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1. IlepeuyeHb NJIAHHPYEMBIX Pe3y/abTATOB 00y4YeHHs 10 JMCHHUIIMHE, COOTHECEHHBIX C IJIa-
HHUpYyeMbIMH pe3yabTaTamu ocBoeHusi OIIOII BO

Kox nannka-

HaumenoBanue ug-

Pe3ynbrarel 00y4yeHus,

Kona xomrie- HaumenoBanue TOpa IOCTH- COOTHECEHHBIE C UH/IH-
JTUKATOpa JOCTHKE-
TEHIUU KOMIIETEHIINH KEHHS KOM- KaTOpaMu JOCTUKEHUS
HUS KOMIIETCHLIUN
MIeTCHITNH KOMIIETCHITNH
IK-1 Cnoco6en u roros | MJIK-1.1 [TpoBoaut pabotel mo | Ha ypoBHe 3HaHMIA
OCYIIIECTBIISATh oTOOpy U y4€ry 00- | - 3paeT NPUHLKIIEI U 11O-
TEXHOJIOTUYECKHI PasloB  JIEKAPCTBEH- | ook MpoBeeHNs MUK-
MpoIecC B COOT- HBIX CPEICTB, MCXOJ-
poll PEACTE, A pOOHOIOTHYECKOTO  MO-
BETCTBUU C perja- HOTO CBHIPbSI U YIaKO-
MEHTOM U UCTIOJIb- BOYHBIX MaTepHaios, | [ ATOPHHIA Ha (bapma-
30BaTh  TEXHHUYE- MIPOMEKYTOUYHON HEBTUYICCKOM  IIPOU3BOI-
CKHE CPEICTBA IS HPOAYKIIMA M OOBEK- | CTBE, KOHTPOJb YCIOBHUM
U3MEpEeHUs oc- TOB TPOU3BOJCTBEH- | MPOM3BOJACTBA, MHKPO-
HOBHBIX TIapaMeT- HOH cpelbl B TOM | GuoJIOrHuUecKHii KOH-
POB TEXHOJOTHYE- 4HCIe, M 1O MHKPO- | 1o wagectBa ChIpbs,
CKOro  Tpolecca, OMOJIOTUYECKOW YU~ .
. MUKPOOHOJIOTUYECKUN
CBOMCTB CBIpbSl U CTOTE
MPOYKIIWH. WUJIIK-1.2 [IpoBoauT McTBITAHUS KOHTPOJIb  KaHCCTBa BO-
06pasLoB nekap- | Abl OYHMILICHHOM, BOBI
CTBEHHBIX  CpEICTB, | NI  MHBEKLUH, KOH-
HCXOHOTO CBIPBS, | TPOJIb KAYECTBA TOTOBBIX
IIPOMCIKYTOTHOH JIEKapCTBEHHBIX CPEJICTB,
NPOAYKIMH U O0BEK- | porouag npaBmia or6o-
TOB TIPOU3BOJICTBCH-
. pa mpoo.
HOM cpeapl B TOM .
qmcie, M MO Mukpo- | 118 YPOBHE yMEHHUIL:
Guonormueckoli  wm- | - Y MEET OTOHpaTh 06-
cToTe pasIbl JIEKAPCTBEHHBIX
NAIK-1.3 IIpoBoauT paspabor- CpeHCT% MCXO/HOTO CRI-
Ky, momrotoky u | PP 1 00BEKTOB mpoms-
SKCITYATAIIO K- BO,Z[CTB6CHHOI/I CpeIbl JUIs
CThIX moMemennii u | MAKPOOHONOrHYECKOro
o0opynoBaHust 1A K(;;ITPOH’I
npowsBosicTBa nexap- | - ) MEET HCTOMB30BaTh
CTBEHHBIX  CDEJICTS, M6CT0I[I/IKI/I UCTIBITAHUS
BKITIOYas MHKpoOuo- | OOPA3HOB JICKApCTBCH-
norudeckuit  Monuro- | HPIX cpeﬂch, HCX0AHOTO
pHHT. CHIPbA. U 0OBEKTOB Mpo-
U3BOJICTBEHHON CPEIIbI
10 MUKpOOHOIOrnye-
CKHM TTOKa3aTessIM.
[1K-2 I'otoB ucnonwszo- | I[IK-2.1 VYuactByer B niporiec- | Ha ypoBHe 3HaHMIA:

BaTb HOPMATHB-
HBIC TOKYMCHTBI
110 Ka4€CTBY,
CTaHJapTU3aluu U

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

3HaHWE  HOPMATUBHO-
npaBoBOW 0a3bl, Kacaro-
mielics OOIIUX METOJI0B
OIIEHKH Ka4yecTBa JeKap-




Kon nnauka- Pe3ynbrarel 00yueHus
AL HHA HaumenoBanue uH- Y i ’
Kon xomrie- HaumenoBanue TOpa I0CTH- COOTHECEHHBIE C UHU-
JIMKaTopa AOCTHXKe-
TEHLIUH KOMIIETEHIIUH YKEHUS KOM- KaTopaMu JOCTHKEHHS
HUS KOMIIETCHIIMHU
METEeHIINU KOMITETCHIINHT
cepTuduKau [1K-2.2 [IpoBOaUT ayauT Ka- | CTBEHHBIX CPEICTB, Op-
MPOJIYKTOB U U3- YecTBa U CAMOMH- TaHu3alud  MUKPOOHO-
JEJH, JIEMEHThI cnekuuu apmarieB- JIOTUYECKOTO  MOHMTO-
SKOHOMHUYECKOTO TUYECKOIO MPOU3BOJI- | pUHTAa IPOU3BOJICTBEH-
aHalM3a B Mpak- CTBA, KOHTPAKTHBIX HOM cpeJibl

TUYECKOU Jes-
TEJILHOCTH.

MPOU3BOAUTENEN U
MIOCTaBLIMKOB

- VYMeer uCHoIb30BaTh
HOPMaTUBHBIE JOKYMEH-
Thl II0 Ka4yeCTBY, CTaH-
JapTU3alMu U cepTUdHU-
KAl IPOLYKTOB U H3-
JeNUi Ui NPOBEIACHUs
WCCIIEIOBAHNM, ydeTa M
WHTEPIPETALNHA PE3yiib-
TaTOB

2. O6beM u MecTO AUCHMILIMHBI B cTpykType OIIOII BO
JucuuruinHa oTHocuTcs K BapuatuBHo# yactu OINOII (qucuumnirza no BeIOOpyY), ocBauBaeTcs Ha 4 Kyp-

ce (8 cemecTp), B COOTBETCTBUU C y4E€OHBIM IUIAHOM OOINAs TPYIOEMKOCTb TUCHHUIUIMHBI B 3a4ETHBIX

eQUHUIIAX cocTaBider 72 yaca/ 2 3. €.

3. Conep:xaHue ¥ CTPYKTYpa JMCHHUIIIHHBI

3.1. CrpykTypa AMCIUILINHBI

O0bem JMCHHMIIMHBI, YAC. dopma Texy-
KonrakTHas paGora 1ero KOH-
No 11/ HaumenoBanue B o0yyaromuxcs ¢ npe- TPOJIf ycneBa-
e pa3/iesoB, TeM cero noxaparesem no Bu- | CP €MOCTH, IIpPO-
Hacop JAaM y4eOHBbIX 3aHATHI MEKyTOYHOMI
JI ‘ J3 ‘ 113 arrecTaluu
Cemecmp Ne5
Pazgen 1 | Opranuzamusi paboThl  MHKPO- 10 4 4 2
OMO0JIOTNYECKO 1abopaToOprH
Tema 1.1 | Opranuzauus paboTel MHKpO- 5 2 2 1
Ouosoruueckor  JabopaTropuu.
buonorunyeckas 6e30nmacHOCTb B
coorBerctBuu ¢ CanlluH 0]
3.3686-21 «CaHuTapHo - >mU-
NEMHOJIOTHYECKHEe TpeOOoBaHUA
no mpodumaKkTuke HHQPEKIUOH-
HBIX O0JIE3HEIN.
Tema 1.2 | BHyTpenHuit nabopaTOpHBIA 5 2 2 1
KOHTpOJb. [Joxymentanusa. Co- 0
BPEMEHHBIH  J1€3MH(EKTaHTHI.
Porarmus Je3UH(PEKTaHTOB.
Onpenenenve 3hheKTUBHOCTH NE3-




Ne i/

HaunmenoBanue
pa3uesioB, TeM

O0bemM TUCHUIJIMHBI, Yac.

