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Mpy paspaboTke paboyeidr nporpammbl yuyebHOW Aaucuunauubl (mogyns) B1.0.32 Wctopus
(hapmauumn B OCHOBY MOJIOXEHbI:
1) ®rOC BO no HanpaBneHUo NoaroToBku (cneumnanbHoctn) 33.05.01 dapmayumsa

YTBEPXAEHHbIA MUHNCTEPCTBOM 06pa3oBaHnst U Haykn PO «27» mapTa 2018 r.

2) Y4yebHblli nnaH no cneyuanbHoctM 33.05.01 dapmauumsa (ypoBeHb cneyuanuTeTa),
HanpaBfieHHocTn 02 3gpaBooxpaHeHue (B cihepe ob6palleHMs NeKapCTBEHHbLIX CPeAcTB M ApPYrux
TOBApOB anTe4yHOro acCopTUMEHTA)

YTBEPXAEHHbI y4yeHbIM coBeTom PIBOY BO TIMY MuH3gpaBa Poccum «26» mapta 2021 .,

MpoTokon Ne 5.

Paboyas nporpamma gucumnauHel b1.B.[1B.04.02 MexXayHapofHble CcTaHAapTbl MPOU3BOACTBA
NeKapCTBeHHbIX CpefCcTB 0f06peHa Ha 3acefaHnn Kadeapbl hapmaymm

oT« /9 » Q& _20tf r. MpoTokon Ne KO

3aBeaytownin Kahegpoii n 1l YcTnHoBa J11060Bb
y N BUKTOpOBHa
(nognwce) (P.N.0)

Paboyas nporpamma AaucumnanHbel (mogyns) bB1.B.AB.04.02 MexayHapoaHble CTaHAapThl
NMpon3BOACTBA IeKapCTBEHHbIX cpefacTs YMC no cneumnansHoctn 33.05.01 dapmayns

oT« () » QW 202V r. lNMpoTokon Ne ¥ ~
Mpeacepatens YMC M. M. LiBeTKOBa
(nognuck (®.N.0)
PaspaboTunku:
AccuUcTeHT CannkoBa AHacTacusa AnekcaHipoBHa
(3aHMMaemast AOMKHOCTb) (.1.0))
JoueHT CtenaHoB Cepreii BuktopoBuy

(3aHMMaeMast JOMKHOCTb) (nognwce) Y0)



2. BBOOHAA HUACTb

2.1. Uenb n 3agayun ocBoeHns auncunnnuHbl (moayns) 51.B.4B.04.02 MexayHapoiHble
CTaHapTbl MPOM3BOACTBA JIEKAPCTBEHHbIX CPeACTB

Llenb ocBoeHus yuebHOl aucumnnuHbl (mogyns) bB1.B.4B.04.02 MexayHapoaHble
CTaH4apTbl NPOWM3BOACTBA JIEKAPCTBEHHbIX CPEACTB COCTOUT B OBMAfeHUN 3HAHUAMM OCHOBHbIX
(haKTopoB, BAUAKOWNX Ha 3PHEKTUBHOCTb AEACTBUSA JIEKAPCTBEHHbIX MpenapaToB npu  Ux
NPOMbILLUIEHHOM W anTe4YHOM MPON3BOACTBE.

Mpwv aTOM 3afa4aMn AUCUUNTINHBI ABNIAKOTCA:

- MPUOBpPEeTEHME CTYAeHTaMW 3HaHWA O CcTpaTernm pasBuUTUS (apMaLeBTUYHECKON U
MEAMLIMHCKOM MPOMbILLISIEHHOCTU Ha nepuog Ao 2020 rofa v AanbHENLLYO NepcrneKTmBY

- 00yyeHMe CTY[EHTOB TMPUMEHEHUIO BaXKHEMLLMX  MeXAYHapoAHbIX CTaH4apToB, Ha
KOTOpbIX 6a3npyeTcs hapMaLeBTUYeCKOe NPOU3BOACTBO

- 0BNajeTb 3HaHUAMU U YMeHUAMU B cdepe MpPUMEHEHUSA Hajexalnx MnpakTuk
npoussoacTea (GMP, GDP).

2.2. MecTto aucumnnmHbl (moayns) 61.B.4B.04.02 MexayHapo4Hble CcTaH4apThbl

NPOM3BOACTBA JIEKAPCTBEHHbLIX CPEACTB OTHOCUTCH K BapuaTMBHOM 4acTu AUCLUNIUH MO BbI6OpY
crneunansHoctn  33.05.01  dapmauya  (ypoBeHb  cneumnannTeTa),  HanpasfeHHocTn 02
3apaBooxpaHeHne (B cdepe obpalleHuss NeKapCTBEHHbIX CPeACTB U APYrvMx TOBapOB anTevyHoro
accopTUMeHTa)
2.2.1. AucumnnuHa (mogynb) bB1.B.4B.04.02 MexayHapoiHble CcTaHAapTbl MPOM3BOACTBA
NEKapPCTBEHHbIX CPeAcTB OTHOCUTCA K 4YacTh, (OopMUPYeMOM y4yacTHMKaMu 06pa3oBaTeslbHbIX
OTHOLLIEHNI OCHOBHOM 06pa3oBaTe/IbHOM MporpaMMbl BbICLLEr0 06pa3oBaHMs MO CreyyasibHOCTH
33.05.01 dPapmauua (ypoBeHb crieuymanuTteta), HanpassieHHocTM 02 3ppaBooxpaHeHue (B ciepe
obpaLleHnsA NeKapCTBEHHbIX CPeACTB M APYrvX TOBAPOB anTeyHOro acCopTUMEHTA)

2.2.2. Ana vsyyeHns gucuunnmHel (mogyns) B1.B.4B.04.02 MexayHapofHble CTaH4apThbl
MPOV3BOACTBA JIEKAPCTBEHHbBIX CPEACTB He0OXO4MMbI C/eAyloline 3HaHUSA, YMEHUA U HaBbIKW,
(hopMUpyemMble MPeALeCcTBYHOLWMMN ANCUUNTIMHAMU:
dapmaleBTHUUECKAA TEXHOIOTUSA
3HaHVA: TeopeTUYeCKMe OCHOBbI W3rOTOB/IEHUS PAa3/INYHBIX JIeKAPCTBEHHbLIX (opM. Tunbl w
CTPYKTYpPbl TEXHWYECKOWN AOKYMEHTaLUMUN: 3aKOHbI, MPUKasbl, MHCTPYKLMMW, PeraMeHTbl.

