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COJEP)KAHUE

[lepedeHp muaHUPyEMBIX Pe3yIbTATOB OOYUEHHS 1O AUCHHUILIMHE, COOTHECEHHBIX C Ija-
HupyeMbIMu pe3ysbrataMu 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 pe3yabTaTamu ocBoeHusi OIIOII BO

Kox nannka-

HaumenoBanue ug-

Pe3ynbrarel 00y4yeHus,

Kon xomrie- HaumenoBanue TOpa IOCTH- COOTHECEHHBIE C UH/IU-
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 oT0OpYy U y4€ry 00- | - 3HaeT NPUHLKIIBI U MO-
TEXHOJIOTUYECKHI PasUoB  JIEKAPCTBEH- | ook MpoBeEHNs MUK-
mpoiecc B COOT- HBIX CPEJICTB, MCXOJ-
pol PEACTE, a POOHOIOTHYECKOTO  MO-
BETCTBUU C perja- HOTO CBHIPbSI U YIaKO-
MEHTOM U UCTIOJIb- BOYHBIX MaTepHaios, | [ ATOPHHIA Ha (bapma-
30BaTh  TEXHHUYE- MIPOMEKYTOUYHON HEBTHICCKOM  ITPOHU3BOA-
CKHE CpelCTBa IJIs HPOAYKIIMA M OOBEK- | CTBE, KOHTPOJb YCIOBUMA
U3MEpEeHUs oc- TOB IPOU3BOJCTBEH- | MPOM3BOJACTBA, MHKPO-
HOBHBIX TIapaMeT- HOH cpelsl B  TOM | GuoIOrHuUeCKHii KOH-
POB TEXHOJOTHYE- 4uene, M MO MHKPO- | o wagectBa ChIphA,
CKOro  Tpolecca, OMOJIOTUYECKOW YHC- .
. MUKPOOUOJIOTUYECKUN
CBOMCTB CBIpbSI U TOTE
MPOAYKIIHH. NIIK-1.2 [IpoBoauT MCTIBITAHUS KOHTPOJIb KaHCCTBa BO-
00pasuoB  yekaper- | Abl  OYHMILCHHOMH, BOJBI
BCHHBIX CPEJCTB, WC- | Il MHBEKLMH, KOH-
XOIHOI'O CBIPBA, IIPO- | TPOJIb Ka4eCTBA I'OTOBBIX
MEKYTOYHOH IPO- | jrekapCTBEHHBIX CPE/CTB,
Aykuun - H 06T’GI§TOB BKJIIOYAs IPABUIA OTOO-
MIPOU3BOICTBEHHOM
pa mpoo.
Cpelbl B TOM 4YHUCIE, U .
0 MMKpPOOHOJIOrHuYe- Ha ypoBHe yMeHuUi:
CKOIf YHCTOTE - YMeet or6upath 00-
VITIK-1.3 TposomuT paspaGor- | PA3IbI JIEKAPCTBEHHEIX
Ky, TONFOTOBKY W CpeZLCT% HCXOJIHOTO ChI-
SKCrTyaTammo - | PP 1 00BEKTOB mpoms-
TBIX [OMEICHHH & BO,[[CTB6CHHOI/I Cpe.bl IS
oGopynoBammss s | MAKPOOHONOrIIECKOro
MPOU3BOJICTBA JIEKap- K(;;ITPOM
CTBEHHBIX  cpencTs, | - MEET HCIOIb30BaTh
BIJTIOUAs  MHKPOGHO- M6CT0I[I/IKI/I UCTIBITAHUS
norudeckuii Momnuro- | ©OPa3LOB JCKAPCTBCH-
pUHT. HBIX CPEJICTB, UCXOTHOTO
CBIpbSl M OOBEKTOB IPO-
U3BOJICTBEHHOM Cpeibl
10 MUKpOOHOJI0THYe-
CKUM TTOKA3aTeNsIM.
IK-2 l'oto ucmonp3o- | [1K-2.1 VYuactByeTt B iponiec- | Ha ypoBHe 3HaHMIA:

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

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

3HaHWE  HOPMATHUBHO-
MpaBoBOM 0a3bl, Kacaro-
mielicss oOIIMX METOJIOB
OIIEHKH Ka4yeCcTBa JeKap-




Kox nannka- PesynpTaTel 00yueHUs
A HH]L HanmenoBanue nn- Y ya ’
Kox xomrre- HauMmenoBanue TOpa 10CTH- COOTHECEHHBIE C MHIU-
JIUKaTopa J0CTHXe-
TEHIIUU KOMIIETEHIINU JKEHUS KOM- KaToOpamMu JOCTHUKEHUS
HUSA KOMIIETEHIIUNA
HETEHIINN KOMIIETEHIIA U
cepTuduKau [1IK-2.2 [IpoBoauT ayauT Ka- CTBEHHBIX CpEICTB, Op-
MPOJIYKTOB U U3- YyecTBa U CAMOUH- TaHu3alid  MUKPOOHO-
JIEITUIH, SJIEMEHTBI CIieKIuu apmaren- JIOTHYECKOT'O  MOHHUTO-
3KOHOMHUYECKOT'O TUYECKOIO MPOU3BOJI- | pUHra IPOU3BOJICTBEH-
aHalv3a B MMpakK- CTBa, KOHTPAKTHBIX HOM cpefibl

TUYECKOU Jes-
TEJILHOCTH.

