[loKyMeHT NoAnucaH NpoCToil 3NeKTPOHHOM NOANMUCHI0

NHdopmaumsa o Bnagenbue:

EV'O: ”V”‘aH;H Brang i EPASIEHOE TOCYIAPCTBEHHOE BIOJDKETHOE OBPA3OBATEJBLHOE YUYPEIK/IEHUE
OMKHOCTb: PekTop

[ata nognucanus: 01.12.2023 12:33:03 BBICHIET'O OBPA3OBAHUA

YrukansHblit nporpammiblit kniou:  «IlepMckast rocyaapcrBeHHasi papManeBTHYECKAs aKAAeMUD)

d56ba45a9bbescodadldelcdaesbblcWffiificreperna 3apaBooxpanenns Poceniickoii ®enepannn

Kadenpa mukpobuosiorun

YTBEPXIEHA
perieHueM Kadeapbl MUKPOOHOIOTHN

[Tpotokon «30» _utons 2023 r. Ne 10

PABOYAA ITPOI'PAMMA JUCHUIIVINHBI

b1.B.JIB.6.2 MukpoOHOJIOTHYECKHUE METOIbI aHAIH3a JICKAPCTBEHHBIX CPEICTB
((uHOeKc, HaumeHosanue OUCYUNIUHBL (MOOYA), 8 COOMBEMCIBUU C Y4eOHbIM NIAAHOM)

b1.B./JIB.6.2_ MMAJIC

(uHOeKC, KpamKoe HaUMEHOBAHUe OUCYUNTUHBL)

18.03.01 XumMuyeckasi TeXHOJIOTHS
(KOO, HAUMEHOBAHUE HANPABIeHUs NOO20MOBKU (CReYUdIbHOC)

XUMUYeCKas TEXHOJIOTHS JIEKAPCTBEHHBIX CPEIACTB

(nanpasnennocmos(u) (npoghuns (u)/cneyuanuzayus(uu)

bakajasp

(keanugpuxayust)

Ounas
(chopma(vl) 0b6yuenus)

4 roga

(HopmMamueHbwlll CPOK 00YUeHUs)

I'on Habopa - 2024

Ilepms, 2023 1.



ABTOp(BI)—COCTABUTEIb(H):

KaHJ. OMOJ. HayK, CTapIIuii mpernoaaBarensb Kadeapsl Mukpoonoiorun Pomanoa A.B.

I-p dapmaieBT. HayK, TOICHT, 3aBeyromuii kadenpoi mukpooduonoruu Houkosa B.B.

3aBenyrouuii kadeapoit MUKpoOHOIOTHH, I-p (hapmaleBT. HayK, noueHT HoBukosa B.B.



No ok~ wd

COJEP)KAHUE

[lepedeHp muaHUPyEMBIX Pe3yIbTATOB OOYUEHHS 1O AUCHHUILIMHE, COOTHECEHHBIX C Ija-
HupyeMbIMu pe3ysbratamMu OIIOIIBO ...,
O6beM u Mecto aucuurIuHbL B CTPYKTYype OTIOIT BO ..o
ConepKaHUE U CTPYKTYPA TUCIIHTITIHBI ... .veneesneeneeneaneeenteneeneaneneeneeneananeeneeneans
@DOH/T OIICHOYHBIX CPEIICTB IO JTUCIIHTIIIIIHE ... eveeeneeneeneeeneeneaneneneeneenenneneeneanenens
MeTtoanyeckre MaTepHalIbl IO OCBOSHHEO TUCTIMIITHHB ... ....vuuteeneeneeneeeneeneaneneenenns
VYdeOHas mureparypa JUist 00 yUAIOIIMXCS 10 TUCIIHIITIHE . ...vveeneeneeneereneeneaneneanenn.
MarepuanbHO-TeXHHUECKas 0a3a, nH(OPMAIIMOHHBIE TEXHOJIOTHH, TPOrpaMMHOE o0ectie-
YEeHHE ¥ NH(POPMAIIMOHHBIE CIIPABOUHBIE CHCTEMBI ... .eueeneetenteneeneanenneneeneanenens



1. IlepeyeHb MJIAHHPYEMBIX Pe3y/IbTATOB 00y4YeHHS 110 JMCHHUIIMHE, COOTHECEHHBIX C MJIa-
HHUpYyeMbIMH pe3yiabTaTamu ocBoeHusi OIIOII BO

Kox nannka-

HaumenoBanue ug-

Pe3ynbrarel 00y4yeHus,

Kon xomrie- HaumenoBanue TOpa IOCTH- COOTHECEHHBIE C UH/IH-
JIMKaTopa AOCTUXKE-
TEHIIUU KOMIIETEHIINH HKEHHS KOM- KaToOpaMu JOCTUKEHUS
HUS KOMIIETEHLIUN
TIeTCHITUH KOMIICTCHITNH
IK-1 Cnoco6en u roros | UI1K-1.1 [TpoBoaut pabotel mo | Ha ypoBHe 3HaHMIA
OCYIIIECTBIISATh oT0Opy U y4€ry 00- | - 3HaeT NPUHLKIIBI U 1O-
TEXHOJIOTUYECKHI PasloB  JIEKAPCTBEH- | ook MpoBeeHNs MUK-
mpoiecc B COOT- HBIX CpEJICTB, UCXOJI-
pol PEACTE, A pPOOHOIOTHYECKOTO  MO-
BETCTBUU C perja- HOTO CBHIPbSI U YIaKO-
MEHTOM U UCTIOJIb- BOYHBIX MaTepHaios, | [ ATOPHHIA Ha (bapma-
30BaTh  TEXHHUYE- MIPOMEXKYTOUHOM HNEBTHICCKOM TIDOM3BOI-
CKHE CpelICTBA IJIA HPOAYKIIMU M OOBEK- | CTBE, KOHTPOJIb YCIOBUM
U3MEepeHUs oc- TOB  IIPOM3BOJACTBEH- | MPOU3BOJICTBA, MHKPO-
HOBHBIX TIapaMeT- HOW cCpeabl B TOM | GuosornyecKuii KOH-
POB TEXHOJOTHYE- 4HCIe, M MO MHKPO- | 1o wagectBa ChIpbA,
CKOro  Tpolecca, OMOJIOTUYECKOW  YH- .
. MUKPOOUOJIOTUYECKUN
CBOMCTB CBIpbSI U CTOTE
MPOAYKIIHH. NIIK-1.2 [IpoBoauT UcTBITAHUS KOHTPOJIb  KaHCCTBa BO-
06pasLoB nekap- | Abl OUHILICHHOM, BOBI
CTBEHHBIX CpeacTs, | A WHBEKIUH, KOH-
HCXOJHOI'0 CBIPbS, | TPOJIb Ka4eCTBA I'OTOBBIX
IIPOMCIKYTOTHOH JIEKapCTBEHHBIX CPEJCTB,
MPOJYKIMU M 00BEK- | proouag npaBmwia oT6o-
TOB  TNPOU3BOJICTBEH-
. pa mpo0.
HOM cpenpl B TOM .
qHCTe, W TO MHKpO- Ha ypoBHe ymennii:
Guomormueckoli  wm- | - Y MEET OTOHpaTH 06-
cToTe Ppasiibl JIEKapCTBEHHBIX
NATIK-1.3 [IpoBoaut pazpabot- CpeHCT% HCXOJHOTO ChI-
Ky, momrotoky u | PPf 1 00BEKTOB mpoms-
SKCIUTYaTaNMIo i~ BO,Z[CTB66HHOI/I CpeIbl JUIs
CTHIX MoMemiennii u | MAKPOOHOIOrHIECKOro
00opyaOBaHus IS K(;;ITPOHH
MpPOW3BOACTBA Jekap- | - ) MEET HCIONb30BaTh
CTBEHHBIX  CDEICTS, MgTO,[[I/IKI/I UCTIBITAHUS
BIUIOUAs  MHKpOGHo- | OOPA3IOB JEKAPCTBEH-
OrHaeCKIi  MommTo- | HPIX cpench, HCXOJIHOTO
pUH. CbIPBA 1 06BEKTOB MPO-
M3BOJICTBEHHOM CpeIbl
10 MUKpOOHOJIOTHYe-
CKHM TTOKA3aTeNsIM.
IK-2 l'oto ucmonp3o- | [1K-2.1 VYyactByeT B nporiec- | Ha ypoBHe 3HaHMIA:

BaTh HOPMAaTHUB-
HBIE IOKYMEHTHI
110 Ka4eCTRY,
CTaHAApTU3AIUU U

ce JOKyMEHTHPOBa-
Hus (apmaleBTHYe-
CKOM CHCTEMBI Kaue-
CTBa

3HaHWE  HOPMATHUBHO-
mpaBoBOW 0a3bl, Kacaro-
mieiics OOIIUX METOJI0B
OIICHKM Ka4yecTBa JIeKap-




Kox nannka- PesynpTaTel 00yyeHUs
A HH]L HanmenoBanue nn- Y ya ’
Ko xomrie- HaunmenoBanue TOpa IOCTH- COOTHECEHHBIC C MHIM-
JIUKaTopa J0CTHXe-
TEHIIUU KOMIIETEHIINU JKEHUS KOM- KaToOpamMu JOCTHUKEHUS
HUSA KOMIIETEHIIUN
HETEHIINN KOMIIETEHIIUHA
cepTuduKau [1IK-2.2 [IpoBoauT ayauT Ka- CTBEHHBIX CpEICTB, Op-
MPOAYKTOB U U3- yecTBa U CAMOUH- TaHu3alud  MUKPOOHO-
JIEITUIH, SJIEMEHTBI CIIeKIuu apmarieB- JIOTHYECKOTO  MOHHUTO-
3KOHOMHUYECKOTO THUYECKOT'O NMPOU3BOA- | pUHTa IPOU3BOJICTBEH-
aHalv3a B MMpakK- CTBa, KOHTPAKTHBIX HOM cpeJibl

TUYECKOU Jes-
TEJILHOCTH.

IIOCTAaBIIMKOB

MPOU3BOAUTENEN U -

VYMeeT HCII0JIB30BaTh

HOPMaTUBHBIE JJOKYMEH-
Thl II0 Ka4yeCTBY, CTaH-
JapTU3alMu U cepTUdHU-
KAl IPOLYKTOB U H3-
JeNUi I NPOBEACHUS
VCCIIEIOBAHNM, ydeTa M
WHTEPIPETALNHA PE3yiib-
TaTOB

2. O0beM M MecTO IMCHUILINHBI B cTpykType OIIOIT BO
JucuuruinHa oTHocuTcs K BapuatuBHoM yactu OINOII (aucuunumza no BeIOOpY), ocBauBaeTcs Ha 4 Kyp-

ce (8 cemectp), B COOTBETCTBUHU C y4eOHBIM ILUTAHOM OOIIas TPYIOEMKOCTh MUCIUIUIMHBI B 3a4E€THBIX

eIIMHUIAX cocTaBisieT 72 waca/ 2 3. e.

3. Coep:xkaHue U CTPYKTYPa AUCUMILTUHBI

3.1. CTpykTypa IUCUHUIIINHBI

O0bem IMCHHUIIIMHBI, YAC. ®opma TeKy-
KonTtakTHas padora 1ero KOH-
N/ HaumeHnoBanue B o0y4yaromuxcs ¢ npe- TPoJisi ycreBa-
e pa3ieioB, TeM cero nogasaresem no Bu- | CP €MOCTH, MPo-
Hacop AaM y4eOHBbIX 3aHATHI MEKyTOYHOMI
J ‘ J3 ‘ 113 arrecTaluu
Cemecmp NeS
Pazgen 1 | Opranmzamusi pabOTBl  MHKPO- 10 4 4 2
OMOJIOTUYECKOM TabOpaTOpHH
Tema 1.1 | Opranuzauus paboThl MHKpO- 5 2 2 1
Ouosoruuyeckod  JabopaTropuu.
buonornueckas 6e30macHOCTb B
coorBerctBuu ¢ CanlluH 0]
3.3686-21 «CaHutapHO - SMHU-
JIEMHOJIOTUYECKHE TpeOOBaHUS
no mpoduIaKkTuke HHQPEKIUOH-
HBIX O0JIE3HEN.
Tema 1.2 | BHyTpeHHuit n1a0opaTOPHBIA 5 2 2 1
KOHTpOJIb. [loxymentanusa. Co- 0
BPEMEHHBIA  J1€3MH(EKTaHTHI.
Poramusa JIe3MH(PEKTaHTOB.
Omnpenenenre 3hheKTHBHOCTH JE3-




O0bem IMCHHUIIMHBI, YaC. ®opma TeKy-

KonraktHasi paborta 1ero KOH-

No 11/ HanmenoBanue B o0yuarouuxcsi ¢ nmpe- TPOJIsl ycneBa-
g pas3aenoB, TeM cero noaasarejieM 1o BH- Ccp €MOCTH, IIPo-
"acop AaM y4eOHbIX 3aHATH I MeKYTOYHOI

JI J3 113 aTrTrecTaluu

WH(EKTaHTOB.

Paznen 2 | MukpoOuonornaeckuit koH- | 60 16 30 14
TPOJdb Ha (hapMaleBTUYECKOM
npousBoacTBe. KoHTposb ycio-
BUI IPOM3BOJICTBA.

Tema 2.1 | Mukpo6uonornueckuii KOH- 8 2 4 2 o
TPOIb Ha (HapMaIeBTHYECKOM
npousBoacTBe. KoHTpous yciio-
BH NPOU3BOACTBA. MOHUTOPHHT
CTepWIbHBIX ToMerieHuit. Hop-
MaTHBHasi JIOKYMCHTaIUs, pe-
TJIAMEHTUPYIOIIAs KOHTPOJIb
yCJIOBUH MPOU3BOJICTBA

Tema 2.2 | Mukpobuonorndeckuit KOH- 8 2 4 2 0
TPOIb Ha (HapMaIeBTHUECKOM
npousBozacTBe. KoHTponb kaye-
CTBa ChIpbsi. MukpoOHoiIoruue-
CKUI KOHTpPOJIb KadecTBa BOJIbI
OYMINEHHOW, BOJBI JJISI WHBEK-
mui. ®C 2.2.0020. 18 Bopa
ounmennas. ®C 2.2.0019.18
Boga a1 nHbeKIINM

Tema 2.3 | MUKpOOHOOTHYECKHIA KOH- 8 2 4 2 0
Tpoib Ha (hapMaleBTUYECKOM
npousBojacTBe. KoHTponb kade-
CTBAa TOTOBBIX JIEKAPCTBEHHBIX
cpencte  (JIC). HopwmarusHas
JOKYMEHTALUs, PpEeriIaMEHTHUpPY-
romas MBK koHTponb kadecTBa
JIC. [loaroroBurenpHbIe
paboter. OT60p TIPOd

Tema 2.4 | ODC 1.2.4.0002.18 Muxpobuo- 8 2 4 2
JIOTUYECKasT YHCTOTa. MeTOoIBI
KOJIMYECTBEHHOI'0 OMPEIEIICHUs
a’poOHBIX OakTepuil U rpuOOB.

Tema 2.5 | ODC 1.2.4.0002.18. Mukpobuo- 8 2 4 2
Jornyeckas urcrora. Onpenaene-
HUE OT/ICJIbHBIX BUJIOB OAKTEPUH.
OcobenHoctu oTpe/IeTICHUS
MHUKPOOHOJIOTUYECKOH YHCTOTHI
MMMYHOOHOJIOTHUECKUX JIeKap-
CTBEHHBIX IIPENaparoB, COJAEp-
KAIUX KUBbIE MHMKPOOPraHW3-




O0bem IMCHHUIIMHBI, YaC. ®opma TeKy-

KonraktHasi paborta 1ero KOH-

No 11/ HanmenoBanue B o0yuarouuxcsi ¢ nmpe- TPOJIsl ycneBa-
g pas3aenoB, TeM cero noaasarejieM 1o BH- Ccp €MOCTH, IIPo-
"acop AaM y4eOHbIX 3aHATH I MeKYTOYHOI

JI J3 113 aTrTrecTaluu

MBI.

Tema 2.6 | OOC 1.2.4.0003.15 Crepuib- 8 2 4 2 0
HOCTb. MeToabl OIpeeleHus
CTEPUIILHOCTH. O0oC
1.2.4.0006.15  bakrepuanabHbie
9H/IOTOKCHHBI

Tema 2.7 | Mcrionp30BaHUE€  MHUKPOOHOJIO- 7 2 4 1
THYECKUX METOJIOB B OIICHKE
kauectBa JIC.

®C 1.2.40010.18 Ompenenenue
AHTUMHUKPOOHOMN AKTUBHOCTH
AHTUOMOTHUKOB MeTOIOM U dy-
3um B arap. ®C 1.2.40011.15.
Omnpenenenne 3¢ddexruBHOCTH
AHTUMHUKPOOHBIX KOHCEPBAHTOB.
O®C 1.2.40012.15. Omnpenene-
HUE COJEpKaHHUS BUTAMHHOB B
MHOTOKOMIIOHGHTHBIX  JIeKap-
CTBEHHBIX IMpermapaTax MHKpPO-
ouonornueckum meroaoM. Oco-

OEHHOCTH M3y4YeHHs KayecTBa
NBII

Tema 2.8 | Banunanus MHUKPOOHOJIOTH 5 2 2 1 0
yeckux Metoguk OPC 1.1.
0021.18

ITpomesxyTouHas arTecTanus 2 2 3auer

Bcero: 72 20 34 18

Ipumeuanue: onpoc (O).

3.2. ConepxkaHue AUCUUTUIMHBI
Pazgen 1. Opranuzanus paboThl MUKPOOHOIOTUYECKOH JIabopaTopuun

Tema 1.1 Opranuszanus paboThl MUKpOOHOJIOTHYEeCKON Jaboparopuu. buonornueckas 0e30macHOCTb B
coorBercTBUM ¢ CanlluH 3.3686-21 «CaHutapHO-31UAEMUOIOTHYECKHE TPEOOBAaHUS MO MPO(UITAKTHKE
MH(DEKIMOHHBIX 00JIe3HEH»

Tema 1.2 Buyrpennuii naboparopubiii koHTposib (BJIK). OchoBuble mapamerpsl BJIK, Haznauenwue.
HopmaTtuBHas 1okyMeHTalus U BHYTPEHHHH JHOKyMeHTOoOOpoT jnaboparopuu, kacaromuiica BJIK. Co-
BpEMEHHBIN J1e3WH(EKTaHThl — Ha3HAUYEHUe, KiacCupuKaus, 0COOEHHOCTH NpuMeHeHus. Portauus nes-
nHpexranToB. Onpeznenenne 3hGeKTUBHOCTH Ae3MH(EKTAHTOB.

Pazgen 2. MukpoOuomorndeckuii KOHTPOJIb Ha (hapMareBTUYECKOM TpOu3BoCTBE. KOHTpOIb yCiaoBwHiA
IIPOM3BOCTBA.

Tema 2.1 MukpoOHOIOTHYECKUII KOHTPOJIb Ha (hapMalleBTUYECKOM IMPOU3BOJACTBE. KOHTpONIb yCIoBHiA
IIPOM3BOJCTBA: BO3JYIIHAS Cpela MPOU3BOJACTBEHHBIX ITOMELIEHNH, BCIIOMOIAaTeIbHbIE MaTepHallbl, TEX-
HUYECKOE OCHAIlEHHE MPOMU3BOACTBEHHOIO Ipoliecca (00opyaoBaHue, MOCya, HHCTPYMEHTHI). MUKpo-
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OMOJIOTUYECKUIT MOHUTOPHUHT B OTHOLICHUH TEPCOHANA, 3aHATOTO Ha (papMaleBTHUECKOM IMPOU3BOICTBE.
MOHUTOPUHT CTEpWIIbHBIX NoOMelleHui. HopmaTtuBHas AOKyMEHTalWs, perjaMeHTUPYIOLas KOHTPOJIb
YCJIOBUU ITPOU3BO/ICTBA.

Tema 2.2 MukpoOHOIOTHYECKUN KOHTPOJIb Ha (hapMarieBTHIECKOM MPOU3BOACTBE. KOHTpOJIb KadyecTBa
ChIpbsi. BUBI ChIpbs, UCHOIB3YEMOTO B (hapMaleBTUUYECKOM MPOU3BOACTBE. BHbI KOHTPOJIS KauecTBa
CBIpBs. MeTo bl MUKPOOHOJIOTMYECKOTr0 KOHTpoJIs kauecTBa. HopmaTtuBHas nokymeHTanus. Mukpoouo-
JIOTHYECKas 4YUCTOTa CyOCTaHIMII M BCIIOMOTaTeIbHBIX BEIIECTB JUISl MPOU3BOJCTBA JIEKAPCTBEHHBIX
npernaparoB. MUKpOOHMOIOTHYECKII KOHTPOJIb KaueCTBA BOJBI OYUIICHHOH, BOJBI sl MHBEKIHH. OC
2.2.0020. 18 Boga ounmennas, nabekiuii. @C 2.2.0019.18 Boxa mist nHBEKINN

Tema 2.3. MukpoOHOIOTHYEeCKHA KOHTPOIh Ha (hapMalieBTUIeCKOM MPOU3BOACTBE. KOHTpOIL KauecTa
rotoBbIx JekapcTBeHHbIX cpencTs (I'JIC). HopmaruBHas noKyMeHTalus, periiaMeHTUPYIOIIasi KOHTPOJIb
kauectBa JIC. [ToaroroButensubie paboThl. PaboTa ¢ TecT-mraMmmamMu Mukpoopranusmos. Ornpenenenue
aHTUMUKPOOHOTO JeficTBus oOpasua. OToop npod.

Tema 2.4. ODC 1.2.4.0002.18 MukpoOuosoruueckass 4ucTora. MeTopl KOJTMYECTBEHHOTO Ompeere-
HUS a3pOOHBIX OaKTEpHil U TPUOOB.

Tema 2.5. ODC 1.2.4.0002.18. Mukpobuonormueckast uncrota. OnpeeneHne OTIeIbHBIX BIIOB OaKTe-
puil. YcinoBusl KyJbTUBUPOBAaHUSA. YUET U MHTEpHpeTanus pe3yibraroB. OCOOEHHOCTH ONpeleleHUs
MHUKPOOHOIOTUYECKOH YHCTOTHI MMMYHOOHMOJIOTMYECKHX JICKAPCTBEHHBIX IPEMapaToB, COAEPIKAIINX
YKUBBIE MUKPOOPTaHU3MBI.

Tema 2.6. OPC 1.2.4.0003.15 CrepunbHocTh. MeTonbl onpezesieHus: crepuiibHOCTH. [luratenbHble
Cpelibl, UCIIOJIb3YEMBbIE JIJISl KOHTPOJS CTEPUIBHOCTH. Y CIIOBUS KYJbTUBHUPOBAHUA. YUET U UHTEpIIpETa-
uud pe3ynbraroB. OPC 1.2.4.0006.15 bakrepuanbHble SHIOTOKCUHBL.

Tema 2.7. Hcnonb30BaHue MUKPOOMOIIOTHYECKUX METOA0B B oleHke kadectBa JIC. ®C 1.2.40010.18
OmnpeneneHre aHTUMHKPOOHOW AaKTUBHOCTH aHTHOMOTHKOB MeroaoM auddysun B arap. OC
1.2.40011.15. Omnpenenenne 3hPeKTUBHOCTH AHTUMHUKPOOHBIX KOHcepBaHTOB. ODC 1.2.40012.15.
Omnpenenenre conepkaHus BUTAMUHOB B MHOTOKOMIIOHEHTHBIX JIEKApPCTBEHHBIX IpernapaTaXx MUKpO-
OMOJIOTMYECKUM METOJIOM.

Tema 2.8. Banunauus mukpo6uonornyeckux meroguk OPC 1.1.0021.18

4. @DoHJ O1LIEHOYHDBIX CPEACTB IO TUCHUIIJINHE

4.1. ®opmbl 1 MaTepHalbl TEKYIIETO KOHTPOJIS

4.1.1. B xoxne peanuzanuu gucuuininael b1.B.JIB.6.2 «MukpoOuomorndeckiue METOIbI aHau3a JIeKap-
CTBEHHBIX CPEJCTB» MCIONB3YIOTCS clieAyomue (GopMbl TEKYIIEro KOHTPOJS yCIeBaeMOCTH oOyuaro-
LIUXCA: ONpoc.

4.1.2. OueHOYHbIE CPEJICTBA TEKYILET0 KOHTPOJIS yCIIEBAEMOCTH

Tema: «ODC 1.2.4.0002.18 MukpoOuonoruveckass 4ucTora. MeTo/Ibl KOJIWYECTBEHHOTO OMPEACTICHHS
a’poOHBIX OakTepuit u rpuboB. OnpeaeneHne OTAENbHBIX BU0B OaKTepHii»

1. Mukpodiaopa HecTepWIbHBIX JEeKapCcTBEHHbIX ¢GopM. lcnblTaHne Ha MHUKPOOHOIOTHMYECKYIO
YHUCTOTY.

1. XapakrepucTuka TECT-IITAMMOB MHUKpPOOPIaHU3MOB, MCHOJIb3yeMbIX MpH oleHke kadyectBa ['JIC u
CBIPBSL.

2. IlurarenbHble cpellbl, UCHOIb3yEMbIE Ui MUKpOOHOIOrHueckoro kouTposs kadectsa ['JIC u cripbs
— XapaKTEpUCTHUKA.

3. IlurarenbHble cpelbl, UCHOIb3yEMbIE U1 MUKPOOHOIOrHYecKoro KoHTpos kauectBa ['JIC u coipbs
- OLICHKAa Ka4yecTBa.



4. OrmpeneneHnue aHTUMUKPOOHOTO JIEMCTBUS UCIBITYEMOro o0pasla — Lejlb, METO/Ibl ONpPEAETICHUS aH-
TUMHUKPOOHOTO JIEHCTBHSA, YUET M MHTEPIIPETALHS PE3yIbTATOB.

5. Metoap!l ycTpaHeHHS aHTUMUKPOOHOTO ICHCTBHSI HCIIBITYeMOTro 00pasia.

6. YameuyHsle METOIBI OPEACTICHUS KOJINYECTBA MUKPOOPTaHM3MOB B JIEKAPCTBEHHBIX MpenapaTax.

7. Merox MeMOpaHHOH (QUIbTpAIIHH.

8. Meton Hanbosee BEPOATHBIX YUCENl B ONPEAEICHUN KOJINYECTBA MHUKPOOPTaHU3MOB B JIEKAPCTBEH-
HBIX IIpenaparax.

9. Pekomennyemble TpeOOBaHMsSI K KauecCTBY JIEKApPCTBEHHBIX CPEACTB ISl IPUMEHEHHS MECTHO,
Hapy>KHO, THTPaBaruHAJILHO B COOTBETCTBUU ¢ AehcTByroneh ['D® PD.

10. Pexomenayemblie TpeOOBaHMS K KaueCTBY JIEKaPCTBEHHBIX CpeAcTB [l mpuema BHYTph HIIU BBeEJle-
HUS PEKTAJIbHO M JJI IpUEMa BHYTPb — U3 ChIpbS IPHUPOJHOIO IPOUCXOXKJIEHUS (KMBOTHOTO,
pPacTUTENIFHOTO WM MHUHEPAIBHOTO), YPOBEHb MHUKPOOHOH 3arpsi3HEHHOCTH KOTOPOTO HEBO3MOXKHO
CHHU3UTh B IIPOLIECCE MTPEIBAPUTEIBHON 00pa0OTKU B COOTBETCTBHH ¢ AeiicTBytomeil '@ PO.

11. PexomeHayemble TpeOOBaHMS K KaueCTBY JIEKAPCTBEHHBIX PACTUTENBHBIX CPEICTB MJIM JIEKAPCTBEH-
HOMY CBIPBIO «aHI'PO», IPUMEHSAEMBIX B BUAE HACTOEB U OTBApOB, IIPUTOTOBJICHHBIE C UCIIOIb30BAHUEM
KUIISIIIEH BOJIbI U O€3 B COOTBETCTBUM c JeiicTByomel ['® PO.

12. PexomeHayemble TpeOOBaHUS K KayeCTBY BaKLUH JUIsl MHBEKIIMOHHOTO BBEJCHMS, IJI1 BHYTPUKOXK-
HOTO BBEJICHHSI M HAKO)KHOTO CKapu(UKAIMOHHOTO (HAaHECEHHs), IS IpueMa BHYTpPb (TalbJeTKu) B COOT-
BETCTBMH C jercTByromen '@ PO.

13. Pexomenmyemble TpeOOBaHMS K Ka4eCTBY OakTeprnodaroB - pacTBOPOB UIS MPHEMa BHYTPb U PEK-
TaJbHO U JUIsl IpUeéMa BHYTPb (TabJIETKH), MECTHO, HApY>KHO (Ma3b) B COOTBETCTBUH C JieHcTBYomIEen ['D
PO.

14. PexomeHayemble TpeOOBaHUS K KauyecTBY MPOOMOTHKOB JUIs IMpHeMa BHYTPb, WHTPAaBAarvaHJIbHO
(mmounM3aTel, CyceH3uM, MOPOIIKM) U JUIs IPpUeMa BHYTPb, MHTPABarMHAJIbHO, PEKTAJIbHO (Ta0JIeTKH,
CYIIIO3UTOPUH, KAICyJIbl) B COOTBETCTBUH C JieiicTBytomiel ' PO.

15. Pexomenayemsble TpeGoBaHusa k kauectBy WJIII, comeprkamiux MHAKTUBUPOBAHHBIE MUKPOOPTaHH3-
MBI, aHTUT€Hbl U aHTUTENA, OETIKU, MENTUIbI, TIMKONPOTEUHBI U Jp., B KOTOPHIX JOMYCKAIOTCSI MUKPOOP-
raHU3MBI-KOHTAaMHUHATHI JJIs1 IpHUEeMa BHYTPb, MHTPAHA3aJIbHO U JUJIsl BBEJCHUS PEKTaJIbHO B COOTBETCTBUU
¢ aeuctByrouiei 'O POD.

4.1.3. lllkana oneHWBaHUs I TEKYIIETO KOHTPOJIS

-OLICHKa «OTJIMYHOY» BBICTABISETCS CTY/AEHTY NPH MOJHOM OTBETE Ha BONPOC, PACKPBITUHU MPOOJIEMBI HC-
II0JI30BAHNS TEXHUYECKHUX CPEICTB Ul U3y4EHHS CBOMCTB MPOAYKLUHU (CBIPBS); MPaBUIBHOM HCIIOJIb30-
BaHNUEM TEPMUHOJIOTUH, YBEPEHHBIX OTBETAX HA JOIMOJIHUTENBHBIE BOIIPOCHI.

- OIICHKA «XOPOILI0» BBICTABJISETCS CTYACHTY MPH IOJHOM OTBETE HA BOIPOC, HAIWNYUU OIUOOK B TEPMHU-
HOJIOTUH, HEYBEPEHHBIX OTBETaX Ha JOMOJHUTEIIbHbBIE BOIIPOCHI.

- OLIEHKAa «y/IOBJIETBOPUTEIILHO» BBICTABIISAETCS CTYJAEHTY HpPHU HEMOJHOM OTBETE Ha BONPOC, HATUYUU
OLIMOOK B TEPMUHOJIOTHH, HEYBEPEHHBIX OTBETAX HA JOTOJIHUTEIbHBIE BOMPOCHI

-OLIEHKA «HEYIOBJIETBOPUTEIHHO» BBICTABIISIETCS CTYIEHTY IPU OTCYTCTBUU OTBETA.

4.2. ®opMBI ¥ OLIEHOYHBIE CPEJCTBA ISl IPOMEXKYTOUHOM aTTecTaluu

4.2.1. IIpoMexxyTouHasi aTTecTalnus NpoBoIUTCs B popme 3auéTa

4.2.2. OueHouHbIE CPEICTBA AJI IPOMEXYTOUHOM aTTeCTallu

[Tpumep TunoBOrO OMIIETa HA 3a4eTe

Tecmosvie 3a0anus:
1. HopmaTuBHBIN JOKYMEHT, PETJIAMEHTUPYIOIINH METOIbI OIIEHKH 3(()EKTUBHOCTH KOHCEPBAHTOB B
bapmarum:



2. HCcTpyMEHTaNbHBIN cIIoco0 onpeneneHus: 00Imero MUKpoOHOro Yuciaa BO3ayXa MpU MUKPOOHOJIOTH-
4eCKOM MOHUTOPHHTE (hapMalieBTHUECKOT0 POU3BO/ICTBA:

3. Cornacuo I'ocynapcrBennoit @apmakornee PO mokaszarenem, XxapakTepu3yomeM MUKPOOHYIO obceme-
HEHHOCTb HECTEPUJIbHBIX JIEKAPCTBEHHBIX CPE/ICTB, SBISACTCS

4. 1nmuTenbHOCTh MHKYOAIUU TIPU OIPECIIEHUH a9POOHBIX MUKPOOPTaHU3MOB B X0JI€ U3yUCHHUS MHUKPO-
OMOJIOTMYECKON YHCTOTHI:

5. Ilpu onpeneneHnH CTEPUIBLHOCTH JIEKAPCTBEHHBIX MPENapaToB /Ul BBIABICHUS adPOOHBIX U aHA3POO-
HBIX OaKTepuil OCEBHI MPOU3BOIIT:

6. Bemiectsa, o0najaromuye aHTUMUKPOOHBIM JICHCTBUEM, KOTOPBIE JOOABIISAIOT B JIEKAPCTBEHHBIE MIperia-
paThl AJis IPEIOTBPALICHHS POCTa U Pa3BUTHS MUKPOOPTaHU3MOB 3TO:

7. TpeOoBaHMS K TOMELICHUSIM ¥ 000PYIOBAHHIO, TJI€ OCYIIECTBISIETCS paboTa ¢ MUKpOOpraHu3Mamu 3-4
rpyMbl IATOT€HHOCTH:

1) BHYTpEHHSA OT/ACJIKA TTOMEIICHUI JI0JDKHA OBITh YCTOMYMBOW K MHOTOKPATHOMY JIEHCTBHIO MOIOIITUX H

Ne3WH(UIUPYIONTUX CPEIICTB

2) obsi3aTenbHA MAPKUPOBKA 000PYIOBaHMS K MEOCIIH C YIETOM «YUCTON» U «3apa3sHOi» 30H
3) Ha BXOJHOH JBepH J1abopaTopyu JOJKEH ObITh 3HAK "BHosiornueckas onacHOCTh".

4) Bce OTBETHI BEPHbIE

8. MukpoOHYI0 IOpUY JeKapCTBEHHBIX IPEnapaToB HanOoJIee YacTO BBI3bIBAIOT:
1) cubupes3BeHHas Mmajao4Ka
2) XOJICpPHBIii BUOPHOH
3) MJIECHEBBIC U IPOKIKEBBIC TPHOBI
4) BUpYC rpuIma
9. MeTtonp! onpeienieHrss MUKPOOUOJIOTUYECKON YUCTOTHI BOJIbI OUUIIICHHOM:
1) mnpsimoro mocesa
2) rIyOMHHBIHI
3) mMeMmOpaHHOU (QUIBTpaALUH
4) Bce OTBETHI BEpHBIE
10. O6wem HccneqoBaHui CMBIBOB € pabOYMX MOBEPXHOCTEH Ha (papMalieBTHYECKOM MPOU3BOICTBE:
1) ompenenienue HaTMYKS SHTEPOBHPYCOB
2)omnpenencuue Hanmnuus E. coli
3) onpeneneHue HaTMYUs Koudaros
4) Bce OTBETHI BEpHbIE
Cumyayuonnvie 3a0auu
1. ITpu MUKPOOHOIOTNYECKOM KOHTPOJIE BOJIbI ounIieHHO! (puibTparust 100 MiT) moydeHsl ciaenyromue
pe3yNbTaThl: CyMMapHOe KoynyecTBO KoJoHUU Ha cpere Nel uNe2 -150, cpena Ned (DOHmo) xonoHum
PO30BBIE CIIU3UCThIE KOJIOHUH, cpena Nel( — pocta HeT, cpeaa Ne9 — pocTa HET

CrenaiiTe 3aKJIIOYCHUE O Ka4eCTBE JAHHOTO 00pasila B COOTBETCTBHU C TPEOOBAHUSIMH HOPMATHBHBIX
JOKYMEHTOB*.

* - 00y4aroleMycs peIoCTaBIseTCs ASUCTBYIONAsi HOpPMaTHUBHAS JJOKYMEHTAIUS
2. B xone ompeneneHus MUKPOOMOJIOTUYECKOW YHCTOTHI Tal-
JIETOK AaKTUBUPOBAHHOTO YIJISI OCYIIECTBJIEH IOCEB pa3Bejie-
aus 10:100 riryOuHHBIM MeTooM Ha cpeny Ne2. PesynbTarsl,
MOJIy4YEHHBIE MOCiIe UHKYOauu npu temmeparype 22,5+2,5°C
B T€UCHUE 5 CYTOK MpejAcTaBieH Ha pucyHke. Onpenenure Ko-
JIMYECTBEHHOE COJIep’KaHHe TUIECHEBBIX U JAPOXKIKEBBIX I'PHOOB
MyTeM Mmojcyera kojioHuM Ha cpeae Ne 2. Omnpenenure coot-
BETCTBHE TPEOOBAHUSIM neiictByromeit I'd*.
* - oOyyaromemMycsi TpeIoCTaBIsSeTCs ACHCTBYIONAs HOpMa-
THUBHAs JJOKYMEHTAIUs

10



4.2.3. llIxana orleHNBaHUsA.

Kpurepuu u 1mkana OLeHUBaHUS TECTOBBIX 3aJaHUN:

91 -100 % mpaBUIIBHBIX OTBETOB — 3 Oaya

71 - 90 % npaBWIBHBIX OTBETOB — 2 Oasia,

51 - 70 % npaBWIBbHBIX OTBETOB — 1 Oa,

0 — 50 % npaBuibHBIX 0TBETOB — () GALIOB.

CutyanuoHHas 3a/1aya:

- 2 Oaia BbICTaBJISIETCS 0OydYaroLIeMycsl IPU MOATBEPKICHUN C(HOPMUPOBAHHOCTH 3aKpeEIICH-
HBIX KOMIIETEHIIUHA, COOTHECEHMSI X C IUIAHUPYEMbBIMH pe3yJibTaTaMu 00y4eHMs 110 JUCLUIIMHE U yCTa-
HOBJICHHBIMH KPUTEPUSMH OIICHUBaHUS. J[OMycKarOTCS HECYIIeCTBEHHBIC OIIMOKH MPHU yueTe pe3yibTa-
TOB, OCBOEH aJIFOPUTM pabOThl, 00ydaromuiica 0€301MO00YHO BOCIIPOU3BOIUT METOIUKY; O0yJarouiics
yYMEET MPaBUIIbHO YYUTHIBATh U HHTEPIIPETUPOBATH PE3yIbTaT.

- 1 Gan BeICTaBIISIETCS. O0YYAIOMIEMYCsl TPH YCIOBHSIX: OCBOSH MPUHIIMIT PA0OTHI, HO HAPYIIACTCS
[I0CJIe/I0BATENbHOCTh JEMCTBUM; AONYCKAeT HECYIECTBEHHblE OMIMOKM HpU YydeTe pe3y/lbTaToB, HE
MO’KET MHTEpPIPETUPOBATHPE3YIIbTAT.

- 0 GannoB BhICTaBIISIETCS O0YYAIOLIEMYCS TIPH YCIOBUAX: 0OydarolIuiics He 3HAeT METOJIUKY, He
CO0JIIOJaeT MOCIIeI0BaTEIbHOCTh PAOOTHI, HE YMEET YUUTHIBATh PE3YJIbTAT, HE MOXKET UHTEPIIPETUPOBATD
pe3ynbTar.

CymmapHoe onieHnBanue pe3ynpTaroB: 0-1 6amr — He 3auTeHo, 2-5 6aioB — 3a4TEHO.

4.3. CooTBEeTCTBHE OLCHOYHLIX CPCIACTB HpOMC)KYTO‘IHOI‘/'I aTTcCTaluy I10 AHCHUIIIIMHC (I)OpMI/IpyeMLIM
KOMIICTCHIUAM

Konx kom- Kon naaukaropa 1ocTuxeHus O1neHOYHBIE Cpe/ICTBA TPOMEXKYTOUHOM aTTeCTaluu
NETEHINH KOMIIETEHIINH TectoBble 3ananus
I1K-1 NATK-1.1 +
NAIK-1.2 +
NATK-1.3 +
I1K-2 NATK-2.1 +
NTIK-2.2 +
4.4. Kputepuu OLEHKH C(POPMHUPOBAHHOCTH KOMIIETEHIIMM B paMKaxX MPOMEXYTOUHOM arTecTanuu Mo
JTUCLUILIINHE
Kop k- | CTpykryp- Kpurepuu onieHkr cOpMUPOBAHHOCTH KOMITETEHLIUU
Kox xoM- | TOpa moctu- | HbIE DIIEMEH-
METEHIMH | XEHHS KOM- | Tbl OLEHOY-
He cpopmupoBana CcdopmupoBana
MeTeHINH HBIX CPEJICTB
IK-1 TecTtoBble Ha ypoBHe 3Hanuit Ha ypoBHe 3HaHui
VUTITK-1.1 3a/1aHUS - He 3naer mpuHmmns! u no- | - 3HaeT NPUHLUIBI U MOPS-
JUIK-L. CuryauMoH- | pSAOK IPOBEIEHUS MHKpPO- | IOK IPOBENEHUS MHKPO-
Has 3aja4a OMOJIOTUYECKOTO MOHUTOPHH- | OMOJIOTMYECKOTO ~ MOHMTO-
TectoBble ra Ha (apmaleBTHUECKOM | puHra Ha (QapmaleBTHUe-
NATIK-1.2 3a/1aHus IIPOU3BOJICTBE, KOHTPOJIb | CKOM IIPOU3BOJCTBE, KOH-
CHTyanMoH- | YCIOBHM NPOMU3BOJCTBA, MHMK- | TPOJIb YCIOBHM IPOU3BOJ-
Has 3aJa4a POOHOIOrMYECKUIT KOHTPOJIb | CTBA, MUKPOOHOJIOIMUECKHUM
TecToBBIE KayecTBa ChbIpbs, MHKPOOMO- | KOHTPOJIb KadyecTBa ChIPbS,
VATIK-1.3 3a1aHUs JIOTUYECKUI KOHTPOJIb Kade- | MUKPOOUOTIOTHYECKUM KOH-
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Curyanuon-
Has 3a7a4a

CTBa BOJIbl OUMILIEHHOMU, BOJIbI
JUISL UHBEKIIUHM, KOHTPOJIb Ka-
YECTBA T'OTOBBIX JIEKAPCTBEH-
HBIX CPEJCTB, BKJIIOYAs Mpa-
BWIa oTbopa mpoo.

Ha ypoBHe ymeHnuii:

- He ymeer orGupath o6pas-
LBl JIEKAPCTBEHHBIX CPEJCTB,
HCXOJTHOTO CBHIpbS U OOBEK-
TOB IPOU3BOJICTBEHHOU Cpe-
JIbl 17151 MUKPOOUOJIOTHYECKO-
o KOHTPOJIS

- He ymeer wucnonbs3oBaTh
METOAMKU HUCTIBITAaHUS 00pa3-
LIOB JIEKAPCTBEHHBIX CPEICTB,
HCXO/IHOTO CHIPbSi U OOBEK-
TOB IPOU3BOJICTBEHHON Cpe-
JIbI TI0 MUKPOOHOJIOTHYECKUM
MIOKa3aTeNsIM

TPOJb KauyecTBa BOJBI OYHU-
IICHHOW, BOABI ISl WHBEK-
UMM, KOHTPOJIb KadecTBa
TOTOBBIX  JICKAPCTBEHHBIX
CPEICTB, BKJIIOYAs IpaBHIIa
otbopa mpo0O.

Ha ypoBHe ymeHnii:

- YMmeer oTOuparh 00pasibl
JIEKApCTBEHHBIX  CPEJICTB,
UCXOJHOTO CBIPbSl U O0BEK-
TOB IIPOU3BOACTBEHHOMN
Cpenbl Jii MUKPOOUOJIOTH-
YECKOTO KOHTPOJIA

- YMeeT HCMonb30BaTh Me-
TOJWKH HWCIIBITAaHUS 00pa3-
1IOB JIEKapCTBEHHBIX
CPE/ICTB, MCXOJHOTO CBIPHSA
U OOBEKTOB  MPOU3BOJ-
CTBEHHOU Cpeabl 110 MUKPO-
OMOJIOTMYeCKUM TOKa3aTe-
JISIM.

[1K-2

WJIK-2.1

TecToBbIe
3aJaHHs
Curyauuon-
Has 3a/1a4a

WJITK-2.2

TecToBbIie
3aJJaHUs
Curyauuosn-
Has 3aJa4a

Ha ypoBHe 3HaHuii:

-He 3Haer HOpMaTUBHO-
MIPaBOBYIO 0a3y Kacarollyrocs
OoOIIMX METOJI0B OLIEHKH Ka-
4yecTBa JIEKapCTBEHHBIX
CPEICTB, OpPraHu3allud MHUK-
POOHOIOTUYECKOTO MOHHTO-
pUHra IIPOU3BOACTBEHHOMN
Cpelpl BAIMJALUUU  MUKPO-
OMOJIOTMYECKUX METOTUK.

Ha ypoBHe ymeHuii:

- He ymeer wucnonb3oBarb
HOPMAaTUBHBIE JOKYMEHTHI 110
Ka4yecTBY, CTaHIapTU3aLUN U
cepTU(QUKAIMUA TPOIYKTOB U
W3ENAA Uil NPOBEACHUS
HCCIICIOBAHUM, y4yeTa W HH-
TeprpeTanuu

Ha ypoBHe 3Hanuii:

-3HaeT HOPMaTUBHO-
IpaBoOByl0 0a3zy Kacaroury-
[OCcs OOIIMX METOOB OLIEH-
KM KauecTBa JIEKapCTBEH-
HBIX CPEJICTB, OpraHU3alUuu
MHUKPOOHOIOTUYECKOTO MO-
HUTOPUHTA MPOU3BOJICTBEH-
HOM  cpeapl  BalMJauuu
MUKpPOOUOJIOTUYECKUX  Me-
TOJIUK.

Ha ypoBHe ymeHnii:

- Ymeer  UCHOJIb30BaTh
HOPMAaTUBHBIE  JTOKYMEHTbI
[0 KauyecTBYy, CTaHAapTH3a-
UM U cepTH]UKALUU TPO-
JIYKTOB W M3EIUH JUIsl IIPO-
BEJICHUS UCCIIEJOBAaHUH,
ydyera M HMHTEpIpeTalun
pe3yNIbTaTOB

Komnerenius cunraercst cpopMUpOBaHHOM Ha YpoBHE TpeOOBaHUI K JUCIUILUIMHE B COOTBETCTBUU € 00-

pa30BaTEIbHON IPOrPAMMOM, €CJIHM M0 UTOTaM MPUMEHEHHsI OLIEHOYHBIX CPEICTB IPOMEKYTOUYHOM arTe-

CTallu WJIN UX OTACIIBHBIX 3JICMCHTOB PE3YJIbTAThl, ACMOHCTPUPYCMBIC O6y‘I&IOH.IPIMC5I, OTBCYAKOT KpHU-

TepHI0 CPOPMUPOBAHHOCTH KOMITETEHITHH.

Ecnu o utoram rnpoBeAeHHOM MPOMEKYTOUHOM aTTecTallK X0Ts OBl OJTHA U3 KOMITETeHLUH He chopMu-

poBaHa Ha ypoBHE TpeOOBaHMN K NUCIMILIMHE B COOTBETCTBMM C 00pa30BaTeNbHOM mporpammoil (pe-
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3yJbTaThl O0YYaOIIETOCs HE COOTBETCTBYIOT KPUTEPHIO C(HOPMHUPOBAHHOCTH KOMIIETCHIIMH), 00ydJaro-
MEMYCA BBICTABIISICTCA «HC 3a4YTCHO».

5. MeToauuecKkue MaTepUaJibl M0 OCBOCHUIO JTUCHUIIJIMHBI (MOI[y.]'IH)

1. MuKpPOOHOJIOTHYECKHI KOHTPOJIb Ha (hapMaleBTUYCCKOM IIPOU3BOJICTBE U B allTeKax: ydeOHOE IMOCO-
oue / B.B. HoBukosa, H.B. Jloamopoga, Ilepmb, 2015. — 37 c.

2. MeTtoauieckre mMaTepuaibl (IPe3eHTAIMOHHOE COIPOBOXJICHUE 10 pa3jieiaM TUCHHUIUIMHBI, Ta0Ju-
IIBI).

6. YueOHas quTepaTypa s 00y4AUIUXCH M0 TUCHUILINHE

6.1. OcHoBHas nHUTEpaTypA.

1. TocynapcrBennas apmaxornes: Poccuiickoit @eneparuu / M3 PD. — XIV u3x. — T.1. — Mocksa, 2018.
— 1814 c. http://www.femb.ru/femb/pharmacopea.php

2. T'ocynapctBennas ¢apmakornes Poccuiickoit @enepannu / M3 PO. — XIVuza. — T.3. — Mocksa, 2018.
— 5187 c. http://www.femb.ru/femb/pharmacopea.php

3. [pukaz Munnpomtopra Poccun ot 14.06.2013 N 916 (pex. ot 18.12.2015) "O6 yrBepxnenuu IIpa-
BUJI HaJyIeXkalel mpou3BoAcTBeHHOM mpakTuku" (3apeructpupoano B Muntocte Poccun 10.09.2013 N
29938) // www.consultant.ru.

JJICKTPOHHBIC U3TAHWS:

4. IlexosnoBa, H. B. MukpoOuoiornyeckuii KOHTPOIb KaueCcTBa JEKAPCTBEHHBIX CPEACTB [DIEKTPOH-
HBII pecypc] : yaeoHoe mocooue / H. B. IllexoBnoBa. — DeKTpOH. TEKCTOBBIE JaHHBIE. — CaparoB : Aif
Ilm Ap Memua, 2019. — 239 «c¢. — 978-5-4497-0064-3. — Pexum pgocryma:
http://www.iprbookshop.ru/83271.html*

5. lanbiakun, B. A. OcHOBBI hapMarieBTHYECKO MUKPOOHOIOTHH [ DIIEKTPOHHBIN pecypc] : ydeOHoe mo-
cobue / B. A. I'anbiHkMH. — DnekTpoH. TekcroBble naHHble. — CIIO. : [Ipocnext Hayku, 2017. — 304 c.
— 978-5-903090-14-3. — Pesxxum mocryma: http://www.iprbookshop.ru/79981.html*

6.2. JlonotHUTENbHAS TUTEpaTypa.

OJICKTPOHHBIC U31aHUA:

1. IluraTenpHBIE CpeAbl ISl MUKPOOHOJIOTHYECKOTO KOHTPOJIS KAauecTBa JICKAPCTBEHHBIX CPEJCTB U MH-
IIEBBIX MPOAYKTOB [ DIEKTPOHHBIN pecypc] : cipaBouHuk / B. A. Tanbiakus, H. A. 3aukuna, B. 1. Koue-
poset, U. 3. Kyp6anoBa. — DnektpoH. TekcToBbie qanHbie. — CII0. : [Ipocnexkt Hayku, 2016. — 336 C.
— 5-903090-01-X. — Pexum aoctyna: http://www.iprbookshop.ru/35867.html *

2. 'abunoBa, A. O. AHanu3 MUKPOOHOJOTMYECKOTO PHCKA B NMPOU3BOACTBE MUILEBBIX NMPOIYKTOB U Jie-

KapCTBEHHBIX MpenapaToB [ DIEKTPOHHBIN pecypce] : yueOHoe mocodue / A. 3. ['abumosa ; mox pex. B. A.
lanmeriHKUH. — DnekTpoH. TekcToBble ganHble. — CII0. : IIpocmekt Haykm, 2016. — 304 ¢. — 978-5-
906109-35-4. — Pexwum poctyma: http://www.iprbookshop.ru/80053.html *

*/locmyn uz uumanvroeo 3anra oubauomexku @PI'EOY BO IIT'DA

7.MaTtepuanbHo-TeXHU4YecKasi 0a3a, UH(POPMALIMOHHBbIE TEXHOJIOTHH, IPOrPaMMHOe
ol0ecrieyeHne 1 HH(POPMALHOHHBIE CIPABOYHbIE CHCTEMbI

Jlnist mpoBeieHUs] KOHTAKTHOW paboThl ¢ 00YJaIOUIMMHUCS UMEIOTCS ydeOHbIe ayJUTOPUN Il TPOBEACHUS

3aHSATHN JEKIIMOHHOTO THIIA, 3aHATUH CEMHHAPCKOTO THIIA, TPYMIOBLIX U WHAUBUAYAIBHBIX KOHCYIbTA-
1M, TEKYIIEro KOHTPOJI U IPOMEXYTOUYHOM aTTecTalluy, a TakKe MOMEIICHUs JJIs XpaHeHUs U podu-
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http://www.consultant.ru/
http://www.iprbookshop.ru/83271.html
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JIAKTHYECKOT0 00CITYyKUBaHUs y4eOHOTO 000pyI0BaHUs, TaOOpaHTCKasi KOMHaTa, OOKC JJI TTOCEBOB, aB-
TOKJIaBHAs, MOCYHAsI.

[Tomerienust obecrieyeHbl BEHTHIISAIUEH, BOAOIPOBOIOM, T'a30- U AIIEKTPOCHA0KEHNEM 000PYI0BaHbI HE-
obxomumoii Mmebenpio. VX ycTpoHCTBO, OCHAIIEHHE U 000pYyI0BaHHE 00ECIIEUnBACT COOIIOICHUE TIPABHIT
¥ HOPM TEXHUKHU 0€30MacHOCTHU NP paboTe ¢ MUKPOOPTraHU3MaMH.

HeoOxonuMoe ocHalieHue: cTolibl (3prOHOMUYHBbIE KOMOMHUPOBAHHBIE), CTOJBI KOMITBIOTEPHBIE, CTOJIBI
JUIS. OIIBITOB (9KCIIEPUMEHTOB), CTOJI JIAOOPATOPHBIN C HABECHOW MOJIKOM, MIKa(bl Ui MOCYbI, AJIs MUTa-
TEIBHBIX CpeJ, U1 PEaKTUBOB, I0CKA ayJUTOpHAas 3-X cTBOpUaTasi.

Heobxooumas annapamypa, npubopwi, uncmpymenmot, nocyoa. 6oxc namuHapasiii BABn-01"JIlamunap-
C, mukpockonsl buomen C-2, repmocratsr TJI-4 Ne 2 (0+55), xonogunsauku "buproca-6, crepunmzarop
napoBoii BK-30-01, mkad cyxoxapooit FD53, o6myuarenu OBHe-450, nuctumisaropsr 1-25, Becs na-
6opatopusie BM-153, BoasgHble 06aHu, >IEKTPOIUIUTHI, HeHTpudyru, nencutomerp "Jlencu-Jla-Metp",
PH-metp PH 150 MU, npubop maboparopusiii actiuparop 11Y-1B,, npubop BakyymMHOro (hpUIbTpOBaHUS
[IB®-47/3b, tepmobans naboparopuas TXK Th 1/12, naboparopnas nocyna (mpoOuUpKu, TUIETKH Tpa-
IyupoBaHHbIE, yaiku [leTpu, mpeaMeTHbIe U MOKPOBHBIE CTEKIIa), HAOOPHI KpacuTeseil U peakTUBOB, MH-
TaTeNbHBIE CPEIbl, IMMEPCUOHHOE MACJIO, OaKTEepHUATbHBIC METIH, IINATENH, TPYIIH, TUHIIETHI, CTUPTOB-
KH, IITaTUBBI, JIOTKH, MeXaHW4Yeckuid 1o3atop Proline 1-kanansabi 100-1000 Mk,

JUia mpoBeAeHUs pslia 3aHATHM UCHOJb3yeTCs MyJIbTUMEIUMHBIN KoMiuieke (HoyTtOyk HP, mpoektop
Acer P5280, morurop 17" ViewSonic, nocka uarepaktuBHas ScreenMedia [PBoard JL-9000-101).
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AHHOTAIIUSI PABOYEH ITPOT'PAMMBI JIJUCHUTLJIAHBI

b1.B.JIB.6.2 MukpoOHOI0THYECKHE METOIbl aHATIN3A JICKAPCTBECHHBIX CPEJICTB
Koa u HaumeHoBaHue HanpaBjeHust moAroToBku, mpopuJsi: 18.03.01 Xumuueckas TexHomaorus, Xu-
MUYecKasi TEXHOJIOTUS JIeKApPCTBEHHBIX CPEJICTB.
KBamndukanus (creneHb) BLIMYCKHUKA: OakaaBp.
®opma 00yueHHs: OTHAS.

®opmupyemasi KOMIIETEHIUS:

I1IK-1. CnocobeH U roToB OCYIIECTBIATh TEXHOJIOTMUECKUN MPOLIECC B COOTBETCTBUU C PEIVIAMEHTOM U
HCI0JIb30BaTh TEXHUYECKHE CPENICTBA /Il U3MEPEHUSI OCHOBHBIX IIapaMETPOB TEXHOJIOTMYECKOTO IMpo-
1[ecca, CBOMCTB ChIPbs M IPOYKLUH.

NATIK-1.1. [IpoBoauT paboTsl O OTOOPY U yUETY 00pa3LIOB JIEKAPCTBEHHBIX CPEJCTB, HCXOAHOTO ChIPhS
Y YIaKOBOYHBIX MaT€pHaJIOB, IPOMEKYTOUHON MPOAYKIIMHU U OOBEKTOB MPOU3BOJCTBEHHON Cpeibl B TOM
qucie, ¥ 10 MUKpPOOHOJIOrMYECKONH YUCTOTE

NATIK-1.2. ITpoBoauT MCTIBITAaHUS OOPA3IOB JICKAPCTBECHHBIX CPEIICTB, HCXOTHOTO CHIPhS M yIIaKOBOY-
HBIX MaTE€PUAJIOB, IPOMEKYTOYHOH MPOTYKIIMU U 0OBEKTOB IPOU3BOJICTBEHHOM CPE/Ibl B TOM YHCIIE, U 110
MHUKPOOHOIOTHYECKON YUCTOTE

NATIK-1.3. IIpoBoaut pa3paboTKy, MOATOTOBKY M AKCIUTyaTaI[MI0 YHCTHIX MOMEUICHUN U 000pYI0BaHHUS
U1 IPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEACTB, BKIHOYAs MUKPOOHOIOTHYECKUA MOHUTOPUHT

I1K-2. I'0TOB HCII0JIb30BaTh HOPMATHBHbBIE JOKYMEHTSHI 110 KaU€CTBY, CTaHAAPTU3ALUU U CepTUDUKALIIH
IIPOJYKTOB U U3JEJINN, DIEMEHTBHI DKOHOMUYECKOT0 aHAJIN3a B IPAKTUYECKOH 1€ATEIbHOCTH.

NTIK-2.1. YyacTByeT B npolecce JOKYMEHTUPOBaHUS (apMalleBTHYECKON CUCTEMbl KauecTBa.
NATIK-2.2. [IpoBOAUT ayauT KadecTBAa W CAMOWHCIEKIINU (hapMareBTUYECKOrO MPOU3BOACTBA, KOH-
TPaKTHBIX MPOU3BOAUTENEH U MOCTABILIUKOB.

O0beM 1 MecTO JMcHMILIMHBI B cTpyKType OITOII:

JucuunnuHa otHocuTes K BapuatuBHoi yactu OINOIT (nucuumnimza no BeIOOpy), ocBauBaercs Ha 4 Kyp-
ce (8 cemecTp), B COOTBETCTBHH C y4EOHBIM IUIAHOM OOMIast TPYJOEMKOCTh JUCIUIUIMHBI B 3a9ETHBIX
eIMHUIIaX cocTaBisieT 72 yaca/ 2 3. e.

Coaeprxanue IUCHUIINHBI

Paznen 1. Opranuzamust paboTel MuUKpoOuonoruueckoi yadopatopun. Tema 1.1 Opranuzanus paboTbI
MHUKpoOHonorndeckoit adoparopun. buonorndeckas 6ezonacuocts B coorsercTBuM ¢ CanlluH 3.3686-
21 «CaHuTapHO-3UAEMHOIOTHYECKHE TPeOOBaHUS 110 MPOGUIAKTHKE HHPEKITMOHHBIX OOJIE3HEN

Tema 1.2 Buyrpennuii naGopatopusiii koHTposib (BJIK). OcnoBuble mapamerpsr BJIK, Ha3zHaueHue.
HopmaTtuBHas 1okyMeHTalus U BHYTPEHHHUI AOKyMEHTO000poT jaboparopuu, kacaromuiica BJIK. Co-
BpEMEHHBIN J1e3WH(EKTaHThl — Ha3HAUYEHUE, KiacCuPUKalusi, 0COOEHHOCTH NpuMeHeHus. Portauus nes-
nHpekranToB. Onpenenenue 3PHEKTHBHOCTH Je3MHPEKTAHTOB.

Paznen 2. MukpoOHOIOrHUecKUil KOHTPOJIb Ha (hapMalleBTHYeCKOM Mpou3BoAcTBe. KOHTpob ycinoBuit
npousBoAcTBa. Tema 2.1 Mukpobuonoruueckuii KOHTpoJIb Ha (hapMareBTUYecKoM npousBozcTBe. Kon-
TPOJb YCIOBHM IPOM3BOJACTBA: BO3AYIIHAs CpPEAa MPOM3BOACTBEHHBIX IMOMEIIEHHUM, BCIIOMOTATEIIbHbIE
MaTepuaibl, TEXHUUYECKOE OCHAIEHHE MPOU3BOACTBEHHOTO Mpoliecca (000pyaoBaHue, MOCyaa, UHCTPY-
MeHTBI). MUKpPOOHOIOrMUECKU MOHUTOPUHT B OTHOILIEHUH MEPCOHANa, 3aHATOro Ha (hapMaleBTUYeCKOM
MPOU3BOACTBE. MOHUTOPUHT CTEPUIIbHBIX MoMenleHnid. HopMaTuBHas NOKyMEHTalMsl, periaMeHTHPYIo-
asi KOHTPOJIb YCIIOBHA MPOM3BOACTBA. Tema 2.2 MUKpOOHOIOTHUECKH KOHTPOJIb Ha (apMarieBTHIe-
CKOM Mpou3BoJCcTBEe. KOHTpOIb KauecTBa ChIpbs. BUIBI CBHIPbS, UCIONB3YEMOTo B (hapMalieBTHYECKOM
MIPOM3BOJACTBE. BHUIbI KOHTPOJIS KadecTBa ChIphs. MeToIbl MUKPOOHMOJIOTHYECKOTO KOHTPOJIS KadyecTBa.
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HopmatuBHas nokymenranus. MukpoOuosornyeckasi Y4ucToTa CyOCTaHIMM 1 BCIOMOTaTENIbHBIX BELECTB
IUIs. IPOM3BOJICTBA JICKAPCTBEHHBIX MpEnapaToB. MUKPOOHOIOTHUECKUI KOHTPOJIb KauecTBa BOJbI OUU-
meHuoi, Boasl st nasekimii. ®C 2.2.0020. 18 Boxa ounmennas, nabeknuii. @C 2.2.0019.18 Boxa mis
HHBEKIUN

Tema 2.3. MukpoOuongorudeckuii KOHTPOJIb Ha (papMaleBTUUIECKOM NMPou3BocTBe. KOHTpOIbh KauecTBa
rotoBbIxX JekapcTBeHHbIX cpenactB (IJIC). HopmartuBHas nokyMeHTaIMsl, perjiaMeHTUPYIOIas KOHTPOJIb
kauectBa JIC. [ToaroroBurenbubie padoTel. Pabora ¢ TecT-mraMmMamMu MUKpOOpranu3mMoB. Onpenenenue
aHTUMUKpPOOHOTO nericTBus oopasma. Ot6op mpob. Tema 2.4. ODC 1.2.4.0002.18 MukpoOuosiornaeckas
yrcToTa. MeTo/1bl KOTMYECTBEHHOTO OIpeIelIeH s adpOOHBIX OaKTepuit U rpudoB.

Tema 2.5. ODC 1.2.4.0002.18. MukpoOuonorudeckas yucrora. OnpeneneHne OTAeNbHbIX BUIOB OakTe-
puii. YcoBusl KyJbTHBHPOBAHUS. YUET M UHTepIpeTanus pe3yabTatoB. OcOOEHHOCTH ONpeaesieHIs] MUK-
POOHOIOrMYECKONH YMCTOTHI MMMYHOOMOJIOTHYECKUX JIGKAPCTBEHHBIX MPENapaToB, COACPKALINX KUBBIC
Mukpoopranusmel. Tema 2.6. ODC 1.2.4.0003.15 CrepunbHOCTb. METOIBI ONIPEICTICHUs] CTEPUITBHOCTH.
[TutaTenbHbIe Cpelibl, UCTIOIb3YEMbIE JIJIsi KOHTPOJISL CTEPUIIBHOCTH. Y CIOBUS KyIbTUBUPOBAHUS. YUET U
untepnperauus pe3ynbraroB. ODPC 1.2.4.0006.15 bakrepuanbHble 3HI0TOKCUHBI.

Tema 2.7. Ucnions30BaHHEe MHUKPOOHMOJIOTHYECKUX MeTOA0B B oreHke kadectBa JIC. ®C 1.2.40010.18
Omnpenenenve aHTUMUKPOOHOW aKTHMBHOCTHM aHTUOMOTUKOB MertoaoM nauddysuum B arap. OC
1.2.40011.15. Ompenenenne >PPEKTUBHOCTH aHTUMHKPOOHBIX KoHcepBaHTOB. ODC 1.2.40012.15.
Omnpenenenne conepkaHusl BATAMHHOB B MHOTOKOMITOHEHTHBIX JICKAPCTBEHHBIX TperapaTax MHUKPOOHO-
norudeckum meroaoM. Tema 2.8. Banmunanus mukpoouonorndeckux meroauk ODC 1.1.0021.18

Tewma 2.9. Banuaanus mukpoouosorunueckux meroguk ODC 1.1.0021.18.

®opMa NpPoMeKYyTOUHOI aTTecTallMU — 3a4eT.
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