YMeHUSA: WM3roTaB/MBaTbh Pas/iNyHble JIeKapCTBeHHbIE (OPMbl, MPOBOAUTL COOTBETCTBYHOLLME
pacuyétbl. HaxoguTb Heo6XOAMMYHKD WHMOPMAaLUIO MO M3rOTOB/IEHWUIO JIEKAPCTBEHHbLIX ()OPM B
pa3/IMyYHbIX UCTOYHMKAX (HayyHaa iMTepaTypa, TEXHUYecKasd JOKYMEHTaUNA, UHTEPHET).

HaBblku: BnafieTb HaBblKaMy paboTbl C HOPMAaTUBHO-TEXHUYECKON AOKYMeHTauuen, CBSA3aHHON ¢
(hapmaLeBTUYECKMM MPOUN3BOACTBOM, COCTAB/MATb PErNIAMEHTbI N UHCTPYKLNN.

dapmakonormng

3HaHVA: MexaHW3Mbl BCaCblBaHWS W BbIBEAEHWA JIEKAPCTBEHHbIX BeLLeCTB. TpaHCrnopT BELLECTB
yepes K/IETOYHbIe MeMbpaHbl. BuoTpaHchopmaums. PapMakoOKMHETMKA U (hapMaKoANHAMUKaA.
YMeHVsA: aHa/IM3MPOoBaTb (PAPMaKOKMHETUYECKNE KPUBbIE, ONpefenATb PacCTBOPUMOCTb BELLIECTB,
paccynTbIBaTb OTHOCUTE/IbHYHO BMOMOTMYECKYH0 LOCTYMHOCTb.

HaBblkv: BfiafieTb HaBblKaMu [Masv3a, OMpeaesieHns pacTBOPUMOCTW, AUPHRY3UN NPU OLEHKE
3 (PeKTUBHOCTY NIeKaPCTBEHHbIX MPENapaTos.

2.3. TpeboBaHMA K pe3y/nbTatam O0CBOeHUs aucumnnuHbl (mogynsa) B1.B.AB.04.02
MexLyHapoAHble CTaHLaPTbl NMPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB

OcBoeHve gucumnavHel  (mopyns) B1.B.AB.04.02 MexagyHapoiHble  CTaHAapThl
NPON3BOACTBA JIeKAPCTBEHHbLIX CPEeACTB Hanpas/ieHO Ha gopmupoBaHMe Yy 06y4valoLmxcs
CNeayroLmnX KomneTeHumi



HNHnukaTopsl TOCTHKEHUS TPOGECCHOHATBHBIX KOMITETEHIIUN

IIpodeccrnonanbubiii crangapt [lpukaz MunucTepeTBa Tpyaa U conuanbHoM 3amuThl P@ ot 9 mapTta 2016 1. Ne 911 "O0 yTBep)KIeHIH
npodeccronanbHOro cranaapra «lIposuzopy

OT® A7 Kpamuduuupoannas papMalieBTHUECKAs IOMOLIb HACEIEHUIO, MALIUEHTAM MEANLIMHCKUX OPTaHU3alui, padoThl, YCIyTH N0 AOBEACHUIO
JIEKaPCTBEHHBIX MPENapaTOB, MEAULIMHCKUX U3AEIUN, APYTUX TOBAPOB, PA3PELIEHHBIX K OTIYCKY B AITEYHBIX OPraHU3aLUsAX, 10 KOHEYHOTO

noTpeOuTens
Tun u Bux 3aga4 npodecCHOHANBHOM AEATENbHOCTH
DapMalieBTUUECKUI
Tpynosasi pyHKnus Koa u HanmeHoBaHue HNuaukaTops! 10CTHKeHHS NPO(ECCHOHATBLHOH KOMNIETEeHIIHH
npogdeccuoHAIbHOU
KOMIIETEHIIHH
BBINYCKHUKA
A/05.7 Usrotosnenue | [IK-1. Ciocoben NI TIK-1, IIpoBOANUT MEPOTIPHUATHS 1O TIOATOTOBKE pabodero Mecra, pacyeTsl
JIEKapCTBEHHBIX MPENnaparoB B | U3rOTABJIMBATH KOJIMYECTBA JIEKAPCTBEHHBIX CPEACTB U BCIIOMOTATENbHBIX BEIIECTB [J1s1 H3TOTOBJICHUS
YCIOBUSAX ANTEYHBIX | JIGKAPCTBEHHBIE JIEKaPCTBEHHBIX MPENapaThl B YCIOBUAX aTEYHBIX OPraHU3aLMi B COOTBETCTBUH C
OpraHusanuin Ipenaparsl B yCIOBUIX JOEHCTBYKOLIUMHA HOPMATUBHBIMU JOKYMEHTAMHU
anteunbix opranusanuil B | M/ 11IK-1, M3rotaBnuBaer gekapCTBEHHbBIEC IPENAPATHI, YIAKOBBIBAET, MAPKUPYET U
COOTBETCTBUU C oopMIISET K OTITyCKY, KOHTPOJIHPYS KAUE€CTBO HA BCEX CTAAUSAX TEXHOJIOTHUECKOTO
JNENCTBYIOLIUMHA npouecca
HOPMaTUBHBIMU
JOKYMEHTaMu