MPOU3BOAUTENEN U
MIOCTaBUIMKOB

- YMeeT HCHOIB30BaTh
HOPMAaTUBHBIE JOKYMEH-
Thl 0 Ka4ecTBY,
JapTu3alud U cepTudu-

CTaH-

Kaluu IIPOJYKTOB U W3-
JEeNUi Ui NPOBEACHUS
VCCIICIOBAHNM, ydeTa M
VUHTEPIPETALNHA 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. CrpykTypa AMCIUILINHBI

O0bem JMCHHMIIMHBI, YAC. dopma Texy-
KonTtakTHas padora 1ero KOHTPO-
N/ HaumeHnoBanue B o0y4yaromuxcs ¢ npe- Jisl ycreBaeMo-
e pa3ieioB, TeM cero nogasatesjiem no Bu- | CP | cTu, mpomexy-
acoe AaM y4yeOHBbIX 3aHATHI TOYHOM aTTe-
J ‘ J3 ‘ 113 cTauuu
Cemecmp Neb
Pazgen 1 | Opranuzamusi pabOTBl  MHKPO- 10 4 4 2
OMOJIOTNYECKO 1TabopaToOpHH
Tema 1.1 | Opranuzauus paboThl MHKpO- 5 2 2 1
Ouosoruueckod  JabopaTopuu.
buonorunyeckas 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. [Joxymentanusa. Co- o)
BPEMEHHBIH  J1€3MH(EKTaHTHI.
Poranus nesundexrantos. Orn-
penenenrie YQEKTUBHOCTH JIE3UH-




Ne i/

HaunmenoBanue
pa3uesioB, TeM

O0beM TUCHUIJIMHBI, Yac.

Bcero
4acoB

KonrakTHas padora
o0yuarouuxcsi ¢ nmpe-

nmojgaBarTteJieM 110 BU-

AaM y4eOHbIX 3aHATH I

JI

J3

113

CP

®opma TeKy-
1Iero KOHTPOo-
JIfl ycreBaeMo-
CTH, IPOMEKY-
TOYHOM aTTe-
cTranuu

(heKTaHTOB.

Paspnen 2

Muxkpobuoaoruueckuit KOH-
TPOJdb Ha (hapMaleBTUYECKOM
npousBoacTBe. KoHTposb ycio-
BUI IPOM3BOJICTBA.

60

16

30

14

Tema 2.1

MukpoOHOoIOTHYECKUI KOH-
TpOib Ha (apMaleBTUICCKOM
npousBojacTBe. KoHTpousb ycno-
BM NPOU3BOACTBA. MOHUTOPHUHT
CTEpUIIbHBIX MoMenieHui. Hop-
MaTUMBHAsl JOKYMEHTAlMsl, per-
JAMEHTUPYIOLasi KOHTPOJIb YC-
JIOBUH MPOU3BOJICTBA

Tema 2.2

MukpoOHOIOTHYECKUI KOH-
TPOIb Ha (HapMaIeBTHUECKOM
npousBojacTBe. KoHTponb Kkaue-
CTBa ChIpbsi. MukpoOHoiIoruue-
CKHM KOHTpPOJb KauyecTBa BOJbI
OYMIIEHHOMN, BOJIBI [IJII MHBEK-
maii. dC 2.2.0020. 18 Bopna
ounmennas. ®C 2.2.0019.18
Bona g1 uabexkmi

Tema 2.3

Muxkpobuonaoruueckuit KOH-
Tpoib Ha (hapMaleBTUYECKOM
npousBojacTBe. KoHTponb kade-
CTBAa TOTOBBIX JIEKAPCTBEHHBIX
cpencte  (JIC). HopwmarusHas
JOKYMEHTAIINS, periIamMeHTu-
pyromias MBK koHTpons Kaue-
ctea JIC. IloaroroBurenbHble
paboter. OT60p TPOd

Tema 2.4

OdC 1.2.4.0002.18 Muxpobuo-
JIOTUYECKasT YHCTOTa. MEeTOoBI
KOJIMYECTBEHHOI'O OMPEIEIICHUS
a’poOHBIX OakTepuil U rpuOOB.

Tema 2.5

ODC 1.2.4.0002.18. Mukpobuo-
Jornyeckas urcrora. Onpenaene-
HUE OT/ICJIbHBIX BUJIOB OAKTEPUH.
OcobenHoctu oTpe/IeTICHUS
MHUKPOOHOJIOTUYECKOH YHCTOTHI
MMMYHOOHOJIOTHYECKUX JIeKap-
CTBEHHBIX IIPENApPaTOB, COIEP-
KaX JKHUBBIC MHUKPOOpPTraHW3-




O0bem IMCHHUIIMHBI, YaC. ®opma TeKy-

KonrakTHas padora 1ero KOHTPOo-
No 11/ HanmenoBanue o0yuarouuxcsi ¢ nmpe- JIfl ycreBaeMo-
g pas3aenoB, TeM Beero noaasarejieM 1o BH- CP | cru, npomexy-
Hacos AaM y4eOHbIX 3aHATH I TOYHOM aTTe-

JI J3 113 CTaluH

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 | Mcrionp30BaHUEe  MHUKPOOHOJIO- 7 2 4 1
IMYECKUX METOJIOB B OLICHKE
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
MHOTOKOMIIOHEHTHBIX JIEKapCT-
BEHHBIX IpernapaTax MHUKpPOOHO-
jgorudyeckum metojgoM. Ocoben-
HOCTH u3ydeHus kayecrsa MbII

Tema 2.8 | Banunamms MUKpPOOHOJIOTH ) 2 2 1 0
yecknx Metoguk ODC 1.1.
0021.18

[IpomexyTouHas aTTecTalus 2 2 3auer

Bcero: 12 20 34 18

Ipumeuanue: onpoc (O).

3.2. ConeprxaHue QUCHUIUINHBI

Paznen 1. Opranu3zanus paboTel MUKpOOHOJIOrMYECKOM 1abopaTopun

Tema 1.1 Opranuzamnus paGoTel MUKpOOHOJIOrHUECKON abopaTtopuu. buosiornuyeckas 6€30MacHOCTb B
cootBeTcTBUM ¢ CanlluH 3.3686-21 «CanutapHo-3n11eMuoiornyeckue TpeOoBaHus 1Mo NpoduIaKkTHKE
MH(EKIMOHHBIX 00JIe3HEH»

Tema 1.2 Buyrpennuii naboparopuslii koHTpodb (BJIK). OcnoBuble mapamerpsl BJIK, HazHauenwue.
HopmartuBHas JOKyMeHTalusi 1 BHYTPEHHUH JHOKyMEHTO00OpoT snaboparopuu, kacaromuiics BJIK. Co-
BPEMEHHBIN J1e3MH(EKTaHThl — Ha3HaYeHMe, Kiaccudukanus, 0oCOOEHHOCTH NpuMeHeHus. Potauus ne-
3uH(pekTaHToB. Onpenenenue 3QHeKTUBHOCTH 1€3UHPEKTAHTOB.

Paznen 2. MukpoOHOIOrHYecKUil KOHTPOJIb Ha (hapMalleBTHYeCKOM Ipou3BozcTBe. KoHTpoab ycinoBuit
MIPOU3BOJICTBA.

Tema 2.1 MukpoOuonornyeckuii KOHTpOJIb Ha (hapMaleBTUYECKOM IMpou3BojcTBe. KoHTposb ycnoBwuii
MIPOM3BOJICTBA: BO3/YIIHAS Cpela MPOU3BOIACTBEHHBIX MMOMEIICHNH, BCIIOMOTaTeIbHbIe MaTepHalbl, TeX-
HUYECKOE OCHAIIEHHE MPOM3BOJICTBEHHOTO Ipolecca (000pyroBaHUe, MOCYAd, HHCTPYMEHTHI). MuKpo-
OMOJIOTUYECKUIT MOHUTOPHUHT B OTHOIICHUH INEPCOHANA, 3aHATOTO Ha (papMaleBTHUECKOM MPOU3BOCTBE.
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MOHUTOPUHT CTEpWIbHBIX MoMenieHnii. HopmartuBHas nOKyMEHTalus, perjiaMeHTUPYIOIIash KOHTPOJIb
YCJIOBUY MTPOU3BOJICTBA.

Tema 2.2 MukpoOHOIOTHYECKUIT KOHTPOIb Ha (hapMaIleBTUYECKOM MPOU3BOJCTBE. KOHTpOJIb KauecTBa
CBIPBSl. BUBI CHIPBs, UCIIOIB3YEMOTO B (hapMalleBTUIECKOM MPOU3BOACTBE. BUIbI KOHTPOIS KauecTBa
CBIPBSl. MeTOIbI MUKPOOHOJIOTHYECKOTO KOHTPOJIs KadecTBa. HopmaTuBHas nokyMmeHTarms. Mukpoouno-
JIOTUYECKass YUCTOTa CYOCTaHIIM M BCIIOMOTATEIbHBIX BEIIECTB JUISl MPOM3BOJICTBA JIEKAPCTBEHHBIX
npenapatoB. MUKpOOHOIOTHYECKHI KOHTPOJIb KauecTBa BOABI OYMIIICHHOM, BOJBI g HHbeKIud. OC
2.2.0020. 18 Bona ountuennas, uapekuii. ®C 2.2.0019.18 Bona 11 nHBbEKIIHA

Tema 2.3. MuKkpoOHOIOTHYECKUN KOHTPOJIb Ha (hapMarieBTHIECKOM Mpou3BoacTBe. KOHTpOIh KaduecTBa
rotoBbIxX JiekapcTBeHHbIX cpenacTB (I'JIC). HopmaTtuBHas noKyMeHTaIusl, periiaMeHTUPYIONIasi KOHTPOIIb
kauectBa JIC. [ToaroroButensubie padboThl. PaboTa ¢ TecT-mraMmaMu MUKpoopranu3mMoB. OmnpenencHue
AaHTUMUKPOOHOTO JeiicTBHS 0Opasna. OT6op mpod.

Tema 2.4. ODPC 1.2.4.0002.18 MukpoOuoaornyeckast YucTora. MeTopl KOJIMYECTBEHHOTO ONpezene-
HUS a9POOHBIX OaKTepHii U TPUOOB.

Tema 2.5. ODC 1.2.4.0002.18. Mukpobuosornueckas yncrora. OnpeaeneHne OTACIbHBIX BUIOB OaKTe-
puil. YcrnoBus KyIbTUBUPOBAaHUS. YUET U HMHTEpHpeTanus pe3yibraroB. OCOOEHHOCTH OMpeeiIeHUs
MUKpPOOUOIOTMYECKON YHCTOTHl MMMYHOOHOJIOTUYECKUX JIEKAPCTBEHHBIX IMPENnaparoB, COJAEPKaIINX
KUBBIE MUKPOOPTaHU3MBI.

Tema 2.6. OOC 1.2.4.0003.15 CrepunbHocTb. MeTOapl onpeneneHus cTepuibHOCTU. IlutarenbHbie
Cpelibl, UCTIOJb3YEMBbIE ISl KOHTPOJISI CTEPUILHOCTH. Y CIIOBHUS KYJbTUBUPOBAHUA. YUET U UHTEPIpETa-
uus pe3ynbraroB. ODOC 1.2.4.0006.15 bakrepuanbHble SHTOTOKCHUHBI.

Tema 2.7. Vcnons3oBaHue MUKpOOHOJIOTMUYECKUX METOJ0B B oueHke kadecta JIC. ®C 1.2.40010.18
OmnpeneneHre aHTUMHUKPOOHOW aKTUBHOCTH aHTHOMOTHUKOB MeTozoM nud¢y3mn B arap. OC
1.2.40011.15. Onpenenenue 3pPpeKTUBHOCTH aHTUMUKPOOHBIX KOHcepBaHTOB. ODC 1.2.40012.15. On-
peneneHue cofepKaHusi BATAMUHOB B MHOTOKOMITOHEHTHBIX JIEKAPCTBEHHBIX Mpernaparax MUKpPOOUoIIo-
THYECKUM METOJIOM.

Tema 2.8. Bammnamus mukpoouonormaeckux Mmeroguk OPC 1.1.0021.18

4. DoHJ OLIEHOYHBIX CpEeACTB MO TMCHUIIJINHE

4.1. ®opmMbl 1 MaTepHalbl TEKYIIETO KOHTPOJISA

4.1.1. B xozne peamu3zanuu quctuniansasl 51.B.J1B.6.2 «MukpoOuonornuyeckue MeTo/Ibl aHaIN3a JIeKapCT-
BEHHBIX CPEJICTBY» MCIIOJIb3YIOTCS Cleayromue GOpMbl TEKYILEro KOHTPOJIS yCIeBaeMOCTH 00ydaroIuX-
csi: onpoc.

4.1.2. OrieHOYHBIE CPEICTBA TEKYIIETO KOHTPOJIS YCIIEBAEMOCTH

Tema: «ODC 1.2.4.0002.18 MukpoOuonoruyeckass 4uctora. MeTo/ibl KOJIMYECTBEHHOTO ONpEACICHHUS
a’pOoOHBIX OakTepuii U TpubOB. OmnpeeneHne OTASTbHBIX BUIOB OaKTEPHI»

1. Muxkpodnopa HecTEepUIbHBIX JIEKAPCTBEHHBIX (opM. HcmplTaHMe Ha MHUKPOOHOJIOTMYECKYIO
YUCTOTY.

1. XapakrepucTHKa TECT-IITAMMOB MUKPOOPTaHHW3MOB, UCIOJIb3yeMBIX IpH oleHke kadecTBa [JIC u
CBIPBS.

2. IlurarenbHbIE cpenbl, UCTIOIB3yEeMbIE Ui MUKPOOHOIOTHUECKOTo KOHTpost kadectBa ['JIC u cripbs
— XapaKTepUCTHKA.

3. IMurarenbHBIE Cpenbl, UCTIOIB3yEMbIC T MUKPOOHOIOTHYeCKOro KOHTpos kauecTBa ['JIC U ChIpbs
- OLIEHKA Ka4eCTBa.



4. OrmpeneneHnue aHTUMUKPOOHOTO JIEMCTBUS UCIBITYEMOro o0pasla — Lejlb, METO/Ibl ONpPEAETICHUS aH-
TUMHUKPOOHOTO EHCTBUSA, YUET M MHTEPIIPETAIHS PE3yIbTAaTOB.

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 TpeOOBaHUS K KAayeCTBY JIEKAPCTBEHHBIX CPEJICTB AJIi IMPUMEHEHHMs MECTHO, Ha-
PY’XKHO, HHTpaBaruHaJIbHO B COOTBETCTBUU ¢ AehcTBytoen ['O 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
CHHM3HTD B IIPOIIECCE MPEIBAPUTEIBHOI 00pabOTKH B COOTBETCTBUU C AeiicTByromei ['d PO.

11. PexomeHayemble TpeOOBaHMs K KaueCTBY JIEKAPCTBEHHBIX PACTUTENBHBIX CPEICTB MJIU 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. PexomeHnayemble TpeOOBaHUS K KauyecTBY MPOOMOTHKOB Ui IIpUE€Ma BHYTPb, WHTPABAarMaHJIbHO
(mmounM3atel, CyCeH3UH, MOPOLIKU) U JUIsl IPUEMa BHYTPb, MHTPABArMHAJILHO, PEKTAJILHO (Ta0JIeTKH,
CYIIIO3UTOPHUH, KATICYJIbl) B COOTBETCTBHH ¢ AeicTBytomeil '@ PD.

15. Pexomenayemsble TpeGoBanusa k kauectBy WJIII, comeprkamiux MHAKTUBUPOBAHHBIE MUKPOOPraHH3-
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 CPEJCTB Ul U3y4EHHS CBOMCTB MPOAYKLUHU (CBIPBS); MPAaBUIBHOM HCIIOJIb30-
BaHNEM TEPMUHOJIOTHH, YBEPEHHBIX OTBETAX HA JOMOJIHUTENBHBIE BOIIPOCHI.

- OIICHKA «XOPOILI0» BBICTABJISETCS CTYACHTY IPH IOJIHOM OTBETE HA BOIPOC, HAINYUU OIINOOK B TEPMHU-
HOJIOTHH, HEYBEPEHHBIX OTBETaX Ha JOMOJHUTENIbHBIE BOIIPOCHI.

- OLIEHKAa «y/IOBJETBOPUTENILHO» BBICTABISETCS CTYIACHTY IpPU HEMOJHOM OTBETE Ha BOMNPOC, HATUYUU
OLIMOOK B TEPMUHOJIOTHH, HEYBEPEHHBIX OTBETAX HA JOTIOJIHUTEIbHBIE BOIPOCHI

-OLIEHKA «HEYJOBJIETBOPUTEIHHO» BBICTABIISIETCS CTYIEHTY IIPU 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

Tecmosuvle 3a0anus:
1. HopMaTuBHBIIM TOKyMEHT, perIaMEHTUPYIOLINI METOABI OLIEHKH 3()(PEKTUBHOCTH 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

Ne3uHUIUPYIONTUX CPEIICTB

2) obsi3aTenbHA MAPKUPOBKA 000PYIOBaHMS U MEOCIIH C YIETOM «UUCTON» U «3apa3HOi» 30H
3) Ha BXOJHOH JBepH J1abopaTopyu JOJKEH ObITh 3HAK "Brosornueckas onacHOCTS".

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) TayOMHHBIA
3) MeMmOpaHHOI QHILTPALUH
4) Bce OTBETHI BEpHBIE
10. O6bem uccaenoBaHuit CMBIBOB C pabOUYUX MOBEPXHOCTEN Ha (papMalleBTUYECKOM MTPOU3BOJICTBE:
1) onpenenenre HaTU4YKs S HTEPOBUPYCOB
2)omnpenencuue Hanmnuus E. coli
3) onpeneneHue HaTMYUs Koudaros
4) Bce OTBETHI BEPHBIE
Cumyayuonnvie 3a0auu
1. ITpu MUKPOOHOTIOTUYECKOM KOHTPOJIE BOABI ouuIiieHHOH (punpTpanus 100 mi1) moxydeHsl clieayrolne
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 00pa3ila B COOTBETCTBHU C TPEOOBAHHUSIMH HOPMATHBHBIX
JOKYMEHTOB™*.

* - o0ydarolemMycs pe1oCcTaBIseTCs ASUCTBYIONAsi HOpPMaTHUBHASL JJOKYMEHTAIUS
2. B xone ompeneneHnss MUKPOOMOJIOTHYECKOW YMCTOTHI Tal-
JIETOK aKTUBUPOBAHHOTO YIJISI OCYIIECTBJIEH IIOCEB pa3Bejie-
aus 10:100 riryOuHHBIM MeTooM Ha cpeny Ne2. PesynbTarsl,
MOJIy4YEHHBIE MOCiIe UHKYOauu npu temmeparype 22,5+2,5°C
B TEUEHHUE 5 CYTOK NPEACTABIEH Ha puUcyHke. Onpenenure Ko-
JIMYECTBEHHOE COJIep’KaHHe TUIECHEBBIX U JAPOXKIKEBBIX I'PHOOB
MyTeM Mmojcyera kojioHuM Ha cpeae Ne 2. Omnpenenure coot-
BETCTBHE TPEOOBAHUSIM neiictByromeit 'd*.

* - oOyyaromemMycsi TpeIoCTaBIseTCs ACUCTBYIONAs HOpMa-

TUBHAA JOKYMCHTAIHUA

10



4.2.3. llIxana orleHNBaHUsA.

Kpurepuu u mkana olieHuBaHUS TECTOBBIX 331aHUI:

91 -100 % mpaBUIIBHBIX OTBETOB — 3 Oaya

71 - 90 % npaBWIBHBIX OTBETOB — 2 Oasia,

51 - 70 % npaBWIBbHBIX OTBETOB — 1 Oa,

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

CutyaunoHHas 3ajaJa:

- 2 Oajuta BBICTaBISICTCS OOy4aromeMycst Py HOATBEPkKIACHUH C(HOPMHPOBAHHOCTH 3aKPEILICH-
HBIX KOMIIETCHIIMH, COOTHECEHHUS UX C IUIAHUPYEMBIMH pe3ylbTaTaMi 00y4eHHs 110 TUCIUILIMHE 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 Gann BeIcTaBIIETCS O0YYAIOMIEMYCs ITPH YCIOBHSX: OCBOEH MPUHIIMIT PA0OTHI, HO HAPYIIACTCS
MIOCJIEIOBATENbHOCTh JICHCTBUI; JOMYCKaeT HECYIIECTBEHHbIE OINMOKM NpU y4eTe pe3yJbTaToB, HE
MOXET HHTEPIPETHPOBATHPE3yIbTaT.

- 0 GayuoB BBICTaBISETCS OOYUAIOIIEMYCSI IPU YCIIOBUSX: O0Y4YaIOIIMICS HE 3HAET METOJIUKY, HE
COOJIIO/IaeT MOCIIEI0BATEIBHOCTh PA0OTHI, HE YMEET YUUTHIBATh PE3YIbTaT, HE MOXKET HHTEPIPETUPOBATh
pe3ynbTar.

CymmapHoe onieHnBanue pe3yapTaroB: 0-1 6amr — He 3auTeHo, 2-5 6aoB — 3a4TEHO.

4.3. CooTBEeTCTBHE OLCHOYHLIX CPCIACTB HpOMC)KYTO‘{HOﬁ aTTeCTaluy I10 AHCHHUIIIIMHC Q)OpMpreMLIM
KOMIICTCHIUAM

Kox kom- Kon nnaukaropa 1ocTuxeHus O1neHOYHBIE CpEJICTBA IPOMEKYTOUHOM aTTeCTalluK
HETCHINU KOMIIETCHIIUU TectoBble 3ananus
I1K-1 NATMK-1.1 +
NATK-1.2 +
NATK-1.3 +
I1K-2 NATK-2.1 +
NTIK-2.2 +

4.4. Kpurepuu oreHKH cC(HOPMHUPOBAHHOCTH KOMIIETCHIIMM B paMKax MPOMEXKYTOYHOW aTTECTAlUU IO

JUCLUIIIINHE

Kox unnuka- | CtpykTyp-
Kpurepun onieHkr cOpMUPOBAHHOCTH KOMITETEHLIUU
Kox xoM- | TOpa moctu- | HbIE DIIEMEH-
IIETEHIIUH | JKEHUs KOM- | Tbl OLEHOY-
He cpopmupoBana CcdopmupoBana
MIETEHLINH HBIX CPEJICTB
[K-1 TecTtoBbIe Ha ypoBHe 3nanuit Ha ypoBHe 3HaHui

VUTITK-1.1 3a/1aHUs - He 3naer mpuHmmns! u no- | - 3HaeT NPUHLUIBI U MOPS-

AUIK-L. CuryauMoH- | pSAOK IPOBEIEHUS MHKpPO- | IOK IPOBENEHUS MHKPO-

Had 3a7a4a OMOJIOTUYECKOTO MOHUTOPHH- | OMOJIOTMYECKOTO ~ MOHMTO-

TecToBble ra Ha (apmaleBTHUECKOM | puHra Ha (QapmaleBTHUe-

NATIK-1.2 3a/1aHus IIPOU3BOJCTBE, KOHTPOJIb YC- | CKOM IIPOU3BOJCTBE, KOH-

CHTyanMoH- | JOBHH IIPOU3BOJCTBA, MHMK- | TPOJIb YCIOBHM IPOU3BOJ-

Has 3a7a4a POOHOTIOTUYECKHIT KOHTPOJIb | CTBA, MUKPOOMOJIOTHUECKHI

TecToBBIE KauecTBa ChIPbSl, MUKPOOUO- | KOHTPOJIb KauecTBa ChIPbS,

WTIK-1.3 3aJ]aHUS JIOTUYECKUI KOHTPOJb Kade- | MUKPOOUOTIOTHYECKUA KOH-
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Curyanuon-
Has 3aJada

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

Ha ypoBHe ymeHnuii:

- He ymeer orGupath o6pas-
bl JICKAPCTBEHHBIX CPEICTB,
HCXOJTHOTO CBHIpbS U OOBEK-
TOB IPOU3BOJICTBEHHOU Cpe-
JIbl 17151 MUKPOOUOJIOTHYECKO-
T'O KOHTPOJISI

- He ymeer wucnonb3oBarh
METOJIMKH HCIIBITaHHs 00pa3-
LIOB JIGKAPCTBEHHBIX CPEICTB,
HCXO/IHOTO CHIPbSi U OOBEK-
TOB MPOU3BOJCTBEHHON cpe-
JIbI TI0 MUKPOOHOJIOTHICCKUM
MOKa3aTessiM

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

Ha ypoBHe ymeHnii:

- YMmeer oTOuparh 00pasibl
JIEKapCTBCHHBIX  CPEJICTB,
UCXOJHOTO CBIPbSl U O0BEK-
TOB IIPOU3BOACTBEHHOMN
Cpenbl Jii MUKPOOUOJIOTH-
YECKOT0 KOHTPOJIS

- YMeer HCnonb30BaTh Me-
TOAUKH HCIBITAaHUS 00pa3-
1IOB JIEKapCTBEHHBIX
CPEJIICTB, MCXOJHOTO CBIPhS
U OOBEKTOB MPOHU3BOJACT-
BEHHOU cpelpl MO0 MHKpPO-
OMOJIOTMYeCKUM TOKa3aTe-
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 Kacarollyrocs
Oo0LIMX METOJI0B OLIEHKH Ka-
4yecTBa JIEKapCTBEHHBIX
CPEICTB, OpPraHu3alud MHUK-
POOHOIOrMYECKOTO MOHMTO-
pUHra IIPOU3BOACTBEHHOMN
Cpelpl BAIMJALUUU  MUKPO-
OMOJIOTMYECKUX METOTUK.

Ha ypoBHe ymeHuii:

- He ymeer wucnomb3oBarb
HOPMAaTUBHBIE JOKYMEHTHI 110
KauecTBy, CTaHAApTU3aLUU U
cepTU(QUKAIMKA TPOAYKTOB U
W3JEIUN Uil TIPOBEIACHUS
HCCIEA0BAHUM, ydeTa U HWH-
TeprpeTanuu

Ha ypoBHe 3Hanuii:

-3Haer HOPMaTUBHO-
npaBoByl0O 0a3zy Kacato-
myrocsi  oOIUX  METOJIOB
OLICHKM KadecTBa JIEKapCT-
BEHHBIX CPEJICTB, OpraHu3a-
UM MHKpPOOUOJIOTHYECKOTO
MOHMTOPHHIa TMPOU3BOJCT-
BEHHOH cpenpl BalWJaluu
MUKpPOOUOJIOTUYECKUX  Me-
TOJIUK.

Ha ypoBHe ymeHnii:

- YMeeT HCIONb30BaTh
HOPMAaTUBHBIE  JTOKYMEHTbI
[0 KauyecTBYy, CTaHAapTH3a-
UM U cepTH(UKALUU TPO-
JIYKTOB ¥ M3AEIUN JUIsl IIPO-
BEJICHUS UCCIIEJOBAHUH,
ydyera M HMHTEpIpeTaluu
pe3yJIbTaToB

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 no uroram HpOBC,Z[CHHOfI HpOMe)I(YTOQHOﬁ aTTeCTalluu XOTA OBl OJIHa U3 KOMIIETSHIIUM HE C(I)OpMI/I-
poBaHa Ha YPOBHC Tpe60BaHPII>i K JUCHUIIIIMHE B COOTBCTCTBHHU C O6p8.30B3.TCJ'IBHOfI nporpaMMoﬁ (pe-
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3yJbTaThl O0YYaOIIETOCs HE COOTBETCTBYIOT KPUTEPHIO C(HOPMHUPOBAHHOCTH KOMIIETCHIIMH), 00ydJaro-
MEMYCA BBICTABIISICTCA «HC 3aYTCHO».

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, Ilepms, 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 ¢apmaxomnes: Poccuiickoit @eneparuu / M3 PO. — XIV u3a. — T.1. — Mocksa, 2018.
— 1814 c. http://www.femb.ru/femb/pharmacopea.php

2. T'ocynapctBennas ¢apmakores Poccuiickoit @enepanuu / 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] : yaeoHOoe mocooue / H. B. IllexoBnoBa. — DIeKTpOH. TEKCTOBBIE JaHHbIE. — CaparoB : AW
Ilm Ap Memua, 2019. — 239 «c¢. — 978-5-4497-0064-3. — Pexum pgocrymna:
http://www.iprbookshop.ru/83271.html*

5. l'anbiakun, B. A. OcHOBBI papMarieBTHYECKOW MUKPOOHOIOTHH [ DIIEKTPOHHBIN pecypc] : yueOHoe mo-
cobue / B. A. TanbiakuH. — DnekTpoH. TekcTtoBble AanHbie. — CII6. : [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. ITutarenpHble cpenbl 11 MUKPOOHMOIOTHYECKOTO KOHTPOJIS KayecTBa JIEKAPCTBEHHBIX CPEACTB U IH-
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 mocryna: http://www.iprbookshop.ru/35867.html *

2. 'abunoBa, A. O. AHanu3 MUKPOOHOJIOTMYECKOTO PHCKA B NMPOU3BOACTBE MUILIEBBIX NMPOIYKTOB U Jie-

KapCTBEHHBIX TpenapaToB [DJIEKTPOHHBIN pecypc] : yuebHoe mocodue / A. 3. ['abunosa ; mox pex. B. A.
laneiHKUH. — DnekTpoH. TekcToBbie ganHble. — CII6. : TIpocmekt Haykm, 2016. — 304 ¢. — 978-5-
906109-35-4. — Pexwum poctyma: http://www.iprbookshop.ru/80053.html *

*/locmyn uz uumanvroeo 3ana oubruomexu @PI'EOY BO IIT'®DA

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

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

3aHATUH JCKIIMOHHOI'O THIIA, 3aHATHI CCMUHAPCKOI'0 THUIIA, I'PYIIIOBBIX U MHAUBUAYAJIIbHBIX KOHCYJIbTA-
I_[I/II\/'I, TEKYHIEro KOHTPOJIA U HpOMG)KyTO‘-IHOfI aTTeCTalluM, a TAKXKC IIOMCIICHUA IJIsI XPaHCHUA U HpO(l)I/I-
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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 MOJIKOHM, 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, muxpockonsl buomen C-2, repmocrater 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 acniuparop 11Y-1b,, npubop BakyymMHOro (hUIBTPOBAHUS
[IB®-47/3b, Tepmobans nadoparopuas TXK Th 1/12, nabopaTopHas nmocyaa (MpoOUpKH, MTUIETKUA T'pa-
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, MeXaHW4Yeckuii 1o3atop Proline 1-kanansabii 100-1000 Mk,

JUia mpoBeAeHUs pslia 3aHATHM UCHOJb3yeTCs MYJIbTUMEIMMHBIN KoMiuleke (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
U YIAaKOBOYHBIX MaTepHaJIOB, IPOMEKYTOUHON IPOAYKIIMHU U OOBEKTOB POU3BOJCTBEHHON CPEbl 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 IIPOU3BOJICTBEHHOM CPEIbI B TOM YHCIIE, U TI0
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 KadecTBa W CAMOWHCIEKINU (hapMareBTUYECKOrO MPOU3BOACTBA, KOH-
TPaKTHBIX MPOU3BOAUTENIEHN U MOCTABILUKOB.

O0bem n MecTo AucnuIUIMHBI B cTpykType OIIOII:

Jucuuninuza otHocutes K BapuatuHoi yactu OINOII (nucuumnimza o 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 6ezonacnocts B coorBercTBuM ¢ CanlluH 3.3686-
21 «CaHuTapHO-3UAEMHOIOTHYECKHE TPeOOBaHUS 110 MPOGUIAKTHKE HHPEKITMOHHBIX OOJIE3HEN

Tema 1.2 Buyrpennuii naboparopsbiii koHTposib (BJIK). OcnoBuble mapamerpsl BJIK, Haznauenwue.
HopMaTtuBHas 1okyMeHTalus U BHYTPEHHHUI AOKyMEHTO000OpoT jaboparopuu, kacaromuiica BJIK. Co-
BPEMEHHBIN J1€3MH(PEKTaHThl — Ha3Hau€HUe, KilacCu(puKalys, 0COOEHHOCTH NpuMeHeHus. Portauus ne-
3uH(pekTaHToB. Onpenenenue 3pHeKTUBHOCTU 1€3UHPEKTAHTOB.

Paznen 2. MukpoOHOIOrHuecKuil KOHTpONIb Ha (apMalleBTHYeCKOM Mpou3BoAcTBe. KOHTpoab yciaoBuit
npousBoAcTBa. Tema 2.1 Mukpobuonoruueckuii KOHTpoJIb Ha (hapMaleBTUYeCKOM IpousBozcTBe. 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 Mpou3BoJcTBe. KOHTpOIb KauecTBa ChIpbs. BUIBI CBHIPbs, UCIONB3YEMOro B (hapMalieBTUYECKOM
MIPOM3BOJCTBE. BHU/IbI KOHTpOJIS KadecTBa ChIpbs. MeTo/bl MUKPOOHMOIOTHUECKOTO KOHTPOJIS KadecTBa.
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HopmatuBHas nokymenranus. MukpoOuosornyeckasi Y4ucToTa CyOCTaHIMM 1 BCIOMOTaTENIbHBIX BELECTB
JUISL TIPOU3BOJICTBA JICKAPCTBEHHBIX MpenapaTtoB. MUKPOOHMOIOTHYECKHI KOHTPOJIb Ka4eCTBa BOJbBI OYH-
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-
POOMOIIOTUYECKON YUCTOTHI UMMYHOOHOJIOTHYECKHIX JICKAPCTBEHHBIX MPENapaToB, COASPIKAIINX JKUBBIC
Mukpoopranu3mel. Tema 2.6. ODC 1.2.4.0003.15 CrepunbHOCTb. METO/IbI ONPEICNICHUs] CTEPUITBHOCTH.
[TuTaTenbHble Cpelbl, UCTIOIb3YEMbIE 711 KOHTPOJISl CTEPUIIBHOCTH. Y CIOBUS KyJIbTUBUPOBAaHUS. 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. Onpenencuue 3¢ HEKTHBHOCTH aHTUMUKPOOHBIX KoHcepBaHTOB. ODC 1.2.40012.15. Omn-
penencHue coAepKaHusl BUTAMIUHOB B MHOTOKOMITOHCHTHBIX JICKQPCTBEHHBIX IpermapaTax MHKPOOHOIIO-
rugeckuM Metonom. Tema 2.8. Bamumanust mukpoouonornuyecknx metoauk ODPC 1.1.0021.18

Tewma 2.9. Banuaanus mukpoouosorunueckux meroguk ODC 1.1.0021.18.

®opMa NpPoMeKYyTOUHOI aTTecTallMU — 3a4eT.
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