPbsl, MaTepUaJIOB U VposeHb
HanmenoBanne | HAHOCTPYKTYPHPOBAHHEIX Kon D/04.6 | (nomypoBens) 6
JICKApCTBEHHEBIX CPEACTB JJIs1 KOHTPOJIA KBanuQuKauu
CTaOMIBLHOCTH IO (bPISI/IKO-XI/IMI/I‘leCKPIM
IMOKa3arcJIiM
Tpowxomseme | [oprwan X | Seemonao o
Kon PerucrpaunoHHsIit HOMED
OpUTHHAJIA npo¢ecCHOHANBHOro
CTaHzapTa

TpynoBsle AeHCTBASA

IMoaroToBKa ¥ COIJacoOBaHHE IMOPS/KA yueTa HEOOXOAWMBIX PEaKTHBOB, CHIPbS,
MaTepHaIOB B HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

IToaroToBKa ©M COIJIaCOBAaHHE IIOpsKA, YCIOBMM M CPOKOB XpaHCHHS
HEOOXOAMMEBIX pPeaKTHBOB, CHIPbS, MATEpHAIOB M HAHOCTPYKTYpPHPOBAaHHBIX
JIEKAPCTBEHHBIX CPEJICTB
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O6mmii KOHTPONs ydYeTa H XpaHEHHA HEOOXOQMMEIX PEaKTHBOB, CHIPbS,
MaTepuajioB ¥ HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEICTB

KoHTposb npeaMeTHO-KONHYECTBEHHOTO yYeTa HApKOTHYECKHX, MCHXOTPOIHBIX
BEIIECTB H UX MPEKYPCOPOB

Heo6xoaumeie
yMeHHS

KOHTpOJIHpOBaTL y4ucT H306XOI[I/IMI>IX PE€aKTUBOB, CBIPbsJ, MATCPHAIOB H
HAaHOCTPYKTYPHPOBAHHLIX JICKAPCTBCHHBIX CPEACTB

KOHTpOJmpOBaTB XpaHCHHEe H606XOIII/IMBIX PE€aKTHBOB, CHIPbi, MaTCPHAIOB H
HaHOCTPYKTYPHUPOBAHHEBIX JICKAPCTBCHHBIX CPENCTB

IInaampoBaTte paboTy MO y4eTy M XpaHEHHIO HEOOXONMMEIX PEaKTHBOB, CHIPh,
MaTepHAJIOB H HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHEIX CPEACTB

O600maTe ¥ ONEHHBaTh pe3yNbTaTHl y4YeTa M XpaHEHHs HEOOXOTMMBIX
PEaKTUBOB, CHIpbS, MATEpHAJIOB M HAHOCTPYKTYPHPOBAHHHIX JIEKAPCTBEHHBIX
CPEACTB

OI.ICHPIBaTI: TCXHAYICCKHE BO3MOXHOCTH ApXHBHOI'0 XpaHCHHA 06pa31x013 CBIPBA,
MaTC¢pHajIOB H HAHOCTPYKTYPHPOBAHHEIX JICKAPDCTBCHHBIX CPEIACTB M IIPpHHHMATh
PCIICHHEC O HCO6XOHFIMOCTH B TOIOJIHHTCIBHOM IIOMCIICHHH H 060py)1013aHnn

ITpoBoguTe paccienoBaHHE OTKJIOHEHW# OT TpeGoBaHWil crenudukanmii ¢
COCTaBJIEHHEM IIPOTOKONA

Heobxonumeie
3HaHHUSA

OTpaCJ'ICBBIe CTaHIapThl, TCXHHYCCKHE YCIOBHUsA H TCXHOJIOTHYCCKast
AOKYMCHTAIlsSI Ha COCTaBBl H METOJBI MNOIYYCHHSA HAHOCTPYKTYPHPOBAHHBIX
JICKapCTBCHHBIX CPCACTB

TpeboBanus obmerocygapcTBEHHEHIX  3aKOHOAATENBHBIX HOKYMEHTOB IO
¢dbapMokoniem K peakTHBaM, ITMTATENBHBIM CpelaM, OJTAIOHHBEIM IITaMMaM,
KOHTPOJBHBIM o00pa3iaM ChIpbsi W MaTepHaiaM, obpasuaMm Ajid H3y4eHus
CTaOMJIBHOCTH ¥ aDXHBHOTO XpaHEHHs

®dapmMmaxkorneiiHbie TpeGoBaHHA K CBIPEIO, MaTepHaJIaM )3
HaHOCTPYKTYPHPOBaHHEIM JIEKAPCTBEHHBIM CPEICTBAM

ConepxaHue AOKYMEHTOB O €AMHBIX NpPUHLIMIAX H [paBWIaXx oOpameHus
JIEKAPCTBEHHBIX CPEJICTB U MEUIIMHCKOTO IIPIMEHEHHS

TexHomorus u  o0OpyZOBaHME MpPOM3BOACTBA  HAHOCTPYKTYPHPOBaHHBIX
JIEKApCTBEHHBIX CPEACTB

OCHOBHI ydyeTa H XpaHCHHs MaTCPHAJIOB M o0Opa3loB HAHOCTPYKTYPHPOBAHHEIX
JIEKApCTBEHHEBIX CPEJCTB

l'IpaBmIa IIOBCACHHUA IIEPCOHAJIA B YHCTEIX IIOMCIICHHUAX

Texaudeckunii aHITHACKHA S3bIK B 00JIACTH KaueCTBa HAHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPEACTB Ha YPOBHE UYTEHHS M TOHMMAaHHA TEKCTOBBIX
JOKYMEHTOB

TpeboBanHs CaHUTApHOTO peXWUMAa, OXpaHBl TPyAa, MOXapHOH Oe3omacHOCTH,
OXPpaHbl OKpYKaloIeH cpeIbl '

Hpyrue

XapaKTEPUCTUKH
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3.4.5. TpyaoBas pynxnus

[TnanupoBaHue, OpraHu3anus 1
KOHTPOJIb POBECHUS KBATH(HKAIIHH
H TEXHUYECKOT0 00CTyKHBaHHS,
aTTeCTaIluM HCIIBITATEIEHOTO
Haumetosanye | AOOPATOPHOTO 060pyIOBAHHS H Kon | DI0S.6 (H;‘;%'::; ) 6
MIOBEPKHU CPEACTB U3MEPEHHUS AJIA KBANAGHKAHH
(U3UKO-XUMHIECKOTO KOHTPOJIS
Ka49eCTBa CHIPbS, MAaTEPHANIOB H
HaHOCTPYKTYpPHPOBaHHBIX
JICKAPCTBEHHBIX CPEICTB
ITpoucxoxaeHn
Tp};nosoﬁ)x(gy:memn Opurunan X ggﬁrggsaﬁ:aﬂo *
Kon Perucrpaunonssiii Homep
OpHUIrHHala npoq)eccnonanmoro

cTaHpapTa

Tpynossle neiicTBIA

IToaroToBKa W COIJNacOBaHHE MOpAIOKa OSKCIEPUMEHTANBHBIX pabor 1o
KBATH(QUKAIMA W3MEPHUTENILHOTO OOOpYAOBaHMS [iId (DH3HKO-XHMHYECKOTO
KOHTpPOJA KauecTBa OOpa3liOB CHIPBS, MaTEPHAIOB M HaHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEICTB

KonTposs HaJi CBOCBpEMEHHEIM OOCITY)KHBaHHEM KOHTPOJIBHO-AHATHTHIECKOTO
00opynoBaHus B GU3HKO-XMMHIECKO# J1abopaTOpHH

OpraHu3anus CBOEBPEMCHHOTO TEXHHYECKOTO OOCIY)XMBaHHSA H3MEPHTENHLHOTO
obopymoBaHus 119 (HH3UKO-XMMHIECKOTO KOHTPOJIA KauecTBa 0GPasliOB CHIPBS,
MAaTepHAJIOB H HAHOCTPYKTYPHPOBAHHHIX JI€KAPCTBEHHBIX CPENICTB

Opranu3aisgs CBOEBpPEMEHHOH TMOBEpPKH M  aTTECTAallMM  HCIIBITATENIbHOTO
nabopatopHoro o6opyzoBaHHS U (H3UKO-XHMHYECKOTO KOHTpPOJS KadecTBa
o0pa3noB CHIpbs, MAaTEpHANOB M HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX
CpelCTB

Heobxonumsie
YMEHHS

KonTpommpoBare TexHM4eckoe OOCTYy)KHBaHHE NPUOOPOB W H3MEPHTENHHOTO
obopyzoBanus i GH3UKO-XHUMHIECKOTO KOHTPOJNSA KadecTBa oOpas3loB CHIPHS,
MaTepHaJIOB H HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

O06o0marh M OLIEHHBaTh COCTOSHME W BO3MOXXHOCTH HNPHOOPOB H CPENCTB
u3MepeHus GU3NKO-XHMHIECKHX IOKa3areliedf oOpa3LioB CHIpbs, MaTepHalOB M
HaHOCTPYKTYPHPOBaHHBIX JIEKAPCTBEHHBIX CPEINCTB /U1 y4eTa IIpH aHalIu3e
Pe3yJIbTaTOB HCCIICAOBaHUR

CornacoBbIBaTh MOAEPHH3AUNIO M MOAU(DHKAIMIO NPHOOPOB M M3MEPHTENBHOTO
ob6opymoBaHds st PU3NKO-XMMHAYECKOTO KOHTPOJISA KA4€CTBA CHIPhs, MATEPHAIOB
H HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

Heobxonumeie
3HAHUS

OTpaCJIeBBIe CTaHIApPThI, TCXHUYCCKHUEC yCJI0BHA 51 TCXHOJIOrHYeCKas
AOKYMCHTAllUA Ha COCTaBbl M METOABI IIONYYCHHsS HAHOCTPYKTYPHPOBAHHBIX
JICKApCTBCHHEIX CPCACTB

TpeboBanuss 0OOmIErOCYapCTBEHHBIX  3aKOHOAATENBHBIX  JOKYMEHTOB IO
(apMOKOIIeH K peakTHBaM, NHTAaTENbHBIM CpelaM, OTAIOHHBIM INTaMMaM,
KOHTPOJBHEIM o0pa3liaM CHIpbSs W MaTepHanaM, ofpasnaM [ H3yYCHHS
CTaOMJIBHOCTH ¥ apXMBHOTO XpaHEeHH

(dapmakoneiidple Tpe6OBaHMS K CHIPBIO, IONYNPOAYKTAaM H  TOTOBBIM
HAHOCTPYKTYPHPOBAHHEIM JIEKAPCTBEHHBIM CPEACTBAM

CozmepxaHyde [JOKYMEHTOB O €IOMHBLIX NpHHLOMIAX H MpaBHiax oOpameHHs
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JIEKAapCTBCHHBIX CPEACTB Il MEJUIIMHCKOrO IPUMCHCHHA

Buael 1 MeTonn AHArHOCTHUKH OGOPYJIOBaHI/ISI ANA KOHTPOII Ka4CCTBA CBIPbi,
MaTepHAJIOB H HAHOCTPYKTYPUPOBAHHLIX JICKAPCTBCHHBIX CPCICTB

OCHOBEI TEXHHUYECKOTO 0OCTYKMBaHUA, TOBEPKH U aTTECTallHM HCIBITATEIEHOIO
1abopaTopHOro O0OpYHOBaHHA AN HAHOCTPYKTYPHPOBaHHEIX JICKapCTBEHHBIX
CpEACTB

CTaHgapTH, OOJIOKEHHdA, HHCTPYKUMH IO KOHTPOJIO KadeCcTBa  CHIPBA,
MAaTEpHAJIOB ¥ HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB

HpaBnna TIOBEICHHA NMCPCOHANIA B YUCTRIX NOMEMEHAAX

TexHUYecKH aHTTIHACKHE A3BIK B 00JIaCTH KadecTBa HaHOCTPYKTYPHPOBAHHBIX
JICKApCTBCHHBIX CPEACTB Ha YPOBHC YTCHHS M ITTOHUMAHHS TCKCTOBBIX JOKYMCHTOB

TpeGoBaHus CaHMTAPHOTO DPEXHMa, OXpaHBl TPyAa, MOXapHOH O6€30MacHOCTH,
OXpaHbI OKpPYXaloled cpeabl

Hpyrue

XapaKTCpUCTHKHU

3.4.6. Tpynosas pyBKknns

Pa3pa6oTka, cornacoBaHue U
odopMIIEHHE JOKYMEHTALUH I10 y
HanMeroBatHE pH3HKO-XHMHYECKOMY KOHTPOJIIO Kon | D/06.6 | (o nl;:;)]:)e;l;m) 6
Ka4eCTBa CHIPhSi, MATEPHAIIOB KpaTHpUKaLH
HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEJICTB
Tpomomsome [ opeam x| S
Koz PerscTpauyoHHBIi HOMED
OpHruHajia npO(l)GCCI/IOHaJIBHOI‘O

cTaHjapra

Tpynossie AeHCTBUSA

CornacoBaHHe BHIOB M (OPMEl JOKyMEHTAIMM NPM MOJHOM IHKIE (H3HKO-
XUMHYECKOTO KOHTPOJIA KaJyecTBa CBIpbS, MaTepHalIoB 3
HaHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHBIX CPEICTB

Oprannsamm BeICHU JOKYMEHTAIlNH OPHU IMOJTHOM LHUKIIC (bI/IBI/IKO-XI/IMI/I‘IeCKOI‘O
KOHTPOJIL KaucCTBa CBIPbI, MaTCpHAIIOB u HAaHOCTPYKTYPHPOBAHHBIX
JICKApCTBECHHEBIX CPEACTB

CornacoBaHHe M YTBEpXKIEHWE JOKYMEHTallMM NpH 000poTe pEaKTHBOB H
MaTepUaioB 111 (U3MKO-XMMHIECKOTO KOHTPOJIs Ka4eCTBA CHIPbs, MATEPHATIOB H
HAHOCTPYKTYPUPOBAHHKIX JIEKAPCTBEHHBIX CPEACTB

CormacoBanne H YTBCPXKIACHHE CHCI.II/I(bI/IKaIIIfIﬁ UL BXOAHOIO H BBIXOOHOIO
KOHTPOJISL Ka4JcCTBa CBIPBRA, MaTcpHalioB %1 HaHOCTPYKTYPHPOBAHHBIX
JICKAPCTBCHHLIX CPCICTB 110 (bHSI/IKO-XI/IMI/I‘IeCKI/IM IMOKa3aTcIsIM

Pa3paboTka JODKHOCTHBIX MHCTPYKIHMI JUIS CHENHATHCTOB (PU3HKO-XHMIIECKOH
n1a60paTOpPHH KOHTPOJIA Ka9€CTBA CHIPhs, MATEPHATIOB H HAHOCTPYKTYPUPOBAHHBIX
JIEKAPCTBEHHEIX CPEJCTB

[ToaroroBka TIEPUOTUIECKUX 0630poB KaJecTBa BBIITYCKaEMBIX
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX CPECTB

Opranmsanusi  BeleHMs JOKYMEHTAallMH, OTHOcsmeidics K mpaGopam M
obopynoBanuio i (U3HKO-XMMHYECKOrO KOHTpPOJA  KadecTBa  CHIphA,
MaTepHaJIOB H HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPENICTB

Heo6xomumele

BI)IGI/IpaTB HCO6XOHI/IMHC U AOCTATOYHBIC (bOpMI:I JOKYMCHTAIUH II0 KOHTPOJIXO
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yMeHHSA

d)HBI/IKO-XHMIfI‘IeCKHX nmokasarenei KayecTBa CBHIPBA, MaTEepruaIoB H
HAHOCTPYKTYPHPOBAHHLIX JICKAPCTBCHHLIX CPCACTB

[InanupoBaTh BeJeHHE JOKYMEHTAlMH II0 KOHTPOMO (PHM3MKO-XUMHIECKUX
MmOKazaTenell KadecTBAa CHIPhbS, MATepHaJOB H HAHOCTPYKTYPHPOBAHHBIX
JIEKapPCTBEHHBIX CPEIICTB

O6o0mark W OLEHHBAaTH COCTOSHHE M BO3MOXHOCTH (H3UKO-XHMMHYECKOMH
nabopaTopuu KOHTPOJIS KaYeCTBA CHIPHS, MaTEpHaJIOB U HAHOCTPYKTYpPHPOBaHHBIX
JIEKapCTBEHHEBIX CPEJCTB

Heobxonumeie
3SHAHUS

OtpacineBble  CTaHAAPTH, TEXHHYECKHE YCIOBAI W TEXHOJIOTHYecKas
JOKYMEHTAIlMST Ha COCTaBBl M METOIBI IIOJNy4eHHsS HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEZICTB

TpeboBanus 0O0IIErOCYAapCTBEHHBIX  3aKOHONATENBHEIX  JOKYMEHTOB IO
¢dapMoKolleM K peaKTHBaM, IHTATEIbHBIM CpeAaM, OSTAJOHHBIM IITaMMaM,
KOHTPOJBHEIM O0Opa3naM ChIpbS M MaTepHalaM, ofpa3naM i H3y4eHHs
cTaOMILHOCTH M apXHBHOTO XpaHEHHs

(I)apMaKOHeﬁHBIe TpeﬁoBaHHSI K CBIPBIO, MNOAYNPOAYKTAaM H TOTOBBIM
HaHOCTPYKTYPHPOBAHHLBIM JICKADCTBCHHBIM CPCACTBAM

Co,uepxcamle JOKYMEHTOB O €JHHBIX MNPHHOHIIAX W HpaBHIIaX OGpﬁII.ICHPISI
JICKAPCTBCHHBIX CPEACTB U1 MCIJUITMHCKOI'O IPHMCHEHUA

TexHomorus IOJIY4€HHUA HAHOCTPYKTYPUPOBAHHEIX JIEKAPCTBEHHBIX CPE/ICTB

MCTOI[BI q)I/IBI/IKO-XI/IMIfI‘ICCKOI‘O KOHTPOJI Ka4deCTBa HaAHOCTPYKTYPHPOBAHHBIX
JICKAPCTBCHHBIX CPCACTB

Merogp  00paGOTKHM  HaydYHO-TeXHHYeCKOH HHpOpMaUMH H  BeICHHA
JOKYMEHTAIIHH

OCHOBBI BCACHUA JOKYMCHTAIIHH aKTBhl, IIPOTOKOJIBI HCCIeOBaHMIA,
AHAJIINTHYCCKHEC OTYCTHI

TexHuuecKkuii aHTIMACKUHA A3BIK B 0ONMAcTH KadecTBa HaHOCTPYKTYPHUPOBAHHBIX
JICKApCTBEHHBIX CPEICTB HAa YPOBHE UTCHH M NOHMMAHHUS TEKCTOBEIX JJIOKYMEHTOB

TpeGoBaHus CaHMTApHOTO DPEXHMa, OXpaHHl TpyHda, MoXkapHOH O6e30macHOCTH,
OXpaHBI OKPY)KaIomei cpelbl

Hpyrue

XapaKTCPUCTHKH

3.5. O600mennas TpyaoBas pyHKIHA

VYpasieHne IEPCOHAIOM IIPH
BBINOJIHEHHH 3a/1a4 ¥ QyHKUuit B oOnmacTH y
o POBEHB

HaumeHoBaHue KOHTPOJISI MUKPOOHOIOrHYeCKOH YHCTOTEL Koz E R — 6

HaHOCTPYKTYpPHUPOBAHHBIX JIEKAPCTBEHHBIX

CpeacTB
l(;IGp:GH C’;?;‘:;““e OBOi Opurusan X 3aHMCTBOBAHO H3

» TPyA P OpHIrHHa/a
byHkumn
Kon PerncrpauoHHb1i HOMED
OpHIruHaJIa npotbeccnouam,noro
cTanaapTa

BoamoxHble 3asenyrommii MUKpobHonornueckoi naboparopueit
HanMEHOBaHMs
JOIDKHOCTEH,
npodeccuit
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TpeboBanus x
00pa3zoBaHHUIO U
00yUYEHHIO

Bricmee o6pa3oBanue — 6akanaBpuar

TpeboBanus k onbITY
NpaKTHYECKOH paboTH

He menee Tpex niet paboThl Ha HHXEHEPHO-TEXHUIECKHX JTODKHOCTSIX B
0071acTH KOHTPOJIA KadecTBa (papMaIieBTHIECKOrO CHIPhI U JIEKApCTBEHHEIX
CpelcTB

Ocobrle ycnoBus
Jonycka k pabore

IIpoxoxaeHue o6s13aTeNbHBIX IPEABAPHTENBHBIX (TIPH MOCTYILICHHH Ha
paboTy) U NEpPHOAUIECKHX MEARIIMHCKUX OCMOTPOB (00cienoBaHmit), a Takke
BHEOYEPETHEIX MEAUIHMHCKUX OCMOTPOB (00ciiefoBaHuil) B MOpAIKe,
YCTaHOBJICHHOM 3aKOHOJaTeNbCcTBOM Poccuiickoit ®eaepaunu

ITpoxoxaeHne HHCTpYKTaXka [0 OXpaHe Tpyaa

Iony4enue nonmycka paboThl ¢ NaTONOTHYECKMMH GHOJIOTMYECKMMH areHTaMU
KaKABIE IATH JIeT

Hpyrue

XapaKTCPHCTHKH

JonoyHuTensHBIE TPOdECCHOHATEHEIE MPOTPaMMBI — IIPOrPAMMEI TOBHIIEHHS
KBaIH(pHKAMH 1O MPOPHITIO AEATETHHOCTH

JIONOJNHUTEIFHEIE XapaKTCPUCTUKH:

HaumeHOBaRYe JOKyMEHTA Kon HaumenoBanne 6a30B0ii rpynnsl, JODKHOCTH (ipodeccrn)
HIIM CTIEUHAIbHOCTH
OK3 2113 Xumuku
EKC - WnxeHep-TexHONMOT (TEXHOJIOT)
- HauanpHuk npousBoacTBeHHOM NabopaTopud (110 KOHTPOIIO
IPOU3BOJICTBA)
OKILATP 20327 broxumuk
22516 Wnxenep-mukpobuoor
22581 WHxeHep 110 MCIIBITAHUSAM
22860 HnxeHep-xuMHK
24219 Muxpo6rosor
24845 HauanpHHK (3aBeAYIOIUiA) TPOU3BOACTBEHHOM J1ab0paTOPHH
OKCO 2.18.03.01 | Xummuueckas TEXHOJIOTUS
2.19.03.01 | buortexHomorus
2.28.03.03 | Hanomarepuasi

3.5.1. Tpynosas pynxnus

HauMmenoBaHnue

IIpovcxoxaeHHe TPYAOBO#H
PyHKUMH

[InanupoBanue, OpraHu3anys ¥ KOHTPOJIb
ot60opa ¥ TPaHCIIOPTHPOBKH ITPOO st v
OBCHb
MHKpOGIfIOJIOl"I/I‘IeCKOFO K(iHTpOJISI Ka4ycCTBa Kon E/01.6 (nonl;'poneﬂb) 6
CHIpbs, IPOH3BOACTBEHHOM CPEXE, PR S—
HAHOCTPYKTYPHPOBAHHBIX JIEKaPCTBEHHBIX
CPEACTB U YIaKOBOYHEIX MaTEPHAIIOB
Opurusan X 3aHMCTBOBAHO M3
OpHMrHHana
Kon opurnnana  PerucrpalMOHHbIA
HOMep
npodecCHOHANBHOTO
CTaHJapTa

TpynoBsie neiicTBUs

IToaroToBKa ¥ COTJIaCOBaHHWE BHOB, MOCIENOBATENLHOCTH H 00BeMa oTOopa 1
TPaHCIIOPTHPOBKM B MMKpPOOMOJIOTHYECKYIO J1abopaTopHio IpoO  CHIpbS,
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HpOHSBOI[CTBCHHOﬁ Cpeaibl, HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHBIX CPCIACTB
H YHAaKOBOYHEIX MaT€pHaJIOB

TToaroToBKa M COTJIACOBAHHE METOAOB, YCJOBMH M pexuMoB orbopa mpob
CHIpbs, TIPOM3BOACTBEHHON CPENBI, HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX
CPEICTB M YIIAKOBOYHBIX MaTE€PHATIOB JJIi MHKPOOHOIOTMYECKHMX HCIBITAHHUH

IToaroroBKa ¥ coriaacoBaHue HeoOXoaumMoro o00pyAOBaHHS H MaTEpHAIOB s
orbopa mpo0 CHIpbs, NMPOH3BOIACTBEHHOH CpElbl, HAaHOCTPYKTYPHPOBAHHBIX
JIeKapCTBEHHBIX cpencTs )’} yIaKOBOYHBIX MaTepHajIoB JUTSt
MHUKpPOOHOIOTHYECKUX HCIILITAHUA

Pacder ¥ HOpMHpOBaHHE 3arpaT TpyAa Ha BHIOJIHEHHE OTOOpa W
TPAaHCTIOPTHPOBKH npo6 CHIpBA, MPOH3BOJICTBEHHOM cpenbl,
HAHOCTPYKTYPUPOBAaHHHIX  JIGKADCTBEHHBIX CPEACTB H  YNAKOBOYHBIX
MATepPHAJIOB Ui MUKPOOHONOTHYESCKUX HCIIBITAHUMI

KonTpons Hax oTGOpOM M TPaHCIOPTUPOBKOH B  MHKPOOHOIOTHYECKYIO
1ab0paTopHIO mpo6 CBIpBS, IPOU3BOJICTBEHHOM Cpelsl,
HaHOCTPYKTYPHPOBaHHBIX  JICKAPCTBEHHBIX CPEICTB H  YIAKOBOYHBIX
MaTepUaoB

KOHTpOJ'IL HaJd  HOpPECAMCTHO-KOJHYCCTBEHHBIM  YY€TOM  HapKOTHYCCKHX,
INCHXOTPOMHBIX BEHICCTB M X IIPEKYPCOPOB

Heob6xomumbie yMeHHUS

Brifupars HanpaBjieHHs COBCPHICHCTBOBaHHMs OTOOpa H TPaHCIIOPTHPOBKH B
MHKPOOMOJIOTHYECKYIO JIabOpaTOpHIO CHIPbs, IPOHM3BOACTBEHHOW CpeXsl,
HAHOCTPYKTYPHPOBAHHBIX  JICKAPCTBEHHBIX CPEACTB M YIIAKOBOYHBIX
MaTepUaioB

O606maTh M OIEHHBATH pe3yIbTaTHl 0TOOpa M TPAHCIOPTUPOBKH IIpob,
YUATEIBAS MX [PH aHauM3e pe3yIbTaToB KOHTPOIS MHUKPOOHOIOTHYECKOM
YHCTOTH MPO6  CHIPbs, POU3BOACTBEHHOM Cpellbl, HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB M YIIAKOBOYHBIX MaT€pHAlOB

I[InanupoBath paboTy Mo OTOOPY M TPAHCIOPTHPOBKE B MHUKPOOGHOJIOTHYECKYIO
nabopaTopuro pob CBIPBS, IPOM3BOICTBEHHOM Cpensl,
HaHOCTPYKTYPHPOBAaHHBIX  JIEKAPCTBEHHBIX  CPEACTB H  YHAaKOBOYHBIX
MaTepHaJIoB

dopMmupoBaTh TpeGOBaHUS, NPEABABIIEMbIE K MHKPOOHOIOTHYECKOH YHCTOTE
npo6  CHIpbs, NPOM3BOACTBEHHOH  Cpelbl, HAHOCTPYKTYPHPOBaHHBIX
JIEKAPCTBEHHEBIX CPEJICTB M YIIAKOBOYHEBIX MATEPHAJIOB

TIpoBoaUTh pacclefOBaHHE OTKIOHEHHH OT TpeGoBaHmMH crenupukanmi c
COCTaBJICHHEM [IPOTOKOJIA

Heo6xoaumele 3HaHUS

OTpaCJIeBLIe CTaHAapThl, TCXHAYCCKHE YCIHOBHA M TCXHOJIOrH4E€CKas
JOKYMCHTaIlMd Ha COCTaBbl H MCTOJbI HOJIYYCHHUA HaHOCTPYKTYPUPOBAHHBIX
JICKApCTBEHHBIX CPEACTB

TpeGoBaHus OOMEroCyAapCTBEHHBIX 3aKOHOAATENBHBIX JOKYMCHTOB IO
dapMoKoNieM K peaKkTHBaM, [HMTATENBHBIM CpEdaM, OTAIOHHBIM INTaMMaM,
KOHTPOJBHEIM 00pa3laM ChHIpbS H MaTrepHaigaM, o0pasuaM Ui H3yICHHA
cTaOMIILHOCTH ¥ apXUBHOTO XPaHCHHS

dapmakoneiinpie TpeGOBaHMA K CHIPHIO, INOJNYNPOAYKTaM M TFOTOBBIM
HaHOCTPYKTYPHPOBAaHHBIM JIEKapPCTBEHHEIM CPEACTBAM

Coz(epxcaﬂne JOKYMCHTOB O €IWHBIX HPHHIHIIAX H IIpaBHiIax OﬁpaIlIGHHH
JICKapCTBEHHBIX CPEACTB I MEIHUIUHCKOrO MpUMCHEHNS

Texuomorus H oOOpyZOBaHHEe IIPOHM3BOACTBA HAaHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPE/ICTB

Texnudeckne TpeGOBaHHS K MHKPOOHONOTHHECKOH WHCTOTE Mpol CHIpBS,
IPOM3BOICTBEHHOM CPE/B], HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHEIX CPEJICTB
Y YIIAKOBOYHBIX MaTE€pHAJIOB
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Kpurepuu npasuibHOCTH 0TOOpPa H TPaHCHIOPTHPOBKM HPoG MpH KOHTPOIE
MHMKPOOHOJIOTHYECKOH  YHCTOTHI  CHIPbS,  IPOM3BOACTBEHHOM  Cpejpl,
HaHOCTPYKTYPHPOBAHHBEIX  JIEKAPCTBEHHBIX CPEICTBE H  YIIAKOBOYHBIX
MarepHanoB

CrangapTel, MONOKEHMS, HMHCTPYKUHMHM II0 TEXHOJIOTHYECKOH IOIATOTOBKE
IPOH3BOACTBA U 0(OPMIICHHIO JOKYMEHTALHH

HpaBPI.TIa TIOBCACHNA NICPCOHAJIA B YHCTHIX NOMEINCHMAX

Texnuueckuit anrmuiickmii 361K B 06/1aCTH Ka4eCTBA HAHOCTPYKTYPHPOBAHHBIX
JEKapCTBEHHBIX CPEJICTB

Tpe6oBanus caHNTapHOTO peKHMMa, OXpaHEl TPyAa, MOXKapHOM Ge3omacHocTH,
OXpaHBbI OKPYXKaIOWEH cpebl

Hpyrue -
XapaKTEepUCTHKH
3.5.2. TpynoBas pynxnus
[InanvpoBanue, opraHu3anrs # KOHTPOIIb
IIPOBeICHUS MUKPOOHOJIOTHIECKOTO
: YposeHs
KOHTPOJIA Ka4CCTBA ChIPhA
HanmeHoBaHue P . P4, Kon E/02.6 (moaypoBeHs) 6
IIPOH3BOACTBCHHOM CPEAEI, xsanmbnxaunn
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX
CpEIACTB M YIIAKOBOYHBIX MATCPHAJIOB
TIpoucxoxaeHne TpyaoBoi Opurunan X 3auMCTBOBAHO U3
dyHkIMH OpHrHHAIa
Kon PeructparmoHHIi
OpUTHHANA HOMep
NpodeCCHOHAILHOTO
CTaHIaprTa

Tpynossie neiicTBus

IlonroroBka # COrJIACOBAaHHE BHJIOB, IIOCIEAOBATENBHOCTH W 00BeMa
MHKPOOHOJIOTHYECKHX HCCIEAOBAHMI MPOO CHIPHS, IPOU3BOACTBEHHOM CpEJEI,
HaHOCTPYKTYPUPOBAHHEIX  JIEKAPDCTBEHHBIX CPEICTB M  YIAKOBOYHEIX
MaTepHaIoB

IloaroToBka u coriacoBaHHe METOAOB, YCIIOBHA H PEXHMMOB MCCIIENOBAaHMM
MHMKPOOHOIIOTHYECKOH YHCTOTHI NpO0 CHIpbs, IPOU3BOACTBEHHOH CpeBl,
HaHOCTPYKTYPMPOBAaHHBIX  JIEKAPCTBEHHHIX CPEOCTE M  YNAKOBOYHEIX
MaTepraIoB

IlonroroBka u coriacoBaHue HeOOXOMUMOro 06OpPYIOBaHMA H MATEPHATIOB IS
MHKpPOOHOJIOTHYECKOTO KOHTPOJIS KadecTBa Mpo6 CHIPBA, IPOU3BOACTBEHHOM
Cpelbl, HAaHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEACTB M YINAKOBOYHEIX
MaTepualoB

PacueT 1 HOpMUpOBaHHKE 3aTpaT Tpy[a Ha BBIIOJTHEHHE MHKPOOHOIOTHYECKOTO
KOHTpPOJIA  KayecTBa  mpo6  chIphs,  NPOH3BOJACTBEHHOH  Cpemwl,
HaHOCTPYKTYPHPOBAaHHBIX  JIEKAPCTBEHHBIX CPENCTB M YNMAaKOBOYHBIX
MaTepHaloB

KonTpons Hag nmpoBeeHHEM MHKPOOHOIOTHYECKOrO KOHTPOJIS KadyecTBa Hpod
CHIPBS, MPOHM3BOACTBEHHOM Cpe/bl, HAHOCTPYKTYPHPOBAHHBIX JI€KaPCTBEHHBIX
CpPeJCTB M YIaKOBOYHBIX MAaTEPHAJIOB

PaccnenoBanune cirydaeB, KOra pe3y/lbTaThl MUKPOOHOJIOTHIECKAX HCIBITAaHUN
BHIXOIAT 3a mpeleisl cHeuuQuKanuu| A HaHOCTPYKTYPHUPOBAHHBEIX
JIEKAPCTBEHHBIX CPEJICTB

KOHTPOIII: Had NOPpEAMETHO-KOJIMYECTBECHHEIM  YYCTOM  HApPKOTHYCCKHX,
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TIICHXOTPOMNHBIX BEMICCTB M UX IIPEKYPCOPOB

HeobxoauMmele yMeHHA

KontpomupoBars NpaBWIGHBI H CBOEBPEMEHHBIH MHKpPOOMOIOrHYECKHM
KOHTPOJIb ~ KadecTBa  Npo0  CHIpbd,  NPOM3BOACTBEHHOH  Cpenpl,
HAHOCTPYKTYPHPOBAHHBIX  JIGKADCTBEHHBIX CPEACTB M YNAKOBOYHBIX
MaTEepPHaIOB

BrIGupaTh HampaBleHHs MHKPOOHOIOTHYECKOTO KOHTPONS KadecTBa Ipob
CHIpbsi, IPOM3BOJACTBEHHOH Cpelbl, HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX
CpeJICTB H YIIaKOBOYHBIX MaTEPHAJIOB

InanupoBath paboOTy IO NPOBEACHHIO MMKPOOGHONOIMYECKOTO KOHTPOJLL
KauecTBa CHIpbS, IPOM3BOACTBEHHOM CpEABl, HAHOCTPYKTYPHPOBAHHBIX
JICKQPCTBCHHBIX CPEACTB M YIIAKOBOYHEIX MATEpHAJIOB

06061maTh H OLECHHUBATH PE3YJIBTATHl KOHTPOIS MHKPOOHOIOTHIECKOH YMCTOTHI
npo6  CHIpksi, TNPOU3BOACTBEHHOH  CpeAbl,  HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB M YNIAKOBOYHBIX MaTepUaoB

[IpoBoAUT, paccieOBaHWE OTKIOHCHHWH OT TpeGopammil crenudukanuii c
COCTaBJIEHHEM MTPOTOKOJIA

HeoOxoauMele 3HaHus

OrpacieBele  CTaHAAPTHl, TEXHWYECKHE YCIOBHA M  TEXHOJIOTHYECKAL
JMOKYMEHTAIMs Ha COCTAaBBI U METOABI MOIydYEHHs HAHOCTPYKTYPHPOBAHHBIX
JIEKApCTBEHHBIX CPEICTB

TpeGoBanns 0OmMErocyJapcTBEHHBIX 3aKOHOJATENBHBIX JOKYMEHTOB IO
dapmMoKomen K peaKTHBaM, INHTATCIBHBIM CpEJaM, STANOHHBIM INTaAMMaM,
KOHTPOJIBHEIM 00pa3naMm ChIpbS H MarepHanaMm, oOpasmaM Uil H3y9eHHs
CTaOMIJIBHOCTH ¥ apXUBHOTO XpaHEHHS

dapmakoneiinpie TpeOGOBaHMSA K CHIPBIO, TONYNPOAYKTaM M [OTOBBIM
HAHOCTPYKTYPHPOBAHHEIM JIEKAPCTBEHHBIM CPENCTBAM

CozmepxanHe JOKYMEHTOB O COMHBIX NPHMHIMIAX M IpaBhiax oOpameHwus
JIEKAPCTBEHHBIX CPEJICTB A MEJHIMHCKOrO IPMMEHEHHS

Texuuueckue TpeOOBaHHA K  MHKPOOHONOTHYECKOM  YHCTOTE  CBIPBA,
IPOU3BOACTBEHHON CpeJIbl, HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPCACTB
H YIIaKOBOYHBIX MaTe€pHAJIOB

Texnonorus u o6OpyAOBaHMe TIPOM3BOACTBA HAHOCTPYKTYPHPOBAHHBIX
JIEKApPCTBEHHLIX CPEACTB

CTaHgapTe, MOJIOXKCHHS, WHCTPYKIMH 1O TEXHOJOTHM IIPOM3BOJCTBA
HAaHOCTPYKTYPHPOBaHHBEIX  JIEKAPCTBEHHBIX  CPEACTB M O(OpMIIEHHIO
JOKYMEHTaIU{

Kpurepun TPaBMIbHOCTH pe3yJIbTaToB KOHTPOJIA KavecTBa
MHKPOOHOJIOTHYECKOH YMCTOTHI Npo0 CEHIPbs, IIPOM3BOACTBEHHOH Cpelpl,
HAHOCTPYKTYPHPOBaHHBIX  JICKADCTBEHHBIX  CPEACTB M YMAaKOBOYHBIX
MaTepHaJloB

HpaBnna HOBECHAA NCPCOHAJIA B YACTHIX IOMCIICHHAX

TexHuUeCKHit aHMMIUCKAHN S3BIK B 0071aCTH Ka4eCTBa HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEIICTB

Tpe6oBanMs CaHUTAPHOIO peXHUMa, OXPAHEI TPY/a, MOXapHOH 6e30MacHOCTH,
OXpaHbl OKPYKaIOIIEH Cpelibl

Apyrue
XapaKTCpHUCTHKH




3.5.3. Tpynosas dpynxnus

IInaanpoBaHue, opraHu3anys H KOHTPOJIb
IIPOBE/ICHHS BaIUJIAITAH
MHKpPOOHOJIOTHYECKUX METOAHK KOHTPOJIS VpoBeHs
HaumeHoBaHue Ka4yecTBa ChIpbs, IPOM3BOACTBEHHOM Kox | E/03.6 (mozypoBeHs) 6
Cp€/ibl, HAHOCTPYKTYPHPOBAHHBIX KBaH(HKALMH
JIEKapCTBEHHBIX CPENICTB M YIIAKOBOYHBIX
MaTEPHAIOB
Tlpoucxosxenne Tpynosof Opurunan X 3auMCTBOBaHO U3 OpPUrHHANA
PyHxumn
Kon PeructpanuoHHsI#
OpHIrHHalla HOMED
npodeccuoHansHOro
CTanJapTa

TpynoBeie aeficTBus

IlogroroBka © corjiacoBaHHe BHIOB, MOCJAEJOBATENLHOCTH H 00BeMa
MHKpPOOHOJIOTHIECKHX  OKCIIEPUMEHTOB, HEOOXOAMMBIX [UIi  BaMJALUM
METOAMK  KOHTPOJISI  KauecTBa  CHIPbs, MPOMU3BOACTBEHHOW  Cpebl,
HaHOCTPYKTYDUPOBAaHHBIX  JIEKAPCTBEHHEIX CPeACTB H  YINAKOBOYHBIX
MAaTCpPHAJIOB

OOmuif XOHTPOJNIF HAX BBINOJHCHHEM BAIHAAIAE MHKPOOHOJIOTHIECKHX
METOAMK KOHTpPOJS KauecTBa IIpo0 CHIpBS, INPOM3BOICTBEHHOM Cpembl,
HaHOCTPYKTYPHPOBAaHHBIX  JIEKAPCTBEHHHIX CPeACTB W  YIaKOBOYHBIX
MaTepHajIoB

CoryacoBaHue ¥ yTBEp)KAECHHE PE3YyNbTaTOB BAIMJALMU MHKPOOHOIOTHIECKUX
METOAMK KOHTpPOJII KadecTBa MNpoO CHIpbs, IPOM3BOACTBEHHOH Cpembl,
HaHOCTPYKTYPHPOBAaHHBIX  JIEKADCTBEHHBIX CPEACTB M YNMAaKOBOYHBIX
MaTepUaloB

Heobxoqumelie ymeHus

[oaroraBmBaTh HPOBEJCHHE BalMJAalMd MHKPOOMOJIOTHYECKHX METOTUK
KOHTpONs  KadectBa  Npo0  CHIpbS,  NPOM3BOACTBEHHOH  Cpelml,
HaHOCTPYKTYPHPOBaHHBIX  JIEKADCTBEHHBIX CPEACTB M YINAKOBOYHBIX
MaTepHAJIOB

KOHTpOJIPIpOBaTB BaJIHaAIMIO MHKpOﬁI/IOJIOI'I/I‘ICCI(I/IX METOOMHK KOHTPOJIA
KayeCTtBa CbIpbI, nponsno,ncmennoﬁ Cpcabl, HAHOCTPYKTYPHPOBAHHBIX
JICKApCTBCHHBIX CPCACTB M YIIAKOBOYHBLIX MAaTEpHUAJIOB

O6o0maTs H OICHHBAaTh pe3yJTaThl BaTMAANUHA MHKPOOHOIOTHIECKHX
METOJMK  KOHTPOJS  Ka4decTBa  ChIpbd, IPOM3BOACTBEHHOH  Cpenml,
HAHOCTPYKTYPHPOBAHHBIX  JIEKAPCTBEHHBIX CPEACTB M YNAKOBOYHBIX
MaTepHaIOB

HCOGXOIIHMBIG 3HAHHUA

OTpaCJIeBBIe CTaHOapThl, TEXHHYECCKHE YCJIOBHSA H  TCXHOJOIHYCCKasd
JOKYMCHTaIlMsl Ha COCTaBbl M METOABI IOJNYUCHHUsI HAHOCTPYKTYPHPOBAHHBIX
JICKapCTBCHHBIX CPCACTB

TpeGoBanuss 0OLIEroCyOapCTBEHHBIX 3aKOHOAATENBHBIX JOKYMEHTOB IO
¢dapMoKoIieHM K peaKTHBaM, IMTATEILHBIM CpEfaM, OSTAIIOHHBIM IITAMMaM,
KOHTPOJIBHBIM 00pa3naM CHIpbS M MaTepdanaM, oOpasliaM IJis HM3ydeHHs
CTaOMJIBHOCTH M apXHBHOT'O XpaHECHHS

(dapmakomneiinple TpeOOBaHHA K CHIPbIO, IOJYOPOAYKTaM H TOTOBEIM
HAHOCTPYKTYPHPOBAHHBIM JIEKapPCTBEHHLIM CPEICTBAM

CopmepxaHue AOKYMEHTOB O EOMHBIX NpPHUHLIMIAX M INpaBHiax obpameHHs
JIEKapCTBEHHBIX CPEACTB JUI MEAUIMHCKOTO IPUMEHEHHNS




]

45

Texuudeckue TpeOOBaHHA K  MHKPOOHOJIOTHYECKOH  YHCTOTE  CHIPBA,
POH3BOACTBEHHOH Cpe/ibl, HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHBIX CPEJICTB
U YIIaKOBOYHEIX MaTepHAIOB

OcCHOBHl BATHAAIMH MHUKPOOHMONOTHYECKUX METOAMK KOHTPOIIA KauecTBa
CHIpbsi, IPOU3BOJCTBEHHOH Cpellbl, HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX
CpPEeACTB U YNIaKOBOYHBIX MaTeEpHAJIOB

CTaHnapTel, MOJIOKEHHSA, HHCTPYKLMH MO TEXHOJOTHH IIPOH3BOACTBA
HAHOCTPYKTYPHPOBAHHEIX  JIEKAPCTBEHHBIX  CPEACTB M OQOPMIIECHHIO
JOKYMEHTALUH

IpaBuia moBeeHAs NEPCOHAIIA B YMCTHIX IOMEIIEHHUAX

Texunueckuii aHITIMECKAH A3BIK B 00JIaCTH Ka4ecTBa HAHOCTPYKTYPHPOBAHHBIX
JICKApCTBECHHBIX CPENICTB

Tpe6oBaHHMsT CaHUTAPHOrO peXXMMa, OXPaHBI TpyJa, HOoXapHoH 6e30macHOCTH,
OXpaHbl OKpYXarolEH cpeibl

Apyrue -
XapaKTEPHCTHKH

3.5.4. TpynoBas pyHKkuus

ITnanupoBanne, OpraHu3alys H KOHTPOIb
ydeTa ¥ XpaHEHHs PEaKTHBOB,
[IMTATENBHBIX Cpell, TECT-IITaMMOB,

CTaHIAPTHHIX 00pa3noB, KOHTPOJIBHBIX VpoBeHs
HanmeHoBanue 06pasIoB, apxUBHEIX 06pa3LoB U 06pa3loB Kon E/04.6 (nomypoBeHs) 6
JULS M3y4eHHs CTaOMIIBHOCTH CHIPhS M KBaTH(HUKAIMH

HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX
CpPEeICTB H YIaKOBOYHBIX MaTEPHUAIIOB IO
MHKPOOHOJIOTHIECKHM MOKA3aTe M

[pouncxoxaeHne TpynoBoi

P Opuruaan X 3aHMCTBOBAHO U3 OPHIHHANIA
Kon PerucrpanyoHHsIiH
OpHIHHaNa HOMEp
npodeccHOHANBEHOTO
cTaHzapra

TpynoBsle neHCTBUA IMoaroToBKa M COINIACOBAHME TMOPAAKAa YydeTa HEOOXOAMMEIX PpeakTHBOB,
MHTAaTENBHBIX  CpPeld, TECT-IITaMMOB, MAaTepHaioB, OOpasLOB  CBIPHA,
IPOU3BOACTBEHHOMN CPENbI, HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHBIX CPEICTB
¥ YIIAKOBOYHBIX MaTECPHAIIORB

IlogroToBKka ¥ COIJIaCOBaHHME IIOPANKA, YCJIOBHHM M CPOKOB XpaHEHHS
HEOOXOMMMEBIX PEaKTHBOB, NMHTATCIBHEIX CPEHd, TECT-IITAMMOB, MAaTCPHAIOB,
06pasioB  CHIpbs, IPOM3BOACTBEHHOH Cpellbl, HaHOCTPYKTYPHPOBaHHBIX
JIEKAPCTBEHHBIX CPEACTB H YIaKOBOUHEIX MATEPUAIIOB

O6wuif KOHTPONb Haj YYETOM M XpaHEHHEM HEOOXOAMMBIX pPEaKTHBOB,
NUTAaTePHBIX  Cpel, TECT-IITAMMOB, MaTepHaloB, 00pa3loB  CHIPBS,
TPOU3BOACTBEHHOMN CPElbl, HAHOCTPYKTYPMPOBAaHHBIX JIEKAPCTBEHHBIX CPECTB
¥ YIIAKOBOYHBIX MAaTEPHAJIOB

Kontpons IpeAMETHO-KOJIHYECCTBEHHOTO yuera HapKOTHIECKHX,
IICHXOTPOIHBIX BEMIECTB H HX IIPEKypPCOPOB

Heob6xoaumeie ymenus | KOHTpOIHpOBaTh y4eT HEOOXOAMMEBIX PEaKTHBOB, MHTATEIBHBIX CPEA, TECT-
IITAMMOB, MA4TEpHANOB, OOpa3lOB CHIPbS, TPOU3BOACTBEHHON CpEaEL,
HaHOCTPYKTYPHPOBaHHEIX  JIEKAPCTBEHHBIX  CPEACTB M YNMAaKOBOYHEIX




MarepuajioB

KonrtpompoBate XpaHeHHE HEOOXONMMEIX PEaKTHBOB, NUTATEIBHBIX Cpel,
TECT-MTaMMOB, MaTCpHAIOB, O0Opa3lOB CHIPbS, IIPOM3BOJICTBEHHOH CpEIH,
HAHOCTPYKTYPUPOBAHHBEIX  JICKAPCTBEHHBIX CPEACTB M YNAKOBOYHBIX
MaTepHajioB

O6006mare ¥ OLEHHBAaTh pE3yNbTAaTHl Y4€Ta H XpaHEHHS HEOOXOAMMEBIX
PEaKTHBOB, IIMTATENbHBIX CPell, TECT-IITAMMOB, MaTepHAJIOB, 00pa3LIOB CHIPHA,
MPOM3BOJCTBEHHOH Cpelbl, HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB
H YIIaKOBOYHEIX MATEPHAJIOB

OLeHHBaTh TEXHUIECKHE BO3MOXKHOCTH apXMBHOIO XpaHEHHs 00pasLoB CHIPH,
IPOH3BOACTBEHHOM Cpelbl, HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB
M YIIAKOBOYHBIX MaTepPHAJIOB C TOUKH 3PEHHS H3MEHEHHs MHKPOOHONIOTHIECKHUX
mapaMeTpoB M MpPHHUMATH pElIeHHe O HEOOXOAUMOCTH B JOHONHUTEIHHOM
HOMEIIEHHN H 000pyIOBaHHH

ITpoBoauTh pacciemoBaHHME OTKJIOHEHW# OT TpeboBaHMi cnenudukanuii c
COCTaBJIEHHEM NPOTOKOJIA

HeobxonuMEele 3HaHAs

OTpaCJICBBIe CTanJdaprel, TEXHHYCCKHE YCJIOBHA H  TCXHOJIOIHYCCKAsA
JAOKYMCHTallHA Ha COCTaBbl M MCTOABI IIOTYYCHHA HAaHOCTPYKTYPHUPOBaHHBIX
JICKapCTBCHHBIX CPCICTB

TpeGoBanuss 0OmEroCyJapCTBEHHBIX 3aKOHOJATENBHBIX JIOKYMEHTOB IO
(dapMoKomeH K peaKkTHBaM, IIMTATENBHBIM CpefaM, STAIOHHBEIM IITAMMaM,
KOHTPOJBHBIM 00OpazmaM chlpbs M MaTepHaiaM, obpasmaM Ui H3y4eHHs
CTaGHJIFHOCTH ¥ apXUBHOTO XPaHEHUS

dapmaxoneifHele Tpe6OBaHHSA K CHIPBIO, TIONYNPOAYKTaM H TOTOBBIM
HAHOCTPYKTYPHPOBAHHBIM JIEKAPCTBEHHBIM CPEACTBAM

Conepn(aHne IJOKYMCHTOB O €JIMHBIX NPHHOHWINAX H IIpaBHIax Oﬁpa]].ICHI/DI
JICKAPCTBECHHBIX CPEACTB )1 MEIHITHHCKOrO MPUMCHCHH

TexHonmoruss u oOopynoBaHHE MPOHM3BOJACTBA HAHOCTPYKTYPHPOBAHHBIX
JICKApCTBEHHBIX CPEACTB

Texnuueckue TpeOOBaHUA K  MHKPOOHONOTHMYECKOH  YHCTOTE  CBHIPBA,
IPOU3BOACTBEHHOMN Cpelbl, HAHOCTPYKTYPHPOBAHHEIX JEKAPCTBEHHBIX CPEACTB
¥ YIAKOBOYHBIX MaTepHaJIOB

OCHOBBI y9€Ta ¥ XpaHEHU MaTEepHaJIOB H 00pa3moB HAHOCTPYKTYPHPOBAHHEBIX
JICKApCTBEHHEBIX CPEACTB

HpaBHHa TIOBCACHHS IICPCOHAIA B YUCTHIX ITOMETHEHNAX

Texuuveckuii aHrMHHCKAHN A3BIK B 06J1aCTH KaYeCTBa HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEICTB

TpeGoBaHus caHNTAPHOTO PEKHUMA, OXPAHBI TPyZa, HOKAPHOH 6Ee30MaCHOCTH,
OXpaHbI OKpYKarole# cpesibl

Apyrue

XapaKTePUCTHKH

3.5.5. TpynoBas pynxknus

HaumeHoBaHue

[InanupoBaHue, OpraHA3anus U KOHTPOIIb
MpOBeJICHUs KBaJTH(HKAIIMK M TEXHHYIECKOTO
00CIIy>)KUBaHHA, ATTECTALIMH HCIBITATENEHOIO
naboparopHoro o6opyAoBaHHs H NPUOOPOB
JULL MEKPOOHOJIOrHYECKOTr0 KOHTPOIIA R —
Ka4eCTBa CHIPbs, IPOM3BOACTBEHHOM Cpeabl,
HAHOCTPYKTYPHPOBAHHBIX JIEKaPCTBEHHBIX
CpeJCTB M YIAKOBOYHBIX MaTEPHAJIOB

VpoBeHb
Kon E/05.6 (oAypoBeHb) 6




HponcxoxaeHue TpynoBoii
yHKIUH
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Opurunan 3aHMCTBOBAHO U3 OpUIHHANA
Koa PernctpanmoHHsIH
OpHrHHaja HOMEp
HPO(I)CCCPIOHEUILHOFO
cTaHjapTa

Tpynosrie aelcTBus

IMogroToBka W cCOIJIaCOBaHME NOPAAKA SKCIEPUMEHTAIBHHIX paboTr mo
kB (pUKaru 060pyIOBaHUSA IIT MUKPOOUONOTHIECKOTO KOHTPOIS KadecTBa
0o0pa3sLoB CHIpbS, IPOM3BOACTBEHHOH Cpedbl, HAHOCTPYKTYPHPOBAaHHEBIX
JIEKAPCTBEHHBIX CPEACTB M YIIAKOBOYHBIX MaTepHaJIOB

KoHTpons Hajy cBOEeBpeMEHHBIM OOCITYy)XHBaHHEM OOOpYAOBaHHS M IpUOOpPOB
JUIA  MHKpOOMOJIOTHYECKOTO  KOHTpOJNs  KadecTBa OOpa3sllOB  CHIpB,
MNPOM3BOACTBEHHOM CpeAbl, HAHOCTPYKTYPHPOBaHHEBIX JIEKAPCTBEHHBIX CPEICTB
H YIIaKOBOYHBIX MaTE€pPHAJIOB

OpraHu3anus CBOEBPEMEHHOTO TEXHUYECKOTO OOCIyKMBaHHA 0OOpyHOBaHMS
JUIs  MHKpOOMOJIOTHYECKOTO  KOHTpOJS  KadecTBa  OOpa3sLiOB  CHIpBS,
MPOU3BOJICTBEHHOMN CpeAbl, HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB
H YIIaKOBOUHBIX MaTEpHATIOB

OpraHu3aniss CBOEBpPEMEHHOH TMOBEPKM M AaTTECTallHH HMCIBITATEIBHOTO
naGopaTopHOro 060pyHOBaHUS I MUKPOOHONOrHYECKOTO KOHTPOJIS Ka4ecTBa
00pa3noB CHIpbs, IPOM3BOACTBEHHOH CpeAbl, HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEICTB M YIIAKOBOYHBIX MaTepHAJIOB

Heobxomumeie ymeHHS

KonTtponupoBats TexHHUIeCKOe 00CTy)KHBaHUE MPHOOPOB H 0OOpYAOBAHHUS I
MHKpPOOHOJIOIHIECKOTO KOHTPOJIA Ka4yecTBa o6pa3nos CBIPBA,
OPOM3BOJCTBEHHOM CpelIbl, HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBECHHBIX CPENICTB
W YIIAKOBOYHEIX MaTepHAIIOB

0600ImaTh W OLEHUBAThH COCTOSHHE M BO3MOXKHOCTH NIPHOOPOB M CpEICTB
OmpeAeNieHHss  MHKPOOMONOrHYecKOH  WHCTOTHI ~ 00pa3sloB  CHIPBA,
NPOM3BOJCTBEHHOM CPeNbl, HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB
H YNaKOBOYHBIX MATepHaOB JUIS Yy4eTa IpH aHalIu3e pe3yJbTaroB
HCCeOBaHuH

CornacoBHBaTE MOAEPHH3AMHMIO U MOAUGHKAILMIO NMPUOOPOB B 060pYAOBaHHSA
JUIi  MHKPOOHONOTMYECKOr0  KOHTpONsi  KadecTBa  oOpasLlioB  CBIPb,
IpOU3BOACTBEHHOM Cpe/Ibl, HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBECHHBIX CPE/ICTB
M YTIIaKOBOYHBIX MaTepUasioB

Heo6xoaumeie 3HaHUA

OTpaCJICBBIC CTaHJApPTHEI, TCXHHYCCKHEC YCJIOBAA H  TEXHOJOIHYCCKas
HOKYMCHTaIlud Ha COCTaBbBl H METOABI HNOJNYUYCHHS HaHOCTPYKTYPHPOBAHHBIX
JICKapCTBCHHLIX CPEIICTB

TpeGoBanuss 0OmErocyJapcTBEHHBIX 3aKOHOAATCIBHEIX JOKYMEHTOB IO
¢apMoKonen K peaKTHBAM, IHMTATENBHBIM CpeJaM, OSTAIOHHBIM IITaMMaM,
KOHTPOJIbHBIM o0pa3naM ChIpbS H MarepHanaM, oOpasumaM Uil H3ydYCHHS
CTa6HIIBHOCTH U apXMBHOTO XPaHCHHS

®apmakoneiigeie Tpe6OBaHMA K CHIPbIO, IOAYNPOAYKTAM H TOTOBBEIM
HAHOCTPYKTYPUPOBAaHHBIM JIEKAPCTBCHHBIM CPEJICTBAM

CojepxaHue NOKYMEHTOB O CAWHBIX NPHHIMIAX M IpaBuiaX OOpaIleHH:
JIEKAPCTBEHHEIX CPEACTB IS MEAUIMHCKOTO IIPUMEHEHHS

Bugst W MeToasl  AMAarHocTMKH — obopymoBaHMs AN KOHTpPOJs
MHKPOOHOJIOTHYECKOH YHCTOTHI 00pa3sloB CHIPBs, IPOH3BOACTBEHHOH CPEHEL,
HaHOCTPYKTYPHPOBaHHBIX  JIEKAPCTBEHHBIX  CPEICTB W YINaKOBOYHEIX
MaTepHaoB

OcHOBEI TCXHHUICCKOI'O 06C.TIY)KI/IBaHI/IH, TMOBCPKH H AaTTCCTAlHHN
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HCIBITATENbHOTO JIA60paTOPHOTo 060PYAOBaHHSA A1 HAHOCTPYKTYPHPOBAHHEIX
JIEKAPCTBEHHBIX CPEZCTB

CTaHmapThl, MOJOKCHHS, WHCTPYKIHMH MO KOHTPOJIO MHKpPOOHOJOTHYECKOH
YHUCTOTH CHIphS, TIPOM3BOACTBEHHOH Cpelsl, HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEJCTB H YIAKOBOYHBIX MATEPHAIOB

TexHuveckuii aHMAKCKAI A3BIK B 06J1aCTH Ka4ecTBa HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPeIICTB

TpeGoBaHus caHUTAPHOTO PEXMUMa, OXpaHbl TPyHAa, MOXKApHOU O€30MaCHOCTH,
OXpaHBI OKpY)Karomei cpenl

Apyrue
XapaKTePUCTHKH

3.5.6. TpynoBas pyHKius

Pa3pabotka, coritacoBanne U oopMiIeHHE
JIOKYMEHTAIlMH 0 MHKpOOHOIOrH4ecKOMy VposeHb
HaumeHoBaHUE KOHTPOJIIO Ka4eCTBa Kox | E/06.6 (nomypoBeHb) 6
HaHOCTPYKTYPHPOBAHHBIX JIEKaPCTBEHHBIX KBaNM(puKaLu
CpENCTB
g;(:::);zmeﬂue TpyHROBOM Opurnsan X glz;ﬁl::;:;:ano u3
Kon PeructpanuoHHbIil HOMep
OpHrHHanNa npodecCHOHANEHOTO
cTaHzapTa

TpynoBrie aeHcTBUS

Cornacopanne BHIOB 4 (hOpMBI JOKYMEHTALUHM NPH MOJHOM IUKJIEe KOHTPOJIS
MHKpOOHMOJIOTHYECKOH  YHCTOTHI  CBIpbs,  ITPOM3BOJACTBEHHOH  CpeEIBl,
HAHOCTPYKTYPHPOBAaHHBIX  JIEKADCTBEHHBIX CpPEJCTB M  YIAKOBOYHBIX
MaTepHaoB

Opranpzanus BeleHHA HOKYMCHTAMMA IIpH TIOJHOM IHMKIE KOHTPOJI
MHUKPOOHOJIOTHYECKOM  YHCTOTHI  CHIPbS,  [POU3BOACTBEHHOH  CPEAPL,
HAHOCTPYKTYPHPOBAHHBIX  JIEKADCTBEHHBIX CPEACTB M YIAKOBOYHBIX
MaTepUaJIOB

CormacoBaHre W YTBEp)KICHHE JOKYMEHTalluH IIpH 00OpOTE pPEaKTHUBOB,
MHTATENBHBIX  Cped, TeCT-IITAaMMOB M  MaTepUaloB Ui  KOHTPOJIA
MHUKpPOOMOJIOTHYECKOH  YHCTOTHI  CBIPhS,  IIPOU3BOJACTBEHHOH  CpEJBI,
HaHOCTPYKTYPHPOBAHHBEIX  JIEKAPCTBEHHEIX CPEACTB M YNAKOBOYHBIX
MaTepraioB

CornacoBanue u YTBEPXICHUC CIIC].II/I(‘bIdKaII!Iﬁ JJIsT BXOAHOIO H BEIXOJHOIO
KOHTPOJIA Ka4eCTBa CHIPbSA, TCXHOJIOIHYECKUX CPEX, HAHOCTPYKTYPHPOBAHHBIX
JNEKapCTBCHHEIX CpeICTB H YHNaKOBOYHEIX MaTCpHaJIOB 1o
MI/IKI)OGI/IOJIOI'PI‘{CCKI/IM IMoKa3arcjisiM

Pazpa6oTKa JODKHOCTHBIX MHCTPYKIHMH JUI  CIIEIHAIHCTOB  (H3HKO-
XHMHYECKO# 1abopaTopun

IoaroroBka HEePUOANYECKHX 0030poB KaJecTBa BBIITYCKa€MBIX
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

Opranusagus BeJCHHd NOKYMEHTallMH, OTHOCsmedcs K 1mpubopam u
00OpYyIOBaHMIO Uil MHKPOOHOJIOTHYECKOTO KOHTPONIA KadeCTBa CHIbA,
NPOU3BOJCTBEHHOM CpPeBl, HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEICTB
M YIIaKOBOYHEIX MaTepHAJIOB

Heobxomumele ymeHus

BLI6HpaTB HEeoOXOIUMEIE U JIOCTaTOYHEIE (bOpMBI JOKYMCHTAlHH 110 KOHTPOIIO
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MHKPOOHMOJIOTHYECKO#  YHCTOTH  CHIPbS, IIPOM3BOACTBEHHOM  Cpenwl,
HaHOCTPYKTYPHPOBaHHBIX  JIEKAPCTBEHHBIX CPEACTB H  YNAKOBOYHEIX
MaTepHAJIOB

KOHTpO.TIHpOB&TB BCICHHE NOKYMEHTALUH IO KOHTPOJIK) MHKpO6I/IOJ'IOI'I/I‘IeCKOI71
YUCTOTHI  CBIPb, IIpOI/I3BOIICTBeHHOﬁ CpCAbl, HAHOCTPYKTYPHPOBAHHBIX
JICKAPCTBECHHBIX CPENCTB U YITAKOBOYHLIX MATECPHAIIOB

0O606maTe ¥ OIEHWBATh COCTOSHHE H BO3MOXHOCTH MI/IKp06I/IOJIOI'I/I'ieCKOI71

nabopaTopuM KOHTPOJISI KauyecTBa CHIPS, IIPOM3BOACTBEHHOM  Cpenbl,
HaHOCTPYKTYPHPOBAaHHBIX  JICKAPCTBEHHBIX CPEACTB M  YIIAKOBOYHEBIX
MaTepuaIoB

HeoGxonumeie 3Hanna | OTpacieBble  CTaHAAPThl, TEXHHYECKAC YCIOBHS H  TEXHOJIOTHYECKas

AOKYMCHTallMsl Ha COCTaBbl H METOABI HOJYYCHHS HaHOCTPYKTYPHPOBAHHBIX
JICKapCTBCHHBIX CPCICTB

TpC6OBaHI/ISI 06]1161‘ OCYapCTBCHHBIX 3aKOHOHATCIBHBIX JOKYMCHTOB IIO
(bapMoxouen K pCaKTHBaM, NHUTATCIBHBIM Cpe€aaM, STAJIOHHBIM IITaMMaM,
KOHTPOJIbHBIM o6pa3uaM CBIpbS H MarTcpualaMm, 06pa3uaM AN H3YVYCHHA
cTaOMJIBHOCTH H APXHBHOI'O0 XpaHE€HHUA

dapmakoneiiHpie TpebOBaHMS K CHIPIO, MOJIYNPOAYKTaAM H  TOTOBHIM
HaHOCTPYKTYPHUPOBAHHBIM JIEKAPCTBEHHBIM CPEICTBAM

Co,uep)KaHne JAOKYMCHTOB O €JHHBIX IpHHIHNAX KU HOpaBHJIaAX o6pan1eHn;1
JIEKAPCTBEHHBIX CPEACTB JIsE MEIHIITHHCKOTO IPUMCHCHHS

Texnonorus TIIOJIYUYEHRNS HAHOCTPYKTYPHUPOBAHHEIX JJCKAPCTBEHHBIX CPEACTB

Meroast KOHTPOJISA MI/IKpOGI/IOHOI‘ HIE€CKOH YHCTOTHI CBIPb4, HpOPIBBOZ[CTBCHHOﬁ
Cpeabl, HAHOCTPYKTYPHPOBAHHEIX JICKAPDCTBCHHBIX CPECACTB H YIIAKOBOYHBIX

MaTepHaJIOB

Meroapt 06paboTKM Hay4HO-TeXHHYECKOM HMHGOPMANMM H  BEACHHS
JIOKYMEHTaIlH{

OcHOBBI  BeIieHHS JOKYMEHTAUMM: AaKThl, MPOTOKOJNEI HCCIICHAOBAHHIA,

AHAIATHYICCKHE OTYCTEI

TexHuueckuii aHrTUHACKHIA A3BIK B 061aCTH KauecTBa HAHOCTPYKTYPUPOBAHHBIX
JIEKapCTBEHHBIX CPEJICTB

TpeboBanus caHUTApHOTO peXHMa, OXpaHBI TpyAa, MOXKAPHOH O€30IaCHOCTH,
OXpaHBI OKpYKarollel cpe/ibl

Apyrue

XapaKTEpPHCTUKH

3.6. O600mennas Tpyaosas GyHKIHM

Oprauu3anms KOHTPOJIA Ka4ecTBa pH
IIPOMBIIIJICHHOM IIPOHU3BOJACTBC VYpoBeHb
HaumeHoBaHHe P P A Kon F p 7
HAaHOCTPYKTYPHUPOBaHHEIX JIEKAPCTBEHHBIX KBanuQUKaLUH
CpEeACTB
gﬁpcfﬁu C’;’::él;ﬂ“e OBOIi Opurunan X 3aMMCTBOBAHO W3
- TPyA P OpHrHHana
dynkupm
Kon PeructpauuoHHRI HOMEp
opurdHana  npogeccHOHaJILHOTO CTaHAApTa
Bo3moxHBIE Hauansank OTZI€J1a KOHTPOJII Ka4CCTBa
HaHMCHOBaHUA
JOJDKHOCTEH,
npodeccuit
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TpeboBanus k
06pa3zoBaHHIO U

Bricmee o6pazoBaHue — MarucTparypa, ClelHaIUTET

00ydJeHHIO

Tpe6orauus x onbity | He MeHee nsTu JieT paboThl Ha HHKEHEPHO-TEXHUYECKHX JHODKHOCTAX B 001acTH
MPaKTHYECKOM KOHTPOJIA KauecTBa (JapMalleBTHYECKOTO CHIPhS M JIEKaPCTBEHHEBIX CPEICTB
paboThI

Ocob6bie ycIIOBHA
Jionycka K pabore

IIpoxoxaeHne o6s3aTeFHBIX IPEABAPUTENBHEIX ([IPH NOCTYILUICHUH Ha paboTy)
U TIEPHOTUIECKUX MEAHUIIMHCKHX OCMOTPOB (0OcnenoBanmit), a Taloke
BHEOYEPEIHBIX MEAUIUHCKHAX OCMOTPOB (0bOcnenoBanmii) B mopsaxe,
YCTaHOBJICHHOM 3aKoHoAaTeNnbcTBOM Poccuiickoit denepannu

TIpoxoxieHre HHCTPYKTaXKa I10 OXpaHe TpyAa

Hpyrne

XapaKTEpUCTUKA

JlononHuTENBHBIE IPOPECCHOHATIBHEIE IIPOrPaMMBI — IPOrPaMMBI OBBIMICHUS
KBTH(HKANUH [0 MPOQUITO IEATENBHOCTH, YIACTHE B IUCTAHIMOHHBIX
00pazoBaTebHBIX TEXHONOTHAX, KOHIpeccax, KoH(pepeHIMAX, ocemeH e
HpO(MIGHBIX BHICTABOK M CEMHHAPOB

HOIIOJIHI/ITCJ'IBHHC XapaKTCPACTHKH!

HaumeHoBanue

HaumenoBanue 6a30B0it rpynmbl, ZOJDKHOCTH (Tipodeccun)

Kon
JOKyMEHTa WIH CHENHAIBHOCTH
OK3 1321 PykoBoauTenu noapasaenenus (ynpapisiome) B
o6pabaTpiBatomed NPOMBILIEHHOCTH
EKC - HauanpHHK MpOU3BOICTBEHHOM TabopaTopun (110 KOHTPOITIO
IIPOH3BOACTBA)
OKIIATP 44490 Havaneauk rpymnmst (6:opo), nabopaTopuu B cocTaBe
KOHCTPYKTOPCKOTO, TEXHOJIOTHIECKOT0, HCCIIEI0BATEBCKOTO,
Pac4eTHOrO, SKCIIEPHMEHTAIBHOTO U JPYTHX OCHOBHBIX
OTJEJIOB
44901 HavanbHHK caMOCTOSATENBHOrO OTAENa (1abopaTopHH)
(KOHCTPYKTOPCKOTO, HCCIIEAOBATENLCKOT0, PACYETHOTO,
SKCIIEPHMEHTAIILHOTO0)
OKCO 2.19.04.01 | buorexnomorus
2.28.04.03 | Harnomarepuaisl
2.28.04.04 | HanocHCTEMBI M HAHOMATEPHAJIBI
3.33.05.01 | ®apmaums

3.6.1. TpynoBas dpynkuun

YIIpaBIIeHI/Ie KOHTPOJIEM Kad€CTBa CHIPBS, v
. POBEHB
MAaTepHanoB, IPOU3BOACTBEHHOU CpC/bl
HaumeHoBaHHe p > P A PEZEL, Kon | F/01.7 (omypoBeHs) 7
HaHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX R —
CpEeICTB H YIIAaKOBOYHEIX MATCPHAJIOB
3aUMCTBOBAHO M3
I]poucxovncneﬂue Opurswan X
TpyaoBo# GyHKLHH OpUTHHANIA
Kon opuruHana  PerucrpaliHOHHBIN
HOMEp
npo¢eccHoHaIbHOrO
cTaHjapra

Tpynossle feiicTBUs

CoracoBaHHE M YTBEPXKAEHHE NPaBHI 0TOOpAa M TPAHCHOPTHPOBKH B (PH3HUKO-
XHMHYECKYIO B MHKPOGHOJIOTHYECKYIO JlabopaTopuH 1pob ChIphs, MaTepHAIIOB,
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IPOM3BOACTBEHHON Cpezibl, HAHOCTPYKTYPUPOBAHHEIX JIEKAPCTBEHHBIX CPEACTB U
YIaKOBOYHBIX MaTepHAJIOB

CornacoBaHHe M YTBEPXKACHHE METOOMK W HHCTPYKUHHA IO IPOBEACHHIO
KOHTpOJS KauecTBa NpoO CHIpbsS, MaTepHaNOB, HPOH3BOIACTBEHHOH Cpesl,
HAaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPECTB H YIIAKOBOYHEIX MATEPHAIIOB

CornacoBaHHe H yTBEpXKIeHHEe He0OX0AUMOro 060pyIOBaHHs H MATEPHATIOB JJIS
oT6opa W KOHTpOJIs KadecTBa NMpoG CHIPbs, MAaTepHajoB, MPOH3BOACTBEHHOM
cpensl, HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB M YIMAaKOBOYHBIX
MaTepHaIOB

CornacoBaHHe M YTBEP)KACHHE MODKHOCTHBIX MHCTPYKIHHA H KOJIHYECTBA
nepcoHasa GYU3NKO-XMMHYECKOH H MUKpOOHOJIOTHIECKOH j1abopaTopuit

CornacoBaHde H YTBEP)KIECHHE HOPM 3aTpaT TpPyAa Ha BHIIONHEHHE 0TOOpA,
TPAaHCIIOPTHPOBKM ¥  KOHTpONS KadecTBa mpo6  CHIpbS, MAaTepHaloB,
NPOM3BOACTBEHHON Cpebl, HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHEIX CPEACTB U
YIAKOBOYHBIX MAaTEpHAJIOB

YTBep)KJIeHI/Ie pe3yneTaToB  pacCICAOBAHHA CHIy4aeB, KOrJa peE3yJIbTaThl
(bPISI/IKO-XI/IMI/I‘IeCKI/IX H MI/IKp06HOJIOI‘I/I‘IeCKI/IX HCIIBITAHHH BBIXOIAT 3a IpEacinl
CHCHH(})HK&HI/IIII JJI1 HAHOCTPYKTYPHPOBAHHBIX JIEKADCTBCHHBIX CPEICTB

PaCCMOTpeHPIC U corfiacoBaHHE JIOTOBOPOB O Iiepera4de HACATEIBHOCTH IIO
MPOU3BOACTBY B KOHTPOJIO Ka4e€CTBa HAHOCTPYKTYPHPOBAHHBIX JICKApCTBCHHBIX
CpeNCTB JPYTHM OpraHu3alusM B CIIy4a€ OTCYTCTBHA BO3MOXXHOCTH IIPOU3BECTH
HCO6X0}1HM}’IO JREATCIIBHOCTh CBOMMH peCypCaMH

CornmacoBaHde H  yTBep)KAEHHE  HOpAAKa  KOHTPOJIA  IPEIMETHO-
KOJIMYECTBEHHOr0 Yy4eTa HapKOTH4ECKHX, NCHXOTPONHBIX BEMIECTB M HX
IIPEKYPCOPOB

Heobxoaumeie
yYMEHHSA

dopMmupoBaTE TPeOOBAHUA K KOHTPOJIO KAa4eCTBa ChIPhi, MaTepHalloB

> -
IPOU3BOJICTBEHHOM CpEJIbl, HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHBIX CPEACTB U
YIaKOBOYHBIX MaTepHaloB

0O606maTe ¥ OUEHHUBATH Pe3yIbTaTH KOHTPOJS Ka4eCTBa CHIPhbi, MAaTepHAaJIOB,
IIPOU3BOICTBEHHOMN CPEIbl, HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEACTB U
YTIaKOBOYHBIX MaTEpHaJIOB

PaCCManHBaTB PEKIaMaliu Ha rOTOBBLIC HaHOCTPYKTYPHPOBAHHBIC
JIEKapCTBCHHEIC CPEICTBA, BLIITYCKACMBIC oprannsauneifl

OcyIIIeCTBJIHTL CBA3b otacia KOHTPOJIsL KagecTBa c OCTaJIBHBIMH
noapa3gCcICHUAMU IPOU3BOACTBA

HeoGxoaumeie
3HAHHSA

OrpacneBble  CTAaHAApTHI, TEXHMYECKHE YCIOBMA M TEXHOJOrHdYecKas
HOKYMEHTaUus Ha COCTaBRI M METOABI NOJYYEHHs HaHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEICTB

Tpe6opanus OOMErOCYJapCTBEHHBIX 3aKOHOJATENBHBIX JOKYMEHTOB IO
dapMoKomen K peakTHBaM, NMTATEeJbHBIM CpefiaM, STaOHHBIM MITAMMaM,
KOHTPONBHEIM 00pasiiaM CHIpbS H MaTepHainaM, oOpasnam IS H3Yy4eHHS
CTaOMJIBHOCTH M aPXHMBHOTO XpaHCHHs

dapmakoneitibie TpeGoBaHMS K CHIPBIO, TOJNYNPOAYKTAM H  TOTOBBIM
HaHOCTPYKTYPHPOBAHHBIM JIEKAPCTBEHHBIM CPE/ICTBAM

COI[Cp)KaHPIC JOKYMEHTOB O €AHHBIX HNpHHOHNAX H nIpaBuiIax o6pame}m;1
JIEKapCTBEHHBIX CPEACTB Il MCAHITHHCKOIr'o TIPUMCHCHUSA

Texuudeckue TpCGOBaHI/Iﬂ K CHIpBIO, MaTrepHajaM, TEXHOJIOTHICCKHM H
TNIPpONU3BOJACTBCHHBIM cpcaaM, HaAHOCTPYKTYPHUPOBAHHBIM JICKAPCTBEHHBIM
CpeacTBaM H yIIaKOBOYTHBIM MarepuajiaMm

Texuwaeckue TpeOOBaHMS K PeaKTHBAaM, MaTepuanaM H OOOPYIOBAaHHIO UL
KOHTPOJIS KA4eCTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEJICTB

Texaonmorus IIPpON3BOACTBA HAHOCTPYKTYPHPOBAHHEIX JICKADCTBCHHBIX Cpe€acTB
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Bungel 1 ycnoBus (UM3HKO-XHMHYECKHX H MHKPOGHONOTHYECKHMX HCIBITaHMIA
CHIPbS, MATEPHAJIOB, NPOHM3BOACTBEHHOM Cpelbl, HAHOCTPYKTYPHPOBAHHEIX
JIEKapCTBEHHBIX CPEACTB M YIIAKOBOYHBIX MATEPHAJIOB

ITpaBuna pa6oTs! ¢ 060pyROBaHHEM M MaTepuaiaMd IS TPOBENEeHHs (HHIHKO-
XMMHYECKHX M MHKDOOHOJOTHYECKMX WCHBITAHMH CHIPBS, MAaTepHAOB,
NPOH3BOICTBEHHOH CpeJibl, HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEACTB H
YIIaKOBOYHBIX MaTEPHAJIOB

Texnudeckne BO3MOKHOCTH (H3UKO-XHMHYECKOH H MHKPOOHOJIOrHYECKOi
naGopaTopuii KOHTPONS KadecTBa CHIPhS, MAaTEPHATIOB, IPOH3BOACTBEHHOM
Cpelbl, HaHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEACTB M YIAaKOBOYHBIX
MaTepHajioB

Tpynosoe 3axoHomarenscTBo Poccuiickoit ®Penepanuu, opraHM3aldM Tpyaa,
MIPOM3BOJICTBA H YIIPABJICHUS

HpaBmIa HOBCACHUS NICPCOHANIA B YHCTHIX ITOMCIICHHASX

TexHuuecknit aHITTHACKAH SA3BIK B 001aCTH KavyecTBa HAHOCTPYKTYPHPOBAHHEIX
JIEKapCTBEHHBIX CpEACTB HAa YpPOBHE UTCHHS H IIOHHMAHHA TEKCTOBEIX
JIOKYMEHTOB

TpeboBaHud caHWTapHOIO peXHMa, OXpaHbl TPYHAa, MMOXapHON 6Ge30macHOCTH,
OXpaHbl OKPYXKaloIeH cpebl

OCHOBEI 3KOHOMUKH

IIpaBusa BHYTpEHHETO TPYAOBOIO paclopsiika

Apyrue

XapaKTepHCTHKH

3.6.2. TpynoBan ¢pynkuus

OnobpeHne WM OTKIOHEHHE HCXOIHOTO v
POBEHb

HaumeHoBaHue CHIPBA, MATCPHATIOR, Kon F/02.7 (moaypoBeHs) 7

HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX P ——

CPECTB ¥ YIIAKOBOYHBIX MATEPHUAIIOB
IIpoucxoxacHue Opurman X 3aMMCTBOBaHO H3
TpyAOBOH GyHKIHM opuruHana

Kog, PeructpauroHHBIH
OpHUIrHHaa HOMep
npodeccHoHaNnbEHOrO
CTaHjaapTa

Tp}’JIOBBIe JelcTBU CornacoBanue u YTBEPXKACHHAEC aCCOPTHMCHTAa H HOPM pacXxola p€akKTHBOB H

MaTepualioB JUIs  KOHTpOJNs  KadecTBa Ipo6  CHIpbS, MaTepHAJIOB,
HaHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX CPEACTB M YIAaKOBOYHBIX MATEPHAJIOB

CornacoBaHHe accOpTUMEHTa ChIpbS H YIIAKOBOYHBIX MATEPHAIOB LA
HPOU3BOCTBA HAHOCTPYKTYPHPOBAHHLIX JICKAPCTBEHHBIX CPEICTR

CormacoBaHne W YTBepXKIEHHE METOAMK M HMHCTPYKUMii 1O BHIOOpY
aCCOPTHMEHTA CBHIPbS, MAaTE€PHAJIOB, HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX
CpPEJICTB ¥ YIIaKOBOYHBIX MaTEPHAJIOB

YT1BepKICHHE MepeyHs obpas3nos CBIPbB, MAaTepHaoB,
HaHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHEBIX CPEICTB U YIIAKOBOYHAIX MaTepHaIoB
I KOHTPOJs KadecTBa B (DM3MKO-XHMHUYECKOH M MHKPOOHOJIOTHYECKOH
sabopaTopusix

VTBepKIeHHe CTpaTermH AEHCTBHA B Ciydae, KOrga pe3ylbTaThl (HH3HKO-
XHMHUYECKOT0 U MUKPOOHOIOTHYECKOTO KOHTPOJIS KA9eCTBA CHIPhS, MaTEPUAJIOB,
HAHOCTPYKTYPHPOBAaHHEBIX JIEKAPCTBEHHBIX CPEICTB M YNIAaKOBOYHBIX MaTepHUaIoB
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BBIXOAAT 3a TIpefensl choenupHKauMu IS  HAHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPEICTB

CornmacoBanne H  YTBEpXKACHHE  NOpAAKAa  KOHTPOJIA  MpeaMeTHO-
KOJIMYECTBEHHOIO YydYeTa HapKOTHYECKHX, IICHXOTPONHBIX BENIECTB M HX
IIPEKYPCOPOB

VTBepXKACHUE CONCpKAHUS MEPHOJUYECKHX 0030pPOB KAadecTBA BEHIMYCKAaeMBIX
HAHOCTPYKTYPHPOBAHHEBIX JIEKaPCTBEHHBIX CPEACTB

Heobxoxumere
yMeHus

BI:I6I/IpaTI> PCaKTHBHI H MaT€pHaJbl A KOHTPOJIA Ka4deCTBa
HAaHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHBIX CPEACTB

Bribupath ceHIppe M YNAKOBOYHBIE MaTepHalbl U1l IIPOM3BOACTBA
HAaHOCTPYKTYPHpPOBaHHHIX JIEKAPCTBEHHBIX CPEACTB

OneHnBath pe3ynbTaThl H 3KOHOMHYECKH#H 3¢ PeKT BEIOOpa CHIPhI U MaTCPHAJIOB
IUIs  TPOM3BOACTBA W  KOHTPONSA KayecTBa HAHOCTPYKTYPHPOBaHHEIX
JIEKapPCTBEHHBIX CPEJICTB

CocTaBniaTs PEKIIaMallid Ha HCXOMAHOC CBIPEE, MATCPHAIBI H YIIAKOBKY,
3aKymiacMbi€ opranmauneﬁ

OC)’IIICCTBJISITL CBA3b oTAacia KOHTPOJIA Ka4yeCTBa Cc OCTAJIbHBIMH
noapas/icJICHAAIMA NPOHU3BOJACTBA

Heob6xoaumele
3HAHUA

OTpaCJIeBBIe CTaHOapTHI, TEXHHYCCKHC YCIIOBHA M TEXHOJOTHYCCKAsA
JOKYMCHTAallHsI Ha COCTaBBl H MCTOJZBI NOJYYCHHSA HAHOCTPYKTYPHPOBAHHBIX
JICKAPCTBCHHELIX CPCACTB

TpeboBanus o0OmMErocynapCTBEHHBIX 3aKOHOAATENBHBIX JOKYMEHTOB IIO
¢dapMokonieM K peakTHBaM, IHTaTEJbHBIM CpEJaM, STAJIOHHBEIM IITaMMaM,
KOHTPOJIFHEIM oOpa3liaM chIpbi W MaTepHanaM, oOpa3nmam s H3Y4eHHs
CTaOMJIBHOCTH H apXHBHOTO XpaHEHUS

dapMmakoneiinsie TpeGoBaHMS K CHIPbIO, IOJNYHPOOYKTaM M TOTOBBIM
HaHOCTPYKTYPHPOBAHHBIM JIEKAPCTBEHHBIM CPEACTBAM

Conep)xalme JAOKYMEHTOB O CAHWHBIX IMPHUHIMIIAX H IIpaBHJIaX oﬁpamermﬂ
JICKapCTBCHHBIX CPEACTB IJI1 MEANLHUHCKOIO IPDHMEHCHHS

Texuuueckue TpeOOBaHHA K CHIPbIO, MaTepHallaM, HaHOCTPYKTYpPHpPOBAHHBIM
JICKapCTBEHHBIM CPEJCTBaM M YIIaKOBOYHEIM MaTepHaaM

OcHOBBI MpPOHM3BOACTBA M KOHTPOJA KadecTBa HAHOCTPYKTYypPHPOBAaHHBIX
JIEKApPCTBEHHBIX CPEJICTB

ITopsaox odopmieHHA, COrJIaCOBAaHMA M YTBEP)KICHUA TOKYMEHTalMM H
OTYETHOCTH 11 () KOHTPOJIO KavecTBa CBIPBS, MaTepHaos,
HAHOCTPYKTYPHUPOBAHHHIX JIEKAPCTBEHHBIX CPEJICTB M YIIAKOBOYHBIX MAaTEPHAJIOB

HepCHeKTHBH TCXHHYECKOIO  pPasBHTUA  OpraHM3anili H  OTpacjiH IIO
IPOU3BOACTBY HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHLIX CPECTB

Texuudeckuii aHrHHCKHIA S3bIK B 0671aCTH KadecTBa HAHOCTPYKTYPHPOBAaHHBIX
JIEKapCTBEHHBIX CPEACTB

TpeGoBaHMs CAaHHTApPHOTO peXHUMa, OXpaHBI TPyAa, NOXKapHOH 6e30MacHOCTH,
OXpaHbl OKpY)KalomeH cpeIsl

Apyrue

XapaKTCPHCTHKH
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3.6.3. TpynoBan pynkuns

O6ecneuenue npoBeeHUs KBaTupUKaLNY,
obciTyXuBaHust 000PYAOBaHMS U
BaJIMJALHHY METOIUK KOHTPOJIA KadecTBa VposeHs

HauMeHoBaHHe CBIPbsi, MATEPHAJIOB, IIPON3BOICTBEHHOM Kon F/03.7 (osypoBeHD) 7

Cpe/ibl, HAaHOCTPYKTYPUPOBaHHEIX KBanupukaunm
JIEKapCTBEHHEBIX CPEJICTB M YNAKOBOYHBIX
MaTepHaIoB

Ilpouncxoxnaenue
Tpynosol GyHKIMH

3auMCTBOBaHO U3

Opurunan
P X OpHTHHaNa

Kon PeructpauuonHbiit HOMep
OpHTUHaANA npodecCUOHATBHOTO
CTaHgapTa

TpynoBele AcHCTBHSA

Omnpexnenenne noTpeOHOCTH B BepH(PHKAIHU U 0OCITy)KHBaHHH 0O0OpYAOBaHUA U
U3MCPUTENBHBIX  NpUOOpOB, INpHMEHAEMBIX IHpH  KOHTpOJE  KadecTBa
HAHOCTPYKTYpPHPOBAHHBIX JICKAPCTBEHHEIX CPEACTB, HX IUIAHUPOBAHHE

CorymacoBaHHe M  YTBEp)KACHHE WMHCTPYKILHMI M METOAHK TEKYyIIEro
o0cnyKuBaHUS 000pYNOBaHHA H H3MEPHTENFHBIX MPHOOPOB, MPUMEHIEMEBIX [IPH
KOHTPOJIC Ka9eCTBA HAHOCTPYKTYPHPOBAHHBIX JIEKaPCTBEHHBIX CPEACTB

CornacoBaHue YTBEPXKACHHE METOOUK M PE3YINLTATOB BalIHAAIIUA METOAHK
KOHTPOJII Ka4€CTBa PEAKTUBOB, CHIPbSI, MATCPHUAJIOB, IIpOPI3BOIlCTBCHHOf;I CpE€aknl,
HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBCHHEIX CPCACTB U YIIAKOBOYHBIX MAaTCPHAJIOB

Heo6xooumMmele
yMeHHs

OpraHu3oBBIBATD  MEPONPHATHA 1O  BepUPHMKALMH,  TEXHHYECKOMY
00CIIy)KMBaHHIO, IIOBEpKE H aTTECTAllHH HMCIBITATEILHOIO 1abopaTopHOro
000pyIOBaHUA W H3MEPUTENBHBIX MPUOOPOB, NPHMEHAEMBIX IPH KOHTPOJE
KadecTBa CHIpbA, MaTepHaloB, NPOH3BOACTBEHHOH cpels,
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB M YIIAKOBOUHBIX MaTEPHAJIOB

0600maTh ¥ OLIEHUBATH Pe3yJbTATHl BaJIMAAlMH METOAHK KOHTpPONS Ka4yecTBa
PEaKTHBOB, CHIpBS, MaTepUasoB, IIPOM3BOACTBEHHOM Cpensl,
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEBIX CPE/ICTB M YITAKOBOYHBIX MAaTEPHAJIOB

OCYI].ICCTBJIS[TL 06paTH}’lO CBA3b OTACJIa KOHTPOJIA Ka4veCTBa € OCTAJIbHBIMH
IOAPA3ACIICHUAMH IIPOU3BO/ICTBA

Heob6xoaumsie
SHaHUSA

OTpaciieBBle  CTaHAAPTHI, TEXHHYECKME YCIOBHA M  TEXHOIOTMYECKas
JOKYMEHTAIlMs Ha COCTaBHl H METOABI MOJydeHHS HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHEBIX CPEJICTB ‘

TpeGoBanmst OOLIErOCYJapCTBEHHBIX 3aKOHOAATENBHBIX JOKYMEHTOB IO
dapmokomeM K peakTHBaM, NHTaTENbHBIM CpefaM, STAIOHHEIM IITaMMaM,
KOHTPOJILHBIM o0pa3sliaM CBHIppS M MarepuanaM, obpasuaM Ui HM3yYeHHs
CTaOMJIBHOCTH M apXHUBHOI'O XpAHEHUS

(dapmakoreiiipie Tpe6OBaHMA K CHIPbIO, TONYIPOAYKTAaM M TOTOBBIM
HAHOCTPYKTYPHUPOBAaHHBIM JIEKAPCTBEHHBIM CPEICTBAM

ConepxaHHe OKYMEHTOB O €INMHBIX INPHHIMIIAX M IpaBmiax obpameHus
JIEKapCTBCHHEIX CPEACTB AN MEJAMIIMHCKOrO IPHMEHEHHS

Texaumaeckue Tpe60BaHPIS[ K CBIppIO, MaTepHalaM, TCXHOJIOTHMYCCKHM H
IIPOU3BOACTBEHHBIM cpe€ram, HaAHOCTPYKTYPHAPOBaHHBIM JICKapCTBEHHBIM
CpeACTBaM M YIIAaKOBOYHBIM MaT€pHallaM

OCHOBHI TIpOHU3BOJICTBA H KOHTPOJA Ka4deCTBa HAHOCTPYKTYPHPOBAHHBIX
JICKapCTBEHHBIX CPENICTB

OcHOBH BaJIIJAllUN METOHVK KOHTpPOJIA Ka4eCTBa HaHOCTPYKTYPHPOBaHHBIX
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JIeKapCTBEHHBIX CPEJCTB

Iopsimox odopMieHHs, COrTacOBaHUS W YTBEPKICHHS MOKYMCHTalUH H
OTYETHOCTH

IlepcrieKTHBBI TEXHHYECKOTO PAa3BUTHS OPraHH3ALHM M OTPACIH H ONpeAc/ICHHE
SKOHOMHMYECKOH  3¢¢eKTHBHOCTH  pa3pabOTOK  HAHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPEJICTB

TexHu4eckmii aHIHHCKHIA A3BIK B 00JIACTH Ka4eCTBAa HAHOCTPYKTYPHPOBAHHEBIX
JIEKapCTBEHHEBIX CPEJICTB

Tpe6oBaHHsA CaAaHUTApHOrO pEXUMa, OXpaHBI TpyHa, MOXKapHOH 6e€30IacHOCTH,
OXpaHB! OKpY)KalomeH cpeibl

Hpyrue

XapaKTEePHUCTHKH

3.6.4. Tpyaosas ¢pyHKxnun

PazpaboTrka MeponpusTHii o

TEXHUYECKOMY IIEPEBOOPYIKECHHIO, VposeHb
HaumeHoBaHue PEKOHCTpYKIUH IabopaTopuii KOHTPOIIA Kon | F/04.7 (mozypoBeHs) 7
Ka4eCTBa HAHOCTPYKTYPHUPOBAHHBIX KBaTHuKauuK

JICKapCTBCHHBIX CPEIACTB

[poucxoxaeuune
TpynoBoi GyHKUMH

3auMCTBOBAHO H3

Opurunan X
OpMruHasa
Kon PeructpanuoHHeiii HoMep
OpMrHHaIa npodeccuoHanbHOro
cTaHIapTa

TpynoBbie AeHCTBHS

Opranu3anisi  HayYHO-TEXHHYECKOH  IIOATOTOBKM K  NPHOOPETECHHIO
COBPEMEHHOTO IMPOGOOTOMPAIONMIEr0 M aHAJIMTHYECKOTO O00OpyIOBaHMS IS
KOHTPOJIS Ka4€CTBa HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

CornacoBaHue nepeqHs MproOpeTaeMoro COBpeMEHHOTo IpoOooTOHparoIero 1
AHATATAYECKOTO obopyznoBaHus bio) b KOHTpOIIA KaJecTBa
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX CPEACTB

Opranmaunﬂ Hay"IHO-TCXHI/I‘ICCKOﬁ IMOATrOTOBKH K PEKOHCTPYKIIHH
J1a6opaTopme H COIYTCTBYIOIIHUX NOMEIEHUA IS KOHTPOJIA Ka4ye€CTBa
HAaHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHEIX CPEACTB

CornacoBanue mepeyHs pabOT 1O PEKOHCTPYKIHMH JIa0OpAaTOPHBIX H
COIYTCTBYIOIHX IIOMEIIEHHI I KOHTPOJIA Ka4ecTBAa HAHOCTPYKTYPHPOBAHHBIX
JIEKapPCTBEHHBIX CPEJICTB

Heobxoaumele
yMEHHS

Opranu30BBIBATh Hay9HO-TEXHUYECKHE paGoThl MO HoxGOpy 06OpyAOBaHMS H
H3MEPHUTENBHEIX TMPHOOPOB U KOHTPOJIA KadeCTBA HAHOCTPYKTYPHPOBAHHEBIX
JIEKapCTBEHHBIX CPEACTB

OuenuBath H 0000maTh TpeOOBaHHA OTAeNa KOHTPOJIA KadecTBa K
PEKOHCTPYKLIMH H paboTe mabOpaTOpHBIX MOMEMEHHH KOHTPOJsS KadecTsa
CHIPbsi ¥ HAHOCTPYKTYPUPOBAaHHBIX JIEKAPCTBEHHBIX CPEICTB

KOHTpOMpOBaTh HAMAIHE JOKYMEHTAIUH, CBA3aHHON C IepeoOOpyAOBaHHEM U
PEKOHCTPYKIHEH (U3NKO-XHMHAYECKHX M MHKPOOGHONOTHUECKHX 1abopaTOpHii
KOHTPOJIsI KAY€CTBA CHIPhsl ¥ HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHLIX CPEACTB

OcyI.I[CCTBJIHTB o6paTHyro CBi3b OTACIIA KOHTpOJII Ka4ieCTBa € OCTAJIbHBIMH
noapasfciCHAAMHA IPOU3BOJICTBA

Heobxomumele
3HAHUA

OTpaCJICBBIe CTaHaapTHl, TCXHHYCCKHC YCJIOBUA B  TCXHOJIOTHYCCKaAs
JOKYMEHTallud Ha COCTaBbl M METOABI IIONyYEeHHs HaHOCTPYKTYPHPOBAHHBIX
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JIEKAPCTBEHHBIX CPCACTB

TpeboBanusa ob6mierocynapcTBEHHEIX 3aKOHOAATENBHBIX JHOKYMEHTOB IO
dapMoKonen K peakTUBaM, INHTaTeJBHEIM CpelaM, STAJOHHEIM INTaMMaM,
KOHTPOJILHEIM 00pa3nam CHIpbS H MaTepHaiaM, oOpa3uaM Ui H3YYeHHS
CTaOMIIBHOCTH M apXMBHOTO XpaHEHHS

Qapmakoneiinple TpeOOBaHMSA K CHIPbIO, IONYNPOAYKTaM H TOTOBEIM
HaHOCTPYKTYPHPOBAHHBIM JIEKAPCTBEHHBIM CPEJCTBaM

Coz[epxcaﬂne AOKYMEHTOB O CAWHBIX IPHHIOHUIIAX H IIpaBHIax o6pameHI/m
JEKApPCTBEHHBIX CPEACTB Ul MCAHIIHHCKOI'O MPHMCHCHHSA

Texnnyeckue Tpe60BaHH5[ K pCaKTHBaM, MaTCpHallaM, CBIPBIO, IIOIYNIPOAYKTaM U
TOTOBBHIM HAHOCTPYKTYPHAPOBAHHLIM JICKADCTBECHHELIM CPEACTBaM

OCHOBHI TIIPOHU3BOACTBA M KOHTPOJII KadeCTBa HAHOCTPYKTYPHPOBAHHBIX
JICKapCTBCHHLIX CPCACTB

OcobeHHOCTH 3KCIUTyaTallil KOHTPOJIBHO-aHAJIMTHIECKOTO 000pYHMOBaHHSA UL
HOPOBECHHUS DSKCIIEPUMEHTANBHBIX HCCIENOBaHUM HAHOCTPYKTYPHPOBAHHEIX
JIEKapCTBEHHBIX CPEICTB

Texnnueckne BO3MOXHOCTH (PHBHKO-XHMHYECKOH H MHKPOOHOJIOrHYECKOH
nabopaTopuii KOHTpPONS KadeCTBAa HAHOCTPYKTYPHPOBAHHHIX JIEKapCTBEHHBIX
CpeJCTB

TpeboBanus k mnepcoHaTy (GH3UKO-XMMHYECKHX H MHKPOOHONOTHYECKHX
nabopaTopuifi KOHTPONA KadeCcTBa CHIPb M  HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEJICTB

IMopsimox o¢dopMIIEHHUS, COTTIACOBAaHHS W YTBEPXKACHHS JIOKYMEHTAlHH M
OTYETHOCTH

INepcnekTHBE TEXHUYECKOTO Pa3BUTHSA OPTraHH3alMK U OTPAaCiId U OLpeC/ICHHE
SKOHOMHMYECKOH  3((peKTHBHOCTH  pa3paboTOK  HAHOCTPYKTYPHPOBAHHEBIX
JIEKApCTBEHHBIX CPE/ICTB

HpaBpma NOBECACHHS IIEPCOHATIA B YUCTHIX [IOMCIICHHAX

Texnuueckuit aHrIMiCKHi A3BIK B 00JIaCTH Ka4ecTBa HAHOCTPYKTYPHPOBAaHHBIX
JEKapCTBEHHBIX CPEACTB

TpeboBaHusa caHMTapHOrO peXXHMa, OXpaHBI TpyZa, HOXKapHOU 6e30IIacHOCTH,
OXpaHHI OKpyKalomiei cpeipl

Hpyrue

XapaKTCPUCTHKH

IV. CBeaenus 06 opraHu3anusix — pa3padoT4HKax NpohecCHOHAJBLHOTO CTAHAAPTA

4.1. OTBeTCTBEeHHAS OPraHH3ANHA-Pa3pabOTIHK

®ona uHpacTpykTypHBIX M 06pa3oBareasHbIX nporpamm (POCHAHO), ropon Mocksa

[eHepaIbHEIH JUPEKTOP

Ceunapenko Anapeii I'eHHagpeBHY

4.2, HanMeHOBaHHS OpraHn3anuii-pa3paboTynkos

1 AHO «HanmonaibHOe areHTCTBO pa3sBUTHA KBaMpHKammii», ropox Mocksa
2 | 3A0 «MHCcTHTYT hapMalleBTHYECKHX TeXHOJOTHi», ropog Mocksa
3 | MHCTHTYT TOHKHMX XHMHYECKHX TexHoJorui umeHu M. B. Jlomonocosa ®I'BOY BO «MHUPIA —

Poccuiickuii TexHOJOTHYECKHN YHUBEPCHTETY, ropox Mocksa

4  OAO «Tarxumpapmnpenapatsny, ropon Kasans, Pecriybmuxa TaTapcran

5 000 «<HAHOJIEK», ropox Mocksa
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6 00O «Hanodapma JleBenonmenty, ropoxa Kazans, Peciy6uka Tarapcran

7 | 00O Hayuno-nmpou3BoacTBeHHas ¢pupMa «Matepna Meanka Xongusary ($puman), ropoa
YensOunck

o0

OOP «Poccuiickuii cO103 MPOMBIILICHHUKOB M IIpeATpHHUMATENE#», ropoa Mocksa

9 O@I'BY «Bcepoccuiickuii HayIHO-HCCIEAOBATENbCKHH HHCTUTYT TpyJa» MHHHCTEpCTBA TpyAa U
conranbHO# 3amuThl Poccuiickoit ®enepamun, ropog Mocksa

! Obmepoccuiickuii knaccuuxaTop 3aHATHIL.

2 O6mepoccuitckuil KaccHpHuKaTop BUIOB SKOHOMHIECKOR HEATSIEHOCTH.

* Mpuxas Munsapasconpaseutis Poccnu ot 12 anpens 2011 r. Ne 302u «O6 yTBepXaeHHH nepedyHel BPEAHBIX M (WIH)
ONAcHBIX MPOH3BOACTBEHHBIX aKTOPOB H paboT, MPH BHINONTHEHUH KOTOPHIX MPOBOJATCA 00A3aTENbHbIE NPeABaApUTENbHEIE H
nepHoIHUecKHe MEHHLHHCKHE ocMOTpH (o6cnenmoBaHus), W Ilopsaka mpoBeneHHs OOA3aTENLHHIX IpPEIBAPHTENBHBIX H
MePHOTHYECKHX MEeIUIMHCKHX OocMOTpoB (ofcnenoBaHuif) paGOTHMKOB, 3aHATHIX Ha TKeNsX paGoTax W Ha paborax c
BpPEAHBIMM H (WIIM) ONACHBIMH YCIOBMAMHM Tpyha» (3apeructpupoBaH MuHioctoM Poccuu 21 okxtabps 2011 r.,
perucTpanioHHblii Ne 22111), ¢ u3MeHEeHHs MU, BHeCEHHBIMM NipHkazamu Munznpasa Poccun ot 15 Mas 2013 r. Ne 296u
(3apeructpupoBad MuHioctoM Poccnu 3 mions 2013 1., peructpaumonnsiii Ne 28970) u ot 5 pexaGpa 2014 r. Ne 801H
(3apernctpupoBaH MuHioctom Poccum 3 despans 2015 r., peructpaunoHHeiit Ne 35848), npuxasom Munipyna Poccuu,
Munzgpasa Poccun ot 6 ¢espans 2018 r. Ne 62n/49H (3apeructpmpoBan Musiocrom Poccuum 2 mapra 2018 r.,
peructpauroHHbI Ne 50237).

4 Ilpuka3s Pocrexnansopa ot 29 suBapsa 2007 r. Ne 37 «O nopsake NoAroToBKH M aTTecTalyM pabOTHMKOB OpraHM3aLiuii,
noanag3opHbix depepanbHoli ciyx6e Mo 3KOIOrMYECKOMY, TEXHONOTHYECKOMY U aTOMHOMY Hal30py» (3apericTpHpoBaH
Mumnroctom Poccuu 22 mMapta 2007 1., peructpauuonHblii Ne 9133), ¢ u3sMeHeHnsMM, BHECEHHBIMH NpukazaMu Poctexnanasopa
or 5 mona 2007 r. Ne 450 (3apeructpuposan MuniocroM Poccun 23 wmions 2007 r., perucrpanmoHHelii Ne 9881),
ot 27 asrycra 2010 r. Ne 823 (sapeructpupoBan Muniocrom Poccun 7 centabpsa 2010 r., perucrpaumoHHslit Ne 18370),
oT 15 nekaGpa 2011 r. Ne 714 (3apeructpupoBaH MunioctoM Poccuu 8 despana 2012 r., peructpaumonssiii Ne 23166),
or 19 mexabpa 2012 r. Ne 739 (zaperucrpupoBan Muxioctom Poccun 5 anpems 2013 r., peructpaudonHsiit Ne 28002),
oT 6 mekabps 2013 r. Ne 591 (3apeructpupoBan MunioctoM Poccum 14 mapra 2014 r., peructpauuoHHbif Ne 31601),
ot 30 mrons 2015 r. Ne 251 (3aperucrpuposad MunioctoM Poccun 27 mions 2015 r., peructpaunoHHsiii Ne 38208).

3 EnuHbif KBaM(pHKALVOHHBIH CHPaBOYHHAK AOKHOCTENH PYKOBOAUTEIICH, CICLHATHUCTOB M CITyKalllHX.

§ O6wepoccuiickuii knaccudukarop npodeccuii paGounx, NOMKHOCTeH CTyKAMMX U TapHPHEIX paspAIoB.

7 O6mepoccuiickuit KnaccHUKaTOp CrieUManbHOCTei 110 06paoBaHHIO.