Bcero
4acoB

KonrakTHas padora
o0yuaruuxcsi ¢ nmpe-

nojaBartejieM 1o BH-
AaM y4eOHbIX 3aHATH I

JI

J3

113

CP

®opma TeKy-
1ero KOH-
TPOJIA ycleBa-
€MOCTH, NPo-
MeKYTOYHOMI
arrecTaluu

MH(EKTaHTOB.

Pasnen 2

Muxkpobuoaoruaeckuit KOH-
TPOJdb Ha (hapMaleBTUYECKOM
npousBojacTBe. KoHTposb ycio-
BUI IPOM3BOJICTBA.

60

16

30

14

Tema 2.1

MukpoOHOIOTHYECKUI KOH-
Tpoib Ha (apMaleBTUIECKOM
npousBojacTBe. KoHTpousb ycno-
BMM NPOU3BOACTBA. MOHUTOPHUHT
CTEepWIbHBIX NoMenieHui. Hop-
MaTuBHAsl JIOKyYMEHTalUs, pe-
rJIaMEHTHUpYIoILas KOHTPOJIb
yCIIOBUM ITPOU3BOCTBA

Tema 2.2

MukpoOHOIOTHYECKUI KOH-
TPOIh Ha (HapMaIeBTHUECKOM
npousBojacTBe. KoHTponb Kkaue-
CTBa ChIpbsi. MuKpoOHoIornue-
CKMM KOHTpPOJb KauyecTBa BOJbI
OUMIIEHHOMN, BOJBI JIJII MHBEK-
muii. OC 2.2.0020. 18 Bonma
ouniennas. ®C 2.2.0019.18
Bona g1 uabexkumi

Tema 2.3

MukpobuoaorndecKuit KOH-
TpOJdb Ha (hapMaleBTUYECKOM
npousBoacTBe. KoHTponb kade-
CTBa TOTOBBIX JIEKAPCTBEHHBIX
cpencte  (JIC). HopwmarusnHas
JOKYMEHTAlMsl, periiaMeHTUupy-
omas MBK koHTposnb kadecTBa
JIC. [loaroroBurenpHbIE
paboter. OT60p TPod

Tema 2.4

OdC 1.2.4.0002.18 Muxpobuo-
JIOTUYECKasT YHCTOTa. MEeTOBI
KOJIMYECTBEHHOIO OMPEIEIICHUS
a’poOHBIX OakTepuil U rpulOB.

Tema 2.5

ODC 1.2.4.0002.18. Mukpobuo-
Jornyeckas uyncrora. Onpenene-
HUE OT/ICJIbHBIX BUJIOB OAKTEPUH.
OcobenHoctu oTpeieTIeHUs
MHUKPOOHOJIOTUYECKOH YHCTOTHI
MMMYHOOHOJIOTHYECKUX JIeKap-
CTBEHHBIX IIPENApPaTOB, COIEP-
KaX JKHUBBIC MHUKPOOpPTraHN3-




O0bem IMCHUIIMHBI, YaC. ®opma TeKy-

KonrakTHas padora 1Iero KOH-

No 11/ HanmenoBanmue o0y4aromuxcs ¢ npe- TPOJIA ycleBa-
g pas3aenoB, TeM Beero noaasarejieM 1o BH- Ccp €MOCTH, IIPo-
"acos AaM y4eOHbIX 3aHATH I MeKYTOYHOMI

JI J3 113 arTrecTaluu

MBI.

Tema 2.6 | OOC 1.2.4.0003.15 Crepuiib- 8 2 4 2 0
HOCTb. MeToabl OIpeeleHus
CTEPUIILHOCTH. 0oC
1.2.4.0006.15  bakrepuanabHbie
SHJOTOKCHUHBI

Tema 2.7 | Ucnionp30BaHUE€  MHUKPOOHOJIO- 7 2 4 1
THYECKUX METOJOB B OLIEHKE
kauectBa JIC.

®C 1.2.40010.18 Ompenenenue
AHTUMHUKPOOHOMH AKTUBHOCTH
AHTUOMOTHKOB METOIOM U dy-
3um B arap. ®C 1.2.40011.15.
Omnpenenenne 3¢ddexruBHOCTH
AHTUMHUKPOOHBIX KOHCEPBAHTOB.
O®C 1.2.40012.15. Omnpenene-
HUE COJEp)KaHHUS BUTAMHHOB B
MHOTOKOMIIOHEHTHBIX ~ JIeKap-
CTBEHHBIX IIpermapaTax MHKpPO-
ouonornyeckum metonom. Oco-
OCHHOCTH M3y4YeHUs KayecTBa
2111

Tema 2.8 | Banupanus MHUKPOOHOJIOTH 7 2 2 3 e}
yeckux Metoguk OPC 1.1.
0021.18.

[IpoMexxyTouyHas arrecTanus

3auer

Bcero: 72 20 34 18

Ilpumeuanue: onpoc (O).

3.2. ConeprkaHue TUCIUTITUHBI

Pazgen 1. Opranuzanus paboThl MUKPOOHOIOTUYECKOH JIabopaTopuun

Tema 1.1 Opranuzamus pabOThl MUKPOOHOJIOTHYECKOM J1aboparopuu. buojornyeckas 6€30macHOCTh B
coorBercTBUM ¢ CanlluH 3.3686-21 «CaHuTapHO-31UAEMUOIOTHYECKHE TPEOOBAHUS MO MPO(PUITAKTHKE
MH(EKIMOHHBIX O0JIE3HEH

Tema 1.2 Buyrpennumii naboparopsbiii koHTposb (BJIK). OcnoBuble mapamerpsl BJIK, Haznauenwue.
HopMaTtuBHas 1oKkyMeHTalus U BHYTPEHHHMH JTOKyMEHTO000poT siabopatopuu, kacatomuiics BJIK. Co-
BpEMEHHBIN Je3MH(EKTaHThl — Ha3HAUY€HUe, KJIacCu(PHUKalusi, 0OCOOEHHOCTH MpuMeHeHus. Portauus nes-
nHpexranToB. Onpenenenne 3hGeKTUBHOCTH Ae3MH(EKTAHTOB.

Paznen 2. MukpoObuonoruueckuii KOHTpoIb Ha (apMaleBTHYeckoM Ipou3BoJcTBe. KOHTpob ycinoBuit
MIPOU3BOJICTBA.

Tema 2.1 MukpoOuosnornyeckuii KOHTpoOIb Ha (hapmaleBTUYecKoM Mpou3BoacTBe. KoHTposb ycnoBwuii
IIPOM3BOACTBA: BO3AYIIHAs CPEAa MPOU3BOACTBEHHBIX NOMELIEHHH, BCIIOMOTaTebHbIE MaTepHalIbl, TEX-
HUYECKOE OCHAIIEHHWE MPOM3BOJICTBEHHOTO Ipolecca (00opynoBaHue, mocyna, HHCTPYMEHThI). MuUKpo-
OMOJIOTUYECKUIT MOHUTOPHUHT B OTHOIICHUH ITEPCOHAJA, 3aHATOr0 Ha (apMalleBTHYECKOM MPOU3BO/ICTBE.
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MOHUTOPUHT CTEpWIbHBIX MoMenieHuii. HopmaTtuBHas HOKyMEHTalus, periaMeHTUPYIOIash KOHTPOJIb
YCJIIOBUU MTPOU3BOJICTBA.

Tema 2.2 MukpoOHOIIOTHYECKUI KOHTPOJIb Ha (papMaIleBTUIECKOM MPOU3BOJCTBE. KOHTpOIIb KauecTBa
CBIpBSi. BUBI CHIPBS, UCIIOIB3YEMOTO B (hapMaleBTUIECKOM MPOU3BOJICTBE. BUABI KOHTPOJIS KauecTBa
CBIPBsi. MeTOIbI MUKPOOHOJIOTHYECKOTO KOHTPOJIs KadecTBa. HopmaTtuBHas nokymeHTaus. Mukpoouo-
JIOTUYECKass YUCTOTAa CYOCTAaHIIMA M BCIIOMOTATEIbHBIX BEIIECTB JUIsl MPOM3BOJCTBA JICKAPCTBEHHBIX
npenaparoB. MUKpOOHOJOTHUECKHI KOHTPOJIb KayecTBa BOABI OYMIIICHHOM, BOJBI Jisd HHbeKIud. OC
2.2.0020. 18 Bona ounmennas, nabeknuii. ©C 2.2.0019.18 Boxa 11t uHLEKIINNI

Tema 2.3. MuUKpOoOHOJIOTHYECKUN KOHTPOJIb Ha (hapMarieBTHIECKOM Mpon3BoacTBe. KOHTpOIb KadyecTBa
roToBbIX JiekapcTBeHHBIX cpenacTs (I'JIC). HopmaTtuBHas noKyMeHTaIus, periaMeHTHPYIOIIas KOHTPOJIb
kauectBa JIC. [ToaroroButensubie padboThl. PaboTa ¢ TecT-imraMmMaMu MUKpoopranu3mMoB. OmnpenencHue
AaHTUMUKPOOHOTO JeicTBHs 0oOpasna. OToop mpod.

Tema 2.4. ODPC 1.2.4.0002.18 MukpoOuoaornyeckast YucTora. MeTo sl KOJIMYECTBEHHOTO OIpezene-
HUS adPOOHBIX OaKTepHii U TPUOOB.

Tema 2.5. ODC 1.2.4.0002.18. Mukpobuosornueckas yncrora. OnpeaeseHne OTACIbHBIX BUIOB OaKTe-
puil. YcrnoBus KylbTUBUPOBAaHUS. YUET U HMHTEpHpeTanus pe3ynbraToB. OCOOEHHOCTH OMpeeIeHUs
MUKpPOOUOIOrMYECKON YHCTOTHl MMMYHOOHOJIOTUYECKUX JIEKAPCTBEHHBIX IMPENnaparoB, COJAEPKaIINX
KUBBIE MUKPOOPTaHU3MBI.

Tema 2.6. OOC 1.2.4.0003.15 CrepunbHocTh. MeToasl omnpeneneHus cTepwibHOCTU. lluTaTenbHbie
Cpelibl, UCTIOJb3YEMBbIE ISl KOHTPOJIS CTEPUILHOCTH. Y CIIOBUS KYJbTUBUPOBAHUA. YUET U MHTEPIpETa-
uus pe3ynbraroB. OOC 1.2.4.0006.15 bakrepuanbHbie SHTOTOKCHUHBI.

Tema 2.7. Wcnons3oBaHue MUKpOOHOJIOTHMUECKUX METOJ0B B oueHke kadecta JIC. ®C 1.2.40010.18
OnpeneneHre aHTHMHKPOOHOW aKTUBHOCTH aHTHOMOTHKOB MeroaoM muddysmm B arap. DC
1.2.40011.15. Ompenenenne 3hpPeKTUBHOCTH AaHTUMHUKPOOHBIX KoHcepBaHTOoB. ODC 1.2.40012.15.
Omnpenenenue coaepkaHus BUTAMUHOB B MHOTOKOMIIOHEHTHBIX JIEKQpPCTBEHHBIX IpermapaTax MHUKPO-
OMOJIOTMYECKUM METOJIOM.

Tema 2.8. Banupauusa Mmukpoouonornyeckux meroguk OOC 1.1.0021.18

4. DoHJ OLIEHOYHBIX CpEACTB MO TMCHHUIIJINHE

4.1. ®opmMbl 1 MaTepHralbl TEKYIIETO KOHTPOJISA

4.1.1. B xoxe peanuzanun aucuumiauasl b1.B.JIB.6.2 «Mukpobuonornyeckue MeTobl aHaJIM3a JIeKap-
CTBEHHBIX CPEICTB» HCIIOJIB3YIOTCS clieayromuye (HOpMbl TEKYIIEro KOHTPOJS YCIEBAEMOCTH 00ydaro-
HIUXCS: ONpocC.

4.1.2. O11eHOYHBIE CPEJICTBA TEKYIIETO KOHTPOJIS YCIIEBAEMOCTH

Tema: «ODC 1.2.4.0002.18 MukpoOuonoruyeckass 4uctora. MeTo/ibl KOJIMYECTBEHHOTO ONpEACICHHUS
a’poOHBIX OakTepuil u rpuboB. OnpeneneHre OTAEIbHBIX BUJOB OaKTEpUiD»

1. Muxkpodnaopa HeCTepHIbHBIX JEKapCTBEHHbIX (opM. McnbiTaHne Ha MHKPOOHMOJIIOTHYECKYIO
YHUCTOTY.

1. XapakTepucTuka TECT-IITaMMOB MHKPOOPraHM3MOB, HMCIOJB3YEMBIX Npu oueHke kaudectBa ['JIC un
CBIPBSI.

2. TlurtarenbHbIE CPEbl, UCIIONb3yEMBbIE 111 MUKpoOHonornueckoro koutpous kauectsa ['JIC u coipps
— XapaKTepUCTHUKA.

3. TlurtarenbHbIE CPEbl, UCIIONb3yEMbIE 11 MUKpoOHonoruueckoro koutpous kauectsa ['JIC u coripps
- OLICHKA Ka4ecTBa.



4. OrnpeneneHue aHTUMUKPOOHOTO JE€MCTBUSL UCIBITYEMOro o0pasla — Lejlb, METO/Ibl ONPEAEICHUS aH-
TUMHUKPOOHOTO IEHCTBUSA, YUET M MHTEPIIPETAIHS PE3yIbTAaTOB.

5. Metoapl ycTpaHeHHS aHTUMUKPOOHOTO AEWCTBUS UCIIBITYEMOTro oOpasiia.

6. YameuyHsle METO/IbI ONPEEIICHNS KOJIMYECTBA MUKPOOPTraHU3MOB B JIEKAPCTBEHHBIX Mperaparax.

7. Meton MeMOpaHHOH (QHIBTPAIIUH.

8. Meroxn Haubosee BEpOSATHBIX YUCET B ONpPENEIEHUU KOJUYECTBA MUKPOOPraHU3MOB B JICKApCTBEH-
HBIX IIpenaparax.

9. Pexkomenayemble TpeOOBaHMS K KauyeCTBY JICKAPCTBEHHBIX CPEACTB [JIsl HPUMEHEHHS MECTHO,
HapyKHO, THTPaBaruHAJIbHO B COOTBETCTBUU ¢ AehcTByroneh ['D@ PD.

10. Pexomennyemble TpeOOBaHUS K KAa4eCTBY JIEKAPCTBEHHBIX cpelCcTB sl mpreMa BHYTPb WJIN BBEJE-
HUS PEKTAJIbHO M JJ IpUEMa BHYTPb — U3 ChIpbS IPHUPOAHOIO IPOUCXOXKJAEHUS (KMBOTHOTIO,
pPacTUTENFHOTO WM MHUHEPAIBHOTO), YPOBEHb MHUKPOOHOH 3arpsi3HEHHOCTH KOTOPOTO HEBO3MOXHO
CHHM3HTD B IIPOIIECCE MPEIBAPUTEIBHOI 00pabOTKH B COOTBETCTBUU C AeiicTByromeil ['d PO.

11. PexomeHnnyemble TpeOOBaHUS K KAUeCTBY JIEKAPCTBEHHBIX PACTUTEIbHBIX CPEACTB MIIM JIEKAPCTBEH-
HOMY CBIPBIO «aHI'PO», IPUMEHSAEMBIX B BUJIE HACTOEB U OTBApOB, IIPUTOTOBJICHHBIE C UCIIOIb30BAHUEM
KUIISIIEH BOIbI U O€3 B COOTBETCTBUM c AeiicTBytomei ['d PO.

12. PexomeHnnyemble TpeOOBaHMS K KaueCTBY BAaKLMH JJIi UHBEKLIMOHHOTO BBEJIEHUS, JUISI BHYTPUKOX-
HOTO BBEJICHHS M HAKO)KHOTO CKapU(UKAIMOHHOTO (HAHECEHHMs), U1l IpueMa BHYTpPb (TalbJeTKH) B COOT-
BETCTBMH C jercTByromen 'O PO.

13. Pexomenmyembie TpeOOBaHUS K KayecTBY OakTeprodaroB - pacTBOPOB JJIsl MPUEMa BHYTPb M PEK-
TaJbHO U JUIsl IpUeéMa BHYTPb (TabJIETKH), MECTHO, HApY>KHO (Ma3b) B COOTBETCTBUH C JieHcTBYoIIEeNH ['D
PO.

14. Pexomennyemble TpeOOBaHMS K KauyecTBY NPOOMOTHKOB JUIsl NMpHEMa BHYTPb, MHTPABArHMAHIBHO
(;mmounM3atel, CyCeH3UH, HOPOLIKH) U Ul IpUeMa BHYTpPb, HHTPaBarMHAIbHO, PEKTAJIBHO (TAabJIETKH,
CYIIIIO3UTOPHUH, KATICYJIbl) B COOTBETCTBHH ¢ AeicTBytoieil '@ PO.

15. Pexomennyemble TpeboBanus k kadectBy WMJIII, comepxamux MHaKTUBUPOBAHHBIE MUKPOOPIaHU3-
MBI, aHTUT€Hbl U aHTUTENA, OETIKU, MENTUAbI, TIMKOMPOTEUHBI U JIp., B KOTOPBIX JTOMYCKalOTCI MUKPOOP-
raHU3MBbI-KOHTAMHUHATHI JJIs1 IpUEeMa BHYTpb, MHTPaHA3aJIbHO U /ISl BBEJICHUS PEKTAJIbHO B COOTBETCTBUU
¢ aerctByrouiei '@ POD.

4.1.3. llkana oueHUBaHUs 1) TEKYILETO0 KOHTPOJIS

-OLICHKa «OTJIMYHOY» BBICTABISAETCS CTYAEHTY NP MOJHOM OTBETE HA BOIPOC, PACKPBITHH MPOOIEMBI HC-
MOJIb30BaHUS TEXHUYECKUX CPEJICTB I U3YUEHHs] CBOWCTB MPOAYKIMH (CHIPbs); MPaBUIILHOM HCIOIb30-
BaHNEM TEPMUHOJIOTHH, YBEPEHHBIX OTBETAX HA JOIMOJIHUTENBHBIE BOIIPOCHI.

- OIIEHKA «XOPOILI0» BBICTABJISETCS CTYACHTY MPH IOJIHOM OTBETE Ha BONPOC, HATMYMHU OLIMOOK B TEPMHU-
HOJIOTUH, HEYBEPEHHBIX OTBETaX Ha JOMOJHUTEIIbHBIE BOIIPOCHI.

- OLIEHKAa «y/IOBJETBOPUTENILHO» BBICTABIISETCS CTYICHTY IpPU HEMOJHOM OTBETE€ Ha BOMNPOC, HATMYUU
OLIMOOK B TEPMUHOJIOTHH, HEYBEPEHHBIX OTBETAX HA JOMOJIHUTEIbHBIE BOIPOCHI

-OLIEHKA «HEYAOBJIETBOPUTEIBHO» BBICTABIISETCS CTYIEHTY IIPU OTCYTCTBUU OTBETA.

4.2. ®opMBI ¥ OLIEHOUYHBIE CPEJCTBA AJIS IPOMEXKYTOUHOM aTTecTalu

4.2.1. IIpoMexxyTo4Hasi aTTecTalnus NpoBoIUTCs B popme 3auéta

4.2.2. OueHouHbIE CPECTBA AJI IPOMEXYTOUHOM aTTeCTalluu

[Tpumep TunoBoro OMIIeTa Ha 3a4eTe

Tecmosvle 3a0anus:
1. HopMaTuBHBII TOKyMEHT, perIaMEHTUPYIOLINI METObI OLIEHKH 3P PEKTUBHOCTH KOHCEPBAHTOB B
bapmarum:



2. lHCTpYMEHTANIBHBIN CIIOCOO ONpeeneHus: 00IIero MUKpOOHOTo Yrcia BO3ayXa MpU MUKPOOHOJIOTH-
4eCKOM MOHHUTOPHHIe (hapMalleBTUYECKOTO MPON3BOACTBA:

3. Cornacno ['ocynapcrBennoit @apmakonee PO mokazatenem, xapakTepu3yrolieM MUKpOOHYI0 oOceme-
HEHHOCTb HECTEPUJIbHBIX JIEKAPCTBEHHBIX CPE/ICTB, SBISCTCS

4. 1nmuTenbHOCTh MHKYOALUU TIPU OIPEICIIEHUH a9POOHBIX MUKPOOPTaHU3MOB B X0JI€ U3yUCHHUS MHUKPO-
OMOJIOTMYECKON YUCTOTHI:

5. Ilpu onpeneneHny CTEPUIBLHOCTH JIEKAPCTBEHHBIX MPENapaToB /Uil BBIABICHUS adPOOHBIX M aHAdPOO-
HBIX OaKTepui OCEBHI MPOU3BOIIT:

6. BemiectBa, o0najaromuye aHTUMUKPOOHBIM JICHCTBUEM, KOTOPBIE JOOABIISAIOT B JIEKAPCTBEHHBIE TIperia-
paThl AJis IPEeIOTBPALICHHS POCTa U Pa3BUTHI MUKPOOPIaHU3MOB 3TO:

7. TpeboBaHUs K TOMEIIEHUSM ¥ 000PYIOBAHHIO, TJIE OCYIIECTBISIETCS padoTa ¢ MEKpOOpraHu3Mamu 3-4
rpyMbl IATOT€HHOCTH:

1) BHYTpEHHSIS OT/ACJIKA TTOMEIICHUI JTIOJDKHA OBITh YCTOMYMBOW K MHOTOKPATHOMY JIEHCTBHIO MOIOIITUX H

Ne3uHUITUPYIONTUX CPEJICTB

2) obs13aTennbHA MapKUPOBKA 000PYAOBaHUS U MEOETTH C YIETOM «YHCTON» U «3apa3sHOi» 30H
3) Ha BXOJHOH J1BepH Jab0paTopuu JOJDKEH OBbITh 3HAK "bronornueckast OonacHoOCTh'".

4) Bce OTBETHI BEPHbIE

8. MuKpOoOHYIO MOpYy JCKAPCTBCHHBIX MTPEMapaTOB HAN0OJIEE YaCTO BBI3BIBAIOT:
1) cubupesi3BeHHas Majouka
2) X0JepHbIi BUOPHOH
3) TIecHEeBbIE U JPOXIKEBBIE TPHOBI
4) BUpyC rpuIa
9. MeToibl OnpeieieHust MUKPOOHOIOTHUECKON YUCTOTHI BOJIbI OUHUIIEHHOM:
1) mnpsmoro nocesa
2) TayOUHHBIH
3) MeMOpaHHOW QUIbTpaLUH
4) Bce OTBETHI BEPHbIE
10. O6beM uccneaoBaHmii CMBIBOB ¢ pa00OYMX MOBEPXHOCTEH Ha (hapMalleBTHUECKOM MPOU3BOACTBE:
1) onpenenenre HaTUYKUs YPHTEPOBUPYCOB
2)onpenenenue Hanuuus E. coli
3) onpeneneHue HaUMYUs Koudaros
4) Bce OTBETHI BEPHBIE
Cumyayuonnvie 3a0auu
1. ITpy MUKPOOHOJIOTHYECKOM KOHTPOJIE BO/ABI OUHIeHHOH (hunmbTparius 100 M) moxydeHsl cleayronme
pe3yibTaThl: CyMMapHOe KojaudecTBO koysioHWU Ha cpeae Nel mNe2 -150, cpema Ned (DHmo) komoHUH
PO30BBIE CIIU3UCTBIE KOJIOHUH, cpena Nel( — pocta HeT, cpeaa Ne9 — pocTa HET

CrenaiiTe 3aKJIIOYCHUE O Ka4eCTBE JAHHOTO 00paslia B COOTBETCTBUU C TPEOOBAHUSIMH HOPMATHUBHBIX
JOKYMEHTOB™*.

* - oOyyaromeMycs MpeJocTaBIIseTCs JeHCTBYIOIIAs HOPMAaTUBHAS TOKYMEHTALHS
2. B xone ompeneneHnss MUKPOOMOJIOTUYECKOW YHCTOTHI Tal-
JIETOK AaKTUBUPOBAHHOTO YIJISI OCYIIECTBJIEH IIOCEB pa3Bejie-
Hus 10:100 rmyouaHBIM MeToOoM Ha cpeny Ne2. PesymbTarThl,
MOJIy4YEHHBIE 1OCIe UHKYOauu npu temmeparype 22,5+2,5°C
B TEUEHUE 5 CYTOK NPEACTABIEH Ha pUcyHKe. ONpenenuTe Ko-
JIMYECTBEHHOE COJIep’KaHHe TIECHEBBIX U JAPOXKIKEBBIX I'PHOOB
MyTeM Mmojcyera kojioHui Ha cpene Ne 2. Omnpenenure coot-
BETCTBHE TPEOOBAHUSIM neiicteyromeit I'd*.
* - oOydaromeMmycsi TPEeAOoCTaBIACTCS IEHCTBYIOMIAs HOpMa-
THUBHAs JOKYMEHTAIUs
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4.2.3. IlIkana orieHUBaHUS.

Kpurepuu u mkana olleHuBaHUS TECTOBBIX 33/1aHUIL:

91 -100 % mpaBUIBHBIX OTBETOB — 3 Oaia

71 - 90 % npaBUIIbHBIX OTBETOB — 2 Oaiinia,

51 - 70 % npaBuiIbHBIX OTBETOB — 1 Oas,

0 — 50 % npaBmIbHBIX 0TBETOB — () OALIOB.

CutyanuoHHas 3a/1aya:

- 2 Oana BbICTaBJISIETC 00y4YaroLeMycsl IPU MOATBEPXKICHUU C(HOPMUPOBAHHOCTH 3aKpEIICH-
HBIX KOMIIETEHIIUHA, COOTHECEHMSI X C IUIAaHUPYEMbBIMH pe3yJibTaTaMu 00y4eHMs 110 JUCLUIUIMHE U yCTa-
HOBJICHHBIMH KPUTEPUSMH OIlCHUBaHUs. J[OMycKaroTCs HECyIIeCTBEHHBIE OIIMOKH MPHU yueTe pe3ysbTa-
TOB, OCBOEH QJIFOPUTM pabOThl, 00ydaromuiicsa 0€301MO00YHO BOCIIPOU3BOIUT METOINKY; O0yUaroLuiics
yYMEET MPaBUJIbHO YYUTHIBATh U HHTEPIIPETUPOBATH PE3YIbTaT.

- 1 Gann BeIcTaBIsIETCS OOYYAIOMIEMYCs TP YCIOBHSX: OCBOEH MPUHIIMIT PA0OTHI, HO HAPYIIACTCS
[I0CJIEI0BATENbHOCTh JEHCTBUM; JAONYCKAeT HECYILECTBEHHbIE OMIMOKM IpU YydeTe pe3ylbTaToB, HE
MO’KET MHTEpPIPETUPOBATHPE3YIIbTAT.

- 0 GanoB BBICTABIISIETCS 00YYAIOLMIEMYCS TIPH YCIOBUAX: 0OYyUaIOLIMICs HE 3HAeT METOJIUKY, He
COOJIIOaeT MOCIeI0BATEIbHOCTh PAOOTHI, HE YMEET YUUTHIBATh PE3YJIbTAT, HE MOXKET UHTEPIIPETUPOBATh
pe3ynbTar.

CymmapHoe olieHuBaHue pe3ynbraroB: 0-1 0amt — He 3a4TeHo, 2-5 6alIoB — 3a4TEHO.

4.3. CooTBETCTBHE OLCHOYHLIX CPCIACTB HpOMC)KYTOQHOfI aTTcCTaluy I10 AHCHUIIIIMHC (I)OpMI/IpyeMLIM
KOMIICTCHIUAM

Kox kom- Kon nnaukaropa 1ocTuxeHus OrneHouHBIE Cpe/ICTBA IPOMEKYTOUHOM aTTeCTaluu
HETCHINU KOMIIETCHIIUU TectoBble 3ananus
IIK-1 NATIK-1.1 +
NATIK-1.2 +
NATIK-1.3 +
I1K-2 NATIK-2.1 +
NATIK-2.2 +

4.4. Kpurepun oneHku c(OpMHUPOBAHHOCTH KOMIIETCHIIMM B paMKax MPOMEXKYTOYHOW aTTECTAllUU T10

JTUCLUILINHE

Kon unnuka- | CtpykTyp-
Kpurepun onieHkr cOpMUPOBAHHOCTH KOMITETEHLIUU
Kox xom- | Topa goctu- | HblE BiIeMEH-
METEHIMHN | KEHHSI KOM- | Tbl OLIEHOY-
He cpopmupoBana CcdopmupoBana
MeTeHINH HBIX CPEJICTB
[IK-1 TecToBbIe Ha ypoBHe 3Hanui Ha ypoBHe 3HaHui

VUIITK-1.1 3a/laHus - He 3naer mpuHmmns! u no- | - 3HaeT NPUHLUIBI U TOPS-

JUIK-L. CuryauMoH- | psSAOK IPOBEIEHUS MHKpPO- | IOK IPOBEINEHHUS MHKPO-

Has 3aj1a4a OMOJIOTUYECKOTO MOHUTOPHH- | OMOJIOTMYECKOTO ~ MOHMTO-

TectoBble ra Ha (apmaleBTHUECKOM | puHra Ha (apmaleBTHue-

NATK-1.2 3a7aHus MIPOU3BOJICTBE, KOHTPOJIb | CKOM TIPOU3BOJACTBE, KOH-

CHTyanMoH- | YCIOBHM NPOU3BOJCTBA, MHMK- | TPOJIb YCIOBHM IPOU3BOJ-

Has 3a7ja4a POOHOTIOTUYECKHIT KOHTPOJIb | CTBA, MUKPOOMOJIOTHYECKHI

TecToBbIE KauecTBa ChIPbsl, MUKPOOUO- | KOHTPOJIb KauecTBa ChIPbS,

WATIK-1.3 3a1aHUS JIOTUYECKUII KOHTPOJIb Kaye- | MUKPOOMOJOTHYECKHI KOH-
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Curyanuon-
Has 3aJa4a

CTBa BOJBI OUHIIEHHOM, BOJIBI
JUIS. UHBEKIIUI, KOHTPOJIb Ka-
4eCcTBa TOTOBBIX JICKAPCTBEH-
HBIX CpEJICTB, BKIItOUasi Tpa-
BWIa oTbopa mpoo.

Ha ypoBHe ymeHnuii:

- He ymeer orGupath o0pas-
Il JICKAPCTBEHHBIX CPEICTB,
HCXOJHOTO CBHIpbS U OOBEK-
TOB IPOU3BOJICTBEHHON Cpe-
JIbl 17151 MUKPOOHOJIOTHYECKO-
T'0 KOHTPOJISI

- He ymeer wucnonb3oBath
METOJIMKH HCIIBITAaHHs 00pa3-
LIOB JIGKAPCTBEHHBIX CPEICTB,
HCXOJIHOTO CBIPhSi U OOBEK-
TOB TPOU3BOJCTBEHHON cpe-
JIbI TI0 MUKPOOHMOJIOTHICCKUM
MOKa3aTessimM

TPOJb KauyecTBa BOJBI OYHU-
IICHHOW, BOABI ISl WHBEK-
UM, KOHTPOJIb KadecTBa
TOTOBBIX  JICKAPCTBEHHBIX
CPEIICTB, BKJIIOYas IpaBHIia
ot0opa mpo0O.

Ha ypoBHe ymeHnii:

- YMmeeT oTOUparh 00pasibl
JIEKAPCTBEHHBIX  CPEJICTB,
UCXOJHOTO CBIPbSl U O0BEK-
TOB IIPOU3BOACTBEHHOMN
Cpenbl Jii MUKPOOUOJIOTH-
YECKOTO KOHTPOJIS

- YMeeT HCHonb30BaTh Me-
TOJUKH HCIBITAaHUS 00pa3-
1IOB JIEKapCTBEHHBIX
CPE/ICTB, MCXOJHOTO CBIPHA
U OOBEKTOB  MPOU3BOJ-
CTBEHHOU Cpeabl 110 MUKPO-
OMOJIOrMYecKUM MOKa3aTe-
JISIM.

[1K-2

WJIK-2.1

TecToBhIe
3a7aHus
Curyanuon-
Has 3aj1a4a

WJITK-2.2

TectoBBIC
3aJIaHus
Curyanuon-
Has 3ajJaya

Ha ypoBHe 3HaHuii:

-He 3Haer  HOpMaTuBHO-
IIPaBOBYIO 0a3y Kacarollyrcs
o0LIMX METOJ0B OLIEHKH Ka-
4ecTBa JIEKapCTBEHHBIX
CPEICTB, OpPraHu3alllUd MUK-
POOHOIOrMYECKOTO MOHMTO-
pUHra IIPOU3BOACTBEHHOMN
Cpelpl BAIMJALUUU  MUKPO-
OMOJIOTMYECKUX METOTUK.

Ha ypoBHe ymeHuii:

- He ymeer wucnomab3oBarb
HOPMAaTUBHBIE JOKYMEHTHI 110
KauecTBY, CTaHAApTU3aLUU U
cepTU(QUKAIMKA TPOAYKTOB U
W3IEIUN Ui TIPOBEICHUS
HCCIEA0BAHUM, ydeTa W HH-
TeprpeTanuu

Ha ypoBHe 3Hanuii:

-3HaeT HOPMAaTUBHO-
IpaBoOByl0 0a3zy Kacaroury-
10cs OOIIMX METOJOB OLIEH-
KM KauecTBa JIEKapCTBEH-
HBIX CPEJICTB, OpraHU3aluu
MHUKPOOHOJIOIHYECKOI0 MO-
HUTOPUHIA MPOU3BOJICTBEH-
HOM  cpeapl  BalMJaluu
MUKpPOOUOJIOTUYECKUX — Me-
TOJIUK.

Ha ypoBHe ymeHnii:

- Ymeer UCHOJIb30BaTh
HOPMAaTUBHBIE  JTOKYMEHTbI
[0 KauyecTBy, CTaHAapTH3a-
UM U cepTH(UKALUU TPO-
JIYKTOB ¥ M3AEIUHN VIS IIPO-
BEJICHUS UCCIIEJOBaHUH,
ydyeTa M HMHTEpIpeTaluu
pe3yJbTaToB

Komnerenius cunraercsi cpopMUpOBaHHOM Ha ypoBHE TpeOOBaHUMN K TMCUUIUIMHE B COOTBETCTBUHU C 00-

pa30BaTEIbHON IPOrPAMMOM, €CJIHM 10 UTOTaM IMPUMEHEHHsI OLIEHOYHBIX CPEJCTB IPOMEKYTOUYHOM aTTe-

CTallu WJIN UX OTACIIBHBIX 3JICMCHTOB PE3YJIbTAThI, ACMOHCTPUPYCMBIC O6y‘I&IOH.IHMC5I, OTBCYAKOT KpHU-

TepHio CPOPMUPOBAHHOCTH KOMITETEHITUH.

Ecnu no uroram HpOBC,Z[GHHOfI HpOMe)I(YTO‘{HOﬁ aTTeCTalluu XOTA OBl OJIHa U3 KOMIIETSHIIUM HE C(I)OpMI/I-
poBaHa Ha YPOBHC Tpe60BaHPII>i K JUCHUIIIIMHE B COOTBCTCTBUHU C O6paSOBaTCHBHOI>'I nporpaMMoﬁ (pe-
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3yJbTaThl O0YYaIOIIETOCs HE COOTBETCTBYIOT KPUTEPHIO C(OPMHUPOBAHHOCTH KOMIIETEHITMH), 00ydaro-
MEMYCA BBICTABJISICTCA «HC 3aYTCHO».

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

1. MukpoOHOJOrHYeCKUii KOHTPOJIb Ha (hapMalleBTHYECKOM ITPOU3BOJICTBE U B alTeKaxX: yueOHOEe MOCo-
oue / B.B. HoBukosa, H.B. Jloamopoga, Ilepms, 2015. — 37 c.
2. MeTtoauveckure mMaTepuaibl (IIPe3eHTAIIMOHHOE COIPOBOXKJICHUE 10 pa3jieiaM JUCHHUIUIMHBI, Ta0JIu-

IIBI).
6. YueOHast 1uTepaTypa Ajs 00y4arouXCcs M0 TUCIUTITHHE

6.1.  OcHoBHas nuTepaTypa.

1. TocynapctBennas ¢papmakomnes Poccuiickoit @enepauuu / M3 PO. — XIV uzn. — T.1. — Mocksa, 2018.
— 1814 c. http://www.femb.ru/femb/pharmacopea.php

2. T'ocynapctBennas ¢apmakornes Poccuiickoit @enepauuu / M3 PO. — XIVuza. — T.3. — Mocksa, 2018.

— 5187 c. http://www.femb.ru/femb/pharmacopea.php
3. Ipuxaz Munnpomtopra Poccun ot 14.06.2013 N 916 (pex. ot 18.12.2015) "O6 yrBepxknenuu IIpa-

BUJI HaJuIeXkaleld mpou3BoAcTBeHHOM nmpakTuku" (3apeructpupoano B Muntocte Poccun 10.09.2013 N
29938) // www.consultant.ru.

AJICKTPOHHbBIC U3/IAHUS:
4. lllexosnosa, H. B. Mukpo61o10ru4eckuii KOHTPOJIb KauecTBa JEKApPCTBEHHBIX CPEACTB [DJEKTPOH-
HBII pecypc] : yaeoHoe mocooue / H. B. IllexoBnoBa. — DeKTpOH. TEKCTOBBIE JaHHBIE. — CaparoB : AW
Ilm Ap Memua, 2019. — 239 «c¢. — 978-5-4497-0064-3. — Pexum jocrymna:
http://www.iprbookshop.ru/83271.html*

5. l'anpiakun, B. A. OcHOBBI papManieBTHYECKOW MUKPOOHOIOTHH [ DIIEKTPOHHBIN pecypc] : yueOHoe mo-
cobue / B. A. TanbiakuH. — DnekTpoH. TekcToBble AanHble. — CII6. : [Ipocnexkt Hayku, 2017. — 304 c.
— 978-5-903090-14-3. — Pexxum goctyna: http://www.iprbookshop.ru/79981.html*

6.2. JlonmotHUTENbHAS TUTEpATypa.

OJICKTPOHHBIC U31aHUA:

1. [MutaTenbHble cpeabl AJII MUKPOOHOIOTMYECKOTO KOHTPOJI KauecTBa JIEKAPCTBEHHBIX CPEJCTB U MU-
IIEBBIX MPOAYKTOB [ DIEKTPOHHBIN pecypc] : cripaBounuk / B. A. Taneiakun, H. A. 3aukuna, B. U. Koue-
posen, U. 3. KypbanoBa. — DnextpoH. TekctoBble AanHble. — CII6. : [Ipocnext Hayku, 2016. — 336 c.
— 5-903090-01-X. — Pexum pocryna: http://www.iprbookshop.ru/35867.html *

2. 'abunoBa, A. O. AHanu3 MUKpOOHOJIOTMUYECKOTO PHCKA B NMPOU3BOACTBE MUILEBBIX MPOJYKTOB U Jie-
KapCTBEHHBIX TpenapaToB [IIeKTPOHHBIN pecypc] : yuebHoe mocodue / A. 3. ['abunosa ; mox pex. B. A.
lanbiakuH. — DnektpoH. TekcroBbie AaHHbie. — CIIO. : IIpocnexkt Hayku, 2016. — 304 c. — 978-5-
906109-35-4. — Pexxum noctymna: http://www.iprbookshop.ru/80053.html *

*/locmyn uz uumanvroeo 3anra oubruomeku @PI'EOY BO III'®DA

7.MaTepuajibHO-TeXHHYecKasi 0a3a, ”HPOPMALIMOHHBbIEC TEXHOJIOTHH, IPOrPAMMHOE
ol0ecrieyeHne 1 HH(POPMALMOHHBIE CIPABOYHbIE CHCTEMBbI

Jlnist mpoBeIeHUs] KOHTAKTHOM paboThI ¢ 00Y4aIOMMHCA UMEIOTCS ydeOHbIe ayJUTOPUN Il TPOBEACHUS

3aHATUH JCKIIMOHHOI'O THUIIA, 3aHATHI CCMHUHAPCKOI'0 THUIIA, I'PYIIIOBBIX U MHAUBUAYAJIBHBIX KOHCYJIbTA-
I_[I/II\/'I, TEKYHIEro KOHTPOJIA U HpOMG)KyTO‘-IHOfI aTTeCTalluM, a TAKXKC IIOMCIICHUA IJIsI XPaHCHHUA U HpO(bI/I-
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JTAKTHYECKOT0 OOCITYKUBaHMs Y4eOHOT0 000pyI0OBaHMsI, TaOOpaHTCKash KOMHaTa, OOKC JJI TTOCEBOB, aB-
TOKJIaBHAs, MOCYHASI.

[Tomemienust obecrieueHbl BEHTHIISIUEH, BOAOIPOBOJIOM, T'a30- U AJIEKTPOCHA0KEHUEM 000PYIOBaHbI HE-
ob0xomumoii Mmebenpio. VX ycTpoiCTBO, OCHAIIEHHE B 000pYyI0BaHNE 00ECIICYNBACT COOIOICHUE MPABUIT
¥ HOPM TEXHUKHU 0€30MacHOCTH NP paboTe ¢ MUKPOOPTraHU3MaMH.

HeoOxonuMoe ocHalieHue: cTolibl (3prOHOMUYHbIE KOMOMHUPOBAHHBIE), CTOJIbI KOMITBIOTEPHBIE, CTOJIBI
JUIS OIIBITOB (9KCIIEPUMEHTOB), CTOJI JIAOOPATOPHBIN C HABECHOU MOJIKOM, MIKa(bl U1 MOCYbI, AJIs MUTa-
TEIbHBIX CpeJ, U1 PEaKTUBOB, I0CKA ayJUTOpHAas 3-X cTBOpUaTasi.

Heobxooumas annapamypa, npubopwi, uncmpymenmol, nocyoa: 6oxc namuHapasiii BABn-01"Jlamunap-
C, mukpockonsl buomen C-2, repmocrarst TJI-4 Ne 2 (0+55), xononunsuuku "buproca-6, crepuinzatop
napoBoii BK-30-01, mkad cyxoxapooit FD53, o6myuarenu OBHe-450, nuctumsaropsr [1-25, Becs na-
6opatopusie BM-153, BoasgHble 06aHu, 3IEKTPOIUTUTHI, HeHTpudyru, neacuromerp "Jlencu-Jla-Metp",
PH-metp PH 150 MU, npubop naboparopusiii aciuparop I1Y-1b,, npubop BakyymMHOro (hUiIbTpOBaHUS
[IB®-47/3b, Ttepmobans nadoparopuas TXK Th 1/12, nabopaTopHas nmocyaa (MpoOWpKH, MUIETKUA T'pa-
IyupoBaHHbIE, yaiku [leTpu, mpeaMeTHbie U OKPOBHBIE CTEKIIA), HAOOPHI KpacUTENel U PEaKTUBOB, IH-
TaTeNbHbBIE CPEIbl, IMMEPCUOHHOE MACJIO, OaKTEepHUaIbHBIE METIH, IINATEIH, TPYIIH, TMHIIETHI, CIUPTOB-
KH, IITaTUBBI, JIOTKH, MeXaHW4deckuii 1o3atop Proline 1-kanansubii 100-1000 Mk,

JUia mpoBeneHUs pslia 3aHATHH UCHOJIb3yeTcs MyJIbTUMEIUNHHBIN Komiuiekc (HoyTtOyk HP, mpoekrop
Acer P5280, monutop 17" ViewSonic, nocka uarepaktuBHas ScreenMedia [PBoard JL-9000-101).

14



AHHOTAIIUSI PABOYEH TPOT'PAMMBI JIJUCHUTLIAHBI

b1.B.JIB.6.2 MukpoOHOI0THYECKHE METOIbl aHATIN3A JICKAPCTBEHHBIX CPEJICTB
Kox n HaumeHOBaHMe HANPaBJIeHUsI MOATOTOBKHU, npopuis: 18.03.01 Xumuueckas TexHoyorus, Xu-
MUYecKasi TEXHOJIOTUS JIeKapPCTBEHHBIX CPEJICTB.
KBamndukanus (creneHb) BHINYCKHUKA: OakaaBp.
dopma o0yuyeHusi: O4Hasl.

®opmMupyemasi KOMIIETEeHIUS:

IIK-1. CnocobeH 1 roToB OCYIIECTBIATh TEXHOJIOTMUECKUN MPOLECC B COOTBETCTBUM C PETJIAMEHTOM U
HCII0JIb30BaTh TEXHUYECKHE CPENCTBA /Il U3MEPEHUSI OCHOBHBIX IapaMETPOB TEXHOJIOTMYECKOTO IIpO-
1[ecca, CBOMCTB ChIPbs U IPOLYKLUH.

NAIIK-1.1. [TpoBoauT paboThl 10 OTOOPY U YUETY 00pa3IOB JICKAPCTBEHHBIX CPEACTB, HCXOIHOTO CHIPhS
U YIIAaKOBOYHBIX MaTE€pPHAJIOB, IPOMEXKYTOUYHON IMPOIYKIIMU U OOBEKTOB POU3BOACTBEHHOMN CPE/ibl B TOM
qucie, ¥ 10 MUKpPOOHOJIOrMYECKONW YUCTOTE

NAIIK-1.2. [IpoBoauT UCHBITaHUS OOPAa3IOB JIEKAPCTBEHHBIX CPEICTB, UCXOJAHOTO CHIPbSl U YIaKOBOY-
HBIX MaTE€PUAJIOB, IPOMEKYTOYHOH MPOTYKINU U 0OBEKTOB MPOU3BOACTBEHHON CPEABI B TOM YHUCIIE, H IO
MHUKPOOHOIOTUYECKON YUCTOTE

NTIK-1.3. IIpoBoauTt pa3paboTKy, MOATOTOBKY M AKCIUTYaTAI[MI0 YHCTHIX MOMEIICHUHA U 000PYIOBaHU
U1 IPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEACTB, BKIHOYAs MUKPOOHOIOTHYECKUA MOHUTOPUHT

[1K-2. I'0TOB HCII0JIb30BaTh HOPMATUBHbIE JOKYMEHTSHI 110 KaU€CTBY, CTAaHAAPTU3ALUU U CepTUDUKALIIH
IIPOLYKTOB U U3JEJINN, JIEMEHTBI DKOHOMUYECKOT0 aHAJIN3A B IIPAKTUYECKON AESITEIbHOCTH.

NTIK-2.1. YyacTByeT B npolecce JOKYMEHTUPOBaHUS (apMalleBTHYECKON CUCTEMbl KauecTBa.
NATIK-2.2. [IpoBOAUT ayauT KadecTBa W CAMOWHCIEKIUU (hapMaIeBTUYECKOrO MPOU3BOACTBA, KOH-
TPaKTHBIX POU3BOAUTEIIEH U MOCTABILUKOB.

O0bem n MecTo AUcHUILVINHBI B cTpykType OIIOII:

JucuunnuHa otHocutes K BapuatuHoi yactu OINOII (nucuumnimza o BeiOOpy), ocBauBaercs Ha 4 Kyp-
ce (8 cemecTp), B COOTBETCTBUU C Y4E€OHBIM IUTAHOM OOIIasi TPYAOEMKOCTh JUCIHUILIMHBI B 3aYETHBIX
eIMHUIIaX cocTaBisieT 72 yaca/ 2 3. e.

Coaeprxanue IUCHUIINHBI

Paznen 1. Opranuzamus paboTel MUKpoOuonoruueckoi yadopatopun. Tema 1.1 Opranuzanus paboTbI
MHUKpoOHonorndeckoit nadoparopun. buonornyeckas 6ezonacuocts B coorsercTBuM ¢ CanlluH 3.3686-
21 «CaHuTapHO-3MUAEMHUOIOTHYECKHE TPeOOBaHUS 10 TPODHUIAKTHKE NHPEKIIMOHHBIX 00JIe3HEI

Tema 1.2 Buyrpennuii naboparopsbiii koHTposb (BJIK). OcnoBuble mapamerpsl BJIK, Haznauenwue.
HopMaTtuBHas 1okyMeHTalus U BHYTPEHHHMH JTOKyMEeHTO00opoT nabopatopuu, kacatomuiics BJIK. Co-
BPEMEHHBIN JIe3UH(EKTaHThl — Ha3HAUYEHUE, KiIacCupUKalusi, 0cCOOEHHOCTH mpuMeHeHus. Portanus nes-
uHpekTaHToB. Onpernenenre 3QPeKTUBHOCTH Ie3UH(PEKTAHTOB.

Paznen 2. Mukpobuonoruueckuii KOHTposIb Ha (apMaleBTH4eckoM Ipou3BoJcTBe. KOHTposb ycinoBuit
npousBoAcTBa. Tema 2.1 Mukpobuonoruueckuii KOHTpoJIb Ha (hapMaleBTUYECKOM Ipou3BozcTBe. Kon-
TPOJb YCIOBHM IPOM3BOJACTBA: BO3AYIIHAs CPEAa MPOM3BOACTBEHHBIX MOMEIIEHHM, BCIIOMOTATEIIbHbIE
MaTepuaibl, TEXHUUYECKOE OCHAIIEHHE MPOM3BOACTBEHHOr0 Ipoliecca (000pyaoBaHue, MOCyAa, UHCTPY-
MeHTBI). MUKpOOHOI0rHYeCKUii MOHUTOPUHT B OTHOILIEHHH MEPCOHAJIa, 3aHATOr0 Ha (hapMaleBTHUEeCKOM
MPOU3BOACTBE. MOHUTOPUHT CTEPUIIbHBIX MoMelleHnid. HopMaTuBHas NOKyMEHTalMsl, perjaMeHTHPYIO-
1asi KOHTPOJIb yCJIOBHMH mpou3BojacTBa. Tema 2.2 MukpoOuosiornyeckuii KOHTposib Ha (apmarieBTuye-
CKOM Mpou3BoJcTBe. KOHTpONb KauecTBa ChIpbs. BUIBI CBHIPbs, UCIONIB3YEMOro B (hapMaleBTHYECKOM
MIPOM3BOJCTBE. BHUIIbI KOHTPOJIS KadecTBa ChIpbs. MeTobl MUKPOOMOIOTHYECKOTO KOHTPOJIS KadyecTBa.
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HopmatuBHas nokymeHnranuus. MukpoOuosoruyeckasi Y4ucToTa CyOCTaHIMM M BCIOMOTaTENIbHBIX BELIECTB
JUTSL TIPOU3BOJICTBA JICKAPCTBEHHBIX MpenapaTtoB. MUKPOOHMOIOTHIECKUI KOHTPOJIb KA4eCTBa BOJBI OYH-
menHo#, Boabl it nabekui. ®C 2.2.0020. 18 Boaa ounmennas, nuabeknuii. @C 2.2.0019.18 Bona misg
HHBEKIIUN

Tema 2.3. MukpoOuosgoruyeckuii KOHTPOJIb Ha (papMaleBTUUIECKOM Mpou3BoacTBe. KOHTpOIbh KauecTBa
rotoBbIX JekapcTBeHHbIX cpenactB (IJIC). HopmatuBHas noKyMeHTaIus, periiaMeHTHPYoIas KOHTPOIb
kauectBa JIC. [ToaroroBurenbubie padoTel. PaboTa ¢ TecT-mraMmMamMu MUKpOOpranu3MoB. OnpezneneHue
aHTUMUKpPOOHOTO nericTBus obpasma. Ot6op mpob. Tema 2.4. ODC 1.2.4.0002.18 Mukpobuosiornaeckas
grcToTa. MeTo/1bl KOTMYECTBEHHOTO OIpeieIeHHs adpOOHBIX OaKkTepuit U rpudoB.

Tema 2.5. ODC 1.2.4.0002.18. MukpoOuonorudeckas yncrora. OnpeneneHne OTAeNbHbIX BUIOB OaKTe-
puii. YCcoBusl KyJbTHBHPOBAHUS. YUET M UHTepIpeTanus pe3yapTatoB. OcOOEHHOCTH ONpeaesICHIsI MUK-
POOHOIOrHYECKON YMCTOTH HIMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB, COACPIKALINX KHUBBIC
Mukpoopranu3mel. Tema 2.6. ODC 1.2.4.0003.15 CrepunbHOCTb. METO/IbI ONPEICNICHUS CTEPUITBHOCTH.
[TutaTenbHble Cpelibl, UCTIOIb3YEMbIE IJIs1 KOHTPOJISl CTEPHIIBHOCTH. Y CIOBUS KyJIbTUBUPOBAHUS. YUET U
untepnperauus pe3ynbraroB. ODPC 1.2.4.0006.15 bakrepuanbHble 3HI0TOKCUHBI.

Tema 2.7. Ucnionp3oBaHHEe MHKPOOHOIOTHYECKUX MeTOA0B B oreHke kadectBa JIC. ®C 1.2.40010.18
OmnpeneneHve aHTUMHUKPOOHOW aKTHMBHOCTM AaHTUOMOTUKOB MertoAoM nuddysuum B arap. OC
1.2.40011.15. Omnpenenenne >PGEKTUBHOCTH aHTUMHKPOOHBIX KoHcepBaHTOB. ODC 1.2.40012.15.
Omnpenenenne conepkaHusi BATAMHHOB B MHOTOKOMITOHEHTHBIX JICKAPCTBEHHBIX Ipernaparax MUKpPOOHo-
norudeckum meroaoM. Tema 2.8. Banunarnus mukpoouonorndeckux meroauk ODC 1.1.0021.18

Tema 2.9. Banunanus mukpoouonornyeckux meroguk O®C 1.1.0021.18.

®opMa NpPoMeKYyTOUHOI aTTeCTAllMU — 3a4eT.
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