[loKyMeHT NoAnucaH NpocToit 3NeKTPOHHOM NOAMUCHI0

NHbopmaumsa o Bnagenbue:

3”05 ”V”‘aH;H Brang i EPASIEHOE TOCYIAPCTBEHHOE BIOJKETHOE OBPA3OBATEJIBHOE YYPEIK/IEHUE
OMKHOCTb: PekTop

[ata nognucanus: 20.08.2026 13:47:57 BBICHIET'O OBPA3OBAHUSA

YhukansHblit nporpammiblit kniou:  «IlepMckast rocyaapcrBeHHasi papManeBTHYECKAs aKaAeMUsD

d56ba45a9boescodadldelcsaesbblcdWfpiificreperna 3apaBooxpanenns Poceniickoii ®enepanun

Kadenpa mukpobuosiorun

PABOYASA TPOI'PAMMA JTUCHUIIJIMHBI

b1.B.J1B.06.02 MukpoOHOI0THYECKHE METOIbI aHAJIN3a JICKAPCTBEHHBIX CPEJICTB
(uHOeKc, HauMeHo8aHue OUCYUNIUHBL (MOOYIS), 8 COOMBEMCMEUU C YHeOHbIM NAAHOM)

b1.B.JZIB.06.02_ MMAJIC

(unoexc, kKpamkoe HAUMEHO8AHUEe OUCYUNTUHDL)

18.03.01 XumMuyeckasi TEXHOJIOTUs
(K00, HauMeHoBaHUe HANPABLEHUSI NOO20MOBKU (CheyUaIbHOCmU)

XUMUYECKasi TEXHOJIOTHS JICKAPCTBEHHBIX CPEJICTB
(nanpaenennocmu(u) (npoguns (u)/cneyuanuzayus(uu)

bakanasp

(keanughuxayus)

Ounas
(hopma(vl) 06yuenus)

4 rona

(HOpMamMuBHbLLL CPOK 00VYeHUsL)

I'ox Habopa - 2026

[Tepms, 2025 T.



ABTOp(BI)—COCTABUTEJIb(H):

KaHJ. OMOJ. HayK, CTapIIuii mpemnoaaBarens Kadeapsl Mukpooroiorun PomanoBa A.B.

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

3aBenyronuii kadeapoit MUKpoOHoIoruy, 1-p hapmaieBT. HayK, noneHT HoBukosa B.B.

Paccmotpeno Ha 3acenanuu kadeapsl [Iporokon ot « 26_» utonst_2025 r. Ne 10

Cornacoano LlenTpansasiM MeToanyeckuM copetoM @I'BOY BO III'GA Muniznpasa Poccun mpoTokos
o1 05.12.2025 1. Ne 2.



NN A LD

COJEPKAHUE

[lepedeHp muaHUPyEeMBIX Pe3yIbTaTOB OOYUYSHHS MO JAUCHHUILIMHE, COOTHECEHHBIX C IIa-
HupyembiMu pesyibTaTaMu OIIOIIBO ...,
O6beM u mecto aucuurIuHbL B CTPYKTYype OTIOIT BO ..o
ConepiKaHUE U CTPYKTYPA JTUCTIATUIIHBI ... e uueutnt et ettt etente et eneatetene et eneenaeneneaan
@DOoHJT OIICHOYHBIX CPEJICTB MO JMCIIHTIIIHHE ... eoeeeteneteneneeteneneeeeneneeneneneaaenenenenes
Meroauueckre MaTepUalIbl IO OCBOCHHIO JUCIIHTIITHHBI .. ....uueeneteneneeaneneneanenenennees
VYueOHnas nurepatypa JUist 00yJarOIIHXCS IO JUCIATIIIIHHE ....ovnenereneneeenenenenenennes
MarepuanbHO-TeXHHUECKas 0a3a, HH(HOPMAIIOHHBIE TEXHOJIOTHH, IPOrpaMMHOE o0ecrtie-
YeHUE, COBPEMEHHbIE MpodeccHOHaIbHbIE 0a3bl JaHHBIX U WH(OPMAIMOHHbIE CIIPaBOY-

HBIC CUCTCMBI. ...iiiiiiiiiiiiiiiiiiiiiiiiiieneennn.

© L L N

_—
W W

13



1. IlepeyeHb MJIAHHPYEMBIX Pe3y/IbTATOB 00y4eHHs 110 JMCHHUIIMHE, COOTHECEHHBIX C MJIa-
HHUpYyeMbIMH pe3yiabTaTamu ocBoenusi OIIOII BO

Kox nannka-

HaumenoBanue uH-

Pesynbrarel 00y4yeHus,

Kon xomrie- HaumenoBanue TOpa IOCTH- COOTHECEHHBIE C UH/IH-
JIMKaTopa AOCTUXKE-
TEHIIUU KOMIIETEHIINH KEHHS KOM- KaTOpaMu JOCTUKECHUS
HUS KOMIETEHLIUN
METCHIINU KOMITETCHIIN T
IK-1 Cnoco6en u roros | MJIK-1.1 [TpoBoaut pabotel mo | Ha ypoBHe 3HaHMIA
OCYULIECTBIISATh oT0Opy W Y4€ry 00- | - 3HaeT NPUHLKIIBI U MO-
TEXHOJIOTUYECKHI PasloB  JIEKAPCTBEH- | nanok MpoBeeHNs MUK-
IIpoLecc B COOT- HBIX CpEJICTB, UCXO/I-
pot PEACTE, A pOOHOIOTHYECKOTO  MO-
BETCTBUU C perja- HOTO CBHIPbSI U YyIaKO-
MEHTOM U UCHOJIb- BOYHBIX MaTepHaios, | [ ATOPHHIA Ha (bapma-
30BaTh  TEXHHUYE- IPOMEKYTOUHOM HNEBTHICCKOM TIDOM3BOI-
CKHE CpelICTBA IJIA OPOAYKIIMU M OOBEK- | CTBE, KOHTPOJb YCIOBUMA
U3MEpeHUs oc- TOB  IIPOM3BOJACTBEH- | MPOU3BOJICTBA, MHKPO-
HOBHBIX TMapaMeT- HOW cCpeabl B TOM | GuoormyecKuii KOH-
POB TEXHOJOTHYE- 4HCIe, M 1O MHKPO- | 1o wagectBa ChIphA,
CKOTO  Ipolecca, OMOJIOTUYECKOW  YH- N
. MUKPOOHOIIOTUYECKUI
CBOMCTB CBIpbSl U CTOTE
MPOJYKIIWH. WJIIK-1.2 [IpoBoauT UcCTBITAHUS KOHTPOJIb  KaHCCTBa BO-
06pasLoB nexap- | Abl OYHMILICHHOM, BOIBI
CTBEHHBIX CpeacTs, | AL WHBEKIUH, KOH-
HCXOJIHOTO CBIPBS, | TPOJIb KAYECTBA TOTOBBIX
IIPOMCHKYTOTHOU JIEKapCTBEHHBIX CPEJCTB,
MPOAYKUMH M 00BEK- | by iouag npasma 0160-
TOB  IMPOMU3BOJICTBEH-
. pa mpo0.
HOM cpenbl B TOM .
qHCTe, W TIO MHKpO- Ha ypoBHe ymeHnii:
Guomormueckoli  wm- | - Y MEET OTOHpaTh 06-
cToTe pasiibl JIEKapCTBEHHBIX
NATK-1.3 [IpoBogut pa3paboT- CpeHCT% MCXOZHOTO ChI-
Ky, moaroTosky u | PP OOBEKTOB NPOHS3-
SKCIUTYaTaNMio  wHi- BO,[[CTB6CHHOI/I cpenbl AJis
CTHIX momemeHuii u | MAKPoOHOTOTIIECKOr0
o0opynoBaHus IS K(;;ITPOH’I
MpPOW3BOACTBA Jekap- | - ) MEET HCIONb30BaTh
CTBEHHBIX  CPEJICTB, MgTO,[[I/IKI/I UCTIBITAHUS
BKUIOUAs  MHKpOGHo- | OOPA3IOB JIEKAPCTBEH-
NormdecKuii  MommTo- | HPIX cpench, HCXOJIHOTO
pHHT. CbIPBA 1 06BEKTOB MPO-
M3BOJICTBEHHOM Cpeibl
10 MUKpOOHOJIOTHYe-
CKHMM MOKa3aTeIsIM.
[1K-2 l'otoB ucnonszo- | I[IK-2.1 VYuactByer B iporiec- | Ha ypoBHe 3HaHMIA:

BaTh HOPMAaTHUB-
HBIE TOKYMEHTHI
10 Ka4eCTRBY,
CTaHAApTU3AIUU U

ce IOKyMEHTHPOBa-
Hus dapmaleBTuye-
CKOU CHCTEMBI Kaue-
CTBa

3HaHWE  HOPMATUBHO-
mpaBoBOW 0a3bl, Kacaro-
mieiicss oOIUX METO0B
OIICHKM Ka4yecTBa JIeKap-




Kon namnka- PesynbraThl 00yueHUst
JUHHA HaumenoBanue un- y ya ’
Kox xomire- HaumenoBanue TOpa IOCTH- COOTHECCHHBIC C UHIU-
JIUKaTopa J0CTHXe-
TEHIIUU KOMIIETEHIINU JKEHUS KOM- KaToOpamMu JOCTHUKEHUS
HUSI KOMIIETEHIIUNA
METEHIINU KOMIIETEHIINHU
cepTuduKau [1K-2.2 [IpoBOaUT ayauT Ka- | CTBEHHBIX CPEICTB, Op-
MPOJIYKTOB U U3- YeCcTBa U CAMOUH- TaHu3alud  MUKPOOHO-
JIEITUH, SJIEMEHTBI CIIeKIuu dapmareB- JIOTHYECKOT'O  MOHHUTO-
SKOHOMUYECKOTO TUYECKOI0 NMPOU3BOJI- | pUHTa IPOU3BOJICTBEH-
aHalv3a B MpakK- CTBa, KOHTPAKTHBIX HOM cpeJibl

TUYECKOU Jes-
TEJILHOCTH.

MPOU3BOAUTENEN U
MTOCTaBLIMKOB

- YMeer HCHOIB30BaTh
HOPMAaTUBHBIE JJOKYMEH-
Thl 0 KayecTBy,
JapTu3aluu U cepTudu-

CTaH-

KAl IPOLYKTOB U H3-
JeNUi Ui NPOBEACHUS
VCCJIEIOBAHNM, ydeTa M
WHTEPIPETALNHA PE3yiib-
TaTOB

2. Ob6beM u MecTO AUCHMILIMHBI B cTpykType OIIOII BO
JlMcuuIuinHa OTHOCUTCSA K 4acTH, (GOpMHUpPYEeMO#l ydyacTHMKaMu oOpa3zoBaTenbHbIX OoTHOImeHHH OITOIT

(nucuuiuiMHA Mo BBIOOpY), ocBauBaeTcsl Ha 3 Kypce (6 cemecTp), B COOTBETCTBUU C yYEOHBIM ILJIAHOM

o0IIasi TPyI0EMKOCTh JTUCIUIUIMHBI B 3a4€THBIX SJIMHUIIAX COCTaBIsIeT 72 yaca /2 3. e.

3. Conep:kanue ¥ CTPYKTYpa IMCHHUIIJIHHBI

3.1. CTpykTypa IUCUHUIIINHBI

O0beM AUCIHUILIMHBI, Yac.
KonrakTHas pa- dopma TeKy-
0ota 00yualo- 1ero KoH-
No n/nn HaumenoBanue Beero LIUXCH € Mperno- KOH | TPOJifl ycneBa-
pa3/iesoB, TeM AaBaTeJieM 10 CP | Tpo | emocTH, Ipo-
Hacop BH/IaM Y4eOHBIX JIb MEeKYTOYHOM
3aHATHH aTTecTalu
J | a3 | o3
Cemecmp Ne5
Paznen 1 | Opranuzanusi paboOThl  MHKpO- 10 4 4 2
Ouonornyeckoit sadbopaTopun
Tema 1.1 | Opranuzauus pabOThl MHKpO- 5 2 2 1
Ouosioruuyeckor  jgabopaTopuu.
buonornueckas 6e30macHOCTb B
coorBercteun ¢ CanlluH O
3.3686-21 «CaHuTtapHo - >mu-
JE€MHOJIOTHYECKHEe TpeOoBaHUs
mo mpoduIaKkTuke HHQPEKINOH-
HBIX OOJIE3HE.
Tema 1.2 | BHyTpenHuit 71a00paTOPHBIA 5 2 2 1 0
KOHTpoJb. JlokymeHnTarus. Co-




O0bemM TUCHUIJIMHBI, Yac.

KonrakTHas pa- dopma TeKy-
0ota 00yuaro- 1Iero KoH-
No 11/ HaunmenoBanmue Beero IIMXCH C Mperno- KOH | TPOJIA ycleBa-
pa3eioB, TeM JaaBareJjieM 1o CP | Tpo eMoCTH, Mpo-
Hacop BH/JIaM Y4eOHBbIX Jb MEeKyTOYHOI

3aHATHH arTecTaunu

J | J3 | 113

BPEMCHHBIA  J1e3UH()EKTaHTHI.
Poranus JIe3UH(EKTaHTOB.
Onpenenenne pdexTnBHOCTH /1€3-
MH(PEKTAHTOB.

Pazgen 2 | MukpoOuoaorndeckui KOH- 60 16 30 14
TPOIh Ha (HapMaIeBTHYECKOM
npousBozacTBe. KoHTpons ycio-
BHI IIPOU3BOJCTBA.

Tema 2.1 | MukpoGuonornaeckuii KOH- 8 2 4 2 O
TpOJdb Ha (hapMaleBTUYECKOM
npousBoacTBe. KoHTposb ycio-
BUH MPOU3BOJICTBA. MOHUTOPUHT
CTepWIbHBIX momenieHui. Hop-
MAaTHBHAsg JIOKYMEHTauus, pe-
[JIAMEHTUpPYIOIIast KOHTPOJIb
YCJIOBHUU MPOU3BOJICTBA

Tema 2.2 | MukpoOuogoruyeckui KOH- 8 2 4 2 0
TpoJib Ha (hapManeBTUUECKOM
npousBozactee. KoHTponb kaye-
CTBa ChIpbsi. MuKpoOHoIornue-
CKHH KOHTpPOJIb KauyecTBa BOJbI
OYUIIIEHHON, BOABI JUISI UHBEK-
mu. OC 2.2.0020. 18 Bogna
ounmenHas. ®C 2.2.0019.18
Bonaa a1t nHbEeKIINMN

Tema 2.3 | MukpoOuoaoruueckuit KOH- 8 2 4 2 0
Tpoib Ha (apMareBTUYECKOM
npousBojacTBe. KoHTponb kaue-
CTBAa TOTOBBIX JIEKAPCTBEHHBIX
cpencte  (JIC). HopwmarusHas
JOKYMEHTALUs, PpEeriIaMEeHTHpPY-
romas MBK koHTposb kadecTBa
JIC. [TonroroBurenbHbIE
paboter. OT60p IPOd

Tema 2.4 | ODC 1.2.4.0002.18 Mukpobuo- 8 2 4 2
JIOTUYEeCKasT YHCTOTa. MeTOBI
KOJIMYECTBEHHOTO OMPEICICHUS
a’pOOHBIX OaKTEpHil M TPHOOB.

Tema 2.5 | ODC 1.2.4.0002.18. Mukpobuo- 8 2 4 2
Jorudeckas urcrora. Onpenaene-
HUE OTACIHHBIX BUJIOB OAKTEPHIA.




Ne ni/n

HaumenoBanue
pa3iesioB, TeM

O0bemM TUCHUIJIMHBI, Yac.

Bcero
4acoB

KonrakTHas pa-
0ota 00yuaro-
IIMXCH C Mperno- KOH
JaBaTeJieM 110 CP | Tpo
BH/JIaM Y4eOHBbIX Jb
3aHATHH
J | J3 | 113

dopma TeKy-
1Iero KOH-
TPOJIA ycneBa-
€MOCTH, IIPO-
MeKYTOYHOMI
arTrecTaluu

Ocobennoctu OIpeeICHUS
MHUKPOOHOIOTUYECKOH YHCTOTHI
UMMYHOOMOJIOTHYECKUX JIeKap-
CTBEHHBIX IIPEnapaToB, COJEp-
KAIIUX JKUBBIE MHUKPOOPTaHU3-
MBI

Tema 2.6

ODdC 1.2.4.0003.15
HOCTh. MeToasl
CTEPUJILHOCTH.
1.2.4.0006.15
SHAOTOKCHHEI

Crepuib-
OIPEIEIICHHUS

O0PC
bakrepnanpHble

Tema 2.7

Hcnonb3oBaHne  MHKPOOHOIIO-
TMYECKUX METOJOB B OIICHKE
kauectBa JIC.