2.4. XapaKTepucTuka npogeccuoHanbHoOM AeATeNbHOCTU BbINYCKHMKA

2.4.1. Mpn peanmzauun gucumnaunHbl (moagyns) bB1.B.AB.04.02 MexayHapoaHble
CTaHAapTbl MPOM3BOACTBA NIeKAPCTBEHHbLIX CPEACTB B CTPYKTYpPe OCHOBHOM 06pa3oBaTesibHOM
nporpamMmbl BbICLLEr0o 06pa3oBaHus Mo cheuuwanbHocTn 33.05.01 dapmauusa (YpOBeHb
cneumanuTeTa), HanpaBneHHoCTM 02 3apaBooxpaHeHue (B cepe 06palleHUs NEKAPCTBEHHbIX
CpeAcTB W ApYyrMx TOBapoOB anTeyHOro accopTUMEHTA) BbIMYCKHUKM  TOTOBATCA K
NPotecCMOHaNbHOM  eATeNbHOCTI,  HaMpaBfieHHOMW Ha OKasaHue KBa/M(ULMPOBAHHOW
(hapmaLeBTUYECKOM MOMOLLM HaCeNeHUIo, NauveHTaMm MeAUUMHCKUX opraHusauunii, paboTsbl,
YyCNyru no JOBefeHUI0 NIeKapCTBEHHbIX MpenapaToB, MeAVLNHCKUX U3Lenuid, Apyrux ToBapos.,
paspeLleHHbIX K OTMYCKY B anTeyHbIX OpraHu3aumsx, 40 KOHeYHOro notpeburens.

2.4.2. O6beKTbl NPOdeccnoHanbHOM AeATeTbHOCTY BbIMYCKHUKOB

3TO JIeKapCTBEHHble CpefcTBa 419 MELMUMHCKOrO W BEeTEPUMHAPHOr0 MPUMEHEHUSA,
ApYyrve ToBapbl anTeyHOro acCoOpTUMEHTA, JIeKapCTBEHHOE pacTUTe/IbHOe Cbipbe, OUOIOrNYecKun
aKTUBHbIe BELLECTBa, (hapmaLeBTUYecKasa feAaTeNbHOCTb, puaMvecKue nmua, gusndeckmne nuua.

2.4.3 3agaum npodeccMoHanbHOM AeATe/IbHOCTU BbIMYCKHNKOB

Tun: dapmaLeBTUYECKNIA
3afauun: opraHusaums 1 OCyLLLECTB/IEHNE NpoLecca N3roToB/IEHNA /IEKaPCTBEHHbIX NPenapaTos;
2.4.4. Buabl NpodecCUOHaNbHON AeATeNbHOCTM, Ha OCHOBE (hOpMUPYEMbIX NpuU
peanusaunn AUCUMNANHBLI (MOLYNSA) KOMMETEHLNIA:
dapmaleBTUYHECKUIA

3. OCHOBHAA YUACTb

3.1. O6bem aucumnauHbl (moaynsi)) B1.B.AB.04.02 MexayHapoiHble CTaHAapThl
NPOM3BOACTBA NEKAPCTBEHHbIX CPEACTB M BUAbI Y4e6HOW paboThbl

5 CewmecTpsl
Bug yuyebHoi paboTbl qgsgg 9
yacos
1 2 3
AyanNToOpHbIe 3aHATUSA (BCEro), B TOM YUCE: 48 48
Jlekuum (J1) 16 16
MpakTuyeckue 3aHaTuna (M3), 32 32
CamocToATenbHada pabota ctygeHTa (CP),B ToM 24 24
yumcne:
MogroToeka K 3aHATUAM(IM3) 12 12
MoaroToBka K Tekylemy KoHTpono (MTK)) 6 6
MoagroToBka K npome>kyTouyHoMy kKoHTpono (MIK)) 6 6
Bug npomMexyTo4yHON aTTecTaynm 3ayeT (3) 3auéT
yac. 72
NTOIO: Obwasa TpyLoeMKOCTb
3ET 2
3.2.1 Pasgenbl ancumnivibl (moayns) B51.B.AB.04.02 MexayHapofHble cTaHaapThbl

nponssoacTBa NEKAPCTBEHHbIX CpPeACTB U KOMNETEHLUWWN, KOTOPbIE AO0/KHbI OblTb OCBOEHbI



npu UX OCBOCHHU

Ne HaumeHoBaHue pazaena
N CoaepxaHue pa3nena B IHAAKTHYECKHX
Ne | kommeTe y4eOHOil THCUMIIIHHbI
eIMHULAX (TeMBbI pa3aesioB)
HIHH (Mmony.Jist)
1 2 3 4
Me:xayHapoaHnbie cranaapTel | OCHOBHBIE STalbl PA3BUTHUS
NMPOU3BOACTBA B3aMMOOTHOLIEHUI MEXIY OTEUECTBEHHOU
JIEKAPCTBEHHBIX CPeCTB (apMarieBTHUECKOH OTPACIIBIO U
MeXIyHapOIHbIMU yupexaeHusamMu GMP
buonorudeckue MeToOAbI ONpeneIeHUs]
OMONOCTYITHOCTH JIEKAPCTBEHHBIX (POPM.
Opuenranus Ha notpeduTeneil B
(bapMarieBTHUECKONH MPOMBIIILIICHHOCTH.
MapkeTHHroBast CTpaTerus.
1. IIK-1 Ocnosuble yacTu COK. OCHOBHbIE 3JIEMEHThI

GMP, ISO 9001: 2008, criocoOcTByrOIIHE
bakTopsL

Ponb 1 OCHOBHbIE IPUHLIUIIBI MEHEIKMEHTA
Ka4yecTBa

Keamudukanms u Banmuaauus. [lonutuka
Baymaauuu. O0mue XapakTepUCTUKU
KBaJTM(PUKALIIH.

YnpasieHue TOKyMEHTOOOOPOTOM B CUCTEME
(bapMareBTHYECKOTO Ka4eCTBa

3.2.2. Pazpmensl mucuuruineel (Moaynsi) B1.B.J1B.04.02 MexayHapoaHble CTAHAAPTHI
NPOU3BOACTBA JEeKAPCTBEHHBIX CPEACTB, BUIbI YIeOHOH NesITeIbHOCTH U (POPMBI KOHTPOJIS

Buabi yueGHoi DopMbl
AesATeJIbHOCTH, BKJIIOYAS TeKyl1ero
Ne CAMOCTOSITEJILHYIO Pa0oTy | KOHTPOJIA
HaumeHoBaHue pazaena
Ne | ceme . CTYAEHTOB ycneBaemo
y4eOHO# JHCUMIIIMHBI (MOLY.J151)
cTpa (B yacax) cTH (no
HedelAMm
J | JIP | II3 | CPC | Bcero
cemecmpa)
1 2 3 415 6 7 8 9
1 |9 MeXKAYHAPOAHBIE Tectuposan
CTAHAAPTHI IPOU3BOACTBA ue,
JIEKAPCTBEHHDbIX CPEeACTB 16 32 24 72 | cuTyauuoH
HBIC
3a1a4y;
nToro: 16 32 24 72

3.2.3. Ha3BaHue TeM JIEKIIUH U KOJUYECTBO 4aCOB MO CEMECTPaM U3Y4eHUs] JUCLIUTIINHBI
(monynst) B1.B.JIB.04.02 MexnyHapoIHbIE CTAHAAPTHI MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB

No

Hassanue Tem Jiekiuii yue0Hoi JHCHHILUIHHBI (MOIYJIs1)

Yacel

2

3

9 cemecTtp




Hcropust MexkaAyHApOAHOTO OTIBITA YIIPABIEHUS (hapMALEBTHUECKUM Ka4€CTBOM

BBeI[eHI/Ie B MCHEIKMCHT Kaue€CTBa

IIpou3BOACTBO JEKAPCTBEHHBIX CPEACTB U €r0 OKPYKEHUE

HHCTpyMEHTBI MEHEIKMEHTa KauecTBa

Cucrema papmaneBtuueckoro kadectsa (CPK)

c|lu|s|w| =

HoBblil moaxon k BauAavy U KBaTU(UKALUN

D D DI DI D DN N

OddexTuBHOE yrpaBieHne JOKYMEHTOOOOPOTOM B CHCTEME
(bapManeBTHYECKOrO Ka4ecTBa

8. | CoBpemeHHoe coctosiHue BHeapeHuss GMP B Poccuu 2

Hroro yacoB B cemecTpe 16

3.2.4. HasBaHue TeM MNPAKTHYECKHX 3aHATUM M KOJHUYECTBO 4YacCOB IO CEMECTpaMm
usydeHus aucuurinHel (moayiisi) ) b1.B.JIB.04.02 MexayHapoaHble CTaAHAAPTHI IPOU3BOICTBA
JIEKAPCTBEHHBIX CPEJCTB

Ne Ha3Banue Tem npakTH4YeCKHX 3aHATHI y4eOHONH TUCHUIINHBI (MOYJIsI) Yacel
1 2 3
9 cemectp
1 OcHOBHBIE 3Talbl pa3BUTHs B3aUMOOTHOLIEHUI MeXAy OTe4eCTBEHHOMN 4
(apMareBTHUECKOH OTPACIBIO M MEXKIYHAPOIHBIMU yupexaeHussmu GMP
2 | buonorndeckue MeTObI ONpeAeIeHUs OMOIOCTYITHOCTH JIEKAPCTBEHHBIX (POPM. 4
3 OpuenTauus Ha notpeduteneli B hapMaleBTHUECKON MPOMBILIUICHHOCTH. 4
MapkeTuHrosas CTpaTerus.
4 Ocnosuble yactu COK. OcHosHble s1emenTsl GMP, ISO 9001: 2008, 4
crocoOCTByOMHE (HAaKTOPHL
5 | Posb 1 OCHOBHBIE IPUHLIUIIBI MEHEIP)KMEHTA KaueCTBa 4
6 Ksanmudukanus u Bamuganms. [lonuruka Banuaaunu. OOmuye XapakTepuCcTHKH 4
KBaJTH(PHUKALNH.
7 | YpasneHue TOKyMEHTOOOOPOTOM B cHCTEME (papMaieBTUIECKOTrO KauecTBa 4
3auerHoe 3aHsTHe ([lenosas urpa - 4 yaca, KOMaHIHOE COPEBHOBAHUE IO TEME
8 | «@apmaueBTHUeCKHE (PAKTOPHI, BIUAIOMINE Ha 3PPEKTHBHOCTD JIEKAPCTBEHHBIX 4
CPEACTBY )
HTtoro yacos B ceMecTpe 32
3.2.5. JlabopaTopHBIil MPAKTHKYM — OTCYTCTBYET
3.3. CAMOCTOATEJIBHAA PABOTA OBYUAIOIIETOCA
3.3.1. Buget CP
Nl g oot B
anMeHOBaHMe pa3jeJia yueOHoH cero
n/ p y Buas1 CPC
I AUCHUIIHHBI (MOAY.JIs1) 4acoB




1

9 cemectp

1

OcHOBHBIE 3TaMbl Pa3BUTHUS
B3aUMOOTHOLICHUN MEXAY
OTEYEeCTBEHHON (hapMalleBTHUECKON
OTPACIbI0 U MEXITyHAPOIHBIMHU
yupexaenusamu GMP

IMoarotoska k 3ausTusm (I13)

buonorndeckue MeToab!
ompeneeHnss OMOIOCTYITHOCTH
JIEKapCTBEHHBIX (POPM.

IMoarotoska k 3ausTusm (I13)

OpuenTauus Ha notpeduTeneil B
bapmaneBTHIECKON
MPOMBIIIJICHHOCTH. MapKeTI/IHFOBaﬂ
CTpaTerusl.

IMoarotoska k 3ausTusm (I13)

OcHosuble yactu COK. OcHOBHBIE
anemenTsel GMP, ISO 9001: 2008,
crocoOCTByIOMHE (HAaKTOPHL

IMoaroToska k 3ausTusm (I13)

Pouw 1 ocHOBHEBIE MPUHLUITBL
MCHCIP)KMEHTA KavueCTBa

IMoarotoska k 3ausTusm (I13)

KBanubukaius v BaauIarus.
Tonuruka Banunanuu. O0LMe
XapaKTEPUCTUKH KBATU(DUKAIIAH.

IMoarotoska k 3ausTusm (I13)

YnpasiaeHue TOKyMEHTO000pOTOM
B cucTeme (papMareBTHIECKOro
KauecTBa

IMoaroToska k 3ausitusim (I113)

«DapmaneBTHUECKHE (PAKTOPBL,
BIHSTIOIME Ha 3 PeKTUBHOCTD
JIEKAPCTBEHHBIX CPEICTB)

IMoarotoska k 3ausTusim (I13)

Hroro yacoB B ceMecTpe

24

3.3.2. KonTpoJibHbIE BONIPOCHI 3a4€TY.

e o e

—_ = = = = = \D
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KoHTpoabHBIe BONPOCHI K 3a4eTy

HcTopust MeXXIyHAPOIHOTO OIbITA YIPABICHUEM (PapMaLEBTHUECKUM KaueCTBOM.

IIpeanockuiku nosisnenus npasuia GMP.
CtpykTypa U1 XxapakTep MUPOBOTO MPOU3BOJICTBA.

Ponb peryasiTopHBIX OPTraHoB.
Konuenuus GMP.
ITepsbie npaBuna GMP.

GMP u orevecTBeHHast papMaLeBTHIECKAs! IPOMBIIIIIEHHOCTb.
Orans! npuzHanust GMP B CCCP u B Poccum.
JKu3HEHHBIN LUK JIEKapCTBEHHOIO Mpernapara.

. OCHOBHBI€ 3JIEMEHTbI MEHEIKMEHTA KaueCTBa.
. Ctpykrypa GMP.

. O¢ddexTrr BHEMPEeHNUST GMP.

. Ucropus crarmapros ISO 9000/
. Hpunnuns! u crpykrypa ISO 9001.2008

. Ponb u pyHKIIMHM YTIOJTHOMOUYEHHOTO JIMIIA.




16. Ponp  OOINECTBEHHBIX OpraHU3alluii B PETryJIUPOBAHUM CPEACTB  MEIUIIMHCKOTO
HA3HAYEHMUSI.

17. Kpanndukanuss un  Banupmanms. lloamtuka Bamupanuu.  OOmue  XapakTepUCTHKH
KBaJH(PHUKAINH.

18. MeHemKMEHT PUCKOB B 00JIAaCTH Ka4ecTBa.

19. IlpuHIMITEI padOTHI OTAENA KOHTPOJISI Ka4eCTBa.

20. CaMOMHCIEKTUPOBAHHUE U ayUT KauecTBa.

3.4. OODEHOYHBIE CPEACTBA /UIsA KOHTPOJIA YCIEBAEMOCTH U

PE3YJIbTATOB OCBOEHUSI YYEFHOU JUCIUILIAHBI (MOY.JIA)

3.4.1. Bunel KOHTPOJS U aTTeCTalny, POPMBI OLIEHOYHBIX CPENICTB

HaumeHnoBanme OueHoyHbIe CpeACTBA
Ne Ne pa3aena Koa-Bo
Buabi . Koa-Bo
n/ | cemecTp yueOHOMH BOIIPOCO
KOHTPOJISAA dDopma HEe3ABHCHMBI
n a AUCHHIIUHBI BB
X BAPUAHTOB
(Mmonxyns) 3aJaHuHU
1 2 3 4 5 6 7
1 9 Memyﬂapo JAHBI TectupoBanue | 10 2
Texymmi € CTAaHAAPTHI
KOHTPO.IB NMPOU3BOACTBA YcTHeri onpoc | 5
JIEKAPCTBEHHBIX
HpomexyTouHsl | cpexcTB Cutyauuosnsl | 3 3
H KOHTPOJIb e 3amaun
3.4.2 Ilpumepsl OLICHOYHBIX CPENCTB:
AJIA TEKYIIETO KOHTPOJIA 01 .ITpaBuna GMP sto:
(TK)

1. Hapnexammas nmpakTuka NpOU3BOACTBA
2. Muctpulyrus

3. JlaboparopHbIii aHaTU3

4. KnuHu4eCcKue UCIbITaHUS

5. Cucrema BaJuOaliu

02.ITpasuna GDP sto:

1. Hapnexamas mpakTUka NpOU3BOACTBA
2. Muctpulyrus

3. JlaboparopHbIii aHATN3

4. KnuHu4eCcKue UCIbITaHUs

5. Cucrema BaJuOaliu

03.I'ocynapcTBeHHas perjiaMeHTalusi IPOU3BOJACTBA
JIEKAPCTBEHHBIX MPENapaToB U KOHTPOJISI UX KAYECTBA
MPOBOAUTCSA MO HANPABJIECHUAM

1. ycraHOBNIeHUs MpaBa HA (HapMALEBTHYECKYIO EATETbHOCTD

2. HOpMHPOBAHUsI COCTaBa MPONHUCEH JIEKAPCTBEHHBIX




IpenapaTos

3.YCTaHOBJ'IeHI/I$I HOPM Ka4d€CTBa JICKAPCTBECHHBIX U
BCIIOMOTATCJIBHBIX BCIIECTB

4. HOpMHUPOBAHUS YCIOBHUI U3TOTOBJIEHUS U TEXHOJIOTHYECKOTO
nmpouecca

5. BCeM BBIICTICPECINUCICHHBIM

AJI TEKYLIETO KOHTPOJIA
(TK)

1. buodapmarust — 0qHO U3 OCHOBHBIX TEOPETHUECKUX
HaTpaBJIeHUH (papMalleBTHUECKON TEXHOJIOTHH.

2 buogapmaneBTHIECKHE TEPMHUHBL. JIEKAPCTBEHHOE BEIIECTBO,
BBICBOOOXKIEHHE, PACTBOPEHHE, TIOJTHOTA BCACBIBAHMUS,
MeTa0O0JIN3M, BBIBEICHUE U APYTHE.

3.TepaneBTI/IquKa$[ HEAACKBATHOCTD JICKAPCTBCHHBIX BEIICCTB,
NMPUYUHBI €€ BO3HUKHOBCHUS. XI/IMI/ILIGCKI/IG, OHOJIOrHYECKHE U
TCPANCBTUUCCKNUE SKBUBAJICHTHI.

4. DapmaneBTHUeCKUE (PAKTOPBI, BIUSIOMNE HA
TEPareBTUIECKYIO 3 (PEKTUBHOCTD JIEKAPCTB.

5. Xumundeckast IpUPOJA JEKAPCTBEHHBIX BEIECTB U €€ BIUSIHUE
Ha OMOJIOCTYITHOCTD JIEKAPCTBEHHBIX (HOPM.

1. ®usznyeckoe COCTOAHUE JIEKAPCTBEHHBIX BEIIECTB U €€
BJIMIHHUE Ha CKOPOCTH BbICBO60)KI[eHI/I$I 1 BCACbIBAHUA.

2 TlousTre 0 nouMopdu3Me JIEKAPCTBEHHBIX BEIIECTB U
BIIMSTHUE TIOJTMMOP(HBIX MOoAU(pUKaLuil Ha OUOIOCTYITHOCTb.

3.Posb BCIIOMOTATENBHBIX BELIECTB B (hapMaleBTHIECKON
TEXHOJOTUHU. BiusiHue npupoibl BCIOMOTaTeNNbHbBIX BELIECTB Ha
CKOPOCTb BCAachIBaHUS U 3PPEKTUBHOCTD AEHCTBUS
JIEKapCTBEHHBIX (POPM.

4.3HaueHue U poJIb JIEKAPCTBEHHON (HPOPMBI TPU IPUMEHEHHUU.
Bnusinue nexapcTBeHHOH (POpMBI Ha CTAOMIIBHOCTD U
OMOIOCTYIMHOCTb.

5.3HaueHne TEXHOJOTUYECKUX MTPOLIECCOB MPU MPUTOTOBJIEHUN
JIeKapCTBEHHOH (POPMBI M X BIMSHHUE HA TEPATICBTUIECKYIO
AKTHUBHOCTbD.

1.3na4eHue mponecca COMOOMIN3ALNN B YBEIMICHUN
OMOAOCTYMHOCTH U TEPANIEBTUYECKON aKTUBHOCTH
JIEKaPCTBEHHBIX BELIECTB.

2.MeXaHu3M IMporecca comodunm3anui. OCHOBHbIE TPYIIIIBI
COJTFOOUITH3ATOPOB.

3.0OnpeneneHue aOCOMOTHON M OTHOCUTETHHON
ouonoctynrocTu. CTaHmapTHas JieKapcTBeHHas popma.

4. MeTozb! «in Vitroy, UCIOJIB3yEMbIE sl ONPEACTICHUS
OMOAOCTYIMHOCTH U BBICBOOOKICHHS JIEKAPCTBEHHBIX BEIECTB.

5.Meroabl onpeaeneHnst OMOAOCTYIMHOCTH MPH OHOKPATHBIX U
MOBTOPHBIX Ha3HAUEHUSX NPENapaToB.

111 IPOMEKYTOYHOTO
koHTpos (ITK)

3anava 1. OnpenenuTh KOHCTAHTY CKOPOCTH pacTBopeHus Kp u
Bpemst iosypactBopenust (t50) Tabnetok, comepxkamux 0,5




JIEKapCTBEHHOTO BEIECTBA, €CIM B CPENy PACTBOPEHHs Ipudopa
«Bpalaromasics kop3unkay depes 10 munyt npowo 0,2r, a
yepe3 30 munyT 0,40 r BemecTBa comepkalierocs B Tabierkax.

OranoH pemenus. Ucnonw3ys popmyny (4) onpenennm  u
COOTBETCTBYIOIINE BpeMeHu pacTBopeHus 10 u 30 MUHYT.

Kcp=(0,05108+0,05365):2=0,05236
T50=0,693:Kcp=0,693:0,05236=13,23

OTtser: KoHcTanTta ckopocTtu pactBopeHus pasHa 0,05236 MuH-
1, a Bpems noaypacteopeHus 13,23 MuH.

3anaua 2. [Tpu onpenenennun pacTBOpeHHs TaOJIETOK,
conepxkamux 0,5 JeKkapCTBEHHOrO BELIECTBAB Cpele
pacTBOpeHus mpudopa «BPaILAOINAsCs KOP3UHKay yepes3 10
MuHyT npouo 0,2r, a yepe3 30 munyt 0,40 r BemecTsa
comepxkarerocs B Tabnerkax. OnpenenuTe KOHCTAHTY CKOPOCTH
pactBopenus Kp.

DTaJIOH peIIeHHsI.

Hcnonw3ys Gopmysty onpenenum KL u KLI COOTBETCTBYHOILINE

BpeMeHH pacTBopenus 10 u 30 MuHyT.

1 0,5 1
n——=

K! = In1,666 = 0,05108 mun "

=—xIn
P10 0,5-02
1 0,5 1
b =—xIn———=—xIn5=0,05365 mun "'
30 05-04 30
Kcp=(0,05108+0,05365):2=0,05236
OTtset: Kcp=0,05236

3amaua 3. KoHCcTaHTa CKOPOCTH pacTBOPEHHS TabJIETOK,
coxepxamux 0,5 Mr Bewectsa, coctasiysaet 0,05 Mun-1.
Ornpenenutb CKOJBKO MI JIEKAPCTBEHHOTO BEIeCTBa
pacTBOpuThCs 3a 30 MUHYT.

DTaJIOH peIIeHHsI.

C
Hcnonwsya hopmyny In 0 — Xt
yst Gopmyiy co-c,
OTtxyna Beipazum (Cy)
Co Kt Co
=¢ wm (C,—C,)=— oTkyna
CO — Ct ( 0 t) eKt Y

nocJie mpeodpazoBaHus

] ] ]
C,=Cyl1-— |wm C,y =03 1-— | =05 1-—— |=0388
! 0[ eLSJ 30 [ el’SJ ( 4,482j

OTser: 3a 30 munyT BBICBOOOIMIIOCH 0,388 MT BeliecTa.

3.5. YHEBHO-METOJAUYECKOE U NTH®OPMAIUOHHOE OBECIHEYEHHUE
YUYEBHOU JUCHUIIJIMHBI (MOJAVYJISA) B1B.03 OcHoBHble (U3NYECKHE 3aKOHBI
(bapManeBTHYECKON TEXHOJIOTUN

3.5.1. OcHoBHas nuTepaTypa




n/
No

B WODN

HanmeHoBaHwue, ABTOp(bl) BbIXogHble JaHHbIe,
TUN pecypca /pepgakTop 3N1eKTPOHHbIV agpec
2 3 4
dapmaleBTUHeCKad  [appunos, A. M. :T90TAP-Megua,
TEXHONOrnA. C. 2016. - 760 c. URL:
MsroToBneHue http://www.studentlibrary.ru
NIeKapCTBEHHbIX
npenapaTos :
YUYeObHUK
(ONeKTPOHHbIN
pecypc)
BroTexHonorna: nog peg. M. : T3OTAP-Megua,
Y4eOHMK. KonopssHoii 2020. - 382 c.
B. A,
CamoTpyeBoii
M. A
dapmatieBTUYeCcKas KpacHok M. :T20TAP-Meguna,
TexXHo10rvs. n.n., 2013. - 544 c. URL:
TexHonorus Mwuxaiinosa  http://www.studentlibrary.ru
I.B.

NNIEKaPCTBEHHbIX
thopm. PyKoBoACTBO
K NPaKTU4eCcK1M
3aHATUAM: y4eb.
nocobue
(2NEeKTPOHHBIM

pecypc)

3.5.2. [lononHuTenbHasa nutepartypa

HanmeHoBaHue, ABTOpP(bI) BbIxoAHble faHHbIe,
TUN pecypca /pefakTop 3NeKTPOHHbIV agpec®
2 3 4
BuotexHonormnsa. B 2 nog obuei M. : KOpawT, 2019. - 170
4. YacTb 1 :y4ebHMK  pepakumer c.- URL: https://urait.ru
M NPaKTUKym / - 2-e H. B.
n3a., ucnp. v gon. 3arocKunHom,
(9NeKTPOHHbIN . B.
pecypc) HasapeHKo.

3.5.3VIHTepHeT-pecypchbl.
OBC «KoHCynbTaHT cTygeHTa» http://studmedlib.ru
3BC «YHuBepcuTeTCcKaa onbnvoreka online» http://www.biblioclub.ru/
3BbC «HOpaliit» http://www.biblio-online.ru;
ONeKTPOHHbIE  KaTanorm 6ubnnoTekn
TrMy http://lib.vgmu.ru/catalog/
MegnuyuHckasa nutepatypa http://www.medbook.net.ru/

Kon-Bo 3ks.
(noctyno.)
B BL
5
Heorp.a.

Heorp.A.

Kon-Bo 3Ks.
(moctynoB.)
B BL,

5

Heorp.z.

dre0Y BO TIMY MwuH3gpaBsa Poccumn

3.6. MaTtepunanbHO-TeXHNYECKOe 0becreveHne y4ebHOM AncUnnanHbl (MoAys)


http://www.studentlibrary.ru
http://www.studentlibrary.ru
https://urait.ru
http://studmedlib.ru/
http://www.biblioclub.ru/
http://www.biblio-online.ru/
http://lib.vgmu.ru/catalog/
http://www.medbook.net.ru/

MNMomeLleHna NpeacTaBNAOT cob0i y4ebHble ayauTopun AN NPOBeAeHNS 3aHATUIA NEKLMOHHOI0
TMNa, MpPaKTUYECKUX 3aHATUIA, a TaKke TMOMELLEeHNsT [ANd  CcaMOCTOSATeNIlbHOM  paboThbl.
CrieymnanbHble NOMELLEHUSA YKOMMIEKTOBaHbI CNeLMasin3upoBaHHOM Mebenbio 1 TEXHUYECKUMU
cpeAcTBaMM 00y4YeHMs, CAyXaluMu Ana npeacTaBfieHUsa YUYebHON WHgopmauun 60nbLUION
ayanTopun.

[na npoBeAeHMs 3aHATWIA NEKUMOHHOTO TWMa MMEKTCA 3KpaHbl (TeneBu3opbl) U
HOYTOYKMW.
MNomelleHna Ans camMoCTOSATE/IbHOM paboTbl  00y4arOLMXCS  OCHALLEHbl  KOMIMbIOTEPHO
TEXHUKOM C BO3MOXHOCTbI MOAK/MOYEHUS K CeTU «MHTepHeT» K obecneyeHnem AoCTyna B
3NEKTPOHHY MH(OPMALMOHHO - 06pa3oBaTe/ibHY0 Cpesy opraHu3auun.

3.7 MNMepeyveHb MHPOPMALMNOHHBIX TEXHOOMMA, UCNOMNb3YEMbIX 411 OCYLLLECTB/IEHUS
obpasoBaTeNIbHOro npouecca no gucunnnmHe (Mogynw), NPOrpamMMHOro obecneyvyeHuUs u
WHMOPMaLNOHHO-CNPAaBOYHbIX CUCTEM.

Polycom Telepresence M100 Desktop Conferencing Application (BKC)

SunRav Software tTester
7-PDF Split & Merge
ABBY'Y FineReader
Kaspersky Endpoint Security
Cuctema oHnaliH-TectupoBaHus INDIGO
Microsoft Windows 7
Microsoft Office Pro Plus 2013
1C: YHuBepcuteT
. MapaHT

© ® NP WD

=
o

3.8. O6pasoBaTe/ibHble TEXHO/I0MUN
Vicnonb3yemble 06pa3oBaTe/ibHble TEXHOMOMMU NPU U3YYeHUU AaHHOM AucuMnAnHbL 10
% VHTEPAKTMBHbIX 3aHATUI OT 06beMa ayANTOPHbIX 3aHATUIA.

3.9. Pa3genbl y4ebHON AUCUMNAUHBI U MEXAUCUUNANHaPHbIe  CBSA3N
nocnegyrowmmMmmn gucyumnamHamm

Paspgenbl gaHHOW ANCUNNIMHBI, HEOOX0ANMBbIE

No HavimeHoBaHWe nocrefyoLmx 4NA U3yyeHUs NocnefyoLWwmnx AUCUUNINH
B AVCUMMNNNH 1
1 dapmaueBTMUeCcKass TEXHOMOrMNA +
["ocyfapcTBeHHaA nToroeas +
arTecrtayus
4 METOANYECKWE PEKOMEHAOAL NN no PEANN3ALININ

ANCLIANAVHBI (MOLYNS):

O6yyeHMe CKNaabIBaeTCa U3 ayAMTOPHbIX 3aHATUIA (484ac.), BKIOYAKOLWMX NEKLNOHHbI
KypC 1 NpaKTUYeCcKne 3aHATUS, 1 CaMOCTOATEbHOM paboThl (244ac.). OCHOBHOe y4ebHOe Bpemsi
BbIJENSAETCA Ha MPaKTUYeCKyl paboTy MO acnektaM MPUMEeHeHUs (U3NYECKUX 3aKOHOB B
TEXHO/IOM MW NEKAPCTB.

Mpy  KM3y4YeHUM YUEOHOW AUCUMNANHBbI HEOOXO0AMMO WCMNOMb30BaTb NEKLUMOHHbIN
MaTepuasl U NnUTepaTypHble UCTOUYHUKM N OCBOUTb MPAKTUYECKUE YMEHUS MO MPUMEHEHUIO
(hM3NYECKNX 3aKOHOB B TEXHOMOI MW /TEKapCTB.



[IpakTHueckne 3aHATHS MPOBOMATCS B BHUAE OOCYXKIEHHS M3y4aeMOH TeMbl C
HUCITOJTB30BAHUCM HATJIAAHBIX HOCO6HI>1, pemI€HuA CUTYAlIMOHHBIX 3a4a4, OTBCTOB Ha TCCTOBLIC
3amaHus, pedepaTos.

CamocrosirenpHast paboTa 0Oy4arOLIIUXCs MMOAPA3yMEBAET MOATOTOBKY K MPAKTHUECKUM
3aHATUSAM, H3yYEHHE HAyYHOUW JHMTEPaTyphl, MO HTOraM KOTOPOTO CTYAEHTHI OQOPMIISIOT

pedepar.

Pabora ¢ yuebHOI nuTepaTypoli paccMaTpuBaeTcss Kak BUI y4eOHON paboThl MO
MUCLUTIIMHE OCHOBHBIE (DU3MUECKHE 3aKOHBI B (hapMarleBTHIECKOH TEXHOJIOTHH U BBIMOJIHSAETCSI
B MIpeesiax 4acoB, OTBOAUMBIX Ha e€ usydenue (B pasaene CP).

Kaxnprit oOyuaromuiicss odecneueH nocTynoM K 6ndnnoTeuHsiM GoHaaM YHuBEpcuTeTa
U Kadenpsl.

I[lo «kaxgomy pasmeny  y4eOHON — AMCUMIUIMHBI  pa3paboTaHbl  METOIUYECKHE
peKoMeHAauuu Al 00yHarIuXcsl K MPAKTUYCCKUM 3aHITHAM U METOAMYECKHE YKa3aHUs IS
MpenoaaBaTeNen.

Hamucanue pedepara crmocobcTByer (OPMHPOBAHHMIO HABBIKOB pabOThl C HAy4YHOM
JIUTEPaTypOil.

Pabora oOywaromuxcs B rpymnme  (GOPMHUPYET UYYBCTBO  KOJUIGKTHBH3MA U
KOMMYHHKa0EIbHOCTb.

UcxonHblil ypoBeHb 3HAHWH OOYYAIOIIUXCS ONPEHENSeTCs TECTHPOBAHHEM, TEKYIIHMH
KOHTPOJIb YCBOEHUS MPEAMETA ONPEAENAeTCsl YCTHBIM ONPOCOM B XOJ€ 3aHATHUH, IPU PELIEHUU
THUINOBBIX CUTYaLIHOHHBIX 3a/1a4 U OTBETaX Ha TECTOBBIE 3aJaHUs.

B koHme m3yueHus: y4eOHOHW AMCLUIUIMHBI TMPOBOJUTCS IPOMEKYTOUHBIH KOHTPOJb
3HaHUH B (pOpPMe IEJOBOH HIPbI-BUKTOPUHBI U 3a4ETA.

5. OCOBEHHOCTH PEAJIMBALIIMN JUCIHIUTIJINHBI IJIA OBYUAIOHINXCA
C O'PAHUYEHHBIMHA BOSMOKHOCTAMM 3/1I0POBbSA U UHBAJIU/1OB

5.1.1. Hannuune COOTBETCTBYIOIUX YCIOBUN peaTn3alii JUCLUTIINHEI

I[J'Iﬂ O6yLIaI'OH.[I/IXC$I U3 YuCjia UHBAJIUWAOB W JIML C OrpaHUYCHHBIMU BO3MOXKHOCTAMHU
3nopoBbsi (OB3) Ha OCHOBaHMU MUCHPMEHHOTO 3asBJICHHs OUCLUIUIMHA PEATU3yeTCsl ¢ YUETOM
0ocoOeHHOCTEH MCUXO(H3MUECKOTO PA3BUTHUS, WHAWBHUAYAJIbHBