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III. XapakTeprcTHKa 06001eHHBIX TPYAOBBLIX PYHKIHH

3.1. O6o0mennan TpyaoBas GpyHKIHSA

IIpoBenenue or6opa pod U CTaHAAPTHEIX
HaumeHoBaHMe Ja60paTOPHBIX HUCCIECIOBAHUMN Kon A VposeHb 4
HaHOCTPYKTYPHPOBaHHBIX JICKapCTBCHHBIX KBaJ'IPl(l)I/IKauPIH
CpEACTB
IIpoucxoxacHue
o6o6uennoii Tpynosoit | Opurmnan X 3auMcTBOBaHO M3 OpUIMHANA
dyHKIMI
Kon PernctpautoHHBIH
OpHMIrUHaNA HOMeEp
ripodeccHOHANBHOrO
cTaHzaprta
Bo3moxHsIE JIaGopanT-uccieoBaTenn
HAaUMCHOBaHUA TCXHHK-JIa60paHT
JOJDKHOCTEH,
npodeccuii

TpeboBanus k
06pa3oBaHUIO H
00y4eHHIO

CpenHee HpO(i)CCCI/IOHaJ'IBHOC 06pa3013aHne — IpOorpaMMpl HOATOTOBKH CIENIHATTHCTOB
CpE€aHEro 3e€Ha

TpeGoBanus k
OIBITY

MPaKTHYECKOH
paboTHI
Ocobrie TIpoxoxaenue o6A3aTeNIbHBIX IPeABAPHTEBHEIX (IIPH MOCTYTUIEHHH Ha paboTy) U
YCIOBHS IIEPHOANYECKAX METUIMHCKHX OCMOTPOB (06Cie10BaHui), a TAKXXE BHEOIEPEAHBIX
JOIyCKa K MEIULHHCKIX OCMOTPOB (00ciie1oBaHMi) B MOPSIKE, YCTAHOBICHHOM
pabote 3aKOHOATEJILCTBOM Poccuiickoi d)ez[epaunn3

ITpoxoxaeHne HHCTPYKTaXa [0 OXpaHe Tpyaa
Hpyrue JHomnonaurenbHoe npodeccHoHanbHoe 00pa3oBaHue — MPOTrPaMMBbI TIOBBIIICHHS
XapaKTEPUCTHKA | KBATH(UKAIHH 10 IPOPUITIO AESITENbHOCTH

I[OHOJIHI/ITCJIBHBIG XapaKTepHUCTUKH:

HaumeHnoBanue Koxn HanMeHOBaHKE 6230BOi IPyYIIIBL, JOJDKHOCTH (Ipodeccun) Hin
JOKYMEHTa CHEHAILHOCTH

0OK3 3116 TeXHUKHA B XUMHUIECKOM NIPOU3BOACTBE

EKC’ - Texuuk -mabopaHt

OKIIATP® 23696 JlabopaHT-KcciIeq0BaTeNb (B 061aCTH XMMHH)
26999 Texuuk-mabopant

OKCO'’ 2.18.02.01 AHanuTHYECKHil KOHTPOJIb Ka4eCTBa XMMAYECKHX COCIMHEHHA
2.18.02.06 | Xummueckas TEXHOJIOIH OPraHHYECKHX BEIIECTB
3.33.02.01 | ®apmanusd




3.1.1. TpynoBas ¢pynkuus

HaumenoBanne

Ot6op u TpaHCIOPTUPOBKA IIP0OO
CHIPBSI, MaTEpHAIOB U TOTOBBIX
HAHOCTPYKTYPUPOBAHHBIX
JIEKapCTBEHHBIX CPEICTB AJIA
KOHTPOJISI Ka4eCTBa U
CTabMJIBHOCTH COTJIACHO

Kon

A/01.4

VY pOoBeHb
(nomypoBeHb)
KBaTuUKaLUuu

HHCTPYKLHAM

ITpoucxoxaeHue
TpyHoBoi GyHKIMH

X 3aHMMCTBOBAHO U3

Opwurunan
OpUruHana

Kon PeructpaunoHHELH HOMEp
OpUTHHana npoecCHOHANBHOTO
cTaHIapTa

Tpynoseie
JeUCTBH

[TonroroBka mabopatopHO# mocyas! aist oT6opa mpob CHIPbS, MPOM3BOIACTBEHHOM
cpeabl, HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBHIX CPEACTB M YIAKOBOYHBIX
MaTepHaJIOB COTJIACHO HHCTPYKLIMIM

IMoaroroBka o6opynoBanus aisi oTO0opa mMpoO CHIPhS, IIPOU3BOACTBEHHON CpENbI,
HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEICTB H YINAKOBOYHBIX MaTEpHUAJIOB
COTJIACHO HHCTPYKIUSAM

Brinonnenue orbopa mpob CBIPbS, MIPOM3BOJICTBEHHOM Cpepl,
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEINCTB M YHNAKOBOYHBIX MAaTEPHAIOB
COTJIACHO HHCTPYKIHSIM

TpancnopTupoBka npob CBIpbA, IIPOU3BOACTBECHHOM cpenel,
HaHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB M YIAKOBOYHHIX MATEPHAIIOB B
(U3UKO-XUMHYECKYI0 M MHKpPOOHOJIOTHYECKYIO 1abopaTOpHH B COOTBETCTBUHU C
HPOU3BOICTBEHHBIMH TPeOOBaHUAMHU

Brmmonnenue MapKHpPOBKH Hp06 CBIpbA, TCXHOJIOTHYECCKHUX H IPOU3BOACTBCHHBIX
Cpe€l, HaHOCTPYKTYPHPOBAaHHBIX JICKAPCTBCHHBIX CPEACTB H  YHNAKOBOYHBIX
MaTC¢pUajioB B COOTBETCTBHU C HHCTPYKHHCﬁ

Brinonnenue pa3Beckd npod CHIPBS, MONYMPOAYKTOB U HAHOCTPYKTYPHUPOBAaHHBIX
JIEKapCTBEHHBIX CPEACTB Ui TPOBENCHHMsS KOHTPON KadecTBa Mo (u3MKo-
XHMHYECKHM H MUKPOOHOIOTMYECKUM ITOKA3aTeJIsIM

PasMemenne mpo0 CHIpBS, MPOH3BOJCTBEHHON CpeAbl U HAaHOCTPYKTYPHPOBAHHBIX
JIeKapCTBEHHBIX CPEACTB HAa XpaHCHHE COIJAaCHO MHCTPYKIMH B  Clydae
HEBO3MOXXHOCTH IIPOBEIEHHS J1abOpaTOpHOrO aHajiu3a HEMENUICHHO H I
JIOJITOBPEMEHHOM OIIEHK! CTAOMIIEHOCTH

Heob6xonmumzre
YMEHUS

ITpoM3BOMUTE OYHCTKY M TOATOTOBKY JIaOOpaTOpHOH Mocyasl A otbopa mpob
CHIpBS, IPOM3BOJCTBEHHON Cpelsl M HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX
CpelCTB

ITpoM3BOAUTE OYMCTKY M MOATOTOBKY CPEACTB M3MepeHHUit 11 orbopa mpob CHIphs,
IPOM3BOICTBEHHOM Cpeibl H HAHOCTPYKTYPHPOBAHHBIX JEKaPCTBEHHbIX CPEACTB

PaGorarts ¢ obopynoBanueM st 0T60pa 1mpob CHIpbs, MPOU3BOJACTBEHHOM CPEIBl H
HAHOCTPYKTYPUPOBAHHKIX JIEKAPCTBEHHBIX CPEICTB COITIACHO HHCTPYKLHUAM

O6GecrieynBaTh COXPaHHOCTH OTOOPAHHBIX P06 CBHIPHs, MPOU3BOJACTBEHHOM CPEBL,
HAHOCTPYKTYPHUPOBAHHEIX JIEKAPCTBEHHBIX CPEJCTB M YIIAKOBOYHLIX MATEPHAJIOB B
npoiecce  orbopa M TPAaHCIOPTHPOBKH B (DM3MKO-XMMHYECKYIO  H
MHKPOOHOJIOTHYECKYIO Tab0paTOPHH, a Takke NIPH XPaHEHHH

Heo0Oxoamumeie
3HAHUSA

OTpaCJ'IeBBIC CTaHAApTHI, TCXHUYCCKUEC YCJIOBHS U TEXHHYECCKas JOKYMCHTAIMs Ha
ONPCACIICHUEC OTACIBHBIX MoKa3aTelcii KauecTBa CEIPBS, HpOHBBOZ[CTBeHHOﬁ Cpeanl




1 HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

dapmakomneiiiple TpeOOBaHMS K OTAENBHBIM BHAAM CHIPBS, INONYNPOAYKTOB H
TOTOBBIX HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEIICTB

CranmapTHeIe TpHeMBI paboTHl ¢ pa3TUYHBIME BHIaMH JabopaTOpHO# MOCyIbl A
aHau3a  CHIphS,  IIPOM3BOJACTBEHHOW  Cpelbl,  HAHOCTPYKTYpHUPOBAaHHBIX
JIEKapCTBEHHBIX CPEACTB

MeTtoapl MOATOTOBKM PEaKTHBOB, MaTepUaloB M 00OpyIOBaHHSA AJisi KOHTPOJ
KayecTBa  CHIPBS, IPOM3BOJACTBEHHOH  CpeAbl,  HAHOCTPYKTYpUPOBAaHHBIX
JIEKAPCTBEHHBIX CPEACTB M YIIAKOBOYHEIX MAaTEpHAJIOB

Mertoasl paboTHI ¢ labopaTopHEIM 000pyJOBaHHEM ML 0TOOpa M XpaHEHHs Ipod
CBHIpbsi, TPOM3BOACTBEHHOH CpeAbl, HAHOCTPYKTYpPHPOBAHHBIX JIEKAPCTBEHHBIX
CpeICTB

CranpapTHpie MeToAbl oTOOpa TpoO CHIPBS, IIPOM3BOACTBEHHOH CpeAFl,
HAHOCTPYKTYPUPOBAaHHBIX JIEKAPCTBEHHBIX CPEACTB M YMAKOBOYHBIX MATCpPHAJIOB
JU1st TabopaToOpHOro aHaIu3a

TpeGoBaHHS CAaHWTApPHOTO PEXHMA, OXpPaHBl Tpyda, IOXapHOH O0e30IacHOCTH,
OXpaHBl OKpYKaromei cpeabl

Apyrue

XapakKTCPUCTHKH

3.1.2. Tpynosas pyHxuus

Ot60p npo6 u npo6ONoAroToBKa
00BEKTOB IPOU3BOACTBECHHON v
OBEHb

Hanmenopasme | CP ool AT MHKD OOHOMIOTEECKOrO Kon A/02.4 (nonl;'poneﬂs) 4

MOHMTOPHHIA IIPOU3BOJCTBA R S—

HAaHOCTPYKTYPHUPOBaHHEIX

JIEKapCTBEHHBIX CPEACTB
Ipoucxoxnenue
TpYZIOBOH Opurunan X 3alMCTBOBAHO M3 OpUTHMHaNa
byHKLyH

Kon PeructpaunoHHsiit Homep
OpHrUHana npodeccHoOHaNBHOTO
CTaHzapTa

Tpynossie IMoxaroroska naGopaTopHoit mocyasl A1 0TOopa Mpob BO3/yXa M CMBIBOB ¢ pabodmx
JEeUCTBUS MOBEepXHOCTE OOOpYAOBaHHSA M HMHBEHTapsd B COOTBETCTBHH C HHCTPYKIHSMH H

TEXHHYECKOM TOKyMEHTalueN

IMogrotoBka o6opymoBaHHs s OTGopa mpo0 BoO3AyXa M CMBIBOB C pabodux
noBepxHocTe#l OOOpYIOBaHHS M HMHBEHTaps B COOTBETCTBHM C HHCTPYKUIHAMH H
TEXHUYECKOM TOKyMEHTauuen

[TogroToBka MaTepHanoB Ijas oT6opa IpoG CMBIBOB C pabodMX IOBEPXHOCTEH
060py/IOBaHHS W MHBEHTaps B COOTBETCTBHM C HHCTPYKUHSMH M TEXHHYECKOH
JIOKyMeHTanuen

Ot6op mpo6 BoO3Ayxa B COOTBETCTBHM C HMHCTPYKIMSIMH H TEXHUISCKOM
JMIOKyMEHTaueH

Ot16op npo6 CMBEIBOB ¢ pabovMx IOBEPXHOCTEH 00OpyMOBaHHMS M HHBEHTAaps IIO
METO/IUKAaM B COOTBETCTBHH ¢ HHCTPYKIMAMH M TEXHUYECKOH JOKYMEHTAllUEH

TpancnopTHpoBKa OTOGPaHHEIX HPo6 B MHKPOOMONOIHYECKYIO J1abOpaTOpHIO B
COOTBETCTBUM C IIPOM3BOJCTBEHHHIMH TpeOOBaHHAMH H  OTBAIMIHMPOBAHHBIMU
YCJIOBHSAMH TPaHCIIOPTUPOBKH

PasMmemenue OTO6paHHI>IX Hp06 Ha XpaHCHHE COITIACHO HWHCTPYKIIHH B CJIy1ac
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HEBO3MO>XHOCTH IIPOBEACHHA na60paTopHoro aHaln3a HEMCIUICHHO

Heob6xoauMele
yMeHUs

IIpOoM3BOAMTE OYMUCTKY M TOATOTOBKY JabOpaTOPHOH MOCYAB UL otbopa mpod
BO3JyXa B IIEXE M0 IPOU3BOJICTBY HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHDIX CPEACTB

IIpoBepsTh KauyecTBO JabOPAaTOPHOH MOCY/BI, NpeJHA3HAYEHHOH Mis orbopa mpod
CMBIBOB ¢ pabodnx mOBepXxHOCTed oOopydoBaHMS M HHBEHTaps B IeEXe IO
IPOM3BOICTBY HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPE/ICTB

TIpoH3BOAMTH OUMCTKY M IIOATOTOBKY 0OOPYXOBAHMS I orbopa npob Bo3ayxa B LeXe
110 IPOU3BOACTBY HAHOCTPYKTYPMPOBAHHBIX JIEKAPCTBCHHBIX CPEICTB

Ot16upath ra3o00pasHbic M JKUIKHE MPOOBI, PENPE3CHTATHBHO XapaKTCPU3YIOMHE
COCTOSIHUE BO34yXa M pabodHX MOBEPXHOCTEH MPOH3BOACTBEHHOTO obopynoBaHus H
HHBEHTapd, [0 METOAMKAM B COOTBETCTBHHM ¢ HMHCTPYKUIMAMH H TEXHUYECKON
JOKyMeHTauuen

O6ecrieunBaTh COXPAaHHOCT OTOOpaHHBIX 1po0 B  IpoIEcce orbopa m
TPAHCTIOPTHPOBKY B MUKPOOHOJIOTHIECKYIO 1a00paTOPHIO, & TAKKE IPH XPAHCHUH

Heobxoaumeie
3HAHUSA

OTpacieBbie CTaHAAPTHI, TEXHUUECKHE YCIOBHA M TEXHONOTHIECKas JOKYMCHTAIMA Ha
OT/ENBHbIE COCTABBl M METOABI MOJIyUeHHs HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHBIX
CpeCTB

(I)apMaKOHCfIHBIC Tpe6OBaHI/I$I K OTAEIILHEIM BHIAAM CBHIPBA, MOJIYIIPOAYKTOB H TOTOBBIX
HaHOCTPYKTYPUPOBaHHBIX JIEKaApCTBCHHEIX CPEIACTRB

CTanjapTHBIE NpHeMBl PabOTHl ¢ PasTHYHBIMM BHIGMM JAOOPAaTOPHOH MOCYZBI JUL
aHa/IM3a NPOM3BOICTBEHHOM Cpelsl M HAHOCTPYKTYPHPOBAHHBIX JIEKApCTBECHHEBIX
CpEeACTB

CraHIapTHEIE MeTOIBI PaboTEl ¢ JIabOPAaTOPHEIM obopymoBaHHeM Ui oTGOpa H
XpaHeHMs Ta3000pasHBEIX M JKMIKHX Tpod IPOM3BOACTBEHHOM Cpeabl Ipu
M3TOTOBJIEHHMH HAaHOCTPYKTYPUPOBAHHEIX JICKAPCTBEHHBIX CPENICTB

CraHmapTHble MeTOABl 0TOOpa Mpo0 BO3/yXa M CMBIBOB C pabounx MOBEPXHOCTEH
TEXHOJIOTHYECKOTO ~ OoOOpyAOBaHMS M HWHBEHTapd  IIpH  NPOU3BOJACTBE
HAaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

TpeGoBaHKsl CAHUTAPHOTO PeXUMA, OXPaHbl TPYAa, II0XapHO# 0€30MaCHOCTH, OXpaHbI
OKpY>KaroIen cpesibl

Hpyrue

XapaKTCpUCTHKH

3.1.3. TpyaoBas pyHKIHS

HaumeHoBaHUE

[TpoucxoxaeHue
TPYHOBOj
¢hyHKUMH

[Monroroska 1abopaToOpHOH
TIOCY/IbI, 000pYIOBaHHUS U
PEaKTHMBOB /U1 KOHTPOJISI Ka4ecTBa
OTOGPaHHEBIX NPOO CHIPBA,

VpoBeHb
'HEKTOB
MaTepHaos, 06bek Kon | A/03.4 (nomyposess) 4
TIPOU3BOACTBECHHOH CPEbI, KBATMUKALMH

HAHOCTPYKTYPHUPOBAaHHBIX
JIEKapCTBEHHBIX CPEACTB U
npo6OmOAroToBKa 06 pasLoB At
NaJbHEHIMX UCCIIENOBAHHMM

. OpuruHan X 3aMMCTBOBAHO U3 OPUTMHANA

Kon opurdnana  PeructpalOHHBIA HOMEp
npoheCCHOHANEHOTO
cTaHIapTa
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Tpynossre
JeicTBUSA

IToaroToBka 60KCOB M TaMHHAPOB K paboTe ¢ 0Opa3namu IpOU3BOACTBEHHOM CpPeabl U
HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEACTB

OumcTKa H IpoBepKa kadecTBa J1abOpaTOpHOM MOCYIBI I 1ab0paTOPHOTO KOHTPOJISA
KauecTBa OOpasloB TNPOM3BOJACTBEHHOM cCpedbl M  HAaHOCTPYKTYpPHPOBaHHBIX
JIEKApPCTBEHHEIX CPEJICTB

OuncTka W TOATOTOBKA CTaHAApTHOrO OOOpYyZOBaHMS MAJIA KOHTPOJIA KadecTBa
IPOU3BOJICTBEHHOH CpeAbl U HAaHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJACTB IO
UHCTPYKIMAM

OunCcTKa U OATOTOBKA JIAOOPaTOPHBIX EMKOCTEH JJIs IPOBEAEHH KOHTPOJIA KauecTBa
00pa3noB MPOU3BOACTBEHHONH CpeAbl W HAHOCTPYKTYPHPOBAaHHBIX JIEKapCTBEHHBIX
CpPeZCTB [0 HHCTPYKIUAM

IMogroroBka B  ciiydyae  HeoOXOAUMOCTH  OTOOpaHHBIX INpoO®  0Opas3moB
MPOU3BOACTBEHHOH Cpelbl M HAHOCTPYKTYpHPOBAaHHBIX JICKAPCTBEHHBIX CPEICTB,
HAaXOMSAIIUXCI HAa XpaHEHHH, UL JabOpaTOpHOrO KOHTPOJIA KadecTBa COTJIACHO
HHCTPYKIHSIM

Heobxoaumele
yMEHHUS

TTpou3BOANTE OYUCTKY M KATHOPOBKY JIAOOPAaTOPHOM MOCYIbl U1 KOHTPOJIS Ka4ecTBa
ra3000pa3sHbIX, )XUAKHX, BA3KUX M TBEPIABIX 06pa3loB, B TOM 4HCIle 00pa3loB BO3AyXa
U3 I[eXa U CMBIBOB C pabovHX MOBEPXHOCTEH TEXHOJOTHYECKOro obopymoBaHHWS, a
TaKKe 00pasoB HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

HpOI/ISBOI[I/ITB OYHCTKY U NOATOTOBKY CPE€IACTB I/ISMCpCHI/Iﬁ JUIL BUCCTIENOBAHUS CBIPBI,
HpOPISBO,Z[CTBCHHOﬁ Cpeabl, HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHEBIX CPEIACTB

ITpoBepATh TOMHOCTH W MOKA3aTeNH Ka4eCTBAa CTAHAAPTHBIX PEaKTHBOB, IIMTATENIBHBIX
cpel W INTAMMOB MHKPOOPTaHM3MOB /sl KOHTPOJA KadecTBa OTOOpaHHBIX IIpob
CBIPBSI, IPOU3BOJICTBEHHON CpelIbl, HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB
¥ YIIaKOBOYHHIX MaTepHAJIOB

IMpurorasnuBaTh  oOpa3ubl A J1a0OpPaTOPHOro  (PM3HKO-XMMHYECKOTO M
MHKPOOHOIIOrMYECKOTO KOHTpPOJIS KadecTBa M3 OTOOpaHHBIX Npo6 rasoobpasHoro,
YKHJIKOT0, BS3KOTO ¥ TBEP/IOT0 BUJA IyTEM CTaHAAPTHBIX IIpOLEeayp

[puroTasiuBaTh 3TAJIOHHBIE OOpasmbl, HEOOXOAWMEIE B J1a0OPaTOPHOM KOHTPOIIE
KauyecrBa  CBHIPbS,  NPOM3BOACTBEHHOH  CpeApl,  HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB

Heobxoaumeie
3HAHUA

OtpaciieBble CTaHIAPTHI, TEXHUIECKHE YCIOBHS U TEXHONOTHYECKas JOKYMEHTAIMSA Ha
OTJENBHEIE COCTaBHl U METOBI MOJYYCHHSI HAHOCTPYKTYPHUPOBAHHEIX JIEKAPCTBEHHBIX
CpeACTB

®dapmakorneitnbie TpebOBaHHA K OTACIBHBIM BH/IaM CHIPbS, MMOIYIIPOAYKTOB U FOTOBBIX
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX CPEICTB

CranpapTaeie npueMbl pabOTHI ¢ pa3IMYHBIMH BHAAMH J1abOpaTOpPHOM MOCYIBI Ui
KOHTpONISI KadecTBa UPOW3BOACTBEHHOM Cpelbl M  HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPECTB

CraHgapTHEIE METOABI pabOTHL ¢ 1a60paTOPHBIM aHATHTHIECKHM 000PYIOBAHHEM JULL
HCCIIEIOBAaHMs IIPOU3BOACTBEHHOM Cpellbl 1 HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX
CpENCTB

CTaHZ[apTHLIe MCTOAEI pa6OTI>I C peaKTHBaMH, IIUTATCIIBHBIMU CpelaMi M MTaMMaMH
MHKPOOPTraHHU3MOB JJIst MI/IKp06I/IOJIOI‘I/I'-ICCKOFO HCCICAOBaHUA HpOPISBOI[CTBeHHOﬁ
CpeAbl M HAHOCTPYKTYPHPOBAHHBIX JICKapPCTBCHHBIX CPCIICTB

Tpe6oBanus CaHUTAPHOTO PeXXHMa, OXPAHBI TPYHa, MOKapHOH 6€30MaCHOCTH, OXPAHEBI
OKpYJKarollen cpeasl

Hpyrue

XapaKTEePUCTHKH




3.1.4. TpyaoBas pynxuus

IIpoBeneHne KOHTPOIIS Ka4eCcTBa
0TOOpaHHBIX MPOO CHIPHS,
MaTepHayoB, 00BEKTOB YpoBeHb
HaumMeHoBaHHe | IPOU3BOJICTBEHHOU CPElbI, Kon A/04.4 (momypoBeHs) 4
HAHOCTPYKTYPHPOBAHHBIX KBa/IMHKALHK
JIEKQpPCTBEHHBIX CPECTB COTIACHO
HHCTPYKIUAM
ITpoucxoxnenue
TPYAOBOMA Opurunan X 3auMCTBOBAHO M3 OpUTHHANA
dyHKUUH
Kon PerucrtpauoHHE1il HOMeEp
OpUruHasia npo¢ecCHOHANIBHOTO
cTanjapra
Tpynossie IMoaroroBka gabopaTopHBIX MPUOOPOB A HpOLEAYP KOHTPOI KavyecTBa MCXOAHOIO
JEeACTBUS CBIpBSl, IMPOU3BOJICTBEHHBIX M TEXHOJIOTHYECKHX CPEI, HAHOCTPYKTYPHPOBAaHHBIX

JICKapCTBEHHBIX CPE/ICTB

IMoAroToBka aHAIMTHYECKOTO ¥ KOHTPOIBHO-U3MEPHUTENIBHOIO OOOpYyJOBaHHA K
paboTe U B ciIydae HEOOXOJMMOCTH BBIBOJ €T0 Ha pabodmil pexuM

JlomonauTebHas 06paGoTKa MpH HEOOXOAUMOCTH IIPHTOTOBIEHHBIX 00pa3IoB CHIPh,
NPOM3BOACTBEHHBIX M TEXHONOTMYECKMX  Cpell,  HAHOCTPYKTYypHPOBaHHBIX
JIEKapCTBEHHBIX CPE/ICTB B 33JaHHBIX CTAHJAPTHEIMH METOJHUKAMH YCIOBHAX
IpoBenenne nabopaTOPHOTO KOHTPOJSA KadecTBa ChHIPhbS, NPOM3BOACTBCHHBIX H
TEXHOJOTHYECKHX Cpell, HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CPEICTB IIO
CTaHIAPTHBIM METOIUKAM

VTuau3anEs HPOAYKTOB, MOMYYEHHBIX B pe3ylbTaTe IIPOBEJCHMS J1abopaTOpPHOro
KOHTPOJII KadecTBa CHIPbS, IPOM3BOJACTBEHHBIX M TEXHOJIOTMYECKHX  Cpef,
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBHUH C IIPaBHJIaAMH

J1abopaTopun
OTKIIOYEHHE H OYHCTKA 000PYIOBaHMs MOCIE MIPOBEAEHHS JIAGOPaTOPHOIO KOHTPOJIS
KauecTBa CBIpBA, POU3BOACTBEHHEIX %} TEXHOJIOTHIECKHX cpen,

HAHOCTPYKTYPHUPOBAHHEIX JIEKaPCTBEHHBIX CPEJICTB

Heo6xomumble | OCyIIECTBISATH HOATOTOBKY J1aG0paTOpHOro 060pyAOBaHHs UL IIPOBEACHUS KOHTPOIIL
YMEHHS Ka4ecTBa CBIPbS, TIPOH3BO/ICTBEHHBIX 7§ TEXHOJIOTHIECKUX cpexn,
HAaHOCTPYKTyPHPOBAHHBIX JIEKAPCTBEHHBIX CpEICTB, B TOM 4HCIE COOHMparh
nabopaTopHble TpHOOPEHL

Pa6oTath ¢ AHAIATHYECKMM H KOHTPOJIBHO-U3MEPUTEIHHBIM OOOPYIOBaHMEM IS
HCCIICNOBAaHMN  CBHIpbS,  MPOU3BOACTBEHHBIX U TEXHOJOTHYECKHX  Cpel,
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB COITIACHO MHCTPYKIMAM
[Ipou3BoauTs NAaGOPATOPHBIH KOHTPONb KAa4ecTBA ChIPhsS, NPOM3BOJACTBEHHBIX H
TEXHOJIOTHYECKHUX CPEJl, HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB COIJIACHO

UHCTPYKIHAAM
Heo6xoaumele | OTpaciieBble CTaHAAPTHI, TEXHUIECKHUE YCIOBUA M TEXHOIOIHYECKas JOKYMEHTAlUs Ha
3HaHUA OTHAENbHBIE COCTABE H METOJBI HONYyYCHHs] HAHOCTPYKTYPHUPOBAHHBIX JIEKApCTBEHHBIX
CpEICTB

dapmaxoneiinple  TpeGOBaHMA K  CHIPBIO,  HONYNPOAYKTaM H  TOTOBBHIM
HaHOCTPYKTYPHPOBAHHBIM JIEKAPCTBEHHBIM CpEe/ICTBAM

CraHJapTHEIE IIPHEMBI PaboOTHI ¢ pa3IHYHBIMH BHAAMH J1a0OpAaTOPHOM MOCYABI JJIA
aHaJ3a CBIPBS, IIPOM3BOACTBEHHBIX " TEXHOJIOTHIECKUX cpexn,
HAHOCTPYKTYPHUPOBAHHEIX JIEKAPCTBEHHBIX CPEIICTB
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CrangapTHbIe METOB! PabOTHI ¢ 1abOPaTOPHEIM aHATMTHIECKHM O0OPYOBaHHEM IS
HCCIICIOBAHHN  CBHIPBS,  NPOU3BOACTBEHHBIX U TEXHOJNOTHYECKHX  CpEf,
HaHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX CPE/ICTB

CTaHlIapTHBIe METOJBI pa60T1>1 ¢ p€akTHBaMH, ITUTATCIPHBIMHA CpCOaMH U IITaMMaMH
MHKPOOPraHu3MOB I MI/IKpO6I/IOJ'IOI‘I/I'-ICCKI/IX HCCIICIOBaHU T CBIPBA,
TIPOU3BOJICTBEHHBIX 141 TCXHOJIOIHICCKHX cpea, HAHOCTPYKTYPHUPOBAHHBIX
JICKapCTBCHHBIX CPCACTB, YIAKOBOYHLIX MATEPHAJIOB

TpeGoBaHMs CAHUTAPHOTO PEXKUMA, OXPaHBl TPYa, OXKAPHOH O€30IIaCHOCTH, OXPAHEI
OKpY’Kalome# cpefibl

Hpyrue

XapaKTEPHCTUKH

3.1.5. TpyaoBan pyHKIHSA

Odopmnenne JOKyMEHTAI[HH
nabopaTOpHOrO KOHTPOJIA .
OBEHb

HaumeHoBaHHe KawecTsa ChIpbA, MaTepHaHOE, Kon A/05.4 (HOILI;’I)OBCHL) 4

00BEKTOB MPON3BOACTBEHHOH R S —

cpelbl, HAHOCTPYKTYPHPOBAHHBIX

JIEKapCTBEHHEBIX CPEACTB
[MpoucxoxaeHne |
TpYIOBO#H - Opurunan X 3anMCTBOBAaHO U3 OpUTHHANA
dyHKIMH

Kon PeructpaunoHHsIi HOMEp
OpHMIHHaNa npodecCHOHANBEHOTO
craHzapra

Tpynoseie Benenne 1a6opaTopHOTO XKypHana, GUKCHpyIomee NOATOTOBKY GOKCOB, TAMHHAPOB U
JeUCTBUA 06€33apaXXHBAIOIIMX YCTPOMCTB K MCCIEAOBAHMIO MpPOG HMCXOOHOTO  CHIPB,

HAaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB H YIMAaKOBOYHBIX MaTepHaloB, a
TaKoKke IIpo6 BO3AyXa U CMBIBOB ¢ pab0YHX ITOBEPXHOCTEH 000PY/I0BAHHS ¥ HHBEHTaPsI

BeneHue 1abopaTopHOro JKypHaga, (GHKCHpyloIlee IOATOTOBKY J1abOpaTopHOlM
mocyasl ®W obopydgoBaus  jnas otOopa  mpo0®  HCXOAHOrO  CHIPBA,
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX CPE/ICTB, @ Takke NPo0 BO3AyXa U CMBIBOB
¢ pabounx MoBepXHOCTEH 060pyIOBaHU U HHBEHTAPS

Benenne nabopaTopHOro JKypHama npu or6ope MOpod HCXOMHOrO  CHIpbS,
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX CPEJICTB, a TaKkke NMpo0 BO3AyXa H CMBIBOB
¢ pabourX MOBEPXHOCTEH 000Py/I0BaHUs M HHBEHTAPS

Benenne n1abopaTopHOTO KypHala, (QUKCHpyOIee TPaHCHOPTUPOBKY M XpaHEHHC
OTOOpaHHBIX TPOO HCXOHOTO CHIPbS, HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHEBIX
CpEZICTB, a TakKe NPOG BO3AyXa H CMBIBOB ¢ pabouHX MOBEPXHOCTEH 0G0PYAOBAaHUS H
HHBEHTaps

Bemenue J1abopaTopHOro JKypHaia, (HKCHpYIOIIee IOATOTOBKY JIabOpaTOPHBIX
npubopoB, 0COpYyAOBaHMsS, pPEaKTHBOB, NHUTAaTEIBHBIX CPeA M INTaMMOB
MHKPOOPraHH3MOB JIIi MUKPOOHOJIOTHYECKOTO KOHTPOIIs Ka9eCTBa OTOGpaHHBIX mpob
CHIPBSi, HAHOCTPYKTYPHPOBAHHBIX JEKAPCTBEHHBIX CPEJICTB, @ TaKke Mpod Bo3dyXa H
CMEBIBOB ¢ pab0ouHX MOBEPXHOCTEH 000PYHOBAHHUS M HHBCHTAps

Beenne J1abopaTopHOTO >XKypHala, (EKCHpyoIlee NpoBeeHHe J1abopaTOPHOro
KOHTPOJS KauecTBa OTOOPaHHHIX M INOATOTOBICHHBIX MHPO0 HCXOAHOTO  CHIPBA,
HAHOCTPYKTYPHPOBAHHbIX JIEKAPCTBEHHBIX CPEJICTB, & TaKxke MPo0 BO3/yXa H CMEIBOB
¢ pabounx MOBepXHOCTeH 060pyAOBAaHUS M HHBCHTapS

BHecenne 3ammcell B XKypHlI pafOTHl ¢ aHaIMTHYeCKMM obopynoBaHHMeM (faTa H
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BpeMs paboThI) I HCccleqOBaHUH MPOO UCXOTHOTO CHIPBs, HAHOCTPYKTYPHUPOBAaHHEBIX
JIEKapCTBEHHBIX CPEICTB, a Takke MpoO BO31yXa M CMBIBOB C pab0OYMX MOBEPXHOCTEH
000pyIOBaHHUs M HHBEHTaps

Heobxonumeie
yMeHHS

ITpOU3BOIUTE CBOEBPEMEHHYIO (PMKCAIMIO BHIMOJIHSAEMBIX JEUCTBHH B 1ab0opaTopHOM
XypHaie npu pabore B nabopatopud U mpu orbope mpod B mexe ¢ 0bg3aTeIbHBIM
yKa3aHWeM JIaTHl, BPEMCHH, HCIOJB3yeMOro o0OpyHOBaHHS M PEAKTHBOB, a TaK¥KeE
YCJIOBHI SKCIIEpHMEHTA

ITpousBogute OQOpMIICHHE MPOTOKOJIOB 0TOOpa Mpod M 1abOpaTOPHBIX MCIBITaHUMR
CHIpbs, HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB, a TakkKe Npob Bo3dyXa H
CMEIBOB C pab09HX MMOBEPXHOCTEH 000PY/I0BaHHS U HHBEHTAPS

CBOEBpeMEHHO BHOCHTH OTMETKH B JKypHal paboTHl C aHaIHTHYECKUM
obopymoBanneM ¢ uHbpopManueit o paMuINM, UMEHM M OTUYECTBE pabOTHHKA, JaTe U
BpeMEHH DPabOTHI, UCIONB3YEMOM OOOpDYIOBaHHM H PEAKTHBAX, a TaKXKe YCIOBHAX
OKCIIEPHMEHTA

HeobOxonmMere
3HAHMSA

OTpaCJ'IeBBIe CTaHJApPTHI, TCXHHYCCKHUE YCIOBUA H TEXHOJIOIrM4IECKasd JOKYMCHTAIHS Ha
OTZECJbHBIC COCTAaBbl M MCTOMBI IIOJYUCHHA HAHOCTPYKTYPHPOBAHHEIX JIEKapCTBCHHBIX
CpEaCTB

q)apMaKOHeﬁHBIC TpC6OBaHI/ISI K OTACJIIBHBIM BHIAAM CBIPbA, IIOTYIIPOAYKTOB B TOTOBBIX
HaHOCTPYKTYPHPOBAHHEIX JICKAPCTBCHHEIX CPDENCTB

IpaBuna odopmieHuss 1abopaTOpHOTO JKypHalna B (QH3HKO-XMMHMYECKOW H
MHKpOOHOIOrnIecKoi J1abopaTopuu

IlpaBuna odopMileHHS MPOTOKOJIOB oTO6Opa Npod NPOM3BOACTBEHHOHM CpENB H
HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX CPEJICTB, @ TAKXKE X MCIBITAHHIA

Tpe6GoBanMst CAHUTAPHOTO PEXUMA, OXPaHEI TPYa, TOKapHO# 6€30MaCHOCTH, OXPaHBI
OKpYKalomeH cpelbl

Hpyrue

XapaKTepHCTHKU

3.2. O606menHan TpyaoBas pyHKUMs

KoHTpob PU3HKO-XUMUIECKUX
MmoKasatenei ChIphs,

HaumeHoBanue OHM3BOICTBEHHOM Cpe/ibl, a TAKXKe Koxn B Yposens 5
1p A PeEL, KBaJTNUKALIUK
HAHOCTPYKTYPUPOBaHHBIX
JIEKAPCTBEHHLIX CPENICTB

IIpoucxoxaeHue

06061eHHOo# Opurunan X 3aMMCTBOBAaHO U3 OpPUTHHANIA

TpyAoRoi GyHKLUH

Kon PeructpaldOHHBIH HOMED
opHvruHana npodeccuoHaIBEHOTO
CTaHaapTa

Bo3moxxHbie XuMuK

HaUMEHOBAHHS HrxeHep-XxuMUK

JOJDKHOCTEMM, IIpoBuzop

npodeccuii

TpeboBanus k
00pa3oBaHUIO U
00y4YEeHHIO

Beicmee o6pa3oBaHue — OaKaiaBpuar

TpeGoBanus k
OIIBITY
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IIPaKTUYECKOM
paboThI

Oco6bie ycltoBUS
Jiorycka K pabote

ITpoxoxaeHne 00sA3aTeNbHBIX NIPEABAPHTENBHBIX (TP MOCTYIUICHUH Ha paboTy) U
MEPHOTHICCKUX MEIUIIMHCKUX OCMOTPOB (00CIIeA0BaHMI), a TaKKe BHEOUYEPEAHBIX
MEIHIUHCKAX 0CMOTPOB (00cef0BaHMil) B MOPAIKE, YCTAHOBIEHHOM
3aKoHoJaTeNsCTBOM Poccuiickoit enepanyu

[IpoxoxeHre MHCTPYKTaXa 10 OXpaHe TpyJa

Hpyrue

XapaKTCPUCTHUKH

JlononmHuTenbHEIE MpodecCHOHATIBHEIE TPOTPAMMEI — IIPOTPaMMBI IIOBBHIIICHUS
KBTH(HUKAIMHU 110 TPOGHITIO JESTENBHOCTH

JlononHuTeNbHBIE XapaKTePUCTHKH:

HanMeHnoBanue Ko HanmeHoBaHue 6a30BO# IPYMIIEI, JOJDKHOCTH (IIpodeccun)
JIOKYMEHTa WIH CHENHATBHOCTH
OK3 2113 XHAMUKH
EKC - Umxenep-TexHoior (TEXHOJIOT)
OKILATP 22581 Wmxenep 10 HCHIBITAHAIM
22860 W HKeHep-XUMHUK
25850 IIpoBusop
27392 XUMUK
OKCO 2.28.00.00 HaHoTexHOJIOTHY 1 HaHOMAaTEepHAIIbI
2.22.03.01 MarepuanoBeneHne U TEXHOJIOTHA MAaTEPHAIIOB

3.2.1. Tpynosas gpynxnus

[TpoBeneHue KOHTPOIIS Ka4eCcTBa
CBIpbsl, MAaTEpHAIIOB U VposeHs
HauMenosanue | HAHOCTPYKTYPHUPOBAHHBIX Kon B/01.5 (moaypoBeHs) 5
TIEKapCTBEHHBIX CPEACTB I10 KBaHGHKALMHA
(U3HKO-XMMHYECKUM MTOKA3aTeIIsIM
et | OPII X Jemieronnio
Kon PeructpaunoHHbIi HOMEp
OpHMrHHalla NpogeccCHOHANTBHOT O
cTaHaapTa
Tpynoseie AHaN3 METOIOB, NMPHUMEHSAEMBIX Ui (H3HKO-XHUMHYECKOTO KOHTpOJ KadecTpa
JleHCTBHS CBIPBs, MATEPUAJIOB M HAHOCTPYKTYPHUPOBAHHEIX JIEKAPCTBEHHEIX CPENCTB

IIpoBepka peakTHBOB M MATEpPHAlIOB, HEOOXODMMEIX AIi (PHU3HKO-XMMHYECKOTO
KOHTpOJIS Ka4eCTBa CHIPbS, MaTepHaloB X HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX
CpEACTB

IIpoBepka, HAcTpoiiKa M KauuOpoBKa 00OpyZOBaHMS, HEOOXOAMMOro M (u3MKo-
XMMHMYECKOTO KOHTpOJIS KadeCTBa CHIPbsl, MaTepHajioB U HAHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPEACTB

BrI6Op ONTHMAJIBHEIX METOJOB M PEXXUMOB (DU3MKO-XMMHYIECKOTO KOHTPOIIA KauecTBa
CHIPbsI, MATEPHUANIOB ¥ HAHOCTPYKTYPHPOBaHHBIX JICKAPCTBEHHBIX CPEJICTB

BBI60p MCTOOUK IIpOBEPKH OYHCTKHA 060py11013am151 oT OCTAaTKOB

HaHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHEIX CPECTB

Bri6op Heo6XOIMMOro OGOPYJOBAaHHS, PEaKTHBOB W MaTepuanoB i (H3MKO-
XMMHYECKOrO KOHTPOJS KAuecTBa CHIPbsS, MaTepHalioB U HAHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPEJICTB
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IIpoBenenue (HUBHKO-XUMHMYECKOTO KOHTpPOJII KayecTBa CHIPbs, MAaTEepUaloB U
HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX CPE/ICTB

Ananmus PE3YIILTATOB KOHTPOJIA KaucCTBa CBIPbA, MaTcpHuajioB H
HAHOCTPYKTYPHPOBAHHBIX  JIEKAPCTBEHHBIX  CPCIACTB  IIO (I)I/I3I/IKO-XI/IMI/I'-ICCKI/IM
IIOKa3aTeIIsIM

OcymecTBnenue IIPEAMETHO-KOJIMYECTBEHHOTO ydeTa HapKOTHYECKUX,
MCUXOTPOIHBIX BEMECTB U X IPEKYPCOPOB

HeobxonuMeie
YMEHUS

Pabotars c TexHHuYecKoi JUTEpaTypoH MO aHAINW3y METOZOB, NPUMEHIEMBIX JUISA
(HU3HKO-XMMHYECKOTO KOHTPOJIA Ka4ecTBa CBIPbA, MaTepHaioB 7§
HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

Pabotats ¢ KOHTPOJBHO-U3MEPHUTENBLHBIM OOOPYJOBaHHEM H MaTepUallaMH IS
IpOBEOCHASA (PUBMKO-XUMHUYECKOTO KOHTpPOJSL KAadecTBa CHIpbS, MAaTCpHAIOB H
HaHOCTPYKTYPHPOBAaHHBIX JICKAPCTBEHHEBIX CPEACTB

HpOPBBOlII/ITB OIICHKY (bHSI/IKO-XI/IMI/I‘IeCKHX CBOICTB CBIpbsI, MAaTCpralioB H
HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHLIX CPENCTB

Heob6xoaumMrie
3HAHUS

OTpaCJ'ICBBIC CTaHAApPTHI, TEXHUYECCKHUE YCIIOBHA M TCXHOJIOTHYCCKAsA AOKYMCHTaALIM
Ha COCTABHI U METOALI ITOJTYIYCHH HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBECHHBIX CPCIACTB

CupaBounas uH(GOpMaIHs, a TakKe HHPopManusa U3 NEPHOANIECKON JTUTEPATYPHI IO
mpobieMaM ~ KOHTpOJS  KadecTBa  0O0Opa3moB, HMEIOIMX  OTHOWIEHHE K
HaHOCTPYKTYPHUPOBAHHBIM JICKAPCTBEHHBIM CPEACTBAM

Tpe6GoBanus 00IErocy1apCTBEHHBIX 3aKOHOJIATEIBHBIX JOKYMEHTOB IO (hapMOKOIIEH
K aKTHBHBIM (papMameBTHYeCKMM CYOCTaHIMSIM, BCIOMOTaTeJbHBIM BEIIECTBaM H
METOAaM HCCIICIOBaHM

dapmakomneifnple  TpeOGOBaHMS K  CBIPPIO, IIONYOPOAYKTaM M TOTOBBIM
HaHOCTPYKTYPHPOBAaHHHEIM JIEKAPCTBEHHBIM CPEJICTBAM

Co,uepxca}me OJOKYMCHTOB O €IJUHBIX [IpUHOHUINAX H IIpaBHJIaX 06paIHeHI/I$I
JICKQPCTBCHHBIX CPEACTB AT MCOUIOHHCKOr'O IIPUMCHCHU S

Bunel  (M3MKO-XMMHYECKOTO  KOHTPOJSA  KadecTBa CBIPbsS, MAaTCpHAOB H
HaHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

VYcnoBus (I)I/ISI/IKO-XI/IMI/I‘ICCKOI‘O KOHTPOJIAI KaducCTBa JSKCICPUMEHTAIBbHBIX o6pa3u013
CBIPbS, MATCPHAJIOB 1 HAHOCTPYKTYPHUPOBAHHEIX JICKADCTBCHHLIX CPCACTB

IpaBuna paboTel ¢ OOOpYIOBAaHHEM M MaTepHalNaMH JUIsd NpoBemeHUS (HU3UKO-
XMMHYECKOTO KOHTPOJS KadecTBa CHIPbS, MAaTEpHANIOB U HAHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPE/ICTB

HpaBnna NMOBCACHHUA IICPCOHATIA B YHCTHIX MOMCHICHUSIX

Texuuueckuii aHIIMHACKAN S3BIK B 00NacTH KauecTBa HAHOCTPYKTYPHPOBAHHBIX
JIEKApCTBEHHBIX CPECTB

TpeGoBanus CaHUTAPHOTO PEXXHMA, OXpaHbI TPYAa, MOXKapHOH 6€30IMacHOCTH, OXPaHHI
OKpYXaloIeH CPeibl

Hpyrue

XapaKTCPUCTUKH

3.2.2. TpynoBas pyHKuus

HanmeHoBaHue

YueT peakTHBOB, KOHTPOJIBHBIX
00pa3ioB CHIPhs, MATEPHAJIOB H
HAHOCTPYKTYPHPOBaHHBIX

APXHUBHOT'O XpaHECHUS IIPpH KOHTPOJIC
KadecTBa 110 (bH3I/IKO-XI/IMI/I'-IeCKI/IM
moxKasarcJisiMm

VpoBeHb
JIEKApPCTBEHHEBIX CPEACTB IS
P PEACTE I Kon B/02.5 (momypoBeHs) 5
H3y4YeHHs cTaOUIBHOCTH U KEATHEKAIH




IIpoucxoxxaeHue
TPyZOBO
$yHKIIH
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Opurunan X 3aMMCTBOBAHO M3 OpPUTHHANA

Kon, PernctpaunoHnHslit HoMep
OpHTUHaJa npogeccHOHaTBHOTO
cTaHzapTa

Tpynoseie
JIeHCTBUA

ObecmeyeHne IMpaBHIIEHEIX YCJIOBI/Iﬁ CoAEpKaHnusl PEaKTHBOB, CBIPbSA H MaTCpHAIOB
AJIsL KOHTPOJEL IO (bI/ISI/IKO-XI/IMI/I‘{CCKI/IM ITOKA3aTe/IIM CTaOMIIBHOCTH H ApXHUBHOTO
XpaHCHU HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHEBIX CPCICTB

KOHTpOIIB PEeXHMa COACPKAHUA o6pa3u013 IIpH U3YUCHHH CTaOHJIBHOCTH H ApXUBHOM
XpaHn€HuH, IIpH KOHTPOJIC IPOHU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBECHHBIX
CpEACTB IIO (bPISI/IKO-XI/IMI/I‘-ICCKI/IM IIOKa3aTC/sIM

KOHTpOJ'IB CPOKOB I'OJHOCTH PCAKTHBOB, CBIPbA W MaTEPHAJTIOB VLI H3YUYCHHA IIO
(1)I/ISI/IKO-XI/IMI/I‘ICCKI¢IM MoKa3areyiaM  CTaOMIIBHOCTH H APXHUBHOI0 XpaHCHHA
HAaHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX CPCACTB

KOHTpOJ'IB yuc€Ta u CIIMCaHMu PEAKTHBOB, CBIPHA U MATCPHAJIOB, MCIIOJIB3YCMBIX IIPH
KOHTPOJIE CcTabMIBLHOCTH 06pa3u0B 1 UX apXHUBHOI'O XpaHCHUA

Kontpone cbGopa oTX0HOB, MNONy4yaeMBIX B pe3yibTaTe (H3NKO-XHMHYECKOTO
KOHTpOJI1I KadecTBa OOpa3slOB CHIPhS, MAaTepHAIOB M HAHOCTPYKTYpPHPOBAHHEIX
JICKapCTBEHHBIX CPE/CTB

OCYHICCTBJICHI/IC MPpEAMETHO-KOJIHICCTBEHHOT O yueTa HapKOTHYECKHUX,
TICHXOTPOITHBIX BEINECTB H UX MIPECKYPCOPOB

HeobOxoaumeie
YMeHHs

O6ecnieynBaTh CHCTEMY MPABHIFHOTO XpaHEHMs CHIPbS H MAaTEPHAIOB NpH (HUIUKO-
XHMHYECKOM KOHTpOJIE Ka4eCTBa HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEBIX CPEICTB

O6ecneunBaTh CHUCTEMY IPaBHJIBHOTO PacKOHCEPBHPOBaHHSA Npo6 it (H3HUKO-
XUMHMYECKOTO KOHTPOJII KAa4eCTBAa CBHIPhS, MaTEpHAJIOB W HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEICTB

OGecneunBaTh CHCTEMY y4€Ta H CIIHCAaHHs CBHIPbS M MaTCpPHAIOB NpH (H3HKO-
XMMHYECKOM KOHTpOJIE Ka4e€CTBa HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHBIX CPECTB

Heobxonumeie
3HAHUSA

OtpacneBbie CTaHAAPTHI, TEXHHYECKHE YCJIOBHS M TEXHOJOIMYECKas MOKYMEHTaIus
Ha COCTAaBHI H METOZBI IMOJIydeHHS HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEACTB

TpeGoBanus obuierocyaapcTBEHHBIX 3aKOHOAATENBHEIX JOKYMEHTOR 1O (hapMOKoIien
K CBHIPbIO, MOJYINPOAYKTaM M TOTOBBHIM HAHOCTPYKTYPHPOBAHHBIM JIeKAPCTBEHHBIM
CpeACTBaM

OCHOBHBIE TOJIOXKEHHS MEXIYHAPONHBIX M HAIMOHAIBHBIX CTAaHAAPTOB KavecTBa
JIEKApCTBEHHBIX CPEACTB, KOTOPHIE OTBEYAIOT €€ HAa3HAYEHHIO, PETHUCTPALHOHHOMY
JIOChE H creuHKanmuu

Ob6mme mnoaxonbl K XpaHEHHIO PEAKTHBOB, KOHTPOJBHBIX OOpa3loB CHIPHA,
MaTepHaIOB U HaHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX CPEICTB, B TOM YHCIE IS
H3y4€HHs CTaOMIBLHOCTH U apXUBHOTO XpaHEHUS

O6H.II/IG HOAXOARI K YUYETY, XPAHEHHUIO H CIIMCAHHIO CBIPbA U MAaTCpHAJIOB IJIA (1)I/I3I/IKO-
XHMHYICCKOTrO KOHTPOJIS Kad€CTBa HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHLIX CPEACTB

MeTtoas! GU3UKO-XHMHUYIECKOTO KOHTPOJIS KadecTBa (apMalleBTHIECKUX CyOCTaHIIMIA,
BCIIOMOTaTeIbHEIX BEIECTB, OJYHPOAYKTOB U TOTOBBIX JIEKAPCTBEHHBIX HOpPM

MeTozasl (1)I/I3I/IKO-XI/IMI/I‘IGCKOFO KOHTPOJIAI NPOU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX
JICKAPCTBCHHEIX CPCACTB U KOHTPOJIA KQ4€CTBA camou MNPOAYKIIMHA

HpaBI/IJIa MOBCACHMS IIEPCOHAJIA B YACTHIX ITOMCHICHHUAX

Texuuveckuii aHIMACKUI S3BIK B 00JIACTH KadecTBa HAHOCTPYKTYPHPOBAaHHBIX
JICKapCTBEHHBIX CPEACTB

TpebGoBaHus CAaHUTAPHOTO PEXXHUMa, OXPaHBI TPYAQA, HOKAPHOH 6€30I1aCHOCTH, OXPaHBI
OKpY>Karomen cpeasl
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Hpyrue

XapaKTepHCTHKH

3.2.3. TpynoBas ¢pyHkuus

HammeHoBaHue

[IpoBeneHue BamuAalud U
odopMmIteHHE pe3yIbTaTOB
BaJIM/IAlIAH METOAUK (BH3HKO-
XMMHYECKOTO KOHTPOJIS KagecTBa
CBIPbS, MATEPHAJIOB H
HAHOCTPYKTYPHPOBAHHBIX
JIEKapPCTBEHHBIX CPEJICTB

VpoBeHb
(ToAypOBeHE) 5
KBaTH(HKaLUH

Kox B/03.5

[MpoucxoxxneHue
TpyaoBoit GyHKLHUH

3anMCTBOBaHO U3
OpHUrvHaNa

X

Opurunan

Kon
OpHrHHana

PernctpaunoHHbI HOMED
npodeccHOHANBHOTO
CTaHIapTa

Tpynoseie
NeicTBUA

BpiGop THIA BaTHJalMH METOIUK KOHTPOJA Ka4yecTBa CHIPBS, MaTepHAOB H
HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBECHHLIX CPEJCTB

KOHTpOJII) MPOBCIAECHHUSL (i)I/ISI/IKO-XI/IMI/I‘IeCKI/IX SKCIICPUMCHTOB (B TOM HYHCIIC
HOBTOpHLIX), HCOGXOILI/IMBIX I Balluganuy MCTOAHMK KOHTPOJIA KadeCTBa CBHIPBS,
MaTepHaAJIOB ¥ HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBCHHBIX CPC/ICTB

Pacdetr OCHOBHBIX XapaKTCpUCTHK, HCOGXOI[I/IMBIX AJs1 BaIuaanuyd METOJIHK (1)1/131/11(0-
XAMHUYECKOr0o KOHTPOJII KAa4eCTBAa CBIPHA, MAaTCPHAIOB U HAHOCTPYKTYPHMPOBAHHBIX
JICKQpCTBEHHEIX CPCICTB

Ananus Pe3yabTaToOB BauJalil MCTOAUK (1)I/I3I/IKO-XI/IMI/I"ICCKOI‘O KOHTPOJIA Ka4yecCcTBa
CEIPbsI, MATEPHAJIOB M HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBIX CpeICTB

Pazpa6oTka NPOTOKOJOB BATHAAIMH METONHK (H3HUKO-XMMHYECKOTO KOHTPOIA
KaYeCTBa CHIPbS, MaTepPUAJIOB U HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHEBIX CPEJICTB

O(I)OpMJ'IeHI/Ie M COrJlacOBaHHUE OTUETa IO BaMHAallHd MCTOOHUK (bl/ISI/IKO—XI/IMI/I‘ICCKOFO
KOHTPOINS Ka4eCTBA ChIpbSA, MATEPUAJIOB U HAHOCTPYKTYPHPOBAHHBIX JICKapCTBEHHBIX
CPCAICTB M IIPUTOJHOCTHU 3TUX METOJMK JIJIST KOHTPOJIA CXOJHBIX o6pa311013

HeobxonuMele
yMeHHs

HpOBOIII/ITB SKCICPHUMECHTAIIBHBIC HCCIICAOBaHHS (bHSI/IKO-XI/IMI/I‘ICCKI/IX mokazareJieit
Ka4ecTBa CHIPbsI, MAaTCpPHATIOB M HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHBIX CpEACTB,
H606XOIII/IMBIX JUIA BalIMAAAU MCTOAUK KOHTPOJIA Ka4yeCTBa IIPCATIPUATHS

[Ipou3BOAMTE MATEMATHYECKYI0 H CTATHCTHYECKYIO 00paGOTKY pe3yibTaToB
SKCIIEPUMEHTAIBHOTO OIpelieNieHHs (DU3MKO-XMMHYECKHX IIOKasaTenedl KadecTBa
CHIPBSI, MATEPHAJIOB 1 HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBCHHBIX CPE/ICTB

HpI/IMCHSITI: IIpaBujIa COCTaBJICHUS OJOKYMCHTOB, H606XOI[I/IMBIX JUId  BaJInJallHHA
(I)I/I3I/IKO-XI/IMI/I'-ICCKI/IX METOAUK KOHTpPOIsI Ka4decTBa CBIpbi, MAaTCpHaIOB H
HaHOCTPYKTYPHUPOBAHHBIX JICKapCTBCHHLIX CPCIICTB

Heob6xoaumeie
3HaHUSA

OTpaC.HﬁBBIe CTaHAAPTHI, TCXHUYCCKUE YCIIOBUSI U TCXHOJOTMYCCKasA JOKYMCHTaLUL
Ha COCTABBLl U METOABI MONYYEHH HAHOCTPYKTYPAPOBAHHBIX JICKAPCTBCHHBIX CpeacCTB

Tpe6opaHns 0OMETOCYJaPCTBEHHBIX 3aKOHOAATENBHBIX JOKYMEHTOB 10 (hapMOKOIEeH
K aKTHBHEIM (papMaileBTHYECKAM CYOCTaHLHAM, BCIIOMOTaTelbHBIM BEHIECTBAM U
METOJIaM HCCIIeIOBAHMS

dapmaxonelinsle  TpeOOBaHHA K  CBHIPBIO, MONYNPOAYKIaM M TOTOBBIM

HAHOCTPYKTYPHPOBAHHBIM JIEKAPCTBEHHBIM CPCACTBAM

Coz(epxcaHI/Ie JOKYMEHTOB O €JUHLIX IIPUHIHNAX H IpaBHjIax 06pameHn;1
JICKapCTBCHHEBIX CPEACTB I MCIHIIMHCKOTO HMPUMCHCHU
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MCTOIIBI, YCIOBHS U o60py11013a}me A (1)I/I3I/IKO-XI/IMI/I‘ICCKOFO KOHTPOJISI Kade€CTBa
CBHIpbs, MATCPHATIOB M HAHOCTPYKTYPHUPOBAHHBIX JICKADCTBEHHBIX CPCLICTB

Meroasl MaTeMaTHYECKOr0 M CTATHCTHYECKOrO aHau3a B XHUMHH, XHMHYECKOH
TEXHOJIOTHH U ¢apMaIiu

l'IpaBnna BEJICHUS NOKYMCHTAILIMU IIPH BAIHAALINH METOAHK (bI/I3I/IKO-XI/IMI/I‘IeCKOI‘O
KOHTPOJIsI Ka4eCTBA ChIPbs, MATCPHAIOB H HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBIX
CpPEACTB

MeTtoant na60paTopHoro KOHTPOJIA NPOU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX
JICKapCTBCHHBIX CPCACTB U KOHTPOJII KaUCCTBA camoit IIPOAYKIINU

HpaBHJIa IIOBCACHHA NICPCOHAIA B YUCTBIX NNOMCIICHUAX

Texuuueckuil aHTIMHCKMH S3HIK B OOJIACTH Ka4eCTBA HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB

Tpe6oBaHMs CAHUTAPHOTO PEXKAMA, OXPAHEI TPYa, IOXKApHOH 6€301aCHOCTH, OXPaHbI
OKpYXalolleH CpelIbl

Hpyrue

XapaKTePUCTHKH

3.2.4. TpynaoBas pyHKIHA

Kpamudukarms u o6CITy)KuBaHue
pubopoB H 060pyAOBaHHS I

MIPOBEICHH (PH3UKO-XUMUYECKOTO Vposenb
HaumeHoBaHMe | KOHTPOIISA Ka4eCTBA CHIPhS, Kon B/04.5 (noaypoBEHs) 5
MAaTepHaloB U KBaHpHKALMA

HAHOCTPYKTYPUPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB

[TpoucxoxaeHue
TPYAOBO# dyHKLHH

3auMCTBOBAHO U3
Opwurunan X
OpHrHHaa
Kon PeructpauyoHHBI HOMEP
OpHTHHaja npodeccHoHaIbHOTO
CTaHaapTa

Tpynoseie
AeHCTBUA

ITpoBenenne HEOOXOAMUMBIX (PH3MKO-XMMHYECKHX MCCIIEIOBAHHHU, HANPaBICHHBIX Ha
KBAIH(HKAIMIO U3MEPUTEIFHOro 000pynoBaHus, MMPEIHA3HAYCHHOTO UL KOHTPOJLA
Ka4ecTBa CHIPhSA, MaTEPUAJIOB M HAHOCTPYKTYPHPOBAHHEIX JICKADCTBCHHBIX CPE/ICTB

Pacuet norpemHocTH MpubOpOB, MpeIHa3HAYEHHBIX JIJIs KOHTPOJS Ka4eCcTBa ChIPhA,
MaTEPHAIOB M HAHOCTPYKTYPHPOBAHHBIX JIE€KapPCTBEHHBIX CPEACTB, U CpaBHEHHE
PACCUMTAHHON MOrPEIIHOCTH C ACHOPTHHIMH JJAHHEIME Ha NpUOOp

IToaroToBKa HEOOXOIMMEIX TECTOBBIX OOpa3lOB M MaTepHANOB N KaIMOpPOBKU
CpPEICTB H3MEpPEeHMIt 11 (HM3MKO-XMMHYECKOrO KOHTPOIA KavecTBa CHIPbA,
MaTepHaoB H HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX CPEACTB, M COOCTBEHHO
KaTuOpoBKa

Iloaroroeka IIOBEPKH H aTTCCTAIMU HUCIBITATC/IBHOTO JIa60paT0pHOl" 0 oGopy,uoxaamm

pil £ (GHU3UKO-XUMHYIECKHX HCCIIeIOBaHUI CBIPBS, MaTepHAJIOB %4
HAaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CpPEICTB, @ TaKkkKe KOHTPOIbL HX
TPOBENCHUS

CocraBncHue IICPAOOANICCKUX HJIaHOB-I‘pa(i)I/IKOB IIPpOBEACHUA KBaJII/I(bI/IKaI.lI/II/I u
06CJIy>I(I/IBaHI/I$[ H3MEPUTCIIBHOTO 060py210BaHI/ISI JJIL (I)I/ISI/IKO-XI/IMI/I‘ICCKOFO KOHTPOJIA
Ka49eCTBa ChIPbs, MATCPUAJIOB H HAHOCTPYKTYPHPOBAHHBIX JICKapCTBECHHBIX CPEICTB

Heo6xomuMEie
yMEHHS

HpOBO)II/ITB SKCIICpUMCHTAJIbHBIE HCCIIC€AOBAHNA, HCO6XOI[I/IMLIC I KBaJIH(bHKaHHH
H3MEPUTEIBHOI'O o6opyn013aHn5[, IpeaHasHa4cHHOro Jynl (bPISI/IKO-XI/IMI/I‘ICCKOFO
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KOHTPOJIS Ka4eCTBA CHIPHS, MATEPHATIOB M HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX
CpEJICTB

HpOI/I3BOI[I/ITI: MAarTeMaTHYCCKYI0O H  CTATHCTHYECKYIO 06p360TKy PE3YIbTaTOB
SKCIICPHUMCHTAJIbHBIX HCCIICIOBaHUM (bHSPIKO-XI/IMI/I‘-ICCKI/IX CBOIICTB CBHIPBA,
MaTCPHUAJIOB H HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBIX CPEACTB

ITpou3BOANTE KaTHOPOBKY CPEACTB W3MEpEHHi, MpelHa3HAYCHHBIX A (U3MKO-
XMMHYECKOTO KOHTPOJII Ka4deCTBAa CHIPhS, MAaTepHUaJIOB W HAHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPEACTB

ObecneunBaTh HEOOXOIMMEIE YCIIOBUS IS TPOBEJACHHS IOBEPKH H aTTECTAllUU
HCIILITATEILHOTO J1abopaTOpHOTO OOOPYAOBAaHHS, NMpEeIHA3HAYEHHOTO UIS (H3HKO-
XMMHYECKOTO KOHTPOJIA KauecTBa CHIphbS, MaTepHalIOB U HAaHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB

IIprMeHsTh TpaBHIa COCTaBIEHUS TOKYMEHTOB, HEOOXOAUMBIX 17151 KBIN(HUKALHMH, a
TaK)Ke IIOBEPKM M AaTTECTAllMH HCIBITATeNIFHOTO JabopaTopHOro obopymoBaHUS,
IPEAHA3HAYEHHOTO JUIA  (PU3HKO-XMMHYECKOTO KOHTPOJIA KadyecTBa  CHIpB,
MaTepPHAIOB M HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX CPEACTB

Heobxoaumeie
3HAHUA

OTpaCJIeBBIe CTanJapThl, TEXHHYCCKHUC YCIIOBHA U TCXHOJIOTHYECKasi JOKYMCHTAIIWsI
Ha COCTaBbl H MCTOABI MOTY4YCHHA HAHOCTPYKTYPHUPOBAHHEBIX JICKAPCTBECHHBIX CPCACTB

TpeGoBanus 06LIErOCYJapPCTBEHHBIX 3aKOHOATENBHBIX JOKYMEHTOB 11O (h)apMOKOIIEH
K aKTHBHEIM (apMaIleBTHYECKUM CYOCTaHIMSAM, BCIIOMOTaTENbHBIM BEIECTBAM H
METOHaM HCCIIEOBaHMS

dapmakomneiinple  TpeOOBaHMS K  CHIpbIO, HOJYNPOAYKTaM M T'OTOBHIM
HAHOCTPYKTYPHPOBAHHBIM JIEKAPCTBEHHBIM CPEICTBAM

Coz[epxcaHHe JOKYMEHTOB O COUHBIX IIPpHHIOWUIIAX W IIpaBUJIAX 06pamean
JICKAPCTBECHHBIX CPEACTB JUIl MEJUITHHCKOTO IIPUMCHCHH ]

VCTpolicTBO M TpMHUMIBL paGoOTEHl 00OpyHOBaHHS U1  (HU3HKO-XMMHYECKOTO
KOHTpOJIS Ka9€CTBa CHIPhSI, MATEPHATIOB 1 HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHEBIX
CpeACTB

MeTtoapl MareMaTH4YeCKOrO M CTaTHCTHYECKOIO aHalu3a B XHUMWH, XUMHIECKOM
TEXHOJIOTHH H Q)apMaumI

HpaBI/IJIa COCTaBJICHUA ANOKYMCHTALUU IIPpH KBaJ'II/I(l)I/IKaI.II/II/I, MNOBCPKE M aTTCCTalllH
HUCIBITATCIIBHOT'O JIa60paT0pH01"O o6opyz[0BaH1/m, NMPpCAHA3HAYCHHOI'O VI (1)I/ISI/IKO-
XUMHYECKOT'O KOHTPOJIA KAa4€CTBa CHIPbS, MATEPHUAJIOB U HAHOCTPYKTYPHPOBAHHBIX
JICKAPCTBCHHBIX CPECAICTB

MeTtonnl (I)I/IBI/IKO-XI/IMI/I‘IGCKOI‘O KOHTpOJII Ka4deCcTBa ChBIPHA, MATECPHAIOB H
HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBEHHBIX CPC/ICTB

HpaBpma NOBCACHU NIEPCOHAJIA B YUCTHIX ITOMCHICHHAX

TexHuyeckuil aHITMICKHM A3bIK B OONACTH KadecTBa HAHOCTPYKTYPHPOBAHHEIX
JIEKAPCTBEHHBIX CPEACTB

Tpe6oBanus cCAaHUTAPHOTO PEXKUMA, OXPaHBI TPY/a, HoXKapHOH O€30IaCHOCTH, OXPaHBI
OKpy’Karomie# cpeasl

Hpyrue

XapaKTCPHCTHKH

3.2.5. TpynoBas pyHKIHS

HaumeHoBauue

Paspabotka u odopMieHue
JOKYMEHTAIUH IO PU3UKO-
XHMHYECKOMY KOHTPOIIIO Ka4yecTBa
CHIPBSI, MATEPHAIOB U KBaHUKALHH
HAHOCTPYKTYPHPOBaHHBIX
JIEKApCTBEHHBIX CPEJICTB

VposeHb
Kon B/05.5 (nomypoBeHs)




ITpoucxoxaeHune
TpyROBO# GYHKIMH

21

OpuruHan X 3aUMCTBOBaHO U3 OPUTHHANA

Kon PernctpaunonHslii Homep
OpHMrMHana npo¢ecCHOHANBHOTO
cTaHIapTa

Tpynossie
NelCcTBUA

Benenue >XypHaJIOB ydeTa pPEakTHBOB, 000OpOTa pEaKkTHBOB, CAa4YH OTXOJOB Ha
XpaHeHHe, peTUCTpalMi pabouuXx pacTBOPOB

CocraBneHHe aKTOB O CIHCAHHH PCAKTHBOB H OCTaTKOB 06pa3u013 CBIPBA,
MATEPUAIOB U HAHOCTPYKTYPHUPOBAHHEIX JICKAPCTBEHHEIX CPCACTB

Odopmnenne npoTOKONOB (HHUIUKO-XMMHUYECKOTO SKCIEPHMEHTa 10 KOHTPOIIIO
Ka4eCTBa CHIPhs, MATEPHAJIOB U HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEBIX CPEJICTB

OdopmieHne mPOTOKONOB BaTHJAlMM METOOUK KOHTPONSA KAadecTBA CHIPH,
MaTepUaioOB M HaHOCTPYKTYPHUPOBAaHHBIX JIEKAPCTBEHHBIX CpPEICTB, a TakKXke
KBaINUKaNKMK, T[OBEpPKM MW  aTTeCTAlldM HCHBITATEJILHOIO  J1abopaTOPHOro
obopyaoBaHUA

Pa3pa60TKa cneun(bmcaunﬁ AJI BXOAHOI'O H BBIXOJHOI'O KOHTPOJIA KAuCCTBA CBIPHA,
MaTEpPHAJIOB H HAHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBIX CPEACTB M YNMAKOBOYHBIX
MaTCpPHAJIOB I10 (bHSHKO-XHMI/I‘IeCKI/IM IIoKa3aTcJsiM

Odopmiienne oT4eTa MO BATUJALMH SKCIEPUMEHTAIBHBEIX METONMK, a TaKXKe O
KBUTH()UKAIMA MPHOOPOB M HX NMPHTOAHOCTH I MPOBEACHHUs KOHTPOJIA KavecTBa
CBIPhsI, MATEpHAJIOB U HAHOCTPYKTYPUPOBAHHEIX JIEKAPCTBCHHBIX CPEJICTB

HeoGxonuMeie
yMEHUS

IIponu3BoaNTE CBOEBPEMEHHYIO (pUKcallUio 060pOTa PEaKTHBOB, CHIPHS, MaTCPHAIOB
U HAaHOCTPYKTYPHPOBaHHBIX JIEKAPCTBEHHBIX CPE/ICTB B XKYpHAIAX ydeTa

INpumensats GopMel 1 mpaBuiIa 0GOPMIIEHHS TOKYMEHTOB, HEOOXOAUMEIX IS ydeTa
CHIpbS M MAaTE€pHaloB, IIPU KOHTPOJIE KauecTBa HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPENICTB

ITpou3BoaMTE CBOEBpeMEHHOE OdopMIIeHHE NOKYMEHTAI[MH (AKTOB, IPOTOKOJIOB H
3aK/IIOYEHHH) B COOTBETCTBHM C MHCTPYKIMSIMH H JApYrod TeXHHYECKOH
JOKyMEHTaluen

HeoOxomumele
3HAHUSA

OTpacneBme CTaHAApTHI, TEXHHYCCKHUE YCJIIOBHUA H TEXHOJOTHMYECKAA JOKYMCHTaLUA
Ha <COCTaBbl H MCTOABI IIONYHYCHHA HAHOCTPYKTYPHPOBAHHEIX JICKAPpCTBCHHBIX
CpECACTB

TpeboBanms ob1merocy1apcTBEHHBIX 3aKOHOAATENFHBIX JOKYMEHTOB 1O (apMOKOTIEN
K aKTHBHBIM (papManeBTHUYECKUM CYOCTaHLMSIM, BCHOMOTraTeNbHBIM BEIIECTBAM H
METOJ/IaM HCCIIEIOBAHUS

dapmakomeifapiec  TpeOOBaHMS K = CHIpbl0, MOIYNPOAYKTaM M  TIOTOBBIM
HAHOCTPYKTYPHPOBAHHBIM JIEKAPCTBEHHBIM CPEACTBAM

Coz(epxcaﬂne JAOKYMCHTOB O CIHHBIX IIPHHIOHIAX H IIpaBHAJIaX O6pa]lIeHI/ISI
JICKAPCTBCHHBIX CPEACTB AJIA MEIUITMHCKOrO IIPUMCHCHM L

IIpaBuna odopmiieHHs JOKYMEHTalHU IIPH HCIOJIB30BaHUHM, 000OpPOTE M CIHCAaHUH
PEaKTHBOB, CHIPhS, MATEPHAIOB H HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

IpaBuina opopMieHus] JOKYMEHTAIIMH IPH BATHAANNH METOIUK KOHTPOJIS Ka4ecTBa
CBIPbsl, MATEPHAIOB H HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

IMpaBuna opopmiicHAS HOKYMEHTANH NpH KBaTH(UKAIUH, TOBEPKE M aTTECTallMH
HCIIBITATENIFHOTO JIabopaTopHOrO 00OpYAOBaHHUs, IpeIHA3HAYCHHOTO ULl KOHTPOIA
Ka4ecTBa CHIPbsi, MATEPHAJIOB H HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEACTB

TexHuueckuil aHIIIMICKHM fA3BIK B 00JacTH KadecTBa HAHOCTPYKTYPHPOBAHHBIX
JICKAPCTBCHHBIX CPEACTB

TpeGoBaHus CaHUTAPHOTO peXHUMa, OXpaHBl TpyAa, MOXKapHOH O6e30IacHOCTH,
OXpaHbl OKPYKAIOIIEH CpeAb
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Hpyrue
XapaKTepUCTUKU

3.3. O600mennas TpyaoBasi GyHKIHA

UccnenoBanue

MHKpPOOHOIOTHYECKUX

MOKa3aTeyaeH Culpbs,
HaumeHoBaHue | IIPOM3BOACTBEHHOM Cpebl Kon C YposeHs 5

p P ’ KA UKaLuu

HAHOCTPYKTYPHUPOBaHHEIX

JIEKapCTBEHHEIX CPEACTB U

YIaKOBOYHEIX MaTCPHAIIOB
ITpoucxoxaeHue

M 3auMCTBOBAHO U3
06o061meHHON Opurunan X
o opuruHan€a
TPYAOROH (YHKLIUM
Kon PeructpauuoHHEIN HOMep
OpUTHHAJIA npodeccHoHaNBEHOTO
cTaHmapTa

Bo3MoxHbIe Mukpo6uoior KOHTPOJISI KauecTBa JIEKapCTBEHHBIX IIPenapaToB
HaVMEHOBaHUS ®apmMakoa0r KOHTPOJISA Ka9eCTBA JICKAPCTBEHHBIX IIPENAPaTOB
JOJDKHOCTEH,
npodeccuit

TpeboBanmus k
0o0pa3oBaHUIO U
00yUeHHIO

Bricmiee oOpa3oBanue — 6akanaBpuaT

TpeboBanust k
OIIBITY
PaKTH4ECKOMN
paboTHI

Ocobrle yciioBus
JIomycka K pabore

IIpoxoxpaenne 06s13aTeNbHBIX [IPEABAPUTENIPHBIX (TIPH HOCTYIUICHHH Ha paboTy) U
TIEpHOAMYECKHAX METUIIMHCKIX OCMOTPOB (00cIieioBanuit), a Takyke BHEOYCPETHBIX
MEIHIMHCKUX OCMOTpPOB (00ciie1oBaHUi) B TOPSAKE, yCTAHOBICHHOM
3aKoHOHAaTelIbcTBoM Poccuiickoit @enepainu

ITpoxox/eHne HHCTPYKTaxXa 10 OXpaHe TpyJa

Hpyrue

XapaKTepUCTHKH

I[OHOJIHI/ITCJ'IBHBIC HpO(l)eCCI/IOHaJIBHBIe HpOorpaMMBI — IPpOTrpaMMBbI IIOBEIIICHUS

KBM(UKAIMH TI0 TPODIITIO NEATETBHOCTH

I[OHOJIHI/ITCJ'II:HBIC XapaKTCPUCTHUKU:

HanmenoBanue Kon HamnmMenoBanue 6a30Boii rpyIIIsl, JOJDKHOCTH (Ipodeccuu)
JOKYMEHTa WM CHEIHATBHOCTH
OK3 2131 bronoru, 60TaHUKH, 300JI0TH ¥ CHIELUATIMCTHI POACTBEHHBIX
3aHATHI

EKC - HmkeHep-TexHoIOor (TEXHOJIOT)

OKIIATP 20321 buonor
20327 buoxumux
22516 WmxeHep-MAKpOOHOIIOT
22581 Wxenep 110 HCIBITAHUAM
22860 Wxenep-xuMuk
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24219 Muxkpobuonor
OKCO 2.22.03.01 MarepuajioBeicHUE U TEXHOJIOTHH MAaTEPHAJIOB
2.28.00.00 HanoTtexHoornu 1 HaHOMaTepHaJbl

3.3.1. Tpyaosas pynxuusn

HpOBe):[eHPIe KOHTPOJIA KadyeCTBa
CLIPbSL, HpOI/I3B0I[CTBeHHOI71 CpE€aLL,
HaHOCTp}fKTypI/IpOBaHHHX YPOBCHL

HauMeHOBaHMe | JIEKAPCTBEHHBIX CPE/ICTB U Kon C/01.5 (moaypoBeHs) 5

yIaKOBOYHBIX MaTE€pHAJIOB 110 KBaTH(bUKaLUH
MHKPOOHOTOTHIECKUM
NOKa3aTelsM

ITpoucxoxaeHue
TpyaoBO# GYHKIMH

3auMCTBOBaHO U3

Opurunan X
OpUruHana

Kon PeructpaunoHHHIi HoMep
opuruHana npodeccoHaNBEHOIO
CTaHAapTa

Tpynoseie
JIeHCTBHSA

AHamM3 CyIMECTBYIOIMX METOAOB, INPHMEHAEMBIX I MHKPOGHOJIOrMIECKOro
KOHTPOIIsl KayecTBa CHIPbA, IPOM3BOICTBEHHOM Cpezbl, HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEJICTB U YIIAKOBOYHEBIX MaTepHAIOB

Ananus 060pyn013aH1/m H MaTepHuaJioB, HEOOXOAUMBIX IS MI/IKp06I/IOJ'IOFI/I‘-ICCKOFO
KOHTpPOJIL Kaud€CTBa CbIPbI, HpOI’ISBOZ[CTBGHHOfI Cpeapl, HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBCHHBIX CPEACTB U YIIAKOBOTHBIX MAaTCPHUAIOB

Pa3paboTka H BHIGOP ONTHMAIBHEIX METOAOB M PEXHMOB MHKPOOHOIOTHIECKOrO
KOHTpPOJII KauecTBa CHIPhS, IPOM3BOACTBEHHOH CpEJbl, HAHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPEICTB M YIAKOBOYHBIX MATEPHAIIOB

Bri6op 060pyAoBaHHs ¥ MaTePHANOB IJi1 MEUKPOOHONIOTMYECKHX UCIBITAHUM CBIPBS,
IPOM3BOJICTBEHHOM Cpelbl, HaHOCTPYKTYPHPOBAHHBIX JICKapCTBCHHBIX CPEICTB H
yIaKOBOYHBEIX MaTepHaloB

Hponez[elme MI/IKPO6HOJIOFH‘ICCKHX HCIIBITaHu] CBIpbA, HpOHSBOI[CTBCHHOfI Cpeanl,
HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHBIX CPEACTB U YIIaKOBOYHBIX MaTepUaJiOB

AHanmu3  pe3yibTaTOB  MHUKPOOHONOTHYECKOrO  KOHTPOJNs — KadecTBa  CBIPbY,
IIPOM3BOJICTBEHHON cpelbl, HAaHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB H
yIaKOBOYHBIX MaTepHUallOB

OcymecTBIeHHE IpeIMETHO-KOJINIECTBEHHOIO y4deTa HapKOTHIECKHX,
IICHXOTPOIIHBIX BENIECTB U MX IIPEKYPCOPOB

Heo6xoauMEIe
yMeHHUS

Pa6oTaTh ¢ TEXHHYECKOH JIMTEPATYpOHl MO BHIOOPY MHKPOOHOJIOTMYECKAX METOIHK
KOHTpOJIl KayecTBAa CHIPBs, INPOM3BOIACTBEHHOM Cpelbl, HAaHOCTPYKTYPHPOBAHHEIX
JIEKAPCTBEHHBIX CPEJICTB M YIIAKOBOYHBIX MaTepHAJIOB

PaGoTath ¢ 06OpYIOBaHMEM M MATePHaIaMU NS IIPOBEICHHS MUKPOOHOIOTHIECKUX
HCOBITAHUE  CHIPbs,  IPOM3BOACTBEHHOHM  Cpelbl,  HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEJICTB H YIAKOBOYHBIX MaTepHAIOB

TIpoH3BOHNTE ONEHKY MHUKPOGHONOTHIECKHX TI0Ka3aTeNel ChIPbs, IPOU3BOICTBEHHOM
cpelbl, HAaHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEICTB H  yMaKOBOYHBIX
MaTepHaIOB

Heobxoaumele
3HAHUS

OTpaCJICBBIe CTaHIApThl, TCXHUIECKUE YCJIOBHA H TEXHOJIOTHYECKaA JOKYMCHTaIIUA
Ha COCTAaBEI M METOALI NOJIYICHH HAHOCTPYKTYPHPOBAHHBIX JICKapCTBCHHLBIX CPCIACTB

TpeGoBaHMs OBIIEroCy1aPCTBEHHBIX 3aKOHOAATENBHBIX JIOKYMEHTOB IO (papMOKONeH
K aKTHBHBIM (papMalleBTHYECKHM CYOCTaHIIMsSM, BCIIOMOTraTeIbHBIM BEINECTBAM H




MeTOJaM HCCJIICAOBAHUS

dapmaxoneiinpie  TpeOoBaHMA K  CBHIPBIO,  NOJNYHPOAYKTam ¥ TOTOBBIM
HaHOCTPYKTYPHPOBAHHBIM JICKAPCTBEHHBIM CPEICTBAM

Conepxanve IOKYMEHTOB O €IMHBIX IPHHIMNAX M TIpaBHiax obpamieHus
JIeKapCTBEHHBIX CPEJCTB Ul MEJMIUHCKOTO IIPUMCHEHHUS

Crpapodnas HHGbOpMAIHS, a TakKe HHPOpMAIIS 13 IIEpHOJUYECKON JIUTEPATYPHI IO
mpoGneMaM ~ KOHTpOIs — KadecTBa  OOpasioB, HMEIOIMX  OTHOIICHHE K
HAaHOCTPYKTYPHPOBAHHBIM JIEKAPCTBEHHBIM CPEACTBAM

Buasl MUEKPOGHONOTHYECKHX MCIBITAHMH CHIPbS, MPOM3BOJCTBEHHOH Cpensl,
HaHOCTPYKTYPUPOBAHHBIX IEKAPCTBEHHBIX CPE/ICTB U YIIAKOBOYHBIX MaTEPHANIOB

VeioBAsL MEKPOGHONOTHYECKUX HCIBITAHAI SKCIEPUMEHTANIBHBIX 00pasloB CHIPbS,
TIPOU3BOICTBEHHON Cpellbl, HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBCHHBIX CPEICTB H
yIIAKOBOYHEIX MaTEpPHANIOB B COOTBETCTBHH C TeXHHICCKOH JIOKyMEHTalen

IIpapuna paboTst ¢  npubopamMm W MaTepHajaMu  JULL  NPOBENCHUA
MHKpOGHONOTHYECKAX ~ WCIBITAHMM  CHIPbSI,  IPOM3BOJCTBCHHOW  CPEBL
HaHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB M YIIAKOBOMHBIX MaTCpHANIOB

HpaBI/IJIa noBeJeHUs IEpCoOHaIa B YACTBIX MIOMCHICHUAX

TexHU4YeCKHH AHIVIMACKUHE S3BIK B OOJIAcTH KavecTBa HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEICTB

Tpe6oBaHMs CAHUTAPHOTO PEXKUMA, OXPAHbI TPYAA, HOXAPHOH 0e30MacHOCTH, OXpPaHBbI
OKpY>Karole Cpesibl

Hpyrue

XapakTCpHUCTHKH

3.3.2. TpynoBas pyHKnusi

V4eT peakTHBOB, TATATENbHbIX
cpel, TECT-IITAMMOB, KOHTPOJIbHBIX
06pa3suoB CHIPbs, MATEPHAIOB U

HaHOCTPYKTYPHPOBAaHHBIX VposeHb
HaumenoBanue | JIEKAPCTBEHHBIX CPEACTB AL Kon C/02.5 (noaypoBeHs) 5
u3yveHus cTabMIBHOCTH U kpankduxanum

ApXMBHOI'O XpaHCHUA IIPH
MI/IKpO6I/IOJIOI"I/I‘IeCKOM KOHTPOJE
Ka4vcCTBa

TpoucxoxaeHue
TpynoBol GYHKUKH

 Opururan X = 3auMCTBOBAHO M3 OpUrMHaNa

Kon PerrctpaudoHHBIH HOMED
opurvHasa nipodeCCHOHATEHOTO
cTaHIapTa

Tpynoseie
neHCTBUSA

ObecreyeHne IPaBUIBHBIX YCIOBHH COAEPXAaHUS PEaKTHBOB, MUTATENBHBIX CPEl,
STAIOHHHIX INTAMMOB, CHIPb H MATEPHAIOB [ H3ydeHHs CTabMIBHOCTH H
APXMBHOTO XDAaHeHMs NpPH MHKPOOHONOTHYECKOM —KOHTpONE — IPOM3BOACTBA
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPECTB

BepuduKamyss PeakTHBOB M INTaAMMOB Ul KOHTPOJI KadecTBa OTOOpaHHEIX IMpPob
IIPOM3BOJICTBEHHON Cpelbl H HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB IO
MHCTPYKIHUSIM

KOHTpONb Hajl PEXUMOM COJAEpXKaHHs 00paslioB NpH U3YHCHHH CTaOMIIBHOCTH H
apXMBHOM XpaHEHHH B PaMKaX MHKPOOHONOrMYECKOro KOHTPOJA MPOU3BOACTBA
HaHOCTPYKTYPHPOBaHHBIX JIEKAPCTBCHHEBIX CPE/ICTB
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KOHTpOJIb CpOKa TOXHOCTH PEaKTHBOB, CHIPbSl M MarepHaloB, MCIIOJIL3YEMEBIX IpPH
KOHTpOJIe CTaOMIIBHOCTH 0Opa3sLoB CHIPbS, TEXHOJIOTMYECKMX H IPOM3BOACTBCHHBIX
cpell, HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPE/ICTB

KOHTpOJIB Hag Yy4Ye€TOM H CIHCAHUCM DpEAKTHBOB, CBIpbS H MaTE€pHAIOB,
HCIOJIB3YEMBIX IIPH KOHTPOJE CTaOMIIBHOCTH 06pa3u013 ChIpbA, HpOPIBBOlICTBCHHOfI
cpeJibl, HAHOCTPYKTYPUPOBAHHEIX JIEKADCTBCHHBIX CPEACTB U HX ApXHBHOM XpaHCHHUH

OC}’HICCTBJICHI/IC NPEAMETHO-KOJIAYECTBEHHOTO YU€Ta HApKOTHYCCKUX,
TNICUXOTPOMHBIX BELICCTB U UX MIPEKYPCOPOB

KoHTpons Haj c60poM OTXOIOB, IONY4AaeMBIX B pe3yJbTaTe MHKPOOMOJIOIHYECKAX
HcCIieJOBaHU I obpa3ioB CHIPbA, MIPOU3BOACTBEHHOMN Cpensl,
HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHAIX CPEJICTB M YIIAKOBOYHBIX MaTEpUalioB

HeobxonumMele
YMCHUS

O6ecreyrBaTh CHCTEMY NPABHIBHOTO XpaHEHHWs Mpo0O, peakTHBOB M INTaMMOB IIpH
MHMKPOOHOIOTHYECKOM KOHTpOJIE KadeCTBa CBIPbS, INPOM3BOACTBEHHOH CpEIHI,
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB M YIIAKOBOYHBIX MATEPHATIOB

O6ecneunBaTh  CHCTEMY  NPaBHJIBHOIO  pPAacKOHCEpBHpOBaHMA  MHpob A
MHKPOOHOJIOTHYECKOTO KOHTPOJII KadecTBa CHIPbA, MPOM3BOJACTBEHHOM CpEXE,
HaHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBCHHBIX CPEACTB M YIAKOBOYHBIX MaTEPUAIOB

ObecrieyuBaTh CHCTEMY YydeTa M CIHCAaHHS CBIpbS M MAaT€pHANOB  IIpU
MHKPOOHOJIOTMYECKOM KOHTpOJE KauecTBa CHIPbs, IPOM3BOIACTBEHHOH Cpelsl,
HAaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPECTB M YIIAKOBOYHBIX MaTCpPHAIIOB

Heobxoaumeie
3HaHUS

OTpaCJIeBBIe CTaHAApPTHl, TEXHUICCKHAEC YCJIOBHS U TEXHOJOTHYCCKas NOKyMCHTaIlUA
Ha COCTaBHI U METOJIBI TONYUCHHA HAHOCTPYKTYPHPOBAHHEIX JICKADCTBCHHBIX CPCACTB

Tpe6OBaHI/I$I O6I.II€FOCYlIapCTBCHHBIX 3aKOHOAATECIBHBIX JOKYMCHTOB 110 q)apMOKOHeI/I
K peaKTHBaM, MATATCIBHBIM CpEaM, 3TaJIOHHBIM LITaMMaM, KOHTPOJIbHBIM 06pasuaM
CBIPES M MaTE€pHajiaM, 06pa3naM JJIA H3YUCHUS CcTaOUIBLHOCTH U APXHBHOI'O XpaHCHU

dapmakoneitnele  Tpe6oBaHHMs K CHIPBIO,  IIONYNPOAYKTaM W TOTOBBIM
HAHOCTPYKTYPHPOBAHHEIM JIEKAPCTBEHHBIM CPEJICTBAM

Co,uep)KaHne JOKYMEHTOB O €IMHBIX IIPpHHIHINAX M IIpaBrjiax 06pa1ueHmI
JIEKApCTBCHHEIX CPEACTB Ul MCIHIITMHCKOrO IIpUMCHCHUSA

O6mue moaXoasl K XPaHCHHIO pPEaKTHBOB, IMTATENBHEIX CpEll, TECT-IITAMMOB,
KOHTPONBHLIX 00OpasloB CHIPbS M MaTepuanoB, NPOHM3BOACTBEHHON CpEXE,
HAHOCTPYKTYPHUPOBAaHHBIX JIEKAPCTBEHHBIX CPEACTB, B TOM HHCIE A1 HM3Y4CHHUS
CTaOMJIFHOCTH M apXUBHOTO XpaHCHHUS

MeTtomsl ~ MHKPOGHOJIOIHYECKOrO  KOHTpOJII — KadecTBa  (hapMaleBTHYECKHX
cyOCTaHIMii, BCIOMOTraTeNbHBIX BEIIECTB, MOJYIPOAYKTOB, TOTOBBIX JIEKaPCTBEHHBIX
¢$OpM U YyIakOBOYHBIX MaTEPHUAIIOB

Metoasl MI/IKp06PIOJIOFI/I‘leCKOFO KOHTpPOJIAI ITPOU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBCHHBIX CPEJICTB Y KOHTPOJLI KaUYCCTBA camMoH IMPOAYKIINHT

HpaBpma MOBCACHHS IICPCOHAJIA B YHCTHIX IIOMCIICHHAX

TexHuueckuil aHINIMACKHA S3BIK B OONMAcTH KadeCcTBAa HaHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPE/ICTB

Tpe6GoBaHus CAHHTAPHOTO PEKUMA, OXPAHHI TPY/a, IOXKAPHOH 6€3011aCHOCTH, OXPaHEI
OKpYXKaromen Cpebl

Hpyrue
XapaKTEPUCTHKH




3.3.3. TpyaoBas pyHKIHs

ITpoBenenue Banuaaluy 1
othopMIIeHHE pe3YIILTATOB
BAIAAAIAA METOAUK

MHKPOOHOIOTHYECKOT0 KOHTPOJIA VpoBeHb
HauMeHoBanwe | Ka4ecTBa CHIPB, Kon C/03.5 (moxypoBeHs) 5
IIPOM3BOJICTBEHHOM CPEJIbL, KBaNnH(pUKALMH

HaHOCTPYKTYpPHUPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB U
yHaKOBOYHBIX MaTEPHAIIOB

ITpoucxoxaeHue 3auMCTBOBAHO U3
N Opurmaan = X
TpyaoBoil QyHKUHH OpHUrMHaNa
Kon PeructpaunoHHEIH HOMEP
OpHrHHANA npogeccuoHalLHOTO
cTaHzapTa

TpynoBeie KoHTpoms Hal MpOBEIECHUEM MHKPOOHOIOTHYECKHX SKCICPUMEHTOB, HEOOXOAUMBIX
IleﬁCTBKH JIIA Banugalnyu METOAUK KOHTPOILL KauecTBa CBIPBS, HpOHSBOI[CTBCHHOﬁ Cpe€anl,

HAHOCTPYKTYPHPOBAHHBIX J€KaPCTBEHHBIX CPE/ICTB M yIIAKOBOYHLIX MaTCPHAJIOB
PacueT OCHOBHBIX XapaKTEPUCTHK, HEOOXOAMMBIX JUIi BaluJalvd MCTOAHK
MHKPOGHOJIOTMYECKOTO KOHTPOJIS KavecTBa ChHIPBA, IPOM3BOJICTBEHHOH Cpefbl,
HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB M yNAKOBOYHBIX MATCPHATIOB
AHanu3 pe3ylbTaToB BalMaliid METONMK MHKPOOHONIOTHYECKOTO  KOHTPOJLA
KauecTBa  ChIpbd,  HPOW3BOACTBEHHOM  CpeAbl,  HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEICTB M YIIAKOBOYHBIX MaTEpHATIOB

CocTaB/leHHe NPOTOKONOB BAIMJAIMH METONMK MHMKPOOHONOTHYECKOTO KOHTPOJL
KauecTBa  CHIpbs,  NPOW3BOJACTBEHHOM  cpelbl, ~ HAHOCTPYKTYPHPOBAHHBIX
JIeKapCTBEHHBIX CPEJICTB M YITAKOBOYHBIX MAaTEPHAIIOB

Odopmienre OT4eTa IO BAIMAALMH METOIHK MMKPOOHOJIOTHYECKOTO  KOHTPOJIS
KauecTBa  CHIpbS,  IPOU3BOACTBEHHOM  Cpe;bl,  HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB U YIAKOBOIHBIX MaTepHaNoB H MPUIOTHOCTH STHX METO/MK
JUTSL KOHTPOJIs Ka4ecTBa CXOIHBIX 00pasioB

Heobxomaumble | IIpOBOIUTE SKCIEPUMEHTAIBHBIE HMCCIICIOBAHMA MMKPOOHONOTHYECKOH YHUCTOTHI
yMEHHUs CHIPBS, NPOM3BOACTBEHHON CpEIBl, HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX
CPE/ICTE W YNAaKOBOYHBIX MAaTepHAIOB, HeoOXOAMMBIX JUIs BaduJalldH METOAMK
KOHTPOJIS KauecTBa

IIpou3BOAUTE MATEMATHYECKYI0 H  CTaTHCTHYCCKYIO 00paboTKy pe3ylbTaToB
SKCIIEPUMEHTAJILHOTO  ONpEAEIICHHs MHKpPOOHOJNIOrMYEeCKOH  YHCTOTH  CHIPbA,
IIPOM3BOICTBEHHOM CpeJbl, HAHOCTPYKTYPHPOBAHHBIX JCKAPCTBEHHBIX CPEACTB H
yIaKOBOYHBIX MATEpHAIOB

IIpuMeHsTh IMpaBHIa COCTABNCHHS JIOKYMCHTOB, HEOOXOQUMBIX Ul BaaHIaldy
MHKpPOOHONOTHYECKHX METOJMK KOHTPONA Ka4ecTBa ChHIPhS, IPOU3BOJCTBEHHOM
cpedEl, HAHOCTPYKTYPMPOBaHHBIX JIGKAPCTBEHHBIX CPCACTB  H yIaKOBOYHBIX

MaTepHaIoB
HeobxomuMEle | OTpacieBEie CTAHAAPTHI, TEXHUYECKHE YCIOBHA M TEXHOJIOIMHCCKas NOKyMCHTAIMA
3HAHUS Ha COCTaBbl ¥ METOMBI NOJTy4eHHs] HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBCHHBIX CPE/CTE

TpebGopanmust 06IIETOCY AAPCTBEHHBIX 3aKOHOKATENBHBIX JOKYMEHTOB II0 dapmMoKoIIEH
K PeaKTHBaM, IUTATCIBHEIM CPEJlaM, STaJOHHEIM IUTaAMMaM, KOHTPOJIEHEIM obpazuam
CHIpbsl U MaTepHaiaM, oOpasiam I/ H3y4eHHs CTaOMIBHOCTH M apXHBHOIO XpaHEHMs
dapMaxoneiinple  TpeOOBaHHS K CHIPhIO, TOJNYNPOAyKTaM M = TOTOBRIM
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HAaHOCTPYKTYPHUPOBAHHLIM JICKAPCTBEHHBIM CPCACTBAM

ConmepxaHue [JOKYMEHTOB O €IWHBIX NPHHIMNAX H MpPaBHIax oGpalneHus
JIEKapCTBEHHBIX CPE/ICTB AJI MEAUIUHCKOTO IIPUMECHEHUS

MeTonsl, ycioBust 1 000pyqOBaHHE AT MUKPOOHONIOTHYIECKHX UCCISIOBAHHIA CHIPhS,
IIPOM3BOACTBEHHON Cpebl, HAHOCTPYKTYpHPOBAaHHBIX JIEKAPCTBEHHBIX CPEACTB H
YIIaKOBOYHBIX MaTEpPHAJIOB

Metonsl MaTeMaTH4ecKOTO M CTAaTHCTHYECKOTO aHald3a B XHMHH, XHMHYECKOMN
TEXHOJIOTUH W PapMaIiu

IlpaBuna BeAeHHA [AOKYMEHTAllMM IIPH BaTHAAMH METOOWK  OMNMpe/eIICHHs
MHUKpOOHOIOTHYECKOH YUCTOTH CBIPBS, MPOU3BOJICTBEHHOMH cpenrl,
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB M YIIAKOBOYHHIX MATEPHAIOB

Meroasl mabopaTOpHOTO  KOHTPOJIL MPOHM3BOJACTBA  HAHOCTPYKTYPHPOBAHHEBIX
JIEKApCTBEHHBIX CPEJICTB M KOHTPOJIS Ka4€CTBA CaMOii IPOAYKIHA

Texnuyeckuil aHrmMicKMi S3BIK B OONACTH KadecTBa HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB -

TpeboBanus CaHUTAPHOTO PEXKKUMa, OXPaHBI TPyAa, OXKAPHOM 6€30MacHOCTH, OXPAaHEI
OKpYXalouleH Cpeibl

Hpyrue

XapaKTCPUCTHKH

3.3.4. TpynoBana pyHKUHUS

Kpaymmbukamus, o6cIy)KuBaHHeE,
MOJATOTOBKA K MOBEPKE, KATHOPOBKE
CpPE/ICTB H3MEPEHHH U aTTecTanun
HCHIBITATENBFHOTO JIaAO0PaTOpHOTO

obopynoBaHuUs AJI1 IPOBEACHHS Vposers
Haumenosanue | MUKpOOHOJIOTHYECKOTO KOHTPOJIA Koz C/04.5 (moxypoBeHs) 5
Ka4ecTBa CHIPb4, KBauQUKaLHH

IIPOU3BOJICTBEHHOM CpEIIBL,
HaHOCTPYKTYPHUPOBaHHBIX

JICKapCTBEHHBIX CPEACTB U
YIIaKOBOYHBIX MaTEpUAJIOB

ITpoucxoxaenue
TPYIOBOH QGyHKUUM

3anMCTBOBaHO H3

Opurunan X opHruHaa
Kon PeructpaunoHHBIH HOMEP
OpHUIrvHamna npogeccHOHaNBLHOTO
cTaHzAapTa

Tpynossie
JEHCTBHUS

HpOBe)IeHI/IC KBaJII/I(l)I/IKaIII/II/I U3MCPHUTCIIBHOI'O 060p}’I[0BaHI/I$I, peaIHA3HAYCHHOIO
I MI/IKpO6I/IOJIOI"I/I‘IeCKOI‘O KOHTPOJIA Kad€CTBa CBIPHA, HpOH3BOlICTBCHHOﬁ CpEanl,
HAHOCTPYKTYPHUPOBAHHEIX JICKAPCTBCHHEIX CPCACTB H YIAKOBOYHBIX MATCPHUAIIOB

IMoaroToBka HEOOXOOMMEIX pEareHTOB, MHTATENBHBEIX CpeJd M MITAMMOB, TECTOBBIX
o0pa3oB M MaTepHalloB JuId  KaJIHOpPOBKH  CpEICTB  HM3MEPEHHH  JUIA
MHKPOOMOJIOTHYECKHX  HMCCIENOBaHMH  CHIPbS,  NPOM3BOJACTBEHHOH  CpEIBI,
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB M YIAKOBOYHBIX MAaTEpPHAJIOB H
coOCTBEHHO KanuOpOBKa

IMogroroBka K TOBepKe W  aTTECTalMM  HCIBITATENbHOrO  JIabopaTopHOro
o6opymoBaHus i MEKPOOHOJIOTHYECKHX HCCIICOBAHMUM CBHIPbS, IPOH3BOACTBECHHOM
Cpelbl, HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX CPEACTB K  YHNAKOBOYHBIX
MaTEpPHAaJIOB, a TAKXKe KOHTPOJIb UX NPOBEICHUS
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CocraBiieHHE TEPHOJMYECKHX IUIAHOB-TpadMKOB IIpOBeICHUS KBaTH(HKALUH |
OOCIyXKHBaHHS H3MEPHTEJIBHOTO OOOpYHOBaHUS [UII  MHKPOOHONOTHMYECKOTO
KOHTPOJISL Ka4eCTBa CHIPhs, MATEPHAIIOB M HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX
Cpe/ICTB

HeobxonanmMeie
yMEHHUS

HpOBOIlI/ITI: SKCICPUMEHTAJILHBIE HCCIEA0OBAHUA, HCO6XOI.II/IMI>IC JJLL KBaJ'II/I(bI/IKaI.II/II/I
HU3MEPUTEIIBHOI'O o6opy11013aH14;1, IMPEAHAZHAYEHHOIO JIA MI/IKp06I/IOJ'IOFI’I‘ICCK01"O
KOHTPOJIA Ka4deCTBa CBHIPHI, HpOHSBOI[CTBCHHOfI CpCapl, HAHOCTPYKTYPHPOBAHHBIX
JICKAPCTBEHHEIX CPCACTB U YIIAKOBOYIHBIX MaTCpHAJIOB

ITpou3BOANTE MAaTEMAaTHYECKYI0 H CTaTHCTHYECKYyI0 00paboTKy pe3yipTaToB
OKCIIEPUMEHTANBHEIX ~ MCCJIENOBAaHUH  MMKPOOHONOTHMYECKOM  HYHCTOTHI  CHIPBS,
IIPOM3BOJICTBCHHON Cpebl, HAaHOCTPYKTYPUPOBAHHBIX JIEKApPCTBEHHBIX CPEICTB H
YIIaKOBOUHBIX MaTepUaJIOB

ITpousBoauTs KATHOPOBKY CPENCTB H3MEPEHHUH AT KOHTPOII MUKPOOHOIOrHIECKOM
YUCTOTEI  CBIPbS,  HPOM3BOACTBEHHOM  cpelsl,  HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEJICTB H YIIAaKOBOYHBIX MaTepHaJioB

O6ecnieunBaTh HCO6X0,I[I/IMBIC YCIOBUA OJIA ITPOBCACHHS IOBEPKA H ATTCCTAllMH
HCIIBITATCIIBHOTO JIa60paT0pHOI‘O o6opy,u0BaHna, IIPCAHASHAYCHHOI'O IJIsI KOHTPOJEA
MI/IKp06I/IOJIOI'I/I‘ICCKOI71 YUCTOTHI CBIPbSL, HpOHSBOZ[CTBCHHOﬁ Cp€AbI,
HAHOCTPYKTYPHUPOBAHHLIX JICKAPCTBEHHEBIX CPECTB U YITAKOBOYHBIX MATECPpHAJIOB

TIpUMEHSATD NPaBHIa COCTABJICHUS JOKYMEHTOB, HEOOXOIMMEIX UL KBaTM(pUKALHH, 4
TaKKe MOBEPKH M aTTeCTAllMHM MCIBITATENbHOro JIabopaTopHOro o0OpyIOBaHMs ULl
KOHTPOJ MHKPOOHONIOTHYECKOH UHCTOTHI CHIPbs, IPOM3BOACTBEHHOH CpEnBI,
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB U YIIAKOBOYHBIX MAaTEPHAIIOB

Heo6xoaumMeie
3HAHUA

OTpaCJ'IeBBIC CTaHIApPTHI, TCXHUYECKHE YCJIOBHUSA U TEXHOJIOTHYCCKasdA JOKYMCHTaLHA
Ha COCTaBHl U MCTOJBI NMOJYUYCHUA HAHOCTPYKTYPAPOBAHHEIX JICKAPCTBEHHBIX CPCACTB

Tpe60BaHI/I$I OGMCFOCYHapCTBeHHBIX 3aKOHOAATEIIBHBIX JOKYMEHTOB II0 (bapMoxorIen
K pcaKkTHBaM, IUTATC/ILHBIM CpEiaM, STAJIOHHBIM MITaMMaM, KOHTPOJIbHBIM 06pa3uaM
CBIPbA H MaTCpHaJIaM, o6pa311aM JJ1 A3YICHHUS] CTaOMILHOCTH M APXUBHOI'O XpPaHCHHUS

dapmakoneiinple  TpeGoBaHMS K  CBIPBIO, IOJNYNPOAYKTaM M  TOTOBBIM
HAHOCTPYKTYPHPOBAHHBIM JIEKAPCTBEHHBIM CPEACTBAM

Collepnca}me JOKYMEHTOB O €OHMHBIX IIpUHIMIIAX H IIpaBHJIaX o6pa111erm
JICKapCTBCHHBIX CPEACTB JJIA MENUITHHCKOTO IPUMCHCHHA

VerpoiictBo w mpuHOMNEL  paboTel  o6OpynoBaHMS IS KOHTPOJIA
MHKpPOOHOIOTHYECKOH YUCTOTH CHIpBS, IIPOU3BOICTBEHHOM cpensl,
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB H YIAKOBOYHBIX MaTEPHAJIOB

MeToapl MaTeMaTH4eCKOrO0 M CTATHCTHYECKOTO aHalW3a B XHMMH, XMMHYECKOH
TEXHOJIOTUH U (apManuu

HpaBI/IJ'[a COCTaBJICHUA JOKYMCHTALlUH IIpU KBaJII/I(bI/IKaIII/II/I, IIOBEPKE U aTTCCTalluH
HCIBITATCIIBHOT'O J1a6opaTopHoro 060py11013aHmI pIR)b: | KOHTPOIA
MPIKpOGPIOJIOI"H‘IGCKOﬁ YHUCTOTHI CBbIPbSI, HpOHBBOI[CTBCHHOﬁ CpEAnl,
HaHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB U YITAKOBOTHLIX MAaTCPHAJIOB

MeTonsl KOHTpPOJIA MHKPOOHOJIOTHYECKOH YHCTOTBI CHIPbS, IIPOU3BOACTBEHHOM
Cpelibl, HAHOCTPYKTYPHPOBAaHHBIX JIEKADCTBEHHBIX CPEACTB W YIMAaKOBOYHBIX
MaTepHaIOB

TexHUdecKuil AHITMHACKHUIA S3BIK B OO0JIACTH KadeCcTBAa HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPE/ICTB HA YPOBHE YTCHHS H NIOHHMAHHS TEKCTOBBIX JIOKYMEHTOB

Tpe6oBaHus CAHUTAPHOTO PEXKMMA, OXPAHBI TPYAa, MOXKAPHOH 6€30IIaCHOCTH, OXPaHbI
OKpYJKaloIen Cpesibl

Hpyrue
XapaKTCPUCTHKH
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3.3.5. Tpyaosan pyHKuus

HaumeHoBaHHe

Pazpabotka u odpopmieHHne
JIOKYMEHTALlUH T10
MHKPOOHONIOTHIECKOMY KOHTPOJIIO
Ka4ecTBa CBHIPhA,
IPOM3BOACTBEHHOM CPEIBI,
HAHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPEJCTB 1
YIIaKOBOYHEIX MaTepHaJioB

VpoBeHb
Kon C/05.5 (roypoBeHs) 5
KB UKALIUU

ITpoucxoxaeHue
TpyAOBO# PYHKUMH

OpwuruHan X | 3auMCTBOBaHO U3 OpUTHHANA

Kon PervcrpaunoHHbI!l HOMED
OpHUrvHana npodecCHOHANBHOTO
cTaHIapTa

Tpynoseie
JeACTBHS

BeneHue XypHaJIOB ydeTa peakTHBOB, 060p0Ta peaKTHBOB, IUTATENBHEIX CPEIl, TECT-
IITaMMOB, C/la4¥ OTXOJIOB HA XpaHEHHe, perHCTpauy pabounx pacTBOPOB

CocTaBicHME aKTOB O CIIHCAHHH PEAKTHBOB, NMHTATEJIBHBEIX CPEH, TECT-IITAMMOB H
OCTaTKOB 00pa3lioB INPOM3BOACTBEHHOM CpeAbl W  HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEICTB

OdopmiieHHe TPOTOKOJIOB (HDM3MKO-XMMHYIECKOTO 3KCIEPUMEHTa II0 KOHTPOJHO
KauecTBa  CHIPbS,  UPOH3BOIACTBEHHOH  Cpelbl,  HAaHOCTPYKTYPHPOBAHHBIX
JIEKApCTBEHHBIX CPEACTB U YIIAKOBOYHHIX MaTCpUalioB

O(bOpMJIeHI/IC IIPOTOKOJIOB BaJIMTAITHHU MI/IKpOGI/IOJIOFIfI‘-ICCKI/IX METOOUK KOHTPOJIA
KadcCTBa CLIpbA, HpOHSBO,I[CTBCHHOﬁ CpEani, HAHOCTPYKTYPHUPOBAHHBIX
JICKapCTBEHHBIX CPEJACTE U YIAKOBOYHBIX MATCPHAIOB, a TaKXe KBaJII/I(l)I/IKaIII/II/I,
INOBEPKH U aTTeCTallii UCHIBITATCILHOIO J'IaGOpaTOpHOFO o6opy)1013a1-msl

Paspa6oTka cnemudukarmit 111 BXOAHOTO M BEIXOAHOIO KOHTPOJIS Ka4ecTBa ChIph4,
TEXHOJIOTHYECKUX Cpell, HAHOCTPYKTYpHPOBaHHBIX JIEKAPCTBEHHBIX CPEIACTB H
yIaKOBOYHBIX MATEPUATIOB 10 MUKPOOHOIOTHYECKHM ITOKA3ATENAM

Odopmiienrde oT4eTa IO BAIUJALMH 3KCICPHMEHTAIbHBIX METOIMK, a TaKXKe O
KBaTUQUKAMH TPHOOPOB M HX NPUTOAHOCTH JUIA [POBEJAEHHS KOHTPOILT
MHAKpPOOHONOTHYECKOR qUCTOTHI CHIPBA, IPOM3BOJCTBEHHOMH Cpensl,
HAaHOCTPYKTYPHUPOBAaHHBIX JIEKAPCTBEHHBIX CPEACTB M YIIAKOBOYHBIX MaTCPHAJIOB

Heobxoaumeie
yMeHHs

HpOI/ISBOI[PITB CBOCBPEMCHHYIO (bm(caumo o60p0Ta P€aKTHBOB, TUTATCIIBHBIX CPCIH,
TECT-IITAMMOB, MaTCpUalIoB, CBIPBI, HpOI/ISBOHCTBeHHOﬁ Cpeanl,
HAHOCTPYKTYPHPOBAHHLIX JICKAPCTBECHHBIX CPEJICTE M YITAKOBOTHBIX MaTCprualIioB

[IpumeraTs GopMBl U mpaBiiIa OHOPMIEHHS JOKYMEHTOB, HEOOXOMMMBIX VIS y4eTa
CHIPBS, THTATENBHBIX Cpefl, TECT-IITAMMOB H MaTE€pHAJOB MPH KOHTpOIE
MHKPOOHOJIOTHYEeCKOH YHCTOTHI CBIPbSI, IIPOU3BOICTBEHHOH cpensl,
HAaHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHEIX CPEJICTB M YIIAKOBOYHBIX MaTePHAJIOB

[Ipou3BoauTE CBOEBPEMEHHOE opopMmiieHHe TOKyMEHTAlHH (aKTOB, IPOTOKOJIOB H
3aKJIIOYEHHH) B COOTBETCTBMM C HHCTPYKUHSMH M Jpyroil TEXHUYECKOH
JOKyMEHTALMEH

Heo6xonmMEere
3HAHUS

OTpacneBble CTaHAAPTHI, TEXHHYECKHME YCIOBHA M TEXHOJOTUYECKas JOKyMEHTALMA
Ha COCTaBEl M METOJLI IOJIydEeHHS HaHOCTPYKTYPHPOBAHHBIX JIEKapCTBEHHBIX
CpEJICTB

Tpe6oraHHsA 06IMEroCy JapCTBEHHBIX 3aKOHOJATENBHBIX IOKYMEHTOB 110 hapMOKOMEH
K PeaKTHBAM, UTATENHbHBIM CPEaM, STaJTOHHBIM IITAMMaM, KOHTPOJIBHBIM 00pasiaM
CHIpb H MaTepHajaM, oOpa3slaM Ui H3ydeHHs CTaOWIBHOCTH H apXHBHOTO
XpaHeHus!
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dapMakomnieifHple  TpeOOBaHMS K  CHIpblO, IONYNPOAYKTaM H  TFOTOBBIM
HAHOCTPYKTYPHPOBAHHBIM JIEKAPCTBEHHBIM CPEACTBAM

ComepxaHde JOKyMEHTOB O €AMHBIX NpPUHOMIAX M IpaBHiax oOpaieHus
JIEKAPCTBEHHBIX CPEJICTR ISl MEAUIMHCKOTO IPUMEHEHUS

ITpaBuiaa odopMIICHHS TOKYMEHTAllMH IPH HCIIONB30BAaHHH, 00OpOTE€ M CIIMCAaHMH
PEaKTHBOB, CHIPBS, MATATENIEHBIX Cpell, TECT-IITaAMMOB, 00pa3LioB IPOU3BOACTBEHHOH
CpelBl ¥ HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEIICTB

HpaBI/IJIa 0(1)OpMJ'ICHI/I$I AJOKYMCHTAIlUK IpPA BaIHJallid MCETOJAUK KOHTPOJIA
MPIKpO6HOJIOI‘H‘-ICCKOfI YUCTOTHI CBIPBA, HpOHSBOZ[CTBeHHOﬁ CpE€Aanl,
HaHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHEIX CPEACTB U YIIAKOBOYHLIX MAaTEPHAIOB

IMpaBwia opopMileHHs TOKYMEHTAWH IPH KBaJM(HUKAIKH, OBEPKE M aTTECTAllMH
HCTIBITATEIILHOTO 71ab0paTOpPHOTO obopynoBaHuUs VIS KOHTPOJIS
MHKPOOHONOrHIECKOH GHCTOTHI CHIpPBS, IIPOM3BOACTBEHHOM cpensl,
HaHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBCHHBIX CPEJICTB U YIAKOBOYHBIX MaTEPHAIIOB

TexHuueckuil aHIJHKCKMI S3BIK B OOJIACTH KadecTBa HAaHOCTPYKTYpPHPOBAHHBIX
JIeKapCTBEHHBIX CPEACTB Ha YPOBHE YTCHHSI H IOHUMAHMUS TEKCTOBBIX TOKYMCHTOB

TpeGoBaHHs CAHHTAPHOTO pEXMMa, OXpaHbl Tpyda, NOXKAapPHOH O€30IaCHOCTH,
OXPaHbI OKPY’)KaIONIeH Cpezbl

Hpyrue -

XapakKTECPHCTHKH

3.4. O0o6menHan TpyaoBas GyHKIHSA

YrpaBjieHue NepcOHANIOM IIPH
BBITIOJIHEHHH 337124 ¥ QYHKIUHA B

HarMeHoBaMHe 061acTH PU3NKO-XHMHYECKOTO Koz | D YposeHs 6
KOHTPOJIS KauecTBa KBaNHUKALMHE
HAHOCTPYKTYPHUPOBAaHHBIX
JIEKapCTBEHHBIX CPEJICTB

gg:g;t?{zg;ginmn Opurnnan X 3aHMCTBOBAHO H3

byHKIR OpHrHHama

Kon PeructpaunoHHBIH HOMED
OpHrHHala npodecCHOHATLHOTO CTaHAapTa

Bo3MosxHBIE 3aBeIyIOIIMIf KOHTPOJIBHO-aHATUTHIECKOH JTabopaTopuei

HanMMEHOBaHUA 3aseqyromuii GU3MKO-XUMHUIECKOH TabopaTopHel

JOJDKHOCTEH,

npodeccuit

TpeboBanus K Bricmee obpa3oBanue — 6akanaBpuaT

00pa30BaHUIO U

00yUYEHHIO

Tpe6GoBaHust k He menee Tpex jeT paboTH IO CIICNMAIPHOCTH Ha HHXEHEPHO-TEXHUIECKUX

OIIBITY JIOJDKHOCTAX B 06JIaCTH KOHTPOJIS KadecTBa GpapMalieBTHIECKOrO CHIPhS U

MPaKTUIECKON JICKApCTBEHHBIX CPE/ICTB

paboThl

Oco6bie ycIoBus TIpoxoaeHue 00s3aTeNbHBIX IPEABAPUTENBHBIX (P MOCTYIUIEHWH Ha PaGoTy) U

JomycKa K pabore IEPHOANYECKUX METUIIMHCKUX OCMOTPOB (00CIe10BaHMiA), 2 TAKKE

BHEOYEPENHBIX MEUIMHCKAX OCMOTPOB (00CiIe10BaHMi) B HOPSKE,
yCTaHOBJICHHOM 3aKOHOZaTeNnbcTBOM Poccumiickoii @enepannu
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IIpoxoxeHne HHCTPYKTaXa MO OXpaHe TpyAa

Hpyrue

XapaKTCPUCTUKH

JlononHuTenbHbIE NpodecCHOHANBHbIE IPOrPaMMBbI — IIPOTPaMMBbI TIOBBILIEHHSI

KBIM(UKAIMHU 110 TPODIITIO NI TENPHOCTH

I[OHOJIHHTCJIBHBIC XapaKTCPUCTHUKHU

HavnmMeHnoBanue Kox HaumenoBanue 6a30Boii rpynmsl, JOJDKHOCTH (TIpodeccun)
JOKYMEHTa WM CHeUHAIBHOCTH
OK3 2113 XUMUKH
EKC - HavanpHux npon3BoacTBEHHO#M 1abopaTopud (1o
KOHTPOJIIO NIPOU3BO/ICTBA)
OKIIATP 22581 WmxeHep MO HCTIHITAaHUSIM
22860 W HxeHep-XUMUK
24845 HauanpHuk (3aBeayromuii) Npou3BOACTBEHHOM
nabopaTopuu
25850 ITpoBu3op
27392 XHUMHK
OKCO 2.18.03.01 XuMHUUYECKast TEXHOJIOTHSA
1.04.03.02 Xnmus, puzKka 1 MeXaHHKa MaTepHalloB
2.28.03.03 Hanomarepuarsl

3.4.1. TpynoBas pyHkuus

IInanupoBanue, opranu3anus u
KOHTPOJIb 0TOOpa ¥ TPAHCTIOPTHPOBKH v
OBCHB
HauMeHoBaNHe mpob s (hHU3HKO-XUMHYECKOTO Kon | D/01.6 (Honl;poneﬂb) 6
KOHTPOJIA KaUeCTBA CHIPhs, MaTEPUAIOB KBATHHKAIHH
¥ HaHOCTPYKTYPHPOBAaHHBIX
JICKApPCTBEHHBIX CPEICTB
IIpoucxoxaeHne 3aMMCTBOBAaHO U3
Tpl;'nonoﬁ qI)lyHKunn Opurusan X OpuruHana
Kon PeructpaunoHHbIif HOMep
OopuUruHaja HpOd)eCCPIOHaJ'ILHOFO

cTaHAapTa

Tpynoseie neicTBUA

Cornacopanue BHIOB, IOCIEJOBAaTEIHLHOCTH H oObeMa oTOopa mpobd CHIpHA,
MaTepuaJioB M  HAHOCTPYKTYPHPOBAaHHBIX  JIEKAPCTBEHHBIX  CpEHCTB,
TPaHCHOPTHPOBKM MPOO B (GPH3HKO-XUMHUECKYIO J1abOpaTOPHIO

CornacoBanmne METOJIOB, YCIIOBHH U peXHMOB 0TOOpa pod CHIPhsI, MATEPHAIOB
HAaHOCTPYKTYPHPOBAHHBIX JIEKapCTBEHHBIX CPEACTB JUI1 (HU3UKO-XUMHYECKOTO
KOHTPOJISL KA4eCTBa

CornacoBanne HeoOXoAMMOro oOOpPYAOBAaHHS H MaTepHaloB JJiss oTOopa mpobd
CBIPbSi, MAaTepUAJIOB M HAaHOCTPYKTYpHPOBAaHHBIX JIEKAPCTBEHHBIX CPEACTB I
(hU3UKO-XMMHYECKOTO KOHTPOJIS KauecTBa

Pacuer W HOpMHpOBaHMEe 3aTpaT TpyJa Ha BHINONHEHHE oTOOpa W
TPaHCIIOPTHPOBKA INpo0 CBIpbi, MaTepHaloB H HAHOCTPYKTYPUPOBAHHBIX
JIEKAPCTBEHHBIX CPEICTB AT GH3UKO-XHMHIECKOT0 KOHTPOJI Ka4ecTBa

Kontpoms otbopa H TpaHCIIOPTUPOBKHM Hpo0 CBIPbi, MATEpHAOB H
HAHOCTPYKTYPHUPOBAaHHBIX JIEKAPCTBEHHBIX CPEACTB B  (DH3HKO-XMMHYECKYIO
nabopaTopuio

KOHTpOJ'IB NPEAMETHO-KOJIAYECTBECHHOI'O y4€Ta HApKOTHYCCKHX, IICHXOTPOIHBIX
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BEIIECTB M UX IIPEKypPCOpOB

Heobxoaumele
yYMEHHS

BriGupath HalpapJieHHs COBEPIIEHCTBOBAHKS 0TOOpa IPO0 CHIPhs, MATEPUAIIOB H
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, TPAHCHOPTHPOBKH IIPOG6 B
(H3MKO-XUMHUECKYIO JIAOOPaTOPHUIO

O606maTh ¥ OLECHHMBATL PE3YJbTAaTHl OTOOpa M TPAHCIOPTHPOBKH IPOO CHIPH,
MAaTepHaioB ¥ HaHOCTPYKTYPHPOBAHHBIX JEKAPCTBEHHBIX CPEICTB, YIUTHIBAS HX
IIpH aHAJTH3€ Pe3yIbTaTOB (PU3HKO-XHMHYECKOrO KOHTPOJIA KaueCcTBa

IIpoBoauTs paccieqoBaHue OTKIOHEHHH OT TpebGoBaHuil chnenuuKanui c
COCTaBJICHUEM MIPOTOKONA

[TnanupoBate pabory mo orbopy mpo®  CHIpBS, MaTe€pHAIOB H
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB M TPAHCIIOPTHPOBKE Mpol B
(bH3UKO-XUMHYECKYIO JIA00PAaTOPHIO

®opmupoBars  TpeOOBaHHs,  OpPEABABIAEMBIE K  (QU3HKO-XUMHYECKUM
[OKa3aTejiiM KadyecTBa IPoO CHIPbs, MATEpPHAOB M HAHOCTPYKTYpPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEICTB

Heob6xomumMeie
3HaHUA

OTpaCIIeBBIC CTaHaapThl, TCXHHUYCCKHUC YCJIOBUA 41 TEXHOJIOTHYICCKAA
JOKyMEHTallusd Ha COCTaBbl M MCTOJBLI IIONYyYICHHA HaHOCTPYKTYPHPOBAHHBIX
JICKAPCTBCHHELIX CPEACTB

TpeGoBanusi  OOIIETOCYNApCTBEHHBIX  3aKOHOAATENBHBIX  JJOKYMEHTOB IO
dapMmoKomer K peaKkTHBaM, IHTATEIbHBIM CpelaM, STAJOHHBIM HITaMMaM,
KOHTPOIBHBIM OOpa3liaM ChIpbSl H MaTepHanaMm, oOpasuaM Juisi W3YYeHHs
CTaOMJILHOCTH M apXHBHOTO XpaHEHHMsI

dapmakoneiinsle TpeGOBaHHS K  CBHIPBIO, IIOJYNPOJAYKTaM H  TOTOBHIM
HAHOCTPYKTYPUPOBaHHBIM JIEKAPCTBEHHEIM CPEACTBAM

Conepn(aHHe JOKYMEHTOB O €IWHBIX IIPHHIOHIIAX H IIpaBHJIaX o6pame}m;1
JICKAPCTBCHHEIX CPEACTB Il MCAHITMHCKOTO IIPAMCHCHU

TexHomorus u  o0opymoBaHHWE IIPOM3BOACTBA  HAHOCTPYKTYPUPOBAHHBIX
JIEKapCTBEHHBIX CPEJICTB

TexHudeckrne TpeOOBAHUA K (U3UKO-XMMHUYECKMM IIOKa3aTelsM KadecTsa Mpod
CHIPBS, MATEPHAIOB M HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHEIX CPEICTB

KpuTepHH IIpaBWIGHOCTH OTOOpa M TPaHCIOPTHPOBKH Mpo6 mnpu Qusuko-
XMMHMYECKOM KOHTPOJIC Ka4eCTBa ChIPhsl, MAaTEPHAIOB H HAHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPEACTB

CTaHZ[apTBI, IOJIOXKCHUs, HHCTPYKIOHUH IIO TEXHOJIOTHYECKOH IIOJATOTOBKE
IIPOU3BOACTBA H O(l)OpMJICHI/IIO JOKYMCHTALMH

HpaBHna IOBeAeHUs IICPCOHAJIA B YUCTHIX TOMCIICHUAX

Texuuueckuil aHITIMHACKHIA A3BIK B 00JJaCTH Ka4ueCTBAa HAHOCTPYKTYPHPOBAHHBIX
NEKapCTBEHHBIX CPEACTB HA YPOBHE YTCHHs M IOHMMAHMS TEKCTOBBIX
JIOKYMEHTOB

TpeGoBaHMS CaHUTAPHOTO PEXHUMA, OXPAHBI TPy/a, IMOXapPHOH Ge30MacHOCTH,
OXpaHbl OKPYXKaIoMEH Cpeabl

Hpyrue

XapaKTCpUCTHKH
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3.4.2. TpynoBas pyHKIHSA

[TnaaupoBaHue, OpraHu3anys 1
KOHTPOJIb poBeXeHus Pu3uKo- v
Haenopasye | XEMAUCCKOTO KORTPOIIS KateCTBa Kox | D/02.6 (nonl;(::):::,) 6
CBIPbs, MaTEPHAJIOB H R Srima—
HaHOCTPYKTYPHPOBAaHHBIX
JIEKApCTBEHHBIX CPEACTB
Tpooossene [ oprwnn X | oo
Kon PeructpanoHHsIi HOMEP
OpUrHHaIa 1podeccHOHANBHOTO

craHaapTa

Tpynosble neHCTBHSA

TInaHMpOBAHKE M COTJIACOBAHHE BHIOB, MOCIENOBATEILHOCTH B 00beMa (pu3HKO-
XHIMHYECKOTO  KOHTpOJss  KadecTBa MNpo0  CBIpbi,  MaTepUajioB U
HAHOCTPYKTYPUPOBAHHEIX JIEKAPCTBEHHEIX CPEICTB

IlogroroBka H coriacoBaHHME METOAOB, YCJ'IOBI/Iﬁ H PEKUMOB (1)I/I3I/IKO-
XHMHYECCKOI0 KOHTPOJIA Ka4de€CTBa Hp06 CBIpbA, MaTCpPUAIOB u
HaHOCTPYKTYPHUPOBaAHHLIX JTCKapCTBCHHBIX CpECACTB

IMoaroToBka M coriacoBaHue HeoOX0IUMOro o6OpYIOBaHMSA H MaTCPHATIOB [UiA
(U3HKO-XMMUYECKOrO KOHTPONS KauyecTBa MNpo0 CHIPbS, MaTepHaloB H
HAHOCTPYKTYPUPOBAaHHBIX JICKAPCTBEHHBIX CPE/CTB

PacueT ¥ HOpPMHPOBAaHHE 3aTpaT TPyAa Ha BHINONHEHHE (PU3MKO-XHMUYECKOTO
KOHTpONI KadecTBa INpoO CHIPbA, MAaTEPHAOB H HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEJICTB

KOHTpOJII: HaJ BBIIIOJHCHHUCM (bI/I?»I/IKO-XI/IMI/I‘-IeCKOI‘O KOHTpPOJIA Ka4e€CTBa CBHIPbS,
MaTepHAJIOB 1 HAHOCTPYKTYPHPOBAHHBIX JICKApCTBCHHEIX CPCACTB

PaccnenoBanue ClIy4yacB, Korga pe3yibTaTbl (I)I/IBI/IKO-XI/IMI/I‘-ICCKOFO KOHTPOJIA
Ka4eCcTBa CHIPhSA, MaTCpUAJIOB H HAHOCTPYKTYPHPOBAaHHBIX JICKapCTBCHHBIX
CPCACTB BBIXOIAT 3a IPCICIIBI cneun(bm(aunn 11 HaHOCTPYKTYPUPOBAHHBIX
JICKapCTBCHHELIX CPEACTB

KOHTpOJ'IL Haq IIPEOAMETHO-KOJIUYCCTBCHHBIM YUICTOM HApKOTUYCCKUX,
IICUXOTPONHBIX BEIIECTB H HX IIPEKYPCOPOB

Heo0xonuMele
yMeHHS

KOHTpONMpOBaTh  NPABWIbHBIA H  CBOCBPEMEHHBIA  (DH3MKO-XHMHYCCKUI
KOHTpOJIb KauecTBa Mpo0 CHIPbS, MATEPHATIOB H HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEICTB

Bribupate METOOMKM H 00opydoBaHMe il (U3UKO-XHMHYECKOTO KOHTPOJIL
KagecTBa Mpo6 CLIPbsl, MATEPHATIOB M HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX
CpENCTB

[InanmpoBath pabory (H3HKO-XUMHYECKOH 11abOpaTOpMH II0 IIPOBEACHHUIO
(GU3MKO-XMMHYECKOTO ~ KOHTPONA ~ Ka4eCcTBa  CBHIPbS,  MATEpHAIOB  H
HaHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX CPEACTB

0606maTs ¥ OLEHHUBATH PE3YJIBTATH (PH3MKO-XHMHIECKOTO KOHTpPOIA KavecTBa
1po6 CHIPhsl, MATEPHATIOB M HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPE/CTB

TIpOBOANMTH paccleOBaHHe OTKIOHEHHH OT TpeGopammil crenudukamui ¢
COCTaBJICHHEM NPOTOKOJIA

Heobxoaumeie
3HAHUSA

OTpacneBme CTaHIapTHI, TEXHHYCCKHC yciioBus Hu TEXHOJIOTHYCCKAA
JOKYMEHTAIlMd Ha COCTaBbl H METOAbI MOJYYECHUs HAHOCTPYKTYPHPOBaAHHBIX
JICKapCTBECHHEIX CPCIACTB

Tpe6GoBanusi  OGIIETOCYAAPCTBEHHBIX — 3aKOHOJATENBHEIX — JIOKYMEHTOB IO
(apMoKomeW K peaKTHBAM, TMTATENbHBIM CpeaM, JTAIOHHBIM INITAMMaM,
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KOHTPOJIBHBIM 0Opa3maM ChlpbS H MaTepHallaM, oOpasumaMm s H3yYeHHs
CTaCHJIBHOCTH U apXHUBHOTO XpaHECHHS

dapmakomneiinsie TpeOOBaHHS K CHIPbIO, IONYNPOAYKTaM M TOTOBBIM
HaHOCTPYKTYPHPOBAHHBIM JIEKAPCTBEHHBIM CPEICTBAM

Coz[epxcalme JOKYMCHTOB O €JIAHBIX IMIPUHIHIIAX H IIpaBHJIAX o6pameHn;1
JEKApCTBCHHBIX CPEACTB JIA MCIUIIUMHCKOI'O NIPUMCHCHHS

Texnndeckue Tpe6OBaHI/I$I K CBHIpBIO, MaT€pruajlaM M HaHOCTPYKTYPHPOBaHHBIM
JICKapCTBCHHBIM CpEICTBaAM

Texmomorus ¥  obopymoBaHWe MPOM3BOACTBA  HAHOCTPYKTYPHPOBAHHBIX
JICKApCTBEHHBIX CPE/ICTB

CTaHIIapTBI, ITOJIOXKCHHA, HHCTPYKIIMH 1o TCXHOJIOTUH IIPOU3BO/ICTBA
HAHOCTPYKTYPHPOBaHHBIX JICKaApCTBCHHBIX CpEaCTB 41 O(bOpMJIeHI/IIO
JOKYMCHTaIlMH

Kputepus MpaBHIIBHOCTH Pe3yNIbTaTOB (HU3UKO-XHMHUYECKOTO KOHTPOJIS Ka4eCTBa
npo0 CHIPhS, MaTepHAIOB H HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEICTB

HpaBnna TITOBCACHHA IICPCOHAJIA B YHCTHIX ITIOMEICHUX

TexnudecKkuii aHTTIMHCKHUI S3BIK B OONMAacTH KauecTBa HAHOCTPYKTYpPHPOBaHHEIX
JIEKAPCTBEHHBIX CPEACTB HAa YpOBHE YTEHHS M [IOHHMAaHUA TEKCTOBBIX
JOKYMEHTOB

TpeGoBaHus CaHUTAPHOTO PEXHMa, OXpaHBI Tpy/Aa, MOXapHOH Ge3zomacHOCTH,
OXpaHbI OKPYXKaIoIEH Cpebl

Hpyrue

XapaKTEPUCTHKH

3.4.3. Tpynaosas pyHKIHA

ITnaHupoBaHue, OpraHu3alys 1
KOHTPOJIb IIPOBE/IEHUS BATUAALIMA

AHATATHYECKHX (QU3UKO-XUMUYECKUX YpoBeHs
HauMeHoBaHHE | METOJIMK KOHTPOJIA Ka4Ye€CTBA CBHIPHA, Kong | D/03.6 | (momypoBeHs) 6
MaTepHaJIOB H KBanA(HKaLUU

HAHOCTPYKTYPHPOBAHHBIX
JICKapCTBCHHEBIX CPCIACTB

TIpoucxoxaenne
TpyAOBO# QYHKLMH

X 3aMCTBOBaHO U3

Opurunai
OpHTHHaja
Kon PeructpaunoHHEIH HOMEP
OpUTHHama npodecCHOHANBHOTO
CTaHJapTa

TpynoBslie neficTBus

IMoaroToBKa M COINIACOBAHME BHIOB, MOCIENOBATENBHOCTH W 00BeMa (u3HKO-
XMMHMYECKUX SKCIIEPUMEHTOB, HEOOXOAMMBIX ULl BaIMAAIMM METOAUK KOHTPOJLL
KauecTBa CHIPbs, MATCPUAIOB U HAHOCTPYKTYPHPOBAHHBIX JIEKApPCTBEHHBIX
CpeACTB

OO6muii KOHTPOIIL Hajl BHIOJHEHHEM BaHAAlUH (PU3HKO-XMMHYECKHX METOTHUK
KOHTPOJIsI KadecTBa NPOO CBHIPhS, MAaTEpHAOB M HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEICTB

CorllacoBaHne M YTBEPXKIACHHE De3y/IbTAaTOB BalMAANHMU (PH3UKO-XMMHYECKHX
METOAMK KOHTPOJIS KayecTBa pob CBIPbA, MaTepHaioB "
HAHOCTPYKTYPUPOBAHHBIX JEKAPCTBEHHBIX CPEICTB

Heob6xonuMEeie
YMCHUS

[MoaroTaBnMBaTh IPOBEAEHHC BaTWNAIUH  (QH3HKO-XMMHMYECKAX METOAUK
KOHTpOJIA KadecTBa Hpo0 CHIphA, MaTEpHAIOB M HAHOCTPYKTYPHPOBAHHBIX
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JICKapCTBEHHBIX CPEACTB

[TnaaupoBate paboOTy MO BaMAalUM (PHU3UKO-XMMHUYECKUX METOAUK KOHTPOISL
KavuecTBa Mpod CHIPhS, MaTEPHATIOB H HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX
CPEJICTB

O600ImaTe U OIEHUBATh Pe3yJIbTAaThl BAJIMAALUN METOAMK KOHTPOJI KadecTBa
HaHOCTPYKTYPHUPOBAaHHEIX JIEKAPCTBEHHBIX CPEACTB

HeobxonnMeie
3HAHUS

OTpacneBme CTaHAapPTHhI, TCXHUYCCKHC yCIoBUA 151 TCXHOJOIHYCCKas
JOKYMCHTAlLlUd Ha COCTAaBbBl W MCTOABI IIONYYCHHA HAHOCTPYKTYPHPOBAHHBIX
JICKAPCTBCHHBIX CPCACTB

TpeGoBanust  oOmierocylapcTBEHHBIX  3aKOHOJATENBHBIX JOKYMEHTOB  IIO
¢dapMOKONIEH K peaKTHBaM, MHUTATEJIbHBIM CpellaM, STaJOHHBIM IITaMMaM,
KOHTPOJIBHBIM OOpa3iaM CHIpbS H MaTephaiiaM, o0pasnaM Ui H3y4eHHS
CTaOMIIBHOCTH ¥ apXHBHOTO XpaHECHUS

dapmakoreiinpie TpeOOBaHMS K  CHIPBIO, IIOJYNPOAYKTaM M TOTOBBIM
HaHOCTPYKTYPHUPOBAaHHBIM JIEKAPCTBEHHBIM CPEICTBAM

Conepxcanne JOKYMCHTOB O CIHHBIX IIPHHIOHUIIAX W IIPpaBHIIAX 06pameHn51
JICKQpCTBCHHEIX CPEACTB JUISI MCITUITUHCKOI'O IIPUMCHCHHU ST

TexHuueckue TpeOOBaHHA K CHIPBIO, MaTepHalaM M HAHOCTPYKTYypPHPOBaHHBIM
JIeKapCTBEHHBIM Cpe/ICTBAM

MCTOI[OJ'IOFI/ISI BaTnJallH MCTOJHUK Q)HBI/IKO-XI/IMI/IIICCKOFO aHaJIn3a

CrangapTel, TOJNIOXKEHWS, MHCTPYKIHH IO TEXHOJOTHHM IIPOM3BOJCTBA
HAHOCTPYKTYPHPOBAHHBIX  JIEKAPCTBEHHBIX  CpeACTB M OQOPMIICHHIO
JOKYMEHTAIlUU

TexuuyecKkuil aHTTMACKHMH SI3BIK B O0ONIACTH KadecTBa HAHOCTPYKTYPHUPOBAHHBIX
JIEKapCTBEHHBIX CPEJCTB HAa YPOBHE UTE€HMS M [OHHMaHMsS TEKCTOBBIX
JIOKYMEHTOB

TpeGoBaHUs CaHUTAPHOTO PEXHMa, OXpaHBI TpyJa, MOXKapHOH 6e30IacHOCTH,
OXpaHbI OKPYXKaloIeH cpeibl

Hpyrue

XapaKTEPUCTHKH

3.4.4. Tpynosas pyHKuust

[InanupoBanue, opranu3anus 1
KOHTPOJIb YYCTAa H XpaHCHUS pCAaKTHBOB,
CBIpBS, MAaTEpHAJIOB H VpoBeHb
HaumeHoBaHME | HAHOCTPYKTYpPHPOBAaHHBIX Kon | D/04.6 | (momypoBeHs) 6
JIEKQpPCTBEHHBIX CPEACTB AJII KOHTPOJIA KBaTH(HKaLHK
CcTaOMJILHOCTH IO (1)I/ISI/IKO—XI/IMI/I‘ICCKI/IM
IMOoKa3arciisiM
H 3aMMCTBOBAHO U3
roynonoh byman | OPHTRaT X ———
Kon PerucrtpaunoHHbIH HOMEp
OpUrHHaza npo¢decCHOHAILHOTO
cTaHjapTa

TpynoBsie JeHCTBHSA

HOI[I‘OTOBKa H COorjacoBaHHC IIOpsA/IKa YUE€Ta HCO6XOI[I/IMI>IX PECaKTHBOB, CBIPbBA,
MaTepHaJIOB H HAHOCTPYKTYPUPOBAHHBIX JICKADCTBCHHBIX CpCACTB

IlonroToBka # corjlacopaHue IOpsAAKa, }’CJ'IOBI/Iﬁ H CPOKOB XpaHCHUA
HEOOXOAUMBIX pEaKTHBOB, CBIPbS, MATCPHATIOB H HAHOCTPYKTYpPHPOBaHHBIX
JICKApCTBCHHEBIX CPCIICTB
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OOmwmii KOHTpONL ydYeTa M XpaHEHHS HEOOXOAMMBIX DPEaKTHUBOB, CHIPbA,
MaTepUalioB H HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEACTB

KoHTpoiib npeaMeTHO-KONMMYECTBEHHOIO y4eTa HApKOTHYECKHX, MCHXOTPOIHBIX
BEIIECTB H UX MPEKYPCOPORB

HeoOxoaumele
yMEHHUS

KOHTpOJ'IPIpOBaTL y4ueT H306XOI[I/IMI>IX PEaKTUBOB, CBIPbsi, MAaTCPHUAIOB H
HAaHOCTPYKTYPHUPOBAHHBIX JICKAPCTBCHHBIX CPEACTB

KOHTpOJ'IPIpOBaTB XpaHCHHUEC HCO6XOlII/IMBIX PEaKTUBOB, CHIpbA, MaTCpPHAIIOB H
HaHOCTPYKTYPHPOBAHHLIX JIEKAPCTBCHHEIX CPEICTR

IInarrpoBare paboTy MO y4eTy M XpaHEHHIO HEOOXOIHMMBIX PEaKTHBOB, CHIPbS,
MaTepHaJIOB H HAHOCTPYKTYpHPOBaHHBIX JIEKAPCTBEHHBIX CPEACTB

O606mate W OLEHHBATh pe3YNbTATHl Yy4YeTa M XpaHEHHs HEOOXONMMBIX
pPEaKTHBOB, CBIPbA, MAaTEPHAIOB M HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX
CpeACTB

OI.ICHI/IBaTI) TCXHUYECKUE BO3MOXKHOCTH apXHBHOI'O XpaHCHHSA o6pa3u0B CBIpPbA,
MaTcpHajloB H HAHOCTPYKTYPHPOBAHHEIX JICKAPDCTBCHHBIX CPEACTB U IIPUHHUMATh
PECUICHUE O HCO6XOI[I/IMOCTI/I B JIOIIOJIHUTCIILHOM IIOMCIIICHHH U o60py1[03aHI«m

ITpoBoouTe paccienoBaHHE OTKJIOHEHHWH OT TpeOoBaHHMM crHenudukanmmii ¢
COCTaBJIEHUEM MPOTOKONA

Heob6xonuMEele
3HAHHUS

OTpaCJ'ICBBIe CTaHAapThI, TCXHHUYCCKHC yCJI0BHA H TEXHOJIOTHYCCKaA
AOKYMCHTalllsI Ha COCTaBbl U MCETO/bl IOJYYCHHA HAHOCTPYKTYPHPOBAHHBIX
JICKAPpCTBCHHLIX CPCICTB

TpeGoBanust oOmErocyJapcTBEHHBIX  3aKOHOAATENBHBIX  JOKYMEHTOB IO
GdapMoKomeH K peaKTHBaM, IHMTATEIbHBIM CpelaM, JTAIOHHHIM IIITAMMam,
KOHTPOJNFHBIM oO0pasliaM CHIpbsi W MarepHajgaM, oOpasuaM miasi H3ydeHHs
CTaOMJIBHOCTH U apXHBHOTO XpaHEHHS

®dapmakoneitusie TpeGoBaHUA K CBIPEIO, Marepuaiam )3
HaHOCTPYKTYPHPOBaHHBIM JIEKApPCTBEHHBIM CPEACTBAM

Conepxannie OKYMEHTOB O €AMHBIX NpPHUHIUNAX W UpaBWIax oOpameHus
JIEKAPCTBEHHBIX CPEJCTB AJISI METUITMHCKOTO IPAMEHEHUS

Texnwonorus u  ob6opydoBaHHE MPOM3BOACTBA  HAHOCTPYKTYPHPOBAHHEIX
JIEKapCTBEHHBIX CPE/ICTB

OcCHOBBI y4YeTa W XpaHEHHS MaTepHaloB M 0Opa3lOB HAHOCTPYKTYPUPOBAHHBIX
JIEKApPCTBEHHBIX CPE/ICTB

HpaBHna MOBCACHMS IEPCOHAJIA B UM CTEIX ITIOMCIICHHUAX

Texuudeckuil aHMIHACKUA SI3BIK B 00JIACTH KadecTBa HAHOCTPYKTYPHPOBaHHBIX
JEKapCTBEHHBIX CpEACTB HAa YPOBHE YTEHHI M TOHUMAHHSA TEKCTOBHIX
JIOKYMEHTOB

TpeboBanus caHHUTapHOTO peXHMa, OXpaHHBl TpyJa, MoXKapHOH Oe3omacHOCTH,
OXpaHbl OKpY’)Kalonlel cpesl

Hpyrue

XapaKTEPUCTUKH
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3.4.5. TpyaoBas pyHxkuus

[InanupoBanue, opraHu3aIus 1
KOHTPOIIb IPOBEJIEHUs KBaupuKauu
U TEXHUYECKOT0 00CTy)KHBaHUS,
aTTeCcTalluH UCIBITATEIHHOTO

Havserosanye | TAOOPATOPHOTO 060pyOBAHHS 1 Kox | D/0S.6 (m?;‘;(]’;:;‘;m) 6
HOBEPKU CPEACTB U3MEPEHUS IS KBaMMUKALKH
(hU3UKO-XUMHUYECKOTO KOHTPOJIS
Ka4eCTBa CHIPbS, MaTEPHAIIOB H
HaHOCTPYKTYPHPOBAaHHBIX
JIEKapCTBEHHBIX CPEICTB

K H
lpuowsiee o X | Swemomow
Kon Peructpaunonsslii Homep
OpUrHHajIa npotbeccnonam:ﬂoro

cTaHaapTta

Tpynoseie neficTBUA

IlogroroBka H® COIJIaCOBAaHHE TMOPSAAKA OKCIEPUMEHTAIBHBIX paboT 1o
KBATU(HUKALME HW3MEPUTENFHOTO O0OpYAOBaHUS Ui  (DH3HKO-XHMHYECKOTO
KOHTPOJIA KadecTBa 00pa3slOB CHIPbs, MAaTEPHAIOB W HAHOCTPYKTYPHPOBAHHBIX
JICKAPCTBEHHBIX CPEJICTB

KoHTposb HaJl CBOSBpPEMEHHBIM OOCITY)XKHBaHHEM KOHTPOJIBHO-aHATHTHIECKOTO
000opyHoBaHuUs B PH3UKO-XUMHUYECKOM JITaOOPaTOPHH

OpraHu3anyss CBOEBPEMEHHOTO TEXHHYECKOTO OOCITYXHBAHHS H3MEPHTENHLHOIO
obopynoBaHus i HUNKO-XMMHYECKOTO KOHTPOJIA KadecTBa 0Opas3loB CHIPHS,
MaTepHaIOB H HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEJICTB

Opranm3anus CBOEBPEMEHHOH TIOBEPKH M  aTTeCTallud HCIBITaTEIbHOTO
nabopatopHoro obopynoBaHHs Ul (PHU3UKO-XHMHYECKOTO KOHTPOJSA KadecTBa
0o0pa3oB CHIpbs, MaTepUANIOB H HAHOCTPYKTYPHPOBAaHHBIX JIEKapPCTBEHHBIX
CpENCTB

HeobxonuMmeie
YMEHHS

KonTtpomipoBars TexHHYeckOe OOCITy)XHBaHHE HPHOOPOB M HM3MEPUTENHHOTO
obopynoBaHuUs U1 (QU3NKO-XHMHYECKOTO KOHTPOJISI KadecTBa 0OpasIoB CHIPB,
MaTepHAJIOB ¥ HAHOCTPYKTYPHPOBAaHHbIX JIEKAPCTBEHHBIX CPEACTB

O6GoOmiaTh W OIEHMBATh COCTOSHHE M BO3MOXHOCTH IPHUOOPOB H CPENCTB
U3MEpEeHUsT (PU3NKO-XHUMHUECKHX IOKas3areneil oOpa3loB CHIpbS, MaTepUaloOB U
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB LI ydyeTa IIpH aHalIH3e
pe3yJIbTaTOB HCCIICHOBaHUH

CornacoBbIBaTh MOACPHU3AINIO U MOIII/I(i)I/IKaIII/IIO HpH60pOB H U3MCPUTCIIBHOI'O
o6opyz[013aHnﬂ JJIsE q)HSI/IKO-XI/IMI/I‘-ICCKOFO KOHTPOJIA KauCCTBa ChIPbA, MATEPHUAIIOB
1 HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHLIX CPEIACTB

Heobxoaumeie
3HAHUS

OTpaCJIeBBIe CTaHAapThl, TEXHUYECKHC YCIIOBUA 51 TCXHOJIOTHYCCKAsA
JOKYMCHTalUA Ha COCTaBbl M METOAbI IIOJMYYECHHsI HAHOCTPYKTYPHPOBaHHBIX
JICKAPCTBCHHEIX CPECTB

TpeboBanust  oOmIerocyJapcTBEHHBIX  3aKOHOAATENBHBIX  JOKYMEHTOB IO
tdapMoKomed K peaKkTHBaM, NHTATEIBHBIM CpelaM, STaJIOHHBIM IITaMMaM,
KOHTPOJIBHBEIM 00pa3maM CHIpbS M MaTepHaiaM, ofpasuam a1 H3ydeHHs
CTaOMJIBHOCTH ¥ apXMBHOI'O XpaHEHH

(apMmakormeifHble TpeOOBaHMS K CHIPBIO, MONYNPOAYKTaM H  TOTOBBIM
HAHOCTPYKTYPUPOBAaHHEIM JICKAPCTBEHHBIM CPENCTBAM

CoznepxaHde [OKYMCHTOB O €OWHBIX NpPHHIMIAX M IpaBHiIax oOpameHus
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JICKapCTBCHHBIX CPEACTB I MEAUITHHCKOTO IIPUMCHCHHA

Buzapr u MeTOAB AMArHOCTUKU 060p}’I[0BaHI/I$[ ANA KOHTPOJIA Ka4dCCTBa CBIPbI,
MaTepHaJIOB U HAHOCTPYKTYPUPOBAHHEIX JICKAPCTBCHHBIX CPCIICTB

OCHOBBI TEXHMYECKOTO OOCITY)KUBaHHUA, MMOBEPKH U aTTECTAI[MM HCIIBITATEILHOIO
nabopaTopHOro 00OPYHOBaHUS UII HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX
CpeACTB

CraHmapTel, NOJOXEHHSA, WHCTPYKIMH II0 KOHTPONIO KadecTBa CHIPb,
MAaTEPHAIOB M HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEJICTB

HpaBHJIa MMOBCACHHUA NICPCOHAJIA B YACTHIX ITIOMEINCHUAX

TexHudeckuil aHIIMUCKHH A3BIK B 06JacCTH KadecTBa HaHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHEIX CPEICTB HA YPOBHE YTCHHS U TIOHUMAHKS TCKCTOBBIX JAOKYMCHTOB

Tpe6oBanus CaHMTAPHOTO PEXMMA, OXpaHBl TPyAa, IOXapHOH Ge30MacHOCTH,
OXpaHbl OKPYKaOIEN Cpeab

Hpyrue

XapaKTepHCTHKH

3.4.6. TpynoBas pyBKInA

Pa3pa6oTka, corjlacoBaHue H
odopMIIEHHE JOKYMEHTALHH 110 v
Haneronate (GH3MKO-XHMHYECKOMY KOHTPOJIIO Kox | D/06.6 (Honl;‘;)}:;*:"’) 6
KaueCTBA CHIPbS, MATEPHAJIOB U KBaTHpUKaIH
HaHOCTPYKTYPHPOBAHHBIX
JIEKApPCTBEHHBIX CPEJCTB
I[MpoucxoxaeHue HMCTBOBAHO U3
Tp};’ILOBOI‘;I £ynxuun Opurunan X ignmﬂanaa
Kon PeructpauioHHEIA HOMEP
OpHruHaja l'lpO(l)eCCI/IOHaJILHOI‘o

CTaHaapTa

TpynoBele aefcTBUSA

CorylacoBanne BHJOB M (POPMBI JOKYMEHTAIIMM IPU MOJHOM IHUKIE (H3HKO-
XHUMHYECKOr0 KOHTPOJIS KaJecTBa CBIPBS, MaTepHaloB "
HAHOCTPYKTYPUPOBAHHHIX JIEKAPCTBEHHBIX CPENICTB

OpraHm.auHﬂ BEACHHNA JOKYMCHTAIIUH IIPH IOJTHOM HUKIIC (I)I/ISI/IKO-XI/IMI/I‘IGCKOI‘O
KOHTPOJIA KaiucCTBa CBIPBA, MaTCpHUAIIOB u HAHOCTPYKTYPHPOBAHHBIX
JICKapCTBECHHBIX CPEACTB

CornacoBanue u YTBEPKICHHUEC MOOKYMCHTAaHH IIpH o6op0Te PCAKTHBOB H
MarepuaioB JJId (bI/ISI/IKO-XI/IMI/I‘ICCKOFO KOHTPOJISI KAUCCTBA CBIPbs, MATEPHAJIOB H
HaHOCTPYKTYPHPOBAaHHEIX JICKapCTBCHHBIX CPCIICTB

CornacoBanue u YTBCPXKIACHHUE CIIGIII/I(bI/IKaIII/Iﬁ I BXOJAHOTO M BBIXOOHOTIO
KOHTPOJIA KadycCcTBa CBEIPBA, MarcpHaioB H HaAHOCTPYKTYPHUPOBAaHHBIX
JICKapCTBCHHBIX CPEJICTB IIO (1)I/ISI/IKO-XI/IMI/I‘-IeCKI/IM moxasarcJiiM

Pa3paboTka MOJDKHOCTHBIX HHCTPYKIHH ISl CIIENHATMCTOB QH3HKO-XHMHIECKOH
1a60paTOpHH KOHTPOJIS KA4ECTBA CHIPhsl, MATEPHANIOB H HAHOCTPYKTYPUPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB

IToaroroBka NEPUOAUICCKUX O630pOB Ka4uccTBa BBIITYCKACMBIX
HaHOCTPYKTYPHUPOBAHHEIX JICKaAPCTBCHHBIX CpEeacCTB

Opranu3anms BeleHMsl [OKYMCHTALWM, OTHOCAmeWcs K mpubopam H
obopysoBaHMIO Ui (U3MKO-XHMHYECKOTO  KOHTpOJNA  KadecTBa  CHIPhA,
MaTepHaJIOB M HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB

Heobxoaumeie

BI)IGI/IpaTB HCO6XOI[I/IMI>IC H JOCTAaTOYHBIC (bOpMI:I JOKYMEHTALlMU II0 KOHTPOJIIO
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yMEHHS

(1)I/ISI/IKO-XI/IMI/I‘ICCKI/IX MoKa3areleu KaucCTBa
HAaHOCTPYKTYPHPOBAaHHLIX JICKAPCTBCHHEIX CPCIICTB

CBIpbA, MaTCpHATIOB Hu

[InanupoBaTh BeAECHHE JOKYMEHTAlMH II0 KOHTPOMO (U3HKO-XUMHIECKHX
HOKa3aTeNlell KadecTBa CHIPhS, MaTepHalOB K  HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEICTB

O6o6maTh H OLEHHBAaTh COCTOSHHE W BO3MOXHOCTH (PH3HUKO-XUMHUYECKOM
71a00paTOpHH KOHTPOJIS KAYeCTBA CHIPhs, MaTEpHaJIOB M HAHOCTPYKTYPHPOBAHHBIX
JI€KapCTBEHHBIX CPEICTB

Heobxonumeie
3HAHUS

OTpaCJICBI)IC CTaHIapThI, TEXHUYCCKHC YCJIOBHUA H TCXHOJOTHYCCKAA
JOKYMCHTallHA Ha COCTaBbl H MCTOABI MMOJYYCHHs HAHOCTPYKTYPHPOBAHHBIX
JICKAapCTBECHHEIX CpEACTB

TpeboBanust  OOIIErOCYAAPCTBEHHBIX  3aKOHONATENBHBIX  JOKYMEHTOB IO
(dapMOKONed K peaKTHBaM, IHMTATCIbHBIM CpeAaM, STAJOHHBIM IITaMMaM,
KOHTPOJIbHBIM 00pa3laM ChIpbS W MarepHaliaM, ofbpasmaM uii H3y4eHHUs
CTaOHMIILHOCTH U apXHBHOTO XpaHEHHUs

dapmakomneiiiple TpeOOBaHHS K CHIPBIO, IONYNPOAYKTaM H  TOTOBBIM

HaHOCTPYKTYPHPOBAHHBIM JIEKAPCTBEHHBIM CPEACTBAM

Conepmanne JOKYMCHTOB O €IHMHBIX IIPHHIAIIAX W IIPaBHJIAX oGpamennﬂ
JICKQPCTBEHHBIX CPEACTB IS MCAHIIUHCKOI'O ITIPHMCHCHHU S

Texnonorns IIOJIY4€HHA HAHOCTPYKTYPUPOBAHHLIX JICKAPCTBEHHBIX CPCICTB

MCTOIU:I (bPISI/IKO-XI/IMI/I‘IeCKOFO KOHTPOJIA KavyeCcTBa HAHOCTPYKTYPHUPOBAHHBIX
JICKAPCTBEHHBIX CPEACTB

Metoael  06paboTku HHbopMaMK U

JOKYMEHTaAIlUU

Hay‘IHO-TeXHId‘IeCKOfI BCACHUA

OCHOBBI BCACHUA PICCJICI[OBaHHfI,

AHATNTHYICCKHUEC OTUCTHI

JAOKYMEHTAIINH . aKTHhI, IIPOTOKOJIBL

Texuuueckuii aHIIMACKUHA S3BIK B 00JaCTH KauyecTBa HAHOCTPYKTYPHPOBAaHHBIX
JIEKapCTBEHHBIX CPEICTB HA YPOBHE YTEHHS H IOHMMAHHUS TEKCTOBHIX JOKYMEHTOB

TpeGoBaHus CaHUTApHOTO PEXHMMA, OXpaHBl TpyZda, NOXapHOH Oe30macHOCTH,
OXpaHbI OKpY)Karomen cpeas

Hpyrue

XapaKTePUCTHKH

3.5. Obo6mennas TpyaoBast yHKIHS

VpapneHre IEPCOHATIOM IIPH
BBINIOJTHEHUH 331a4 ¥ QYHKIUH B 06J1acTH y
o POBEHb

HauMeHOBaHHe KOHTPOJIS MUKPOOHOJIOTHYECKOH YUCTOTEI Kon E KBATH(HKALHH 6

HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX

CpeACTB
Hﬁp(:)éd C)::{((l)l;}me 0BOIi OpuruHan X 3aUMCTBOBAHO K3
0 » TPy A P OpHMIruHajla
dyHKIMH

Kon PeructpaunoHHblil HOMEP
OpuUruHana npod)eccnoaanbnoro
cTaHzapTa

Bo3MmoxkHbIe
HaMMEHOBaHUS
JOIDKHOCTEH,
npodeccuii

3aBenyromuit MUKpoOHOTOTHYeCKOH TabopaTopuei
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TpeGoBauus
o0pa30oBaHHIO U
00y4YeHHI0

Bricmee ob6pa3oBanue — GakanaBpuar

Tpe6GoBaHus K ONBITY
IpaKTUIECKO# paboThH

He meHee Tpex jeT paboThl Ha HHXEHEPHO-TEXHHIECKHUX JIOJDKHOCTSX B
o65acTH KOHTPOJIA KauecTBa (apMarieBTHIECKOTO CHIPhS U JIEKAPCTBEHHBIX
CpEICTB

Ocobpie yclioBus
Jomycka K pabore

IIpoxoxaeHue o06s3aTeNBHBIX IPEABAPUTENHHEIX (TIPH MOCTYIUICHUH Ha
paboTy) ¥ NEpHOAUIECKUX METUIMHCKHX OCMOTPOB (00C/Ie10BaHuil), a TAKKe
BHEOYEPEAHBIX MEAULIUHCKAX OCMOTPOB (00CIIeTOBaHH#) B MMOPSAIKE,
YCTaHOBJIEHHOM 3aKOHOfaTeIscTBOM Poccuiickoit Penepanun

ITpoxoxaeHne HHCTPYKTaXa IO OXpaHe Tpyaa

ITonyuyenue nonycka paboTHI C TATONOTHYECKAMH OHOJIOTHYECKUMH ar€HTaMH
KaXJIble MATh JIET

Hpyrue

XapaKTCPUCTUKH

HononuutensHbie MpodecCHOHANBHEIE MTPOTPaMMEI — IPOTPAMMEI IIOBBIIICHHUS
KBaTH(HUKAIMHA 110 TPODHITIO JESATENbHOCTH

I[OHOJIHI/ITCJIBHI)IC XapPaKTCPUCTHUKH

HauMeHOBAEHE IOKyMEHTa Koxn HaumeHnoBanue 6a30B0ii rpymnbl, JODKHOCTH (Tipodeccrn)
WIHM CHENHATILHOCTH
OK3 2113 XUMHUKH
EKC - Hnxenep-TexHonor (TeXHOJIOT)
- HavansHuK npou3BoAcTBEHHOHR TabopaTopuH (IO KOHTPOIIO
IIPOU3BOJICTBA)
OKIIATP 20327 buoxumuk
22516 WrxeHep-MHKpoOHOIOT
22581 WHxeHep 1O HCIBITAHUAM
22860 WHXeHep-XxUMHUK
24219 Muxkpo6uosor
24845 HauanpHuk (3aBeAyromuii) Npou3BOACTBEHHOM 1ab0PaTOPUH
OKCO 2.18.03.01 = Xwummdeckast TEXHOJIOTUS
2.19.03.01  buotexHomoruga
2.28.03.03 = Hanomarepuaini

3.5.1. TpyaoBas pyHxuus

HaumenoBanue

IInanupoBaHue, OpraHu3aiis 1 KOHTPOJIb
0oT60pa U TPaHCIIOPTUPOBKH HpoO JJIs

HaHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX
CPEACTB ¥ YIIAaKOBOYHBIX MaTepHAJIOB

VpoBeHb
MHKPOOHOIIOTHYECKOr0 KOHTPOJIS KaUeCTBa

p . P Kox | E/01.6 (nonypoBeHs) 6
CBIPbsl, IPON3BOJICTBEHHOM CpeaFbl, KBanuuKaLAn

IIpoucxoxxaeHue Tpya0BOM
dbyHkIIH

3aHMCTBOBAaHO U3
OpUIrHHana

Opurunan X

PeructpaunoHHbIi
HoMep
npogeccuoHaNEHOTO
cTaHgapTta

Kon opurunana

TpynoBeie nelcTBUA

IToaroTroBka U coriacoBaHHE BHOB, IIOCIEOBAaTENLHOCTH U 00beMa 0TOOpa H
TPAHCIIOPTHPOBKM B MHUKPOOMOJIOTHYECKYIO JIabOpaTOpHIO MpoO  CHIpBS,
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HpOI/ISBOI[CTBeHHOﬁ cpelabl, HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBCHHBIX CPCACTB
H YIIAKOBOYHBIX MaTE€pHaJIOB

[ToAroTOBKa M COTJIaCOBaHME METONOB, YCIIOBMH W peXHMOB 0TOOpa mIpob
CHIPBs, IPOM3BOJICTBEHHON CpeIbl, HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX
CPEelCTB M YIIAKOBOYHBIX MaTEPHANIOB JJI1 MUKPOOHOIOrHYECKHUX HCIILITAHUH

IMoaroToBKa ¥ coriacoBaHHe HeoOXomuMoro o60opyIoBaHHs U MaTEPHAJIOB JIJISA
orbopa mpo0 CHIPbs, NMPOU3BOACTBEHHOH Cpelbl, HAHOCTPYKTYPHPOBAHHBIX
JIeKapCTBEHHBIX CpencTB U YIaKOBOYHBIX MaTepHaioB JUTs
MHUKPOOHOJIOTHIECKUX HCIBITAHUA

Pacder ¥ HOpPMHpOBaHHME 3aTpar TpyJa Ha BHIIOJHEHHe oOT6oOpa H
TPaHCTIOPTUPOBKH npob CHIpPBA, MIPOM3BOACTBEHHOM Cpensl,
HAHOCTPYKTYPHPOBAHHBIX  JIEKAPCTBEHHBIX  CPEICTB M YIIAKOBOYHBIX
MAaTepHAIOB JJIs1 MUKPOOHOIOTMYECKUX HCIIBITAHUHA

KoHTponb Ham OTGOpPOM H TPAaHCHOPTUPOBKOH B MHKPOOHOIOTMYECKYIO
nabopaToOpHIO mpod CBIpbBS, HPOU3BO/ICTBEHHOM Cpensl,
HAaHOCTPYKTYPHPOBAHHBIX  JICKAPCTBEHHBIX  CPEACTB M YIAaKOBOYHBIX
MaTepHAJIOB

KOHTpOJ'[I: Hag  NPECAMCTHO-KOJIMYCCTBEHHBIM  YyUY€TOM  HAapKOTHYCCKHX,
OCHUXOTPOMHEBIX BEINCCTB U UX IIPEKYPCOPOB

Heo6xoauMpie yMEHUSA

BribupaTh HampaBieHHsS COBEpHIICHCTBOBAHHS OTOOpa M TPAHCIOPTHPOBKH B
MHKPOOHOJIOTHYECKYIO JTabOpaTOpHIO  CHIPbs, IPOH3BOIACTBEHHOM CpEAEL,
HAHOCTPYKTYPHPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJCTB M YIaKOBOYHBIX
MaTepUaJIOB

O6o6ImaTe M OIEHMBATH Pe3yIbTaTHl 0TOOpa M TPAHCHOPTHPOBKH IpoO,
VUATEIBAad HX IPH aHaIM3e pe3ylbTaToB KOHTPOIS MHUKPOOHMOJIOrHYECKOM
YHCTOTH HpPO0 CHIPbS, MPOM3BOACTBEHHOH CpEbl, HAHOCTPYKTYPHPOBAHHBIX
JIEKApCTBEHHBIX CPEICTB ¥ YIIAKOBOYHBIX MaTepualioB

[InanupoBars paGoTy MO OTOOPY H TPAaHCHOPTHPOBKE B MHKPOOHOJIOTHIECKYIO
JabopaTopHIo pob CBIPBA, IPOU3BOACTBEHHON CpenFl,
HaHOCTPYKTYPHPOBAHHBIX  JICKADCTBEHHBIX  CPEICTB M YINaKOBOYHBIX
MaTepHAIOB

®opMupOBaTh TPeOOBaHHS, NPEIBABISIEMEIE K MUKPOOHOIOTHYECKON JHCTOTE
npo6  CHIpbS, TPOM3BOACTBEHHOW  Cpeibl,  HAHOCTPYKTYPHPOBAaHHBIX
JIEKAPCTBEHHBIX CPEJCTB M YIIAKOBOYHBIX MATEPHAIIOB

[IpoBoIMTL paccliefoBaHKE OTKIOHEHHH OT TpeboBaHmil crenupukanmii c
COCTaBJICHHEM MPOTOKOJIA

Heobxoanmble 3HaHHS

OTpaCJ'IeBBIC CTaHJApTBI, TCXHHUYCCKHE YCJIOBHI H  TCXHOJIOrHiCCKas
JOKYMCHTAaIlUd Ha COCTaBbl M MCTOJbl HOIy4CHUA HaHOCTPYKTYPHUPOBAHHBIX
JICKapCTBEHHEIX CPEACTB

TpeboBanust OOIIErOCyqapCTBEHHBIX 3aKOHOMATENLHBIX JOKYMEHTOB  IIO
dapMoKomeH K peakTHBaM, IHTATENbHBIM CpelaM, STATOHHBIM IITaMMau,
KOHTPOINBHBHIM 00pa3siaM CEIpbS H MaTepHainaMm, ofpasuam U1 H3y4eHHs
cTaGHIBHOCTH ¥ apXUBHOTO XpaHECHHUs

(I)apMaKOHeﬁHBIC Tpe60BaHI/I$I K CBIpBIO, IONYNPOAYKTaM H TOTOBBIM
HAaHOCTPYKTYPHPOBAHHBIM JICKAPCTBEHHLIM CpEICTBAM

Co;:(epxcaHHe JOKYMCHTOB O €IWHBEIX HPHUHIHMIIAX H npaBualax 06paHICHI/I$I
JICKapCTBCHHBIX CPEJICTB JULA MEIUIMHCKOI O IPUMCHCHHUS

Texnonorus # o60pyn013aHne IIpOU3BOJACTBA HAHOCTPYKTYPHPOBAHHBIX
JICKAPCTBEHHBLIX CPC/ICTB

Texumdeckue TpeOOBaHHS K MHKPOOHOJIOTHYECKOM dHMCTOTe Tpob CHIPBA,
IPOM3BOJICTBEHHOM CPEIBI, HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB
1 YIIaKOBOYHBIX MaTEpHAJIOB
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Kputepuy mpaBuIbHOCTH 0TOOpa H TPaHCIOPTHPOBKH Npo6 NpH KOHTpPOJE
MHUKpPOOHOJIOTHIECKOH  4HCTOTBI  CHIPbsl,  TPOM3BOACTBEHHOM  CpEJEI,
HaHOCTPYKTYPHPOBAHHBIX  JIEKAPCTBEHHBIX  CPeNCTB M  YIAKOBOYHEIX
MaTepUAJIOB

CranpapTel, HONOXKEHHS, HHCTPYKUHH 110 TEXHOJOTHYECKOH IIOJTOTOBKE
IPOM3BOACTBA U OQOPMIICHHUIO TOKYMEHTALHU

HpaBI/IJIa TIOBCACHUA IICPCOHAJIA B YHCTHIX NOMEIECHUIX

Texuuyeckuii aHrMMHCKHHR I3BIK B 06JIACTH Ka4ecTBA HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEICTB

Tpe6oBanus caHuTapHOro pexmMa, OXpaHbl TPyAa, MOXKAPHOH G€30IMaCHOCTH,
OXpaHbl OKPYXKAIOIEH cpeIpl

Hpyrue

XapaKTePUCTHKH

3.5.2. TpynoBas dpynxnusi

Hanmenosanue

IIpoHcxoxaeHne TpyaoBok
dyHKmHr

[InanupoBanue, opranu3anms 1 KOHTPOJIb
IIPOBEJIEHUS] MUKPOOHOJIOTHIECKOTO v
OBEHB

KOHTPOJIA Ka‘ICCTBil CBIpbA, Kox E/02.6 (HOI[I;'pOBeHL) 6
MMPOU3BOACTBCHHOHN CPEAEI, KBanmanaunn
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX
CPEACTB 1 YIIAKOBOYHEIX MATCPHAJIOB

Opurunan X 3auMCTBOBAHO 13

OpHTHHAJA
Kon PerucrpaumoHHHIii
OpHMIUHANA HOMEp
npo¢eCcCHOHATEHOTO
CTaHzmapTa

Tpynosslie neiicTBus

IloaroToBka H cornacoBaHHe BHIOB, IOCIEAOBATEIBHOCTH H 06BeMa
MHKPOOHOIOTHYECKHX HCCIIEJOBAHUI P06 CHIPBS, MPOU3BOICTBEHHOM CPEIEL,
HaHOCTPYKTYPDUPOBAHHBEIX  JIEKAPCTBEHHBIX CPEJCTB W  YIAKOBOYHEIX
MaTepUaIOB

IToaroroBka m cOrnacoBaHHE METOIOB, YCIIOBHH H PEXHMOB HCCIIENOBAHUIMA
MHKPOOHOIIOTHYECKOH YHCTOTHI IpOO CHIPbs, NPOM3BOJCTBEHHOM CpeIL,
HaHOCTPYKTYPUPOBAHHBIX  JICKAPDCTBEHHBIX CPEICTB M YHaKOBOYHEIX
MaTepHaloB

IToaroToBka H coriacopaHue HeoOXoauMOro o6OpyIOBaHMs U MaTEPHAIIOB IS
MHKpPOOHOIOTHYECKOTO KOHTPOJIL KadyecTBa HpOO CHIPBS, MPOM3BOACTBEHHOM
Cpelbl, HAHOCTPYKTYPHPOBaHHBIX JIEKAPCTBEHHBIX CPEACTB M YHAKOBOYHBIX
MaTepHalIoB

PacueT n HOPMHPOBAHHE 3aTpaT TpyJda Ha BBEIIIOJHCHHUC MI/IKPOGI/IOJIOFI/I‘ICCKOF (]

KOHTpOJIL  KadecTBa  Ipob CHIpbsl,  TNPOU3BOJACTBEHHOH  Cpensl,
HaHOCTPYKTYPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEACTB W YMAKOBOYHBIX
MaTepUaJIOB

KoHTpons Hax npoBeneHHEM MHKPOOHOIOTHYECKOTO KOHTPOJIA Ka4ecTBa Mpob
CHIPBS, MPOU3BOJCTBEHHON CPElbl, HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX
CPeJICTB M YHAKOBOYHBIX MATCPHAJIOB

PaccnenoBanue CJIy4acB, KOorja pe€3yjabTaThl MHKpOGI/IOJIOFI/I‘-ICCKI/IX HCIBITAHUH
BEIXOOAT 3a IPEACIIbI CHCIII/I(I)I/IKaIII/II/I AIId HaHOCTPYKTYPHUPOBAHHBIX
JICKapCTBCHHBIX CPEICTB

KOHTpOJ'IB Had INpE€IMETHO-KOJHYECTBEHHBIM  YYCTOM  HApKOTHYCCKHX,
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TICHXOTPOMHBIX BEMIECTB U UX IPEKYyPCOPOB

Heob6xoauMele yMEHUS

KoHTpomupoBaTh TNpaBWIBHEIL W CBOCBPEMEHHBIH MHKPOOMOIOIHYECKHIH
KOHTpOJIb ~ KadecTBa  Ipo®  CBIpbs,  NPOM3BOJACTBEHHOH  Cpejsl,
HAaHOCTPYKTYPHPOBAHHBIX  JICKAPCTBEHHBIX  CPEICTB M  YNAKOBOYHBIX
MAaTepHaJIOB

Brifupars HalpaBlieHHS MHKPOOHOJIOTHYECKOTO KOHTpOIS KadecTBa Hpol
CHIPbSI, TIPOM3BOACTBEHHON Cpelbl, HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX
CpPeJCTB M YIAKOBOYHBIX MaTEpHAJIOB

IMnanupoBaTh paboTy IO MNPOBEAECHHIO MHKPOOHMOJIOTHYECKOTO KOHTPOJIS
KauecTBa ChHIPbsS, MPOU3BOACTBEHHOH Cpeipl, HaHOCTPYKTYpPHPOBAHHBIX
JIEKApPCTBEHHBIX CPE/ICTB ¥ YIIAKOBOYHEIX MATEPHAJIOB

0O6061aTh ¥ OLICHHUBATh PE3YJIBTATHI KOHTPOIS MUKPOOHOIOIMYECKOM YNCTOTHI
npo®  CBIpbS,  IPOU3BOJACTBEHHOH  CpelBl,  HAHOCTPYKTYPHPOBAaHHBIX
JIEKAPCTBEHHBIX CPEJICTB M YIIAKOBOYHBIX MaT€PHAJIOB

[IpoBOAMTE pacciefoBaHUE OTKIOHEHHH OT TpeboBaHMil crenubuKamuid c
COCTaBJICHHEM IIPOTOKONA

HeoGxonuMsle 3HAHKUS

OTpaCJIeBBIe CTaHJApPThI, TCXHHUYECKHUEC YCIOBHA H  TEXHOJOTHYCCKAdA
JOKYMCHTaIMsd Ha COCTaBBlI U METOABI IIOIYYECHHA HAHOCTPYKTYPHPOBAHHBIX
JICKapCTBCHHBIX CPEICTB

TpeGoBaHuss OOImIEroCyIapCTBEHHBIX 3aKOHOJATENbHBIX JOKYMEHTOB IO
¢apMoKomed K peakTHBaM, IHTATENBHBIM CpellaM, 3TaJOHHBIM INTaMMaM,
KOHTPOJIBHBIM O0pasuaM CHIpbS M MarephanaM, ofpasumaM Uil HU3ydYeHHs
CTaOMIIBHOCTH ¥ apXUBHOTO XPaHEHHUs

q)apMaKOHCﬁHBIe Tpe60BaHI/ISI K CBHIpbIO, MOJIYIPOOAYKTaM HW TOTOBBIM
HaHOCTPYKTYPHPOBAHHBIM JIEKAPCTBEHHBIM CPEICTBAM

CozmepXaHHe JOKYMEHTOB O €IMHHIX NPHHIMIAX H TpaBHIaX oOpameHus
JIEKAPCTBEHHBIX CPEACTB A7 MEIHIIMHCKOIO IPMMEHECHHSI

Texundueckue TpC6OBaHI/I$I K MPIKpO6HOJIOFH‘I€CKOﬁ YUCTOTE  CBIPbI,
l'IpOI/ISBOL[CTBCHHOﬁ cpeabl, HAHOCTPYKTYPHPOBAHHEBIX JIEKAPCTBCHHBIX CPCACTB
M YHHAaKOBOYHBIX MaTE€pHAJIOB

Texnonorus u o6opyz[03aHne MIpOHU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX
JICKApCTBECHHELIX CPEACTB

CraHjapTel, MOJOXEHHS, HHCTPYKIMHM IO TEXHOIOTHH MPOM3BOICTBA
HAHOCTPYKTYPHPOBAHHBIX ~ JIEKAPCTBEHHBIX  CPEACTB M OQOPMIICHHUIO
JOKYMEHTaLUN

Kpurepun MPaBHIILHOCTH pe3yJIbTaToB KOHTPOJLA Ka4ecTBa
MHKPOOHMOIOrMYecKO YMCTOTHI Mpo0 CHIPbS, IIPOM3BOACTBEHHOH CpEXEL,
HAHOCTPYKTYPHPOBaHHBIX  JIEKAPCTBEHHBIX  CPEICTB ¥ YMAaKOBOYHBIX
MaTepUaJIOB '

HpaBnna HOBeJEeHUS NICPCOHAJIA B YUCTHIX MOMEIICHHAX

TexHuuecKkuil aHrMHMUCKAHM 36K B 0071aCTH KayecTBa HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEICTB

Tpe6GoBaHHs CaHMTAPHOTO PEXHMA, OXPaHBI TPYJa, MOXAPHOH GE30MaCHOCTH,
OXpaHBI OKPYXaIOIEH cpebl

Hpyrue

XapakTCpHCTHKH




3.5.3. Tpyaosas dpynkuus

IInmaHupoBaHue, OpraHu3aus 1 KOHTPOJIb
IIPOBEJICHHUS BAJIM/IAIIUA
MHKPOOHOJIOrHYECKUX METOUK KOHTPOJIS Vposensb
HaumeHoBaHUe KaueCTBa CHIPbs, IPOU3BOJICTBEHHOM Kox | E/03.6 (mopypoBeHs) 6
CpeAbl, HAHOCTPYKTYPHPOBAHHBIX KBATH(HUKALMH
JIEKapPCTBEHHBIX CPEACTB U YIIAKOBOYHEIX
MaTEPHAJIOB
Hpoucxomneﬂne TpyAIOBOH Opnmﬂan X 3anMCTBOBaHO U3 opurvHajia
PyHKM
Kon PernctpaunoHHsiit
OpUI'MHala HOMEp
npo¢eccHOHaNLHOr0
cTaHzgapTa

Tpynosslie neiicTBus

HO,I[I‘OTOBKa H COrjlaCoOpaHH¢ BHIOOB, IIOCICOOBATCIBHOCTH H obreMa
MI/IKpO6I/IOJIOI‘I/I'-ICCKI/IX SKCIICPUMEHTOB, HCO6XOI[I/IMBIX AJIL BaJIxJaallun
MCTOJHUK KOHTPOJIL KaduccTBa CBIPBA, l'IpOI/I3BOI[CTBeHHOI\;I CpcIEl,
HAaHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHEBIX CpCAcCTB u YIIAaKOBOYHBIX
MaTCpHaJIioB

OOmmii KOHTPONs Haj BHINOJIHEHHEM BaIWAAlMA MHKPOOHOIOTHYECKUX
METOJWK KOHTpOJIsS KadecTBa HpoO CBIPBS, IPOHU3BOJCTBEHHOH Cpelsl,
HaHOCTPYKTYPHPOBAaHHBEIX  JIEKAPCTBEHHBIX  CPEACTB W YNaKOBOYHBIX
MaTepHaJIOB

CormacoBanue U yTBEpKICHHE Pe3yNbTaTOB BaIMAAUU MHUKPOOHOIOTHYECKUX
METOJUK KOHTPOJIA KadecTBa Ipo0 CBIpbS, IPOU3BOACTBEHHOH CpeFl,
HaHOCTPYKTYPHPOBAaHHBIX  JIEKApPCTBEHHBIX  CpPEICTB M  YNaKOBOYHBIX
MaTepUaIOB

Heobxoaumele yMeHus

IloaroraBnuBaTk HPOBeJCHHE BalWAALMM MHKPOOHOJIOTHYECKHX METOIUK
KOHTpPON ~ KadecTBa  HpoO  CHIpbS,  NPOM3BOJCTBEHHOH  CpEHEHI,
HaHOCTPYKTYPHPOBaHHBIX  JICKAPCTBEHHBIX  CPEIACTB M YIAaKOBOYHEIX
MaTepHaJIOB

KOHTpOJ'II/IpOBaTB BaJILJAIIHIO MI/IKp06I/IOJIOI"I/I‘-ICCKI/IX METOJUK KOHTPOJIA
Kade€CTBa  CBHIPBA, HpOHSBOI[CTBeHHOfI Cp€abl, HAHOCTPYKTYPHPOBAHHBIX
JICKAPCTBCHHBIX CPCJICTB U YIIAKOBOYHEBIX MaTCpHUaJIOB

O6o0OmaTh M OICHHBATh PE3YJIbTATHl BATMOANUM MHKPOOHOIOTHYECKUX
METOOUK  KOHTPOJS  KadyecTBa  CHIpbs, INPOMU3BOJICTBEHHOH  CpenBl,
HAHOCTPYKTYPUPOBAaHHHIX  JIEKAPCTBEHHBIX  CpPEICTB M YNAaKOBOYHBIX
MaTepHAaJIOB

HeOGXOIII/IMBIe 3HaHHA

OTpaCJ'IeBLIe CTaHJAapThl, TEXHHYCCKHE YCJIOBHI H  TEXHOJOIHYCCKas
JOKYMEHTAaIlUd Ha COCTaBbl M METOABI IONYUCHHS HAHOCTPYKTYPHPOBAHHBIX
JICKAPCTBCHHEIX CPCACTB

TpeGoBanust 0OUIErOCYJapCTBEHHBIX 3aKOHOAATENBHBIX JOKYMEHTOB IO
dapMoKOnen K peaKTHBaM, MHUTATENbHBIM CpelaM, 3TaJIOHHBIM IITaMMaM,
KOHTpPOJIbHBIM 00pa3naM ChHIpbs M MaTepHanaMm, ofpasliaM Ul H3y4eHHs
CTaOMJIPHOCTH M apXUBHOTO XPaHCHUS

(dapmakoneiinple TpeOOBaHHA K CHIPbIO, IOIYNPOAYKTaM M TOTOBHIM
HAHOCTPYKTYPHPOBAHHEIM JIEKAPCTBEHHBIM CPEACTBAM

CopepxaHue MOKYMEHTOB O CIMHBIX NPHUHIUNAX H IpaBHJIax OOpalleHHs
JIEKapCTBEHHBIX CPEACTB 751 MEOULIMHCKOIO PUMEHEHHS
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TexHuueckue TpeOOBaHHA K  MHKPOOHOIOTMYECKOHM  YHCTOTE  CHIpBS,
IPOM3BOACTBEHHON Cpeflbl, HAHOCTPYKTYPHPOBAHHHIX JICKAPCTBEHHBIX CPEJICTB
Y YIIaKOBOYHBIX MaTE€PHaJIOB

OCHOBBl BAIMIAIMHA MHUKPOOHONIOTMYECKAX METOAUK KOHTPOIL KauecTBa
CHIPbS, IPOU3BOACTBEHHON Cpelbl, HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX
CpPEJICTB M YIIaKOBOYHBIX MaTEpHAJIOB

CTaHIlapTBI, MONOXEHUS, HWHCTPYKIHMM 1O TEXHOJOTHH I[IPOH3BOACTBA
HaHOCTPYKTYPHUPOBAHHBIX JIEKapCTBCHHBIX CpEACTB Hu Oq)OpMJ'IeHI/IIO
JOKYMCHTaIlUN

HpaBHJIa IIOBCACHHS NICPCOHAJIA B YUCTBHIX ITOMCIICHHAX

TexHUYECKUHN aHIIMIACKAI S3BIK B 001aCTH KadecTBa HAHOCTPYKTYPHPOBAHHEBIX
JIEKQpPCTBEHHBIX CPEACTB

TpeGoBaHHS CAaHUTAPHOIO PEXUMa, OXPaHBI TpyJa, MOKApHOH Ge3omacHoCTH,
OXpaHbI OKpYXaloleH cpeibl

Hpyrue

XapaKTePUCTHKH

3.5.4. TpyaoBasi pyHKIHSA

ITnanupoBaHue, OpraHu3alys ¥ KOHTPOIb
ydeTa U XpaHEHHs PEaKTHBOB,
[IUTATENBHEBIX Cpel, TECT-IITAMMOB,

CTaHIapPTHEIX 00pa3OB, KOHTPOJBHBIX VposeHs
HaumeHoBaHue 00pa3uoB, apXHBHBIX 00pa3noB U 06pa3loB Konx | E/04.6 (momypoBeHs) 6
JUTSL A3y4EHUs CTAaOUIBHOCTH CBHIPBS M kanugukanmn

HAHOCTPYKTYPHUPOBAaHHBIX JEKaPCTBEHHBIX
CpeICTB M YIaKOBOYHBIX MaTEPHUAJIOB IO
MHKpPOOHOJIOTHIECKHM MTOKa3aTeN M

[MporcxokaeHUE TPYIOBOi
QyHKIMR

Opurunan X 3auMCTBOBAaHO U3 OpUTHHATIA
Kon PeructpaunoHHsIi
opHMruHana HOMeEp
npogeccHOHAIBHOTO
cTaHaapTa

TpynoBbie AeHCTBHS

IMoaroToBKa M COIVIACOBAaHHME IOPSOKAa YydeTa HEOOXOAMMEIX PpEaKTHBOB,
MUTaTeNbHBIX Cpel, TECT-IITAMMOB, MaTepHaloB, 0OpaslOB  CHIPbA,
IPOU3BOACTBEHHOM CPEJbI, HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHBIX CPEJICTB
¥ YIIaKOBOYHBEIX MAaTEpHAJIOB

IMogroToBKa W COIJIACOBaHHE IOpAAKAa, YCIOBHH M CPOKOB XpaHEHH:
HeOOXOJMMBIX PEaKTHBOB, IHTATENBHBIX CpPEll, TECT-IITAMMOB, MaTepHAIOB,
06pasiioB  CHIpbS, IPOM3BOJACTBEHHOH CpENBl, HAHOCTPYKTYPHUPOBAHHBIX
JIEKapPCTBEHHBIX CPEJICTB U YIaKOBOYHEIX MaTepHAIOB

O6muif KOHTPOIb HajJ YYeTOM M XpaHEHHEM HEOOXONMMBIX PEaKTHBOB,
NUTaTeNBHBIX ~ Cpell, TECT-IITAaMMOB, MaTepHaloB, 00pasiloB  CHIPbA,
IIPOM3BOJICTBEHHOM Cpe/Ibl, HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB
¥ YIIAKOBOYHBIX MaTEPHAJIOB

KOHTpOJ'IB IPEAMETHO-KOJIMICCTBEHHOI'O yue€Ta HapKOTUYCCKHX,
IICUXOTPONHEIX BEIIECTB M UX MPEKYypCOPOB

Heo6xonuMeie yMEHHS

KoHTponupoBaTh y4eT HEOOXOIMMBIX PEaKTHBOB, MHTATCIBHBIX CPEJl, TECT-
IITaMMOB, MaTepHaioB, OOpa3lOB CHIPBS, NPOM3BOACTBEHHOH  CPEJIBI,
HAaHOCTPYKTYPHPOBAHHBIX  JIGKAPCTBEHHBIX  CPEACTB M YNMAKOBOYHBIX
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MaTepHaIOB

KonTpomupoBars XpaHeHHe HEOOXOAMMBIX PpEaKTHBOB, NHTATENBHBIX CpE,
TECT-IITAaMMOB, MaTepHajoB, 00pa3llOB CHIPbs, IPOM3BOIACTBEHHOW Cpeabl,
HAaHOCTPYKTYPUPOBAaHHEIX  JIEKAPCTBEHHBIX  CPEICTB M  YIAKOBOYHBIX
MaTepHAaJIOB

O606maTh M OLEHWBATH pE3yJbTaThl y4deTa M XpaHEHHS HEOOXOIUMBIX
PEaKTHUBOB, MMATATEIBHBIX Cpell, TECT-IITAMMOB, MaTEpPUANIOB, 0OPa3IOB CHIPH,
HPOM3BOJICTBEHHOM Cpellbl, HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX CPEICTB
¥ YIIAKOBOYHBIX MaTEpHAIOB

OneHnBaTh TEXHHIECKHE BOZMOXKHOCTH apXHUBHOTO XpaHEHHUs! 00pasIoB CHIPbS,
IPOM3BOACTBEHHOW CpeNbl, HAHOCTPYKTYpPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB
U YIIAaKOBOYHBIX MaTEpHAJIOB € TOUKH 3PEHUS H3MEHEHUSI MUKPOOHOIOTHYECKUX
apaMeTpOB M IPHUHUMATh PEUNICHHE O HEOOXOAUMOCTH B AOHONHHUTEIHHOM
HOMEIIEHUH B 000pyJOBaHHHU

ITpoBoauTe pacciemoBaHME OTKJIOHEHWE OT TpeboBaHMi cnemuduxammii ¢
COCTaBJIEHHEM IIPOTOKOJIA

Heobxonumele 3Hanust | OTpacineBble  CTaHAAPTHI, TEXHUYECKHE YCIOBHA M  TEXHOJIOTHYECKas
JIOKyMEHTAallds Ha COCTaBBI M METOABI MOMy4YeHHUs HAHOCTPYKTYpPHPOBAaHHBIX
JICKapCTBEHHBIX CPEICTB

TpeGoBanust o0merocyJapcTBEHHBIX 3aKOHOAATENbHBIX JOKYMEHTOB IIO
(dapMOKoIleH K peakTHBaM, NHTAaTENbHBIM CPEAaM, J3TAlIOHHBIM INTaMMaMm,
KOHTPOJIbHBIM O0pa3naM ChIpbs M MaTepHaiaM, oOpasniaM Uil H3y4eHHs
CTaOMJIIBHOCTH M ApXUBHOTO XPaHEHUS

dapmakomeiiHple TpeOOBaHMS K CHIphIO, IOJYNPOAYKTaM M TOTOBBIM
HaHOCTPYKTYPHPOBAaHHBIM JIEKaPCTBEHHEIM CPEACTBAM

Cozmepxande JOKYMEHTOB O €IWHBIX NPHHLHMIAX M IpaBHiIaX OOpaIleHHs
JICKapCTBEHHBIX CPEJICTB AJI1 MEAMIIMHCKOrO IPHMEHEHHS

Texnonorus u o0OpyAOBaHHME MPOM3BOACTBA HAHOCTPYKTYPHPOBaHHBIX
JICKapCTBEHHBIX CPEJICTB

Texuuueckue TpeOOBaHHA K  MHKPOOHMOJIOTHYECKOH YHCTOTE  CBIPBS,
MIPOM3BOACTBEHHOH Cpellbl, HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX CPEJCTB
¥ YNIAKOBOYHBIX MaTEpPHaIOB

OCHOBHI y4eTa M XpaHEeHHs MaTepuajioB H 00pa3loB HAHOCTPYKTYPHPOBAHHBIX
JICKapCTBCHHBIX CPEJICTB

IIpaBuia noBeaeHNs EPCOHATIA B YUCTHIX MOMEINEHHUAX

Texuuveckuii aHrMUHCKAHN A3bIK B 00J1aCTH KaueCTBAa HAHOCTPYKTYPHPOBAHHEIX
JIEKaPCTBEHHBIX CPENCTB

TpeGoBaHus caHMTApHOTO peXHUMa, OXpPaHBI TPyJa, MOXKapHO# 6e30macHOCTH,
OXpaHbl OKPY>KAIOIEN Cpeasl

Hpyrue -

XapaKTePHCTHKH

3.5.5. TpyaoBas pyHKIus

[InaaupoBaHme, OpraHu3anys 1 KOHTPOIb
HpOBeICHHS KBAIM(PHKALUHE H TEXHHIECKOTO
00CIyXKMBaHU, aTTECTAIIMH HCIIBITATENBHOTO Voosers
naGopaTopHOro 000pyAOBaHUS U IPUOOPOB Kon | E/05.6 (nonl;ponem,) 6
JUISE MUKPOOHOJIOTHIECKOTO KOHTPOJILL NG S—
Ka4ecTBa CHIPhs, IPON3BOIACTBEHHOM Cpeabl,
HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX
CpEICTB M YIAaKOBOYHBIX MaTEpHAJIOB

HaumenoBauue




[pouncxoxkaeHue TpynoBoi
¢dyHxuun
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Opurusan 3anMCTBOBaHO U3 OpUTHHAIA
Kon PeructpanuoHHsiit
OpHMIruHaNa HOMeEp
npodecCHOHANEHOTO
cTaHaapTa

TpynoBsle nefictBus

[MogroToBka M cOrJacoBaHME MOpAAKA SKCIEPUMEHTANBHBIX paboT mo
KBaJtpuKayu o60pyAOBaHUS A1 MUKPOOHONIOTHYECKOTO KOHTPOII KadecTBa
00pa3LioB  CHIpPbs, IIPOM3BOACTBEHHOH CpeAbl, HAaHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB M YIIAKOBOUHBIX MaTe€pUaJIOB

KoHTpons Hax CBOEBpEMEHHBIM OOCITy)KHBaHHMEM 00OpYyJOBaHHS M MpUOOPOB
JUIA  MHKpOOHOJIOTHYECKOTO  KOHTpOJIA  KauecTBa  0oOpa3llOB  CHIPbS,
MIPON3BOJICTBEHHOM Cpelbl, HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHEIX CPEICTB
H YIIAaKOBOYHBIX MaTepHaJoB

Oprauu3anus CBOEBPEMEHHOIO0 TEXHHUYECKOrO OOCITyKHBaHHUS 00OpYIOBaHUSA
UIs  MHUKpOOHMOJIOTHYECKOrOo  KOHTpOJIS  KauecTBa  oOpa3sLloOB  CHIpbS,
MPOH3BOICTBEHHOM CpeIbl, HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB
¥ YIIaKOBOYHBIX MaTepHAJIOB

OpraHu3anus CBOEBpPEMEHHOH IOBEpKM M AaTTECTAl[UM HCIBITATEIILHOTO
nabopaTopHOro 060pyAOBaHUS AJIi MEKPOOHOIOTHYECKOTO KOHTPOIIS KadecTBa
00pa3oB CHIpBS, IPOHM3BOACTBEHHOH Cpelsl, HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB M YITAKOBOYHBIX MAaTEpHAJIOB

Heobxoaumble ymeHUs

KoHTponupoBats TexHHIeCKOe 00cTy)KnBanue IpubopoB U 000pyAoBaHMs UL
MHKPOOHOJIOTAIeCKOTO KOHTPOJIS KayecTBa 00pa3ios CBIPbS,
IIPOM3BOACTBEHHOM Cpelbl, HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBECHHBIX CPEACTB
¥ YIIaKOBOYHEIX MaTepHAaJIOB

O60o0mAaTh W OLIEHHUBATH COCTOSHHE W BO3MOXKHOCTH NPUOOPOB M CPEINCTB
ompeJeneHHss  MHKpOOHONOTHYECKOH  YHCTOTHI ~ 00paslioB  CHIPHA,
IPOU3BOJCTBEHHOM Cpellbl, HAHOCTPYKTYPHPOBAaHHHIX JTEKAPCTBEHHBIX CPEICTB
M YIaKOBOYHBIX MATEpHAIOB [UI1 Yy4eTa I[IpH AaHaJIU3E pPe3yJIbTaToOB
HCclIeI0BaHnH

CornacoBHIBATE MOAEPHHU3ALHUIO B MOAUGHKALMIO TPHOOPOB U 060PYAOBaHUSA
AN MHKPOOHOJNIOTHYECKOTO  KOHTpONS  KadecTBa  OOpasllOB  CHIPbS,
IPOU3BOJCTBEHHOMN CpeIbl, HAHOCTPYKTYPHPOBAaHHBIX JIEKAPCTBEHHBIX CPEICTB
¥ YIIaKOBOYHBIX MaTepHalioB

HeoOxoauMele 3HaHUSA

OTpaCJICBBIe CTaHJapThl, TEXHHYECCKHE YCJIOBAA H  TEXHOJIOIHYCCKasl
JOKYMCHTAllUs Ha COCTaBBI H METOABI IOJYUYCHHUS HAaHOCTPYKTYPHPOBAHHBIX
JIEKapCTBCHHBIX CPEACTB

TpeGoBanus 0OIIEroCyJapCTBEHHBIX 3aKOHOAATEIBLHEIX JOKYMEHTOB IIO
¢dapMoKONeH K peaKTHBaM, MHTATENbHBIM CpeJaM, STAJOHHEIM UITaMMaM,
KOHTPOJBHEIM 00pasuaM CHIpbS H MarepHanaM, oOpasnaM Al H3yYeHHS
CTaOMJIBHOCTH M ApPXHUBHOTO XpaHCHHUS

®apmakoneiinpie TpeOOBaHHS K CHIPbIO, IONYNPOAYKTAM H TOTOBBIM
HAHOCTPYKTYPUPOBAaHHBIM JIEKAPCTBEHHBIM CPEICTBaM

CozxepxcaHHe JOKYMCHTOB O €IWHBIX I[PHHIWNAX H MpaBHIIAX o6pan1e1m;1
JICKapCTBCHHBIX CPEACTB IJI1 MCAUIIMHCKOIO IIPMMCHCHHS

Buger ® MeTogsl  JAMArHOCTHKH — OOOpYHOBaHHS s KOHTPOIA
MHKPOOHOIIOTHYECKOM YMCTOTEI 00pasIoB CHIPhs, IPOU3BOJACTBEHHOM CPEBI,
HaHOCTPYKTYPHPOBAaHHBIX  JIGKAPCTBEHHBIX  CPEACTB M YIAKOBOYHBIX
MaTepHaJIOB

OCHOBBI TCXHHUYCCKOI'O O6CJ'IY)KI/IB.':1HI/I$I, ITOBCPKH H arTecTanuu
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HCIBITATEIFHOTO JIAO0OpaTOPHOTO 060PYAOBAHUS Il HAHOCTPYKTYPUPOBAHHEIX
JIEKApCTBEHHBIX CPEJICTB

CTaHmapThl, MOJOXXCHUS, MHCTPYKIHH II0 KOHTPOIO MHKPOOHOJOTHYECKOM
YUCTOTHl CHIPbS, IIPOM3BOACTBEHHOH Cpelbl, HAHOCTPYKTYPHPOBAHHBIX
JIEKApCTBEHHBIX CPEACTB H YIAKOBOYHBIX MaTEPHAJIOB

Texuudeckuil aHrMUIACKUI A3BIK B 001aCTH KadecTBa HAHOCTPYKTYPUPOBAHHbIX
JIEKapCTBEHHBIX CPEICTB

TpeGoBanust caHMUTApHOTO pexXHUMa, OXpaHbl TPyJa, HOXKAPHON O€30MacHOCTH,
OXpaHBI OKPYXKAIOUIEH CpeIbl

Hpyrue

XapaKTCPUCTUKH

3.5.6. Tpynosasi pyHxuus

Pa3paboTtka, corjlacoanue U opopMiIeHHE
JIOKYMEHTAIHH 110 MHKPOOHOJIOTHYECKOMY VposeHs
HaumeHOBaHHE KOHTPOJIIO Ka4eCTBa Kon E/06.6 (nomypoBeHs) 6
HAaHOCTPYKTYPHPOBaHHBIX JIEKAPCTBEHHBIX KBaTH(UKALIH
Cpe/CTB
gﬁszzzzmneﬂne TPYAOBOH Opurusan X 331:[1::;:2:%0 3
Kon PeructpaunoHHbIi HOMEp
OpUTHHAIA TpodecCHOHANTEHOTO
CTaH#apTa

TpynoBele neicTBUS

CornacoBanue BHIOB ¥ (HOpMBI JOKYMEHTALWH MPH IOJIHOM ITUKJIE KOHTPOILL
MHKpOOHMOJIOTHYIECKOH  YHCTOTHI  CBIPbS,  IIPOM3BOACTBEHHOM  Cpenbl,
HaHOCTPYKTYPHUPOBAHHBIX  JIEKADCTBEHHBIX  CPEACTB W  YIIAaKOBOYHBIX
MaTepUuaioB

Opranm3anusi BeJ€HHS JOKYMEHTAlUM IIpH TIOJHOM ILHMKJIE KOHTPOJS
MHUKpPOOHOJIOTHYECKOM  YHCTOTHL  CHIPbS,  IIPOM3BOJACTBEHHOH  CpeEIHL,
HaHOCTPYKTYPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEACTB M yIAKOBOYHBIX
MaTepUaIOB

CornacoBaHHe M YTBEPXKICHHE JOKYMEHTallMu Npd o00OpOTEe pEaKTHBOB,
HUTATENBHBIX  Cpeld, TecT-IITaMMOB W  MaTepHaloB Ui  KOHTPOJIA
MHUKPOOMOJIOTHIECKOH  YHMCTOTHI  CBIPhS,  IIPOM3BOACTBEHHOM  CpEbL,
HAHOCTPYKTYPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEICTB H  YNAaKOBOYHBIX
MaTepHaJIoB

CornacoBanue u YTBECPXKACHUC CIICIII/I(l)I/IKaIII/Iﬁ O BXOJAHOI'0O H BEBEIXOJHOIO
KOHTPOJIA KAUCCTBA CHIPbA, TCXHONOTHICCKUX CPEA, HAHOCTPYKTYPHPOBAHHBIX
JEKapCTBCHHEIX CpeacTB H YIIaKOBOYIHBIX MaTcpualioB 110
MI/IKPOGI/IOJIOFPI‘—ICCKI/IM IOKa3aTCIIiIM

PazpaboTka OOJDKHOCTHBIX MHCTPYKLHMH JUI1  CHENHATHCTOB  (H3MKO-
XMMHAYECKOH TabopaTopuu

Ioaroroska HEPUOHIECCKUX 0030poB KaJecTBa BBIITyCKaeMBIX
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBECHHBIX CPEACTB

Opranuszauds BeIeHHS IOKyMEHTAllMH, OTHOcslIelca Kk mpubopamMm u
00OpYHOBaHUIO Ui MHKPOOHOIOTMYECKOTO KOHTpPOJS KayecTBa CHIPbA,
IPOM3BO/ICTBEHHOM Cpebl, HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEICTB
1 YIIaKOBOYHBIX MaTepHAIOB

HeobxoanMele ymeHus

BI:I6I/IpaTI> HEOOXO/IMMBIE U JIOCTATOYHBIC (bOpMBI JOKYMCHTAMHA 110 KOHTPOJIIO
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MHKPOOHOJIOTMYECKOH  YHCTOTHl  CBHIPhsS,  NPOU3BOJACTBEHHOM  Cpessl,
HaHOCTPYKTYPHPOBAHHBIX  JICKAPCTBEHHBIX CPEACTB M YIAKOBOYHBIX
MaTepHaJIoB

KOHTpOJII/IpOBaTB BCICHUE NOKYMEHTALUHU IO KOHTPOIIIO MHKpOGHOHOFH‘IeCKOﬁ
YUCTOTBL  CBIPBA, HpOIfIBBOI[CTBeHHOﬁ Cpeabl, HAHOCTPYKTYPHPOBAHHBIX
JICKAPCTBCHHLIX CPEJICTB 1 YIIAKOBOYHBIX MATCPHAIOB

O606maTe M OLEHHUBATH COCTOSHHE H BO3MOXKHOCTH MHKPOGHOIOrMYECKOR
nabopaTOpHHM KOHTPOJS KadecTBa CHIPhS, IPOM3BOACTBEHHOM CpEMbI,
HaHOCTPYKTYPHPOBaHHBIX  JICKADCTBEHHBIX CPEACTB W  YIIAaKOBOYHEIX
MaTepHaIOB

Heobxoaumeie 3Hanus

OTpaCHCBHe CTaHOapThl, TCXHHYCCKHC YCJIOBHA H  TEXHOJIOTHYECKas
AOKYMCHTAIIUsI Ha COCTaBbl B METOIABI NOJYYCHUA HAHOCTPYKTYPHPOBAHHBIX
JICKaPCTBCHHEBIX CPEACTB

Tpe60BaHI/I$I 06HICFOCYlIapCTBCHHBIX 3aKOHOOATCJIBHBIX JOKYMCHTOB IIO
(bapMoxonen K pCakKTnBaM, ITATATCIIBHBEIM CpedaM, OSTaJIOHHBIM IIITaMMaM,
KOHTPOJIbHBIM o6pa3uaM CBIpbSI H MaTCpHaliaM, 06pa3uaM ATl A3YUCHHA
CTaOMIIBHOCTH H APXHUBHOI'O XpaHCHHUA

dapmakoneiinple TpeOOBaHHUS K CHIPBIO, MOJIYNPOAYKTaM M TOTOBBIM
HaHOCTPYKTYPUPOBAHHBIM JICKAPCTBEHHBIM CPEACTBAM

COI[Cp)KaHI/IC JAOKYMCHTOB O €IHHBIX IIPHHIHWINAX H IIpaBHJIaxX 06paH.[CHI/IH
JIEKAPCTBEHHLIX CPEACTB AJI1 METUIMHCKOTO MPUMCHCHU A

Texnomorus TIOJTY4€HMSI HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB

MeToasl KOHTPOJIST MEKPOOHOIOTHYECKOH YUCTOTHI CHIPBS, MPOM3BOACTBEHHOM
cpelbl, HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB M YIIAKOBOYHEIX
MaTepHaIoB

Merogsr 06paboTku  HAaydHO-TeXHHYeCKOM HMHGOpPMAIMM M BEJACHHUS
JOKYMEHTaIIUH

OcHOBHI BCACHHUSA  JOKYMEHTaAIlUW: AaKTBl, IIPOTOKOJIBI HCCHCHOBaHHﬁ,
AHATTHTHYICCKHE OTYCTHI

Texnudeckuil aHrTUACKUH 361K B 001aCTH KadecTBa HAHOCTPYKTYPHPOBAHHEIX
JIEKApCTBEHHBIX CPEACTB

TpeboBaHus caHUTapHOTO peXHMa, OXpaHbl TPyAa, MOXKApPHO#M 6E30MaCHOCTH,
OXpaHBl OKpYXKarome cpeIbl

Hpyrue

XapaKTEPUCTHKH

3.6. O606mennas TpyaoBas GyHKIHA

HaumeHoBanme

Oprazu3anus KOHTPOJISA Ka4eCTBa IpH
IPOMBIIIJIEHHOM IIPOU3BO/ICTBE YposeHb

HAHOCTPYKTYPHUPOBaHHEIX JIEKAPCTBEHHBIX KBannQuKaLym
CpEACTB

IIpoucxoxaeHue
0600611eHHO TPy I0BOI

dyHKuIH

3aMMCTBOBAHO H3

Opuruan X
p OpMruHana

Kon PeructpauoHHBIH HOMED
OpHMIrHHana npodeccHOHANILHOTO CTaHAapTa

Bo3MoxxHBIE
HaHMEHOBaHMS
JOIDKHOCTEH,
npodeccuii

HavansHuk OTACIa KOHTPOJIA Ka4€CTBa




50

TpeGoBanus k
006pa30BaHUIO H

Bricimee obpa3oBaHue — MarucTpaTypa, ClieluaIuTeET

00y4eHHIO

TpeboBanus k onbity | He MeHee mstr jieT paGoThl Ha MH)XXEHEPHO-TEXHUYECKHX JIOJDKHOCTIX B 001aCTH
MPaKTAIECKON KOHTPOJIS KauecTBa apMalleBTHIECKOTO CHIPhs H JICKAPCTBEHHBIX CPEJICTB
paboTsl

Ocobpie ycIIOBUSA
Jonycka K pabote

IIpoxoxaeHne 06s3aTENPHBIX TIPEIBAPUTENBHBIX (P MOCTYIICHUU Ha paboTy)
U IICPUOAMYECKUX METHIIMHCKUX OCMOTPOB (00cnefoBaHUHR), a TakKe
BHEOUYEPEIHBIX MEIUIUHCKUX OCMOTPOB (00cneoBaHUi) B IOPAAKE,
yCTaHOBJIEHHOM 3aKOHOAaTeIbcTBOM Poccuiickoii @enepanun

IIpoxosk/ieHre HHCTPYKTaXKa 10 OXpaHe TpyAa

Hpyrue

XapaKTEPUCTHKA

JononauTenbHbBIE PO ecCHOHANBHBIE TPOTPAMMBI — IPOrPAMMBI IIOBBIICHUS
KBATH(UKAHHH 110 TpodIITIO AeATeTBHOCTH, YIacTHE B JHUCTaHIIMOHHBIX
00pa3oBaTe/IbHBIX TEXHOJIOTHSX, KOHIpeccax, KOH(epeHIHsX, TOCECHUE
IpO(UILHEIX BHICTABOK M CEMHHAPOB

I[OIIOJ'IHI/ITCJ'ILHBIC XapaKTCPUCTHKH

HaumeHoBanue Kon HaumeHoBaHue 6a30BOil rpyIbl, JODKHOCTH (IIpodeccHH)
JOKYMEHTa WJIH CIIEHATTBHOCTH
OK3 1321 PykoBoaurenu noapazenesHus (ynpas/ionye) B
o0pabaTpiBaioleil MPOMBILIEHHOCTH
EKC - HavajpHHUK MPOU3BOICTBEHHO# JIabopaTopuH (110 KOHTPOJIIO
IIPON3BOJICTBA)
OKIIOATP 44490 Havaneauk rpynmst (6r0po), 1abopaTopuu B COCTaBe
KOHCTPYKTOPCKOTO, TEXHOJIOTHYECKOTO, HCCIEA0BATENBCKOTO,
PacyeTHOro, SKCIEPUMEHTANBHOTO U APYTHX OCHOBHBIX
OTHEIIOB
44901 HavanpHuk camocTosTenbHOro oTena (J1abopaTopun)
(KOHCTPYKTOPCKOI'0, HCCIIE0BATENICKOT0, PACIETHOTO,
SKCIIEPUMEHTAIBHOTIO)
OKCO 2.19.04.01 | buorexHosorus
2.28.04.03 | HaHnomatepuaisl
2.28.04.04 | HanocucTeMbl U HAaHOMAaTEepHalbl
3.33.05.01 | ®dapmauus

3.6.1. TpynoBas pyHxuus

VYiipaBieHre KOHTPOJIEM Ka4eCTBa CHIPh, v
. pOBEHBb

HauMeHoBaHHe MaTepHaAIOB, IIPOU3BOACTBEHHOM CPCHI, Kox F/01.7 (noayposeHs) 7

HaHOCTPYKTYPUPOBAHHBIX JIEKaPCTBEHHBIX R S—

CpeACTB M YIIAKOBOYHbLIX MAaTCPHAJIOB
Hponcxt?xneﬂne Opurmuan X 3auMCTBOBaHO H3
TpyaoBoi GYHKIUH OpUrHHaja

Kon opurunana  PeructpauyoHHEIH
HOMED
npogeccHOHaNBHOTO
cTaHJapTa

TpynoBsle nefcTBUs

CornacoBaHie ¥ YTBEPXKIEHHE MPAaBHI OTOOpAa M TPAHCHOPTHPOBKH B (DPH3UKO-
XHMHYECKYIO M MHKPOGHOJIOTHIECKYIO J1abopaTopuH Npob CHIpbs, MaTEPUAIOB,
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IPOU3BOACTBEHHOM CpeJibl, HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEICTB U
yIaKOBOYHBIX MaTEpPHUAJIOB

CornacoBaHyve M YTBEPXKICHHE METOOWK W WHCTPYKIHMH IO IPOBEJCHHIO
KOHTPOJsA KadecTBa MPoO CHIPbS, MAaTepHAIOB, IPOM3BOICTBEHHOH CpEIBL,
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB M YIIAKOBOYHEIX MATEPUAJIOB

CornacoBaHue u yTBEpXKAeHHE HEOOX0AUMOro 060pyNOBAHHUS H MATEPHAIIOB IS
0T60pa M KOHTpOJI KadecTBa IpoO CHIPbs, MAaTEpHANIOB, MPOM3BOICTBEHHON
cpelsl, HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB M YHNAaKOBOYHBIX
MaTepHaJioB

CornacoBanyMe M YTBEPXKICHHE IODKHOCTHBIX MHCTPYKIHH M KOIMYECTBa
nepcoHaya GU3MKO-XUMHUECKOH 1 MEKPOOHONIOrHIeCcKol JjabopaTopuit

CornacoBaHHe M YTBEPXKIEHHE HOPM 3aTpaT TpyJda Ha BHIIONHEHME OTOOpa,
TPAaHCIIOPTHPOBKH M  KOHTPONS KadecTBa IIpo0  CHIpbS, MAaTepUanos,
IPOM3BOACTBEHHOM Cpeibl, HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX CPEJCTB
yIaKOBOYHBIX MaTEpPUAJIOB

VTBepXIeHHe pe3ylbTaTOB PAcClCAOBAHHSA CIy4aeB, KOTAa pe3yJIbTaThl
QU3NKO-XUMAYECKHX i MHKPOOHOIOTHYECKHX HCIBITAHMH BRIXOJIST 32 PEACTIBI
cnenudUKalnY s HAHOCTPYKTYPUPOBAHHBIX JT€KAPCTBEHHBIX CPEICTB

PaCCMOTpeHHC M COorjlacoBaHHE JIOTOBOPOB O IIepena4ve OCATECIbHOCTH IIO
IPON3BOACTBY H KOHTPOJIIO Kau€CTBa HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHBIX
CPEACTB JIPYTrUM Opranu3aiusaM B CIydac OTCYTCTBHA BO3MOXXHOCTH ITIPOU3BECTH
HCO6XOJII/IMYIO JAeSATEIIbHOCTh CBOMMH pCCypCaMHu

CornacoBaHue W yTBepXJeHHE  MOpsAAKAa  KOHTPOIs  MPEAMETHO-
KOJIMYECTBEHHOrO0 ydYeTa HApKOTHYECKHX, NCHUXOTPONHBIX BEIIECTB H HX
IpEKYPCOPOB

Heo6xonuMerie
yMEHHSA

dopmupoBats Tpe6oBaHHS K KOHTPOIIO KAadyecTBa ChHIpbs, MAaTEpHAloB,
HPOM3BOJCTBEHHOMN CpeJIbl, HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB H
YIIaKOBOYHBIX MaTepHajioB

O606IIIaTB M OLIEHUBAThH Pe3yJIbTaThl KOHTPOIA KAa4eCTBa CBHIPbs, MaTCPHAJIOB,
HpOI/I3BOZICTBCHHOI71 cpeabl, HAHOCTPYKTYPHUPOBAHHEBIX JICKAPCTBCHHBIX CPEACTB U
YIIAKOBOYHEIX MaTCpHaJIOB

PaCCManHBaTB PEKIaMannuu Ha rOTOBLIC HaHOCTPYKTYPHPOBAHHBIC
JIEKApCTBCHHBIC CPEICTBA, BLIITYCKACMBIC opranmauneﬁ

OCYI].IGCTBJISITB CBiA3b oTAcIa KOHTPOJIsA KageCcTBa Cc OCTaJIbHBIMHA
noapasacICHUAMU IMIPOU3BOACTBA

Heobxoaumeie
3HaHUSI

OTpaCIIeBBIC cTaHaapThl, TCXHHUICCKUC ycnoBud 41 TEXHOJIOTHYCCKAaA
JOKYMCHTAIIUA Ha COCTaBhl H MCTO/IbI IIOJIy4YCHUSA HAHOCTPYKTYPHPOBAHHBIX
JICKapCTBCHHBIX CPEACTB

Tpe6opanuss OOIIErOCyAapCTBEHHBIX — 3aKOHOHATENBHBIX ~ JOKYMEHTOB  IIO
dapMoOKOIleH K peakTHBAaM, INHMTATEIbHBIM CpefaM, STATOHHBIM MITaMMaM,
KOHTPONBHEIM 00pasuaM ChIpb H MaTephanaMm, oOpasinaM Al H3Y4eHHs
CTaOMIBHOCTH H apPXMBHOTO XPaHCHHUS

®dapmakoneiinsle TpeOOBaHMA K CBHIPbIO, MONYIPOAYKTaM M TOTOBBIM
HAaHOCTPYKTYPHUPOBAHHBIM JIEKAPCTBEHHBIM CPEACTBAM

CO,Z[Cp)I(aHPIC JOKYMEHTOB O €IHHBIX IIpHHIOHMIAX H IIpaBuiiax o6pa111eHm1
JIEKapCTBCHHBIX CPEJICTB NI MCAMIHHCKOTI O IPUMCHCHUA

Texumueckue Tpe60BaHI/I$I K CBIpBIO, MarepHaiaM, TEXHOJOTHYCCKAM Hu
IPOU3BOJACTBECHHBIM cpeaaM, HaHOCTPYKTYPHPOBAHHBIM JICKaApCTBEHHBIM
CpeACTBaM B YIIaKOBOYHBIM MaTepHajiaM

Texuudeckue TpeOOBaHHS K peaKTHBaM, MaTepHaiaM M O0OpYIOBaHHIO ML
KOHTPOJIS Ka4eCTBa HAHOCTPYKTYPHPOBAHHEIX JICKAPCTBEHHBIX CPE/ICTB

Texnomorus IIPON3BOJICTBA HaHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHBIX Cpe€aCTB
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Bunel u ycnoBus (H3MKO-XUMHYECKHX M MHKPOOHMOJIOTHUECKMX MCIIBITAHHI
ChIpbsi, MATEPHAJIOB, IPOM3BOJICTBEHHOM CpeIBl, HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB M YHAKOBOYHBIX MATEPHAIIOB

ITpaBuna paGoTel ¢ 060OpyIOBaHHEM M MaTepHAaMM JJIs IPOBedeHHs GU3NKO-
XHMHYECKHX H MHKPOOHOJIIOTMYECKHX HCIBITAaHHM CBHIPBS, MAaTepHalIOB,
IPOH3BOJCTBEHHOM Cpe/ibl, HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBEHHEIX CPEICTB U
YIIaKOBOYHBEIX MaTepHAJIIOB

Texnuueckue BO3MOXKHOCTH (U3HKO-XHMHYECKOH H MHKPOOHOIOTHYECKOM
nabopaTopHif KOHTPONI KadecTBA CHIPhS, MAaTepHaliOB, MPOHU3BOACTBEHHOM
Cpelibl, HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTE M YHaKOBOYHBIX
MaTepHaJIOB

TpynoBoe 3akoHomarensctBo Poccmiickoit Denmepanuu, opraHM3alMd Tpy/a,
IIPOM3BOJICTBA U YIIPABJICHUS

Hpamzma HOBCIACHMS NICPCOHAJIA B YHCTBHIX ITOMCIICHMX

Texuudeckuil aHTTMACKHMI S3bIK B 00JIACTH Ka4ecTBa HAHOCTPYKTYPHPOBAHHBIX
JICKApCTBEHHBIX CPEACTB Ha YpOBHE UTCHHS M IIOHHMAaHHS TEKCTOBHIX
JIOKYMEHTOB

TpeboBaHusl caHUTapHOTO peXHMa, OXpaHbl TPyAa, MOXKApHOH Ge30IMacHOCTH,
OXpaHbI OKpYXXalolen cpebl

OCHOBBI S KOHOMUKH

IIpaBuia BHYTpEHHETO TPYAOBOTO paclopsiiKa

Apyrne -
XapaKTePUCTHKHU

3.6.2. TpyaoBast pyHKIHA

OnobpeHne Wik OTKIOHEHHE HCXOIHOTO
VpoBeHb
CBEIpBbiA, MaTCPHAJIOB
HaumeHoBanue Pba, P i Kon F/02.7 (noaypoBeHs) 7
HaHOCTPYKTYPHUPOBAaHHBIX JIEKAPCTBEHHBIX KBATH(HKALIMH
CPCACTB H YIIAKOBOYHEIX MAaTCPHAIIOB
IIpoucxoXacHHE 3aMMCTBOBAHO M
POHCXOKA - Opurunan X 3
TpyaoBoit PyHKIHM OpMTHHaa
Kon PeructpaunoHHbIi
OpHUrHHajIa HOMep
npodeccuoHaNBEHOTO
CTaHgapTa

Tpynossie neiicteust | CornacoBaHue W yTBEpXK/IEHHE acCOPTHMEHTAa W HOPM pacxojila PeakTHBOB H
MaTepHAJIOB  JUIA  KOHTpPOJs  KauecTBa MNpo0  CHIpbS, MaTepHAJIOB,
HaHOCTPYKTYPHPOBAaHHBIX JICKAPCTBEHHBIX CPEACTB M YIIAKOBOYHBIX MATEPHAIIOB

CornmacoBanue accOpTUMEHTa CHIPbS M YINAaKOBOYHBIX MATEpHAIOB JJIs
MPON3BO/ICTBA HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBCHHBIX CPEJICTB

CormacoBaHue W YTBEpXKJEHHE METOAMK ¥ HWHCTPYKIHH 1O BHIOOpY
ACCOPTHMEHTa CBIPbS, MAaTEPHAIOB, HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX
CpeZCTB H YIIAKOBOYHBIX MaTEPHAIIOB

YTBepxIeHHEe HepeqHs 06pa3nos CBIPBS, MAaTepHaIoB,
HaHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB M YIIAKOBOYHBIX MaTEPHANIOB
JUISE KOHTPONS Ka4decTBa B (PU3HUKO-XMMHUYECKOH H MHKPOOHOIOrMYECKOH
J1abopaTopHsIX

VTBepxeHHe CTpaTerMH IEHCTBHH B Clydae, KOrAa pe3yNbTaThl (H3HKO-
XHMHYECKOTO H MUKPOOHOIIOrHYECKOTO KOHTPOJISI KAUeCTBa CHIPhS, MaTepPHaJIoB,
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB M YIAKOBOYHBIX MaTEpHAaJIOB
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BBIXOOAT 3a  IIPEACIIBI CHCI_II/I(I)I/IKaIII/II/I Al HaAaHOCTPYKTYPHPOBAHHBIX
JICKAPCTBCHHBIX CPEACTB

CormacoBanue H  yTBEpXKICHHE  MOpAAKAa  KOHTPOJIA  MpeaMEeTHO-
KOJIMYECTBEHHOTO yYeTa HAapKOTHYECKUX, IICHXOTPOIHBIX BEIECTB H WX
IIPEKYPCOPOB

VYTBepKIeHHE CcOoAepKaHUS NEPHOAMYECKHX OO30pOB KadeCTBA BEHIMYCKAEMBIX
HaHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB

HeobxoaumMeie
YMEeHHUS

BBI6I/IpaTB PE€aKTUBBL Hu MaTepHalbl JUIsL KOHTPOJIA Ka4deCTBa
HAaHOCTPYKTYPUPOBAHHLIX JICKAPCTBCHHEIX CPECACTB

BeibupaTh chIpp€ M YNAKOBOYHBIE MaTepuaibl Ui IPOH3BOACTBA
HAHOCTPYKTYPHPOBaHHBIX JICKAPCTBEHHBIX CPEACTB

OuenuBath pe3yJapTaThl 1 SKOHOMHYECKHH 3 (dekT BEIOOpa CHIPhS H MAaTCPHAJIOB
IUIs  TPOM3BOJICTBA M  KOHTPONS  KAavecTBa HAHOCTPYKTYPHPOBAHHBIX
JICKAPCTBEHHBIX CPEJCTB

CocTaBIATh PE€KIaMallMd Ha HCXOAHOC CBIPhE, MATCpHANIBl M YIIAKOBKY,
3aKyIIaCMELIC OpFaHHSaHHEﬁ

OcyIIIeCTBJISITI: CBs3b oTAcIa KOHTPOJIA Ka4yecTBa C OCTaJIbHBIMH
noaApasaACICHUAMH IIPOU3BOACTBA

Heobxoaumeie
3HAHUS

O’I‘paCJIeBBIe CTaHOapTEhI, TEXHHYCCKHC yCl10BHA H TEXHOJIOTHYCCKAA
JOKyMCHTaIlMs1 Ha COCTaBbl M MCTOJBI IIOJIyUYCHHA HAHOCTPYKTYPHPOBAHHBIX
JICKaPCTBECHHELIX CPCACTB

Tpe6OBaHI/ISI O6HI€FOCYlIapCTBCHHBIX 3aKOHOAATCJIBHBIX JOKYMCHTOB IIO
(bapMoxonen K p€aKTHBaM, IIHTATCJIIBHBIM CpEaaM, OTAJIOHHBEIM IIITaMMaM,
KOHTPOJIbHBIM o6pa3uaM CBIpbsd H MaTcpHaliaM, o6pa3uaM AJ1 A3YYCHUA
CTaOHJILHOCTH B APXHUBHOI'0 XpaHECHUA

dapmakomneitiple TpeGoBaHMS K CHIpbIO, IOJYNPOAYKTaM ¥ TOTOBBIM
HaHOCTPYKTYPHPOBAHHBIM JICKAPCTBEHHBIM CPEACTBAM

ConepxcaHne JAOKYMCHTOB O CIWHBIX IIPpHHIOHUIIAX M IIpaBHJIaX o6pameHnﬂ
JICKapCTBEHHBIX CPEACTB IJIsI MEAUIIMHCKOI'O IPUMEHEHHU A

Texauueckue TpeOOBaHUS K CHIPBIO, MaTepualaM, HaHOCTPYKTYPHPOBaHHBIM
JICKQpPCTBEHHLIM CPEJICTBAM U YIIAKOBOYHEIM MaTepHaIaM

OcHOBBI IPOM3BOACTBA M KOHTPOJS KadeCcTBa HAHOCTPYKTYPHPOBAHHBIX
JICKaPCTBEHHBIX CPEJCTB

[Topsinox odopmileHUs, COTJIaCOBaHUS W YTBEPXKICHHUS JIOKYMEHTALUU U
OTYETHOCTH 1o KOHTPOJIIO KadyecTBa CBIPBA, MaTepHasoB,
HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB M YIAaKOBOYHBIX MaTepHasIoB

HCpCl’ICKTI/IBH TCXHUYCCKOr0  pa3sBUTHA OpraHu3anuyd ©H  OTpacjl 110
IIPOU3BOJACTBY HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHEIX CPEACTB

Texuuueckuit aHTIMACKHMI S3BIK B 00J1aCTH KauecTBa HaHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPECTB

TpeGoBaHUS CaHMTapHOrO PEXHMa, OXPaHBI TpyAa, MOXKapHOH Ge30macHOCTH,
OXpaHbl OKpY)Karonie cpeasl

Hpyrue

XapaKTCPHUCTUKH
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3.6.3. Tpynosas pyHxuus

O6ecnedenne npoBeIeHUs KBaIUHUKalyY,

o6cCITy)XKHBaHUA 000PYIOBaHMS U

BaJIMJAlIMM METOAMK KOHTPOJIS Ka4eCTBa VposeHs
HaumeHoBanue CBIPbsl, MATEPHAJIOB, IIPOMU3BOACTBEHHOR Kox | F/03.7 (monyposens) 7

Cpenbl, HAHOCTPYKTYpHPOBAaHHEIX KBaTHbuKaLMH

JIEKAPCTBEHHBIX CPEICTB Y YIIAKOBOYHBIX

MaTepHAIOB
e, Opmmn X | oo

Kop PeructpaunoHHbIi HOMEp
OpUruHaIa IIpO(beCCI/IOHaJIBHOFO
CTaHdapTa

TpynoBeie nenicTBUSA

Omnpenenenue MOTPeOHOCTH B BEpHHUKAHN U OOCIyKHUBaHUN 000pYIOBaHUS U
U3MEPUTENBHEIX  NpHUOOpOB, IpPHMEHSIEMBIX IPH KOHTpOJEe  KadecTBa
HAHOCTPYKTYPHUPOBAHHEBIX JIEKAPCTBEHHBIX CPEACTB, MX IUIAHHPOBAHUE

CornmacoBaHue H  YTBEpXKICHHE WHCTPYKIHA W  METOAUK  TEKYIIETo
obcayxuBaHus 000pYIOBaHHS U H3MEPHTEIBHBIX IPHOOPOB, IPUMEHIEMBIX IIPH
KOHTpOJIE Ka4eCTBAa HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB

CornacoBanne ©u YTBEPKACHUE METOAUK H PE3YNbTATOB BaJIHJallUH MCTOIHUK
KOHTPOJIA Ka4€CTBa PEAKTUBOB, CBIPpbs, MAaTCPHAJIOB, HpOI/I3BOI[CTBeHHOI71 CpeEanl,
HAHOCTPYKTYPHUPOBAHHEIX JICKAPCTBCHHEIX CPEACTB U YIIAKOBOYHLIX MAaTCPHAJIOB

HeobxonuMeie
yMeHHus

OpraHu3oBbIBaTh ~ MEPONPHUATHS 1O  BepUGHKAIMH,  TEXHHICCKOMY
00CTy)XMBaHHIO, IIOBEpKE H AaTTECTAlHH HCIBITATEIbHOTO 1abopaTOpHOro
00OpymOBaHUA W H3MEPUTENBHBIX NPHOOPOB, NPHMEHAEMBIX IPH KOHTpOJE
Ka4yecTBa CHIPb4, MaTepHaIoB, IPOH3BOICTBEHHON cpeasl,
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB M YIIAKOBOYHBIX MAaTEpHAJIOB

O606H.IaTB H OIICHHMBATh PE3YyNbTaThl BAJIMJALlUA MCTOJHK KOHTPOJII KadeCTBa
PEaKTUBOB, CBHIPbA, MaTre€pHnajiosB, HpOI/ISBOﬂCTBeHHOI\;I Cp€AahI,
HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHBIX CPEACTB U YIIAKOBOYHBIX MaTCpHAJIOB

OCYIIICCTBJISITB 06paTH}’IO CBiA3b OTACIa KOHTPOIA KavdeCTBa € OCTAJIIbHBIMH
II0Apa3aCIICHUSIMHA IIPOU3BOJICTBA

HeobxonuMele
3HaHUS

OtpaciieBble  CTAaHJApTHl, TEXHHYECKHE YCIOBHA M  TEXHOJOIHYECKas
JOKYMEHTAllUs. Ha COCTABBI M METOABI IOJy4eHHs HAHOCTPYKTYPHPOBaHHBIX
JIEKAPCTBEHHBIX CPEJCTB ‘

TpeGoBanust OOWIErOCY/JTapCTBEHHBIX  3aKOHONATENBHBEIX  JIOKYMEHTOB IO
¢dapMoKOIed K peaKTUBaM, HHUTATENbHBIM CpelaM, JTAJIOHHEIM IITAMMaM,
KOHTPOJIbHBIM 00pa3liaM CHIpbsl M MarepuaiaM, obpasiam M H3y9IeHHS
CTaGMIBHOCTH M apPXUBHOTO XPaHEHMs

(dapmakomneiinble TpeOOBaHHA K CBHIPBIO, IOJYPOAYKTaM M TOTOBBIM
HAHOCTPYKTYPUPOBAaHHBIM JIEKAPCTBEHHBIM CPEJICTBAM

Conepxcaﬂne JOKYMECHTOB O CJAWHBIX IIPHHUUAIIAX H IIpaBHIAX o6pameHnﬂ
JICKapCTBCHHBIX CPEACTB IJI1 MEJIUIITHHCKOI'O IIPMMCHCHMIA

Texaudyeckue Tpe60BaHI/ISI K CBIpBIO, MarepHajlaM, TEXHOJOIMYCCKHIM H
IIPOH3BOJACTBEHHBIM cp€aam, HAHOCTPYKTYPHPOBaHHBIM JICKapCTBCHHBIM
CpeACTBaM M YIIAKOBOYHBIM MaTCpHaJIlaM

OCHOBBI NPOHU3BOACTBA H KOHTPOJII KaudecTBa HAHOCTPYKTYPHPOBAHHBIX
JIEKApCTBEHHBIX CPCIICTB

OCHOBHl BaJIMAALIVHA METOIMK KOHTPOJII KayeCTBa HAHOCTPYKTYPHPOBAHHBIX




JIEKapCTBEHHBIX CPEACTB

HOpSII[OK O(I)OpMJIeHI/ISI, COrjlacOBaHvsl U YTBCPXKICHHS HOOKYMCHTAIIMH H
OTYCTHOCTH

IlepcneKTUBBI TEXHUUIECKOTO Pa3BUTHS OpraHU3allM{ W OTPACIH M ONpPEACIICHUE
SKOHOMHYeCKOH  3(¢deKkTHBHOCTH  pa3pabOTOK  HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEJCTB

Texuuueckuit aHMMHACKUH S3BIK B 00JIaCTH KavyecTBa HAHOCTPYKTYPHPOBAHHBIX
JICKAPCTBEHHBIX CPEACTB

TpeGoBaHus CaHHTapHOTO pEXHMMa, OXpaHBl TPyHAa, MOXKapHOH Oe30IacCHOCTH,
OXpaHbI OKPY>KaloIeH Cpebl

Hpyrue

XapaKTepHCTHKH

3.6.4. Tpynosasi yHxkuus

Pazpabotka MeponpusiTiii no

TEXHAYECKOMY MIEPEBOOPYKESHHIO, YpoeeHs
HaumeHopaHue PEKOHCTPYKIMH J1abopaTopuit KOHTPOIIA Kon | F/04.7 (moxyposets) 7
Ka4yecTBa HAaHOCTPYKTYPHPOBAHHBIX KBaMpuKaLuu

JICKApPCTBCHHBIX CPEJCTB

[TpoucxoxaeHue
TPYIoBO# (ByHKUUH

3aMMCTBOBAHO U3

Opurunan X
OpHMIHHaNa
Kon PeructpaunoHHs1i HoMep
opuruHajia npo¢ecCHOHAIBHOTO
cTaHaapTa

Tpynoseie nedcTBHS

Opranu3anys  Hay9HO-TCXHHYECKOH  IOATOTOBKM K  HpHOOpPETEHHIO
COBPEMEHHOr0 MPOOOOTOMPAIOMET0 H AHATMTHYECKOTO OOOpyIOBaHHUA JUIA
KOHTPOJIS KauecTBa HAHOCTPYKTYPHUPOBAaHHBIX JIEKAPCTBEHHBIX CPEACTB

CoracoBaHue nepeqHs NprodOpeTaeMoro COBPEMEHHOTO IIpoO0oTOHparoLero 1
AHATUTHIECKOTO obopynoBaHus IS KOHTpOJIS KayecTBa
HaHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX CPEICTB

Opranmaunﬂ Hay"IHO-TeXHI/I‘ICCKOﬁ IIOATOTOBKH K PEKOHCTPYKIINHA
J1a6opaTopme U COIIYTCTBYIOIIHUX MOMEIECHUH IS KOHTPOJIA Ka4d€CTBa
HAHOCTPYKTYPHPOBAHHBIX JICKAPCTBCHHBIX CPEACTB

CormacoBanue TmepedHs pabdOT MO PEKOHCTPYKUHH JIabOpaTOpHBIX H
COIYTCTBYIOIIMX TOMELIEHUH I KOHTPOJIA Ka4eCTBa HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPE/ICTB

Heobxonumele
YMEHHUS

Opranu30BbIBaTh HayYHO-TEXHHYECCKHE PaboOTHI 10 moAabopy oOopyAOBaHH: H
HU3MEPUTEIIBHBIX TPHOOPOB I KOHTPOJIA KadecTBa HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPEICTB

OunennBaTh H 0000maTe, TpeOOBaHWS OTAENa KOHTPOIS KadecTBa K
PEKOHCTPYKIIMH W paboTe NabOpaTOpPHBIX IMOMEMIEHHH KOHTPOJIS KavecTBa
CHIpBS ¥ HAHOCTPYKTYPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB

KOHTpOIMpOBaTh HATAYNE JOKYMEHTALUH, CBA3AHHOM C MepeoOOpyaoBaHUEM H
PEKOHCTPYKIMEH (PHU3NKO-XHMUYECKHX W MHKPOOHONOTHYECKHX jabopaTopuit
KOHTPOJISI KAUeCTBA CHIPhsl H HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHEIX CPEICTB

OC)’H.ICCTBJ'IHTB o6paTHon CBA3p OT/ACIa KOHTPOJIsE KadecTBa € OCTaJIbHBIMH
noapasacJICHUAMHA NPOXU3BOJACTBA

HeobxonnMeie
3HAHUSA

O’I‘paCHCBBIC CTaHJdapThI, TCXHUICCKHUC yCJI0BUA 41 TEXHOJIOTHHICCKas!
JOKYMCHTAHd Ha COCTAaBEI M METOABI NOJNYYCHHs HAHOCTPYKTYPHPOBAHHBIX
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JICKAPCTBCHHBIX CPCACTB

TpeboBannss obmerocyqapcTBEHHBIX  3aKOHONATENBHBIX JOKYMEHTOB IO
dapMOKONIEH K peakTWBaM, MHUTATEIBHEIM CpeJaM, 3TAJOHHBIM IITAMMaM,
KOHTPOJIbHEIM o00pa3iaM ChIpbS M MarepuainaMm, oOpaszuaM [UIS H3YYEHHS
CTabWJILHOCTH M apXUBHOTO XpaHCHHS

Qapmakoneiinbie TpeOOBaHMA K CHIPHIO, MONYNPOAYKTaM M TOTOBEIM
HaHOCTPYKTYPHUPOBAHHBIM JIEKAPCTBEHHBIM CPEACTBaM

Co,uepxcaﬂne AOKYMCHTOB O CIOHWHBIX IPHHIHAINAX W IIpaBHIaX O6paIIICHI/ISI
JIEKapCTB€HHBIX CPEACTB IJisi MCITULIMHCKOIO MPUMCHCHH

Texnnueckue Tpe60BaHI/I$[ K p€aKTHBaM, MaT€pualiaM, CbIPEIO, MOJNYNPOAYKTaM H
TOTOBBIM HAHOCTPYKTYPHPOBAHHLIM JICKaAPCTBEHHBIM CPCACTBAM

OcHoBHI IIPOU3BOZICTBA MW KOHTPOJSI Ka4deCTBa HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHLIX CPCACTB

OcobeHHOCTH 3KCIUTyaTallud KOHTPOIBHO-aHAIUTHYECKOTO 000pYIOBaHUS UL
IPOBEICHUSA SKCIEPUMEHTAIBHBIX HCCIEAOBaHHN HAHOCTPYKTYPHPOBAaHHEIX
JIEKApCTBEHHBIX CPEJICTB

TexHuueckue BO3MOXHOCTH (HHU3UKO-XHMHYECKOM M MHKPOOHOIOrHYECKOH
nabopaTopuii KOHTpPOJISL KadecTBa HAHOCTPYKTYPHPOBAHHEIX JIEKAPCTBEHHBIX
CpeJICTB

TpeGoBaHust K TEPCOHATY (H3HKO-XMMHYECKHX M MHKPOOHOJOIHYECKUX
nabopaTopuil  KOHTpOJISL KadecTBA CHIPpS W HAHOCTPYKTYPHPOBaHHBIX
JIEKApCTBEHHBIX CPEACTB

IMopsimox  opOpMIICHHS, COTVIACOBAaHHMS M YTBEPXKICHHS JIOKYMEHTALHH M
OTYETHOCTH

INepcreKTUBBI TEXHUYIECKOTO PAa3BUTHS OPTaHH3AllMH M OTPAC/M M OIpe/eICHHE
oKOHOMHYECKOH  3(deKkTHBHOCTH  pa3paboTOK  HAHOCTPYKTYPHUPOBAHHBIX
JIEKApCTBEHHBIX CPEJICTB

HpaBHJIa NOBEACHHUS IIEPCOHATIA B YACTEIX ITOMCIICHUAX

Texunueckuit aHrIuitickuil I35k B 00J1aCTH KauyecTBa HAHOCTPYKTYPHPOBAHHBIX
JIeKapCTBEHHBIX CPEACTB

TpeboBaHUS CaHHUTApHOTO pEXHMa, OXpaHbl TpPyAa, HOXKapPHOH Oe30MacHOCTH,
OXpaHbl OKpYXKalomeH cpebl

Hpyrue

XapaKTCPUCTUKH

IV. CBeaenusi 06 oprann3zanusix — pa3paboTuukax npogecCHOHAIbLHOTO CTAHAAPTA

4.1. OTBeTCTBEHHAS OPraHH3aAIHA-PA3PAOOTIHK

®onpa uHdpacTpykTYpHBIX M 00pa3oBaresnbHBIX nporpaMM (POCHAHO), ropox Mocksa

['eHepaJIbHBIN JUPEKTOD

Ceunapenko Auapeii I enHagseBHY

4.2. HanMeHOBaHHsI oprann3aunii-pa3padboT4nkos

AHO «HanuoHabHOE areHTCTBO pa3BUTHA KBAIMPUKALHUiT», ropoa Mocksa

[\ RN

3A0 «MucTHTYT apManeBTHUECKUX TEXHOJIOTHI», ropod Mocksa

3  MHCTHTYT TOHKHMX XUMHYECKUX TexHoyoruii nmenn M. B. Jlomonocosa ®I'BOY BO «MHPOA —

Poccuiickuil TeXHOJIOTMYECKUM YHUBEPCUTET», ropon Mocksa

4  OAO «Tarxumdpapmnpenaparsm», ropox Kazans, Pecy6nuka Tatapcran

W

000 «<HAHOJIEK», ropon Mocksa