®C 1.2.40010.18 Omnpenenenue
AHTUMUKPOOHOH  aKTHBHOCTH
aHTUOMOTHKOB METO/I0M U dy-
3un B arap. ®C 1.2.40011.15.
Omnpenenenue 3¢ddexTuBHOCTH
AHTUMUKPOOHBIX KOHCEPBAHTOB.
OPC 1.2.40012.15. Omnpenene-
HUE COJep)KaHUS BUTAMHHOB B
MHOTOKOMIIOHEHTHBIX  JIeKap-
CTBEHHBIX IIperaparax MHKpO-
6uosnornyeckuMm metoaom. Oco-
OCHHOCTM W3y4YeHHs KayecTBa
WBIT

Tema 2.8

Bammmanus MHKPOOHOJIOTH
yecknx Metoguk ODC 1.1.
0021.18.

HpOMC)KYTOLIHaH aTTeCTanusa

3auer (T, C3)

Bcero:

20 34 18

Ilpumeuanue: onpoc (O).

3.2. ConepkaHue JUCUHUTUIHHBI
Pazgen 1. Opranuzanus paboThl MUKPOOHOJIOTUYECKOH JIabopaTopuun
Tema 1.1 Opranuszamnus paGoTel MUKpOOHOJIOTHUECKOU J1abopaTtopuu. buonornuyeckas 6€30MacHOCTb B
cootBercTBUU ¢ CanlluH 3.3686-21 «CaHuTapHO-31TUAEMHAOIOTHISCKHE TPEOOBAHUS 110 MPODQUIAKTHKE
MHQEKITMOHHBIX 00JIE3HEH»
Tema 1.2 Buyrpennmii maboparopusiii koHTpodb (BJIK). OcuoBuble mapamerpsl BJIK, Ha3nauyenwe.

HopmartuBHas JOKyMeHTaIusi 1 BHYTPEHHUH JHOKyMeHT0000poT nabopatopun, kacatouuiics BJIK. Co-




BpPEMEHHBIN Je3MH(EKTAaHThl — Ha3HAUCHHE, KiIaccuuKaIys, 0COOCHHOCTH MpUMEHEeHus. PoTarus nes3-
nHpekranToB. Onpenenenne 3PHEKTHBHOCTH Je3MHPEKTAHTOB.

Pazgen 2. MukpoOuoaornyeckuii KOHTPOIb Ha (hapMareBTUYECKOM Mpou3BoAcTBe. KOHTpoNb ycioBuit
IIPOM3BO/ICTBA.

Tema 2.1 MukpoOHOIIOTHYECKUIT KOHTPOJIb Ha (hapMalleBTUYECKOM IMPOM3BOJACTBE. KOHTpOINIb yCIoBHiA
IIPOM3BOACTBA: BO3AYIIHASA CPeAa MPOU3BOACTBEHHBIX IOMEIIEHHUM, BCIIOMOTaTE/IbHBIE MaTepHallbl, TEX-
HUYECKOE OCHAILEHHE IPOU3BOACTBEHHOIO Ipouecca (000pynoBaHUE, MOCyaa, UHCTPYMEHTHI). MUKpoO-
OMOJIOTMYECKUIT MOHUTOPHUHT B OTHOLLIEHUH NE€PCOHANA, 3aHATOTO Ha (papMalleBTUUECKOM IPOU3BOACTBE.

MOHUTOPUHT CTEpWIIbHBIX NoMelleHui. HopmaTuBHas AOKyMEHTalus, perjJaMeHTHPYIOLas KOHTPOJIb
YCJIIOBUHM ITPOU3BOJICTBA.

Tema 2.2 MukpoOHOIOTHYECKUH KOHTPOJIb Ha (hapMarieBTHYECKOM MPOU3BOACTBE. KOHTpoJIb KadecTBa
ChIpbs. Bupl ChIpbsl, NCIONB3YEMOI0 B (papMaLeBTHUECKOM MPOU3BOJCTBE. BBl KOHTPOIIS KauyecTBa
CBIPb. MeTo1bI MUKPOOHOJIOTHYECKOTO KOHTpOIIs KauecTBa. HopmaTtuBHas nokymenTarus. Mukpoouo-
JIOTUYECKas 4YUCTOTa CyOCTaHIMM M BCIIOMOIaTelIbHBIX BELIECTB JUIsI MPOU3BOJCTBA JIEKAPCTBEHHBIX
npernaparoB. MUKpPOOHOIOTHYECKHI KOHTPOJIb KaueCTBA BOJBI OYUIICHHOH, BOJBI I MHBEKIUH. OC
2.2.0020. 18 Bona ountnennast, uabpeknuii. @C 2.2.0019.18 Bona 11t MHBEKITHA

Tema 2.3. MuKkpoOHOIIOTHYECKUI KOHTPOJIb Ha (hapMaIieBTHIeCKOM Iponu3BozcTBe. KOHTpob KaduecTBa
roToBbIx JekapcTBeHHbIX cpeacTB (I'JIC). HopmaTtuBHas noKyMeHTauus, perjaMeHTUpYoLasi KOHTPOJIb
kayectBa JIC. [lonroroButensHbie paboThl. PaboTa ¢ TecT-mraMmamMu MUKpoopranuzMoB. Onpezenenne
aHTUMUKPOOHOTO JeficTBus oOpasua. OT6op npod.

Tema 2.4. ODC 1.2.4.0002.18 MukpoOuosornueckas Y4ucTora. MeToabpl KOJIMYECTBEHHOTO OIpe/ere-
HUS adpOOHBIX OaKTepHii U TPUOOB.

Tema 2.5. ODC 1.2.4.0002.18. Mukpobuonoruyeckas yncrora. OnpeneneHue OTACIbHbIX BUIOB OaKTe-
puil. YcinoBusl KyJbTUBUPOBAaHUS. YUET U MHTEpHpeTanus pe3yibraToB. OCOOEHHOCTH ONpeleleHUs
MUKpPOOHOJIOIrMYECKON YHMCTOTHl MMMYHOOMOJIOTUYECKUX JIEKAPCTBEHHBIX IPENapaToB, COAEpIKAIIUX
KUBBbIE MUKPOOPTaHU3MBI.

Tema 2.6. OPC 1.2.4.0003.15 CrepunbHOcTs. MeTonbpl omnpeneseHus crepuibHOcTH. [IuraTenbHble
Cpelbl, UCTIOIb3YEMBIE ISl KOHTPOJIS CTEPUIIBHOCTU. Y CIIOBHSI KYJIBTUBUPOBAHUA. YUYET U UHTEPIIPETaA-
nus pe3ynbraroB. ODPC 1.2.4.0006.15 baktepuanbHble 3HIOTOKCHHBI.

Tema 2.7. Wcnonb3oBanne MUKPOOMOIOTHYECKUX METOJ0B B oreHke kadecTBa JIC. ®C 1.2.40010.18
OnpeneneHve aHTUMHKPOOHOW aKTUBHOCTH aHTHOMOTHKOB MeroaoM auddysum B arap. OC
1.2.40011.15. Ompenenenne 3pPeKTUBHOCTH AHTUMHUKPOOHBIX KOHcepBaHTOB. ODC 1.2.40012.15.
Onpenenenue conep)kaHuss BUTAMMUHOB B MHOTOKOMIIOHEHTHBIX JIEKapPCTBEHHBIX IpernapaTaXx MHUKpO-
OMOJIOTUYECKUM METOJIOM.

Tema 2.8. Banunanus mukpoOuonornyeckux meroauk OOC 1.1.0021.18

4. (I)OH)I OLHECHOYHBIX CPEACTB IO JUCHUIIJINHE

4.1. ®opMBl ¥ OLIEHOUYHBIE CPEJICTBA AJIS TEKYILIETO KOHTPOJISL.
4.1.1. B xoxe peanuzanun aucuumiuasl b1.B.JIB.6.2 «Mukpobuonornyeckue MeTobl aHAINM3a JIeKap-

CTBEHHBIX CPEJCTB» MCIONB3YIOTCS clieAyomue (GopMbl TEKYIIEro KOHTPOJS yCIeBaeMOCTH oOyuaro-
LIUXCS: ONpoc.

4.1.2. OnieHOYHbIE CPEJICTBA ISl TEKYIIETO KOHTPOJIS yCIIEBAEMOCTH.
Tema: «ODC 1.2.4.0002.18 MukpoOuonorndeckass 9ucTora. MeToapl KOIUYECTBEHHOTO OIPEACICHUS

a’poOHBIX OakTepuii u rpudoB. OnpeneneHre OTISIbHBIX BUIOB OaKTepUii»
1. Muxkpodnaopa HeCTepHIBHBIX JIEKapCTBEHHBIX (opM. lcmblTaHne Ha MHKPOOHOIOTHYECKYIO
YHCTOTY.



1. XapakTepucTHKa TECT-IITAMMOB MHKPOOPTaHM3MOB, MCHOJIb3yeMbIX MpH oleHke kadectBa ['JIC u
CBIPBSL.
2. IlutarenbHbIe Cpelbl, UCHIOIB3yEMbIE Ui MUKPOOHOIOrHYecKoro KoHTpos kauectBa ['JIC u coipbs
— XapaKTepUCTHUKA.
3. IlutarenbHbIe cpelbl, UCTIOIb3yEeMbIE 111 MUKPOOHOIOrHYeckoro KoHTpodst kauectBa ['JIC u coipbs
- OLIEHKa Ka4yecTBa.
4. Omnpenenenre aHTUMUKPOOHOTO NEHCTBUS UCIIBITYEMOro o0pasiia — Lejlb, METO/IbI ONpeIeICHHs aH-
TUMUKPOOHOTO EUCTBUS, yUET U UHTEPIPETAIUS PE3yIbTaTOB.
5. Meroabl ycTpaHeHHUsI aHTUMUKPOOHOTO JIEHCTBUS UCIIBITYEMOT0 00pasiia.
6. YameuyHsle METO/IbI ONPEEIECHNS KOJIMUYECTBA MUKPOOPTraHU3MOB B JIEKAPCTBEHHBIX Iperaparax.
7. Meron MeMOpaHHOH (HIIBTPAIUH.
8. Meron Hanbosiee BEPOATHBIX YUCEN B ONpPENEICHUM KOJUYECTBA MUKPOOPIaHU3MOB B JIEKApPCTBEH-
HBIX Mpernaparax.
9. Pexomennyemble TpeOOBaHHS K KadyeCTBY JICKAPCTBEHHBIX CPEICTB [l MPUMEHEHHUS MECTHO,
HApYy>XKHO, UHTPABarnHAJILHO B COOTBETCTBUU ¢ AercTByrouen 'O PO.
10. Pexomenayembie TpeOOBaHMS K Ka4eCTBY JIEKAPCTBEHHBIX CpeAcTB J[s mpuemMa BHYTPh WM BBEJeE-
HUS PEKTAIbHO M [N IpUeMa BHYTPb — U3 CBHIPpbS MPHUPOJAHOTO MPOUCXOXKAEHUS (KMBOTHOTO,
PacTUTEIBHOIO WJIM MHUHEPAJIbHOI0), YPOBEHb MHUKPOOHOM 3arpsi3HEHHOCTH KOTOPOTO HEBO3MOKHO
CHHM3HTD B IIPOIIECCE MPEIBAPUTEIBHON 00pabOTKH B COOTBETCTBUU C neiicTByromeil ['d PO.
11. Pexomennyemble TpeOOBaHUS K Ka4E€CTBY JIEKAPCTBEHHBIX PACTUTEIbHBIX CPEACTB WJIU JIEKAPCTBEH-
HOMY CBIPBIO «aHTPO», MIPUMEHSIEMBIX B BHJIE HACTOEB U OTBAPOB, IPUTOTOBJICHHBIE C UCIIOJIb30BAHUEM
KUIISIIed BOJBI U 0€3 B COOTBETCTBUU C JeicTByomei ['D PO.
12. Pexomenayembie TpeOOBaHUSI K KA4eCTBY BAKIIMH NI UHHEKIIMOHHOTO BBEJCHUS, IJISI BHYTPUKOXK-
HOTO BBEJECHUS U HAKOKHOTO CKapU(UKAIIMOHHOTO (HaHECEHUs), ISl IpreMa BHYTpPb (TaOJIeTKH) B COOT-
BETCTBUH C neucTByromei 'O PO.
13. Pexomenmyemble TpeOOBaHHS K KauecTBY OakTepuodaroB - pacTBOPOB IS MpUeMa BHYTPh U PEK-
TaJbHO U JUISl IpUe€Ma BHYTPb (TabJIETKH), MECTHO, HApY>KHO (Ma3b) B COOTBETCTBHH C jelcTBytomiei I'd
P®.
14. Pexomenayembie TpeOOBaHHUS K KaueCTBY MPOOMOTHUKOB JUIsi TIpHEMa BHYTPb, WHTpaBaruaHJIbHO
(Inopunu3aTtel, CyCeH3uH, MOPOIIKN) U AJI1 IpUeMa BHYTPb, HHTPAaBarMHAJIbHO, PEKTAJIILHO (TabJIeTKH,
CYIIIO3UTOPHUH, KATICYJIbl) B COOTBETCTBHH ¢ AeicTBytomeil '@ PO.
15. Pexomenayemsbie TpeboBanus k kadectBy WMJIII, comepxamux WHAKTUBHPOBAHHBIE MUKPOOPTaHM3-
MBI, aHTUTEHBI ¥ aHTHUTENA, OCTTKU, MEeNTUIbI, TTIMKOMPOTEUHBI U JIp., B KOTOPBIX JIOMYCKAIOTCI MUKPOOP-
raHU3MbI-KOHTAMHUHATHI JJIsI IPUEMa BHYTPb, MHTPaHA3aJIbHO U ISl BBEJICHUS PEKTAJIbHO B COOTBETCTBUU
¢ aerctyroniei 'O POD.

4.1.3. lllkana oueHnBaHus AJIs TEKYILETO KOHTPOJISL.
-OlIEHKA «OTJIMYHOY» BBICTABISIETCS CTYACHTY MPH MOJHOM OTBETE Ha BOIPOC, PACKPBITUU MPOOIEMBI HC-

MOJIb30BAHUA TCXHUYCCKUX CPCACTB IJId U3YUCHUA CBOICTB MMpoOAYKIIUU (CLIpBH); MMpaBUJIbHOM HCIIOJIB30-
BaHUCM TCPMHHOJIOTHH, YBEPCHHBIX OTBETAX HA JOMOJHUTCIIbHBIC BOIIPOCHI.

- O€HKa «XOpPOoMIO» BBICTABIACTCA CTYACHTY IIPH IMOJTHOM OTBETC HA BOIIPOC, HAJIMYHNHU OIIOOK B TCPMU-
HOJIOTHH, HCYBCPCHHBIX OTBETAaX HA JOIIOJIHHUTCIBHBIC BOIIPOCHI.

- OLCHKa «YHOBJICTBOPUTCIBHO» BBICTABJISACTCA CTYACHTY IPU HEIIOJHOM OTBETC Ha BOIIPOC, HAINYHU
OIIMOOK B TEPMHUHOJIOTUH, HCYBCPCHHBIX OTBETAX HA JOIMOJIHUTEIILHBIC BOIIPOCHI

-OLCHKA «HCYOOBJICTBOPUTCIILHO» BBICTABIIACTCA CTYACHTY IIPHU OTCYTCTBUU OTBECTA.



4.2. ®opMbl U OLICHOYHBIE CPEACTBA AJI POMEKYTOUYHOM aTTECTALIUHU.
4.2.1. Kputepun oneHkr c(hOpMHUPOBAHHOCTH KOMIIETCHIIUN B paMKaxX IMPOMEXKYTOYHOM aTTecTa-
MU TI0 Y4eOHOMY MPEAMETY, TUCIUTUIHHE (MOTYIIIO0)

Kon unnuka- | CtpykTyp-
Kputepuu onieHkr cOopMHUPOBAHHOCTH KOMIETEHIINH
Kon koM- | TOpa moctu- | HbIE BJIEMEH-
METEHIIMHU | >KEHUS KOM- | ThI OLEHOY-
He chopmupoBana CdopmupoBana
METEHLIUH HBIX CPEICTB
IK-1 TecTtoBble Ha ypoBHe 3Hanui Ha ypoBHe 3Hanui
VITIK- 1.1 3a/1aHus - He 3naer npuHuunbl U 1o- | - 3HAET NMPUHLHUINBI U TOPS-
JUIK-1. CuryanuoH- | pAIOK MPOBEACHUS MHUKPO- | IOK TPOBEACHUS MHKpPO-
Had 3a7a4a OHMOJIOrMYECKOr0 MOHUTOPUH- | OMOJIOTUYECKOTO  MOHHUTO-
TecTtoBble ra Ha (apmaleBTHUECKOM | puHra Ha (apmarieBTHUe-
NATK-1.2 3aJJaHUS IIPOU3BOJICTBE, KOHTpPOJIb | CKOM TPOM3BOJICTBE, KOH-
CuryanmoH- | yCIOBHM IPOM3BOJCTBA, MMK- | TPOJIb YCIOBHM IPOU3BOJ-
Has 3a7a4a pPOOHONOTUYECKHIT KOHTPOJIb | CTBA, MUKPOOHOJIOTHUECKHI
KauecTBa ChIPbs, MUKPOOMO- | KOHTPOJb KaueCTBa ChIPbS,
JIOTUYECKUM KOHTPOJb Kaye- | MUKPOOHOJIOTHYECKUI KOH-
CTBa BOJIbl OYMILIEHHOM, BOJIbI | TPOJIb KAa4€CTBA BOJbI OYH-
JUISl MHBEKLUI, KOHTPOJIb Ka- | EHHOM, BOJbI JUIsl WHBEK-
YECTBA I'OTOBBIX JIEKAPCTBEH- | LIMM, KOHTPOJIb KadyecTBa
HBIX CPEJCTB, BKJIIOYAsl Ipa- | TOTOBBIX  JIEKAPCTBEHHBIX
BiiIa otbopa npoO. CPEICTB, BKJIIOYas IpaBuia
Ha ypoBHe ymenmii: otbopa 1poo.
- He ymeer orOuparb 00pas- | Ha ypoBHe ymeHmii:
TectoBrIe LBl JIGKAPCTBEHHBIX CPEACTB, | - YMeeT oTOMpPATh 0OPA3IIBI
VIITK- 1.3 3a/1aHUs HCXOJHOTO CBHIPbS U 96”[:61(- JNIEKapCTBEHHBIX  CPEJICTB,
Curyanuon- | TOB NIPOW3BOJCTBEHHOM CPE- | UCXOAHOIO CHIPhS M O0BEK-
Had 3a71a4a JIBI JJISE MUKPOOHOJIOTUYECKO- | ToR TIPOM3BOICTBEHHOM
'O KOHTPOJIA Cpenbl NI MUKPOOHOJIOTH-
- He ymeer wuCmonb30BaTh | yeckoro KOHTPOIs
METOJMKH HUCHBITAaHUs 00pa3- | - YmeeT HCHIOIB30BATH Me-
LIOB JICKAPCTBCHHBIX CPE/ICTB, | TOMWKM WCHBITAHHS 06pa3-
FICXOJIHOTO CBIPbs M O0BEK- | 1108 JIeKapCTBEHHBIX
TOB IPOU3BOACTBEHHON CPe- | cpeICTB, MCXOJHOTO ChIPbS
JIbI IO MUKPOOHMOJIOTUYECKHM | 1 0OBEKTOB  NPOU3BOJI-
HoKasaTeJAaM CTBEHHOH CPEIbI 110 MUKPO-
OMOJIOTUYECKUM  TOKa3aTe-
JISIM.
[K-2 TecroBble Ha ypoBHe 3HaHwMii: Ha ypoBHe 3HaHmii:
VUITTK2. 1 3a1aHus -He 3Haer HOpMaTUBHO- | -3HaeT HOPMAaTHBHO-
A : Curyamuon- | MPABOBYIO 0a3y Kacarolryrocs | IpaBoBylO 0a3zy Kacarolry-
Hast 331294 OOIIMX METOJIOB OIIEHKH Ka- | Focsi OOIIMX METOJOB OIICH-
TecTOBLIC YecTBa JIEKApCTBEHHBIX | KU Ka4yecTBa JICKAPCTBEH-
S— CPEICTB, OpPraHM3allMd MHK- | HBIX CPEJCTB, OpraHu3aluu
POOHOJIOTUYECKOTO MOHHTO- | MUKPOOHOJIOTUYECKOTO MO-
I/II[HK_ZQ CHTyauHOH' puHra Hp0H3B0ﬂCTBeHHOP’I HUTOpPHUHI'A IPOU3BOJICTBCH-
Hai saliada Cpenbl BAaJIMJALMM MHUKpPO- | HO  Cpenbl  BaluJaluu

OHOJIOTHYECKUX METOIUK.
Ha ypoBHe ymeHUit:

MHUKPOOHOJIOTUYECKHX  Me-
TOJTHK.
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- He ymeer wucnons3oBath | Ha ypoBHE ymMeHnid:

HOPMATHUBHbIE JIOKYMEHTBI 110 | -  YMECT  HCIOIb30BaTh
Ka4yecTBY, cTaHaaprusauuyu u | HOPMAaTUBHBIC ~ TOKYMCHTBI
cepTudHKaLMU TIPOAYKTOB U | IO KAYecTBY, CTaHIapTH3a-
W3ACNIUA sl mpoBeaeHus | IMA U cepTuduKauyMu mpo-

MCCIEIOBAHMH, yueTa M MH- | AYKTOB M HU3JCIUH 1S Ipo-
TepIpeTanum BEACHUS HCCIICIOBAHUM,
ydyerTa W HUHTEPHpETaLHH

pE3yJIbTaTOB

Kommnerennust cuutaercss copMHUPOBAHHON HA ypOBHE TpeOOBaHMH K AMCUUIUIMHE (MOAYIIO) B
COOTBETCTBUH ¢ 00pa30BaTeNIbHOI MPOrpaMMOii, €Clii 10 UTOraM MPUMEHEHUS OLIEHOYHBIX CPEICTB MPO-
MEXYTOYHOM aTTeCTAllMH WM UX OTICIBHBIX 3JEMEHTOB PE3Y/IbTaThl, IEMOHCTPUPYEMBIE O0YUArOIIUM-
Csl, OTBEYAIOT KPUTEPHUIO CPOPMUPOBAHHOCTU KOMIETCHIIHH.

Ecnu nmo uroram nmpoBeeHHON MPOMEXKYTOUYHOM aTTECTallMd XOTs Obl OJIHA M3 KOMIIETEHIIUN HE
chopMupoBaHa Ha ypoBHE TpeOOBaHUU K AUCHUUIUIMHE (MOJIYIIO) B COOTBETCTBUU C 0Opa30BaTEIbHOMN
IIPOrpaMMoOii, pe3ysbTaThl 00Y4aroIIerocss HE COOTBETCTBYIOT KPUTEPHIO COPMUPOBAHHOCTH KOMIIETEH-
LUH.

4.2.2. IIpomexxyTouHasi aTTecTalus NpoBoAuTcs B hopme: 3auéra
4.2.3. O1ieHOYHbIE CPEACTBA ISl HPOMEXYTOYHOM aTTECTALIUH.
[Ipumep TunoBoro 6uiieTa Ha 3aueTe

Tecmogvie 3a0anusi:

1. HopMaTuBHBIN JOKYMEHT, pETIIaMEHTHPYIOIINI METO/IbI OLIEHKU 3(PPEKTUBHOCTH KOHCEPBAHTOB B
dbapmanuu:

2. UHCcTpyMEHTaIbHBIN cl1oco0 onpeneneHus o0Iero MUKpOOHOro yucia Bo3ayxa Mpu MUKPOOHOIOTH-
YeCKOM MOHHUTOPHHIE (papMalleBTUUECKOT0 MPON3BOACTBA:

3. CornacHo 'ocynapctBennoit dapmakonee PD nmokazatenem, xapakTepusyrolieM MUKpOOHYIO obceme-
HEHHOCTb HECTEPWIBHBIX JIEKAPCTBEHHBIX CPEJCTB, SIBISAETCS

4. InuTenbHOCTh MHKYOALIMK TIPU OTIPEIeIEHU a3pOOHBIX MUKPOOPIaHU3MOB B X0/1€ U3YYEHHUSI MHUKPO-
OMOJIOTrMYECKON YUCTOTHI:

5. Ilpu onpeneneHUn CTEPUIBHOCTH JIEKAPCTBEHHBIX MPENapaToB AJIs BBIBIECHUS a3pOOHBIX M aHAIPOO-
HBIX OaKTepui MOCEBHI MPOU3BOIAT:

6. BemiectBa, o0najaromuye aHTUMUKPOOHBIM JIEHCTBUEM, KOTOpPBIE JOOABIISIOT B JIEKAPCTBEHHBIE Mpera-
paThl U1 IPENOTBPALICHUS POCTA U PA3BUTHSI MUKPOOPTAHU3MOB 3TO:

7. TpeboBaHUs K MOMEIIEHUSIM U 000PYAOBAHUIO, IJI€ OCYILECTBIIsIETCS paboTa ¢ MUKpOoOpraHusMamu 3-4
TPYIIIBI HATOT€HHOCTH:

1) BHyTpeHHSs OT/IeNIKa TOMENIeHUH TOJIKHA ObITh YCTOWYMBOW K MHOTOKPAaTHOMY JIEHCTBUIO MOIOIIUX U

NEe3UHPUIUPYIOMIUX CPEICTB

2) obs13aTenbHA MAPKUPOBKA 000PYIOBaHHS U MeOENIN C YUETOM «UUCTOI» U «3apa3Hoil» 30H
3) Ha BXOJHOM J1BepH JabopaTopuu J0JKEH OBbITh 3HaK "buonornueckas onacHOCTh'".
4) Bce OTBETHI BEpHbBIE

8. MukpoOHYyI0 IOpUy JeKapCTBEHHBIX IpenapaToB HanOoJee YacTo BBI3bIBAIOT:

1) cubupesi3BeHHas! MajJoyKa

2) XOJIepHbI BUOPUOH

3) TIecHEBbIE U JPOXIKEBBIE TPUObI

4) Bupyc rpunna

9. Metoas! onpeneneHrss MUKPOOHOJIOTHIECKON YUCTOTHI BOJIBI OUUIIICHHOM:

1) mnpsmoro nocesa

2) TIIyOWMHHBIN
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3) MemOpaHHOH QUIBTpAIIH
4) Bce OTBETHI BEPHBIE
10. O6beM uccre0BaHmii CMBIBOB ¢ Pa00YMX TTOBEPXHOCTEH Ha (hapMalleBTHUECKOM MPOU3BOACTBE:
1) onpenenenue HaMTUYKS SHTEPOBUPYCOB
2)omnpeaenenne Hanuuus E. coli
3) onpeneneHue HaTMIKsl Kosdaros
4) Bce OTBETHI BEPHBIE
Cumyayuonnsie 3a0a4u
1. ITpy MEUKPOOHOJIOTUIECKOM KOHTPOJIC BOIBI OUUIIeHHOH ((hunmbTpanus 100 MiT) moxydeHsl clieayomune
pe3yiabTaThl: CyMMapHOEe KOJudecTBO KoyioHMH Ha cpeae Nel mNe2 -150, cpema Ned (OHm0) KoJOHUH
PO30BBIE CIIU3UCTHIE KOJIOHUH, cpenia Nel0 — pocta HeT, cpeaa Ne9 — pocTa HET

Crenaiite 3aKkiroueHHe O KayecTBE JAaHHOTO oOpaslia B COOTBETCTBMM C TpPeOOBAaHUSAMHM HOPMATHBHBIX
JIOKYMEHTOB*,

* - oOyuaromeMycs MpeaoCTaBIAeTCs ISHCTBYIONIas HOPMATUBHAS JTOKYMEHTAIHS
2. B xone onpezaeneHus MUKpOOHMOJIIOTMYECKOM YMCTOTHI Tal-
JIETOK aKTUBUPOBAHHOTO YIJISI OCYILECTBIIEH IIOCEB pa3Bejie-
Hus 10:100 rmyOuHHBIM MeTooM Ha cpeny Ne2. Pesynbratsl,
MIOJTyYEeHHbIE MOciie MHKyOauuu npu temnepatype 22,5+2,5°C
B TEUEHUE 5 CYTOK Ipe/ACTaBiIeH Ha pucyHke. Onpenenure Ko-
JMYECTBEHHOE COJIEP)KaHHE TUIECHEBBIX U JAPOXKIKEBBIX TPHOOB
MyTeM MojicyeTa kojioHui Ha cpeae Ne 2. Ompenenure coot-
BETCTBUE TPEOOBAHUAM neiictByromeit ['d*.
* - oOydvaromemycsi MperocTaBisieTcss JeHCTBYIoLas HopMa-
THUBHAs JOKYMEHTaUs

4.2.4. llkana oLleHUBAHUS.
Kpurepnn n mikana oieHMBaHUS TECTOBBIX 3a1aHHMN:

91 -100 % mpaBHIbHBIX OTBETOB — 3 Oaia

71 - 90 % npaBUIIbHBIX OTBETOB — 2 Oaiina,

51 - 70 % npaBUIBHBIX OTBETOB — 1 Ga,

0 — 50 % npaBunbHBIX 0TBETOB — () GayIOB.

CutyanoHHas 3a/1aya:

- 2 Oanna BbICTaBIsIeTCA O0yYaromEeMycsi PH HOATBEPKJIEHUH CPOPMHUPOBAHHOCTH 3aKpEIUICH-
HBIX KOMITETEHIINIA, COOTHECEHHSI X C IUIAHUPYEMBIMH pe3yJIbTaTaMy OOydeHHs TI0 TUCIHIUTHHE U yCTa-
HOBJICHHBIMH KPUTEPUSMH OIICHHBaHUs. J[OIMycKarOTCS HECYIeCTBEHHBIC OMMMOKH MPH y4eTe pe3ysbTa-
TOB, OCBOEH aJIFOPUTM paboThl, 00ydaromuiica 6e301MO0YHO BOCIIPOU3BOIUT METOIUKY; O0yUarouiics
yYMeeT MPaBUIbHO YUYUTHIBATh U HHTEPIPETUPOBATH PE3yIIbTaT.

- 1 6ann BeIcTaBisieTCss 0OyUalOIEMYyCs IPH YCIOBUSAX: OCBOECH MPUHIUI pabOThI, HO HAPYIIAETCS
MOCTIeI0BATENbHOCTh JEHCTBUIN; JOMYCKAaeT HECYIEeCTBEHHbIE OIMIMOKM NpU YydeTe pe3yibTaToB, HE
MOKET MHTEPIPETUPOBATHPE3YIIbTAT.

- 0 6am10B BhICTaBIsIETCA O0yYarOIIEMYCsl TIPU YCIIOBHSIX: O0YYaOLIUiics HE 3HAeT METOAMKY, HE
COOITIOTAaeT MOCTIeIOBATEIILHOCTh pA0OTHI, HE YMEET YUUTHIBATh PE3YNIbTAT, HE MOXKET HHTEPIIPETUPOBATH
pe3yibTar.

CyMmMapHoe olieHnBaHue pe3yabTaroB: 0-1 6amt — He 3a4TeHo, 2-5 0auIoB — 3a4TEHO.

4.3. CoOTBETCTBHE OLIEHOYHBIX CPEJCTB MPOMEXKYTOUYHOM aTTECTAllMM MO JAUCLUILUIUHE (HOPMUPYEMBIM
KOMITETCHIIUSIM

Kon xom- Kon nnnukaropa noctukeHus O1neHOUHBIE CpPENICTBA IPOMEKYTOUHOM aTTECTALlUH
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IIeTCHO N KOMIICTCHIIUN TCCTOBBIG 3adaHUs
TK-1 WJIK-1.1 +
VJIIK-1.2 +
WJIIK-1.3 +
TK-2 WJIMK-2.1 +
VJIIK-2.2 +

S. Meroauveckue MaTepraJibl 10 OCBOEHUIO TMCIUILIMHBI (MOYJIf1)
Meroandeckue matepuaibl o aucuuruiuae (Ipunoxenue 1).

6. YueOHas quTepaTypa 1Jis1 00y4aromuxcs N0 JMCHUIIUHE

1. Kouepogen, B. 1. Beeaenue B hapmaneBTrueckyro Mukpooduonoru : ydyeObnoe nocooue / B. U. Ko-

gyeposen U 1p. - Cankr-IlerepOypr : [Ipocniext Hayku, 2024. - 240 c. - ISBN 978-5-906109-05-7. - TeKCT
3JIEKTPOHHBIN / 9bC "KoHcynbTanT cryneHra” : [caiit]. - URL :

https://www.studentlibrary.ru/book/ISBN9785906109057 .html

2. KoHTposb kauecTBa JiekapCTBEHHBIX cpeacTB : yueOHuk / T. B. Ilnetenena, E. B. Ycnenckas ; moa pen.
T. B. [InereneBoii. - 3-e u3na., nepepad. u pom. - Mocksa : [DOTAP-Menua, 2023. - 560 c. - ISBN 978-5-
9704-7651-2, DOI: 10.33029/9704-7651-2-QCM-2023-1-560. - 9J‘IeKTp0HHaH BEpCUs TOCTYITHA HA caiTe
ObC "KoncynbTant cTynenra” : [caiT]. URL:
https://www.studentlibrary.ru/book/ISBN9785970476512.html

3. l'abunoBa, A. O. AHanu3 MUKpPOOMOJIOTHYECKOTO PUCKA B MPOU3BOICTBE MUILEBBIX MPOJYKTOB U Jieap-
CTBEHHBIX IpernapartoB : yueOHoe mocobue / A. O. I'abunosa. [lox pea. B. A. I'anbiHkuHa - CaHKT-
[TerepOypr : [IpocnexT HayKH 2024. - 304 c. - ISBN 978-5-906109-35-4. - TekcT : 2JIeKTPOHHBI# // 3BC
"KoHcynpTaHT cTyneHTa" : [cauT]. - URL :
https://www.studentlibrary. ru/book/ISBN9785906109354 html

4. KoHTposib KayecTBa U CTaHJAPTU3AIMS JIEKAPCTBEHHBIX CPEICTB : yUeOHO-METOAUYECKOE TOCOOHE TO0
pou3BOICTBeHHOM mpakTuke / moa pen. I'. B. Pamenckoit, C. K. OpgabaeBoil. — 2-e uza., nepepad. —
Mocksa : I'DOTAP-Meana, 2023. — 352 ¢. — ISBN 978-5-9704-7466-2, DOI: 10.33029/9704-7466-2-
QCS-2023-1-352. — DnexrponHas Bepcusi gocrynHa Ha caiite ObC "KoncynbranT crygenTa" : [calt].
URL: https://www.studentlibrary.ru/book/ISBN9785970474662.html

5. lanbiakun, B. A. IlutarenbHble cpenbl A MUKPOOHOIOTHUECKOTO KOHTPOJISI KauecTBa JIEKapCTBEH-
HBIX CPEJICTB U MUIIEBBIX NMPOAYKTOB : CnpaBounuk / B. A. I'ansiakun [u ap. ]. - Cankr-IlerepOypr :
[Ipocnexkt Hayku, 2024. - ISBN 978-5-903090-01-X. - Tekcr : anextponHslii / OBC "KoHcynbTaHT cTY-
nenra" : [caiiT]. - URL : https://www.studentlibrary.ru/book/ISBN978590309001X.html

7. MaTtepuaabHO-TeXHH4YecKasi 0a3a, MH(POPMaLMOHHBIE TEXHOJIOTMH, IPOrpaMMHOe obecneye-
HHe, COBPpeMEeHHbIe NpodecCHOHAIbHBIE 0a3bl IaHHBIX M HH(POPMALHOHHBbIE CIIPABOYHbIE CH-
CTeMBbI

Jlist mpoBeIeHUsT KOHTAKTHOM pabOTHI C 00YJAIONIMMHCS UMEIOTCS yIeOHBIE ayUTOPUH ISl IPOBEICHUS
3aHATUH JIGKIIMOHHOTO THUIA, 3aHATHH CEMWHAPCKOTO THIA, TPYNINOBBIX W HHIUBUIYAITBHBIX
KOHCYJIbTAIIMH, TEKYIIEro KOHTPOJIS U MPOMEKYTOUHOM aTTECTAIlNH, a TAK)KE TIOMEIICHUS IS XPaHEHHSI
U TpoUIAKTUYECKOTO OOCITy>KMBaHHs y4eOHOro 00opynoBaHMs, JaOOpaHTCKash KOMHaTa, OOKC s
MIOCEBOB, aBTOKJIABHAS, MOCYHAsI.
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[Tomemienust obecriedeHbl BEHTUIISIUEH, BOIOIPOBOIOM, Ta30- U 3JIEKTpOCHa0KeHueM 000pyI0BaHbI He-
ob0xomumoit Mmebenbio. X ycTpoiCTBO, OCHAIIEHHE B 000pYyIOBaHUE 00ECIIEYMBACT COOIOICHHUE MPABUIT
Y HOPM TEXHUKH 0€30TMaCHOCTH IMPHU padOTe C MEKPOOPTaHHU3MaMHU.

Heo0xoanMoe ocHamienue: CToibl (SproHOMHYHBbIE KOMOMHHPOBAHHBIE), CTOJIBI KOMITBIOTEPHBIE, CTOJBI
JUTSL OIIBITOB (9KCTIEPUMEHTOB), CTOJI JIJAOOPATOPHBIN C HABECHOW TMOJIKOW, IIKA(BI IS MOCYbI, JIs TATa-
TEJbHBIX CpeJ, U1 PEaKTUBOB, I0CKA ayJUTOpHAas 3-X cTBOpUaTasi.

Heobxooumas annapamypa, npubopwi, uncmpymenmol, nocyoa: 6oxc namuHapasii BABm-01"JIlamunap-
C, mukpockonsl buomen C-2, repmocrarsl TJI-4 Ne 2 (0+55), xononunsHuku "buproca-6, crepuinmu3aTop
napoBoit BK-30-01, mkad cyxoxkapoBoit FD53, obmydarenu ObHe-450, muctumisropsr [-25, Becw ja-
6oparopusie BM-153, BoasHble 06aHu, 3IEKTPOIUTUTHI, HeHTpudyru, neacuromerp "Jlencu-Jla-Metp",
PH-metp PH 150 MU, npubop naboparopusiii actiuparop I1Y-1b,, npubop BakyymMHOro (hpuiabTpOBaHUS
[IB®-47/3b, tepmobans naboparopuas TXX Thb 1/12, naboparopras mocyna (mpoOUpKH, TUIETKH Tpa-
IyWpOBaHHbIE, Yyamku [leTpu, mpeaMeTHbIe U TOKPOBHBIC CTEKIIA), HAOOPHI KPACUTENICH U PEAKTUBOB, ITH-
TaTeNbHbBIE CPEIbl, IMMEPCUOHHOE MAaCiO, OaKTepHUaNIbHBIE METIH, IINATENH, TPYIIH, MTUHIETHI, CIUPTOB-
KH, IITaTUBBI, JIOTKH, MeXaHW4deckuii 1o3atop Proline 1-kanansabii 100-1000 Mk,

Jia mpoBeAeHUs pslia 3aHATHH UCHOJb3yeTcs MyJIbTUMEIUWHBIN KomIiuiekc (HoyTOyk HP, mpoektop
Acer P5280, monutop 17" ViewSonic, nocka narepaktuHas ScreenMedia [IPBoard JL-9000-101).

[TpodeccrnonansHbie 6a3bl TaHHBIX U HHOOPMAIIMOHHBIC CIIPABOYHBIC CUCTEMBI:
- http://www.femb.ru — ®egepanbHasi 3JIEeKTpOHHAsT MEAMIIMHCKas OMOIMOTeka MHHHCTEPCTBO
3npaBooxpanenus Poccuiickoit deneparuu [I1eKTpOoHHBIN pecypc].
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AHHOTAIIUSI PABOYEHN ITPOT'PAMMBI U CHUATLIAHBI

b1.B.JIB.06.02 MukpoO1oJ0rHIecKie METO bl aHAIN3A JICKAPCTBEHHBIX CPEJICTB
Koa n HaumeHOBaHMe HANPaBJIeHUsI MOATOTOBKH, npopuis: 18.03.01 Xumuueckas TexHoyorus, Xu-
MUYecKasi TEXHOJIOTUS JIEKapPCTBEHHBIX CPEJICTB.
KBamndukanus (creneHb) BHINYCKHUKA: OakaaBp.
dopma o0yueHusi: OUHas.

®opmupyemasi KOMIIETEHIUS:

IIK-1. CnocobeH 1 roToB OCYIIECTBIATh TEXHOJIOTMUECKUN MPOLECC B COOTBETCTBUM C PETJIAMEHTOM U
HCII0JIb30BaTh TEXHUYECKHE CPENICTBA JJIl U3MEPEHUsS] OCHOBHBIX IApaMETPOB TEXHOJIOTMUYECKOTO Ipo-
1ecca, CBOMCTB ChIpbsl M MPOJYKLIUH.

NATIK-1.1. [IpoBoauT paboTsl O OTOOPY U yUETY 00pa3LIOB JIEKAPCTBEHHBIX CPEJCTB, HCXOAHOTO ChIPhS
Y YIaKOBOYHBIX MaT€pPHAJIOB, IPOMEKYTOUHON MPOILYKIIMU U OOBEKTOB MPOU3BOACTBEHHON Cpe/ibl B TOM
qucie, ¥ 10 MUKpPOOHOJIOrMYECKONW YHCTOTE

NATIK-1.2. ITpoBoaMT UCTIBITAaHUSI 0OPA3IOB JIGKAPCTBEHHBIX CPENICTB, HCXOIHOTO CHIPhS M YIIAKOBOY-
HBIX MAaTE€PUAIOB, IPOMEKYTOYHOH MPOTYKIIUU U OOBEKTOB MPOU3BOIACTBEHHOW CPEABl B TOM YHUCIIE, H IO
MHUKPOOHOIOTUYECKON YUCTOTE

NATIK-1.3. IIpoBoaut pa3paboTKy, MOATOTOBKY M AKCILIyaTal[MI0 YUCTHIX IMOMEIIEHUNH U 000pyJ0BaHUs
JUIs1 IPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEACTB, BKIIOUAsi MUKPOOHOIOTHYECKU MOHUTOPUHT

[1K-2. I'0TOB HCII0JIb30BaTh HOPMATUBHbIE JOKYMEHTBHI 110 KaU€CTBY, CTAaHAAPTU3ALUU U CepPTUDUKALIUH
IIPOAYKTOB U M3AEIHH, 3IEMEHThl 5KOHOMUYECKOT0 aHAJIN3a B IPAKTUYECKOH e TeIbHOCTH.

NATIK-2.1. YyacTByeT B npoliecce JTOKYMEHTHUPOBaHUS (apMalleBTUYECKON CHCTEMBbI KaueCTBa.
NAIIK-2.2. [IpoBoAuT aynuT KadyecTBa M CAMOMHCHEKIMU (apMaleBTUYECKOr0 MPOU3BOJACTBA, KOH-
TPAKTHBIX POU3BOAUTENEH U MOCTABILUKOB.

O0bem u MecTo AUCHUILINHBI B cTpyKType OITIOII:

JucuuninuHa otHocuTes K BapuatuBHoi yactu OINOIT (nucuunimza no BeIOOpy), oOcBauBaeTcs Ha 3 Kyp-
ce (6 cemecTp), B COOTBETCTBUU C YUYEOHBIM IUIAHOM OOIIasi TPYAOEMKOCTh TUCIHUILIMHBI B 3aYETHBIX
eIMHUIIaX cocTaBisieT 72 yaca/ 2 3. e.

Conepxanue IMCUMILTHHBI

Paznen 1. Opranuzamust paboTel MUKpoOuonoruueckoi ynadopatopun. Tema 1.1 Opranuzanus paboTbI
MHUKpoOHoIorndeckoi adoparopun. buonornyeckas 6ezonacuocts B coorBercTBur ¢ CanlluH 3.3686-
21 «CaHHTapHO-3HAEMHOJIOTHYECKHIE TPeOOBaHUS 10 MPODGUIAKTHKE HHPEKITMOHHBIX OOJIE3HEN

Tema 1.2 Buyrpennuii naGopatopusiii koHTpoib (BJIK). OcnoBuble mapamerpsl BJIK, Ha3zHaueHue.
HopmaTtuBHas 1oKkyMeHTalus U BHYTPEHHHUH JHOKyMEHTO000poT siabopatopuu, kacaromuiics BJIK. Co-
BpEMEHHBIN J1e3UH(EKTaHThl — Ha3HAUYEHUe, KiacCupUKausi, 0COOEHHOCTH NpuMeHeHus. Potauus nes-
uHpexTanToB. Onpenenenue 3PHEKTHBHOCTH Je3MHPEKTAHTOB.

Paznen 2. MukpoObuonoruueckuii KOHTpoIb Ha (apMaleBTHYecKoM Mpou3BoJcTBe. KOHTpob yciaoBuit
npousBoAcTBa. Tema 2.1 Mukpobuonorunueckuii KOHTpOJIb Ha (hapMareBTUYeCKOM Ipou3BozcTBe. Kon-
TPOJIb YCJIOBHM MPOM3BOJCTBA: BO3JAYILIHAs CpPEAa MPOM3BOJICTBEHHBIX INOMEIIEHHWM, BCIOMOTaTENIbHbIE
MaTepuaibl, TEXHUUECKOE OCHAIEHHE MPOU3BOACTBEHHOIO Ipoliecca (000pyaoBaHue, MocyAa, UHCTPY-
MeHTBI). MUKpPOOHOIOrMYeCKUii MOHUTOPUHT B OTHOILIEHUH NEPCOHANa, 3aHATOro Ha (hapMaleBTHYeCKOM
POU3BOJACTBE. MOHUTOPUHI CTEPUIIBHBIX MoMelleHuil. HopMaTuBHas nOKyMeHTalMsl, periiaMeHTUPYIO-
miasi KOHTPOJIb YCJIIOBHM Tpou3BOjACTBa. Tema 2.2 MUKpOOHOJIOTHYECKUN KOHTPOJIb Ha (hapMarieBTH4e-
CKOM Mpou3BoJCcTBe. KOHTpOIb KauecTBa ChIpbs. BUIBI CBHIPbS, UCIONB3YEMOTo B (hapMalieBTHYECKOM
MIPOM3BOJCTBE. BHUIIbI KOHTPOJIS KadecTBa ChIphs. MeTonbl MUKPOOMOJIOTHYECKOTO KOHTPOJIS KadyecTBa.
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HopmatusHnas nokymeHntanus. MukpoOuogoruiyeckasi Y4ucTora CyOCTaHIMIA U BCTIOMOTaTENIbHBIX BELIECTB
JUIS. IPOM3BOJICTBA JICKAPCTBEHHBIX MpenapaToB. MUKpOOHOIOTHUECKUI KOHTPOJIb KauecTBa BOJBI OUH-
menHo#, Boabl i nabekui. ®C 2.2.0020. 18 Boaa ounmennas, nuabeknuii. @C 2.2.0019.18 Bona mis
HHDBEKIIUN

Tema 2.3. MukpoOuosgorudeckuii KOHTPOJIb Ha (papMaleBTUUYECKOM NMPou3BoacTBe. KOHTpOIbh KaduecTBa
rotoBbixX JekapcTBeHHbIX cpeacTB (IJIC). HopmaruBHas qokyMeHTaIus, periiaMeHTHPYIOIas KOHTPOIb
kauectBa JIC. [ToaroroBurenbubie padoTel. PaboTra ¢ TecT-mraMmMamMu MUKpOOpranu3MoB. OnpezeneHue
aHTUMUKPOOHOTO JelcTBus obpasma. Oto6op mpob. Tema 2.4. ODC 1.2.4.0002.18 MuxpoOuonorundyeckas
yrcToTa. MeTo/1bl KOTMYECTBEHHOTO OIpeIeJIeHHs a3pOOHBIX OaKTepuit U rpuloB.

Tema 2.5. ODC 1.2.4.0002.18. MukpoOuonorudeckas yucrora. OnpeneneHue OTAeIbHBIX BUIOB OaKTe-
puii. YcrnoBus KyJbTHBHPOBAHUS. YUET M MHTepHpeTanus pe3yapTaTtoB. OcOOEHHOCTH OINpeaesIeHUs] MUK-
POOHOIOrHYECKON YHCTOTHI MMMYHOOHMOJIOTHYECKHUX JIEKAPCTBEHHBIX IPENapaToB, COACPKALINX KHUBBIC
Mukpoopranusmel. Tema 2.6. ODC 1.2.4.0003.15 CrepunbHOCTb. METOBI ONIpPEeeNeHUs CTEPUIBHOCTH.
[TuTaTenbHbIe Cpelbl, UCTIOIb3YEMbIE JIJIsi KOHTPOJISL CTEPUIIBHOCTH. Y CIOBUS KyJIbTUBUPOBAHUS. YUET U
untepnperauus pe3ynbpraroB. OPC 1.2.4.0006.15 bakrepuanbHble 3HI0TOKCUHBI.

Tema 2.7. Ucnionb3oBaHHEe MHKPOOHOIOTHYECKUX MeTOA0B B oreHke kadectBa JIC. ®C 1.2.40010.18
OmnpeneneHre aHTUMHUKPOOHOW aKTHMBHOCTM AaHTUOMOTUKOB MeTtoAoM nauddysuu B arap. OC
1.2.40011.15. Omnpenenenne >PPEKTUBHOCTH aHTUMHKPOOHBIX KoHcepBaHTOB. ODC 1.2.40012.15.
Omnpenernenne copep’kaHusi BATAMHHOB B MHOTOKOMITOHEHTHBIX JICKAPCTBEHHBIX IpernapaTax MUKpPOOHo-
norudeckum meroaoM. Tema 2.8. Banmmnanus mukpoouonorndeckux Mmeroauk ODC 1.1.0021.18

Tema 2.9. Banunanus mukpoOuosnornyeckux meroauk O®C 1.1.0021.18.

DopmMa NPOMEKYTOYHON aTTECTALMH — 3a4eET.
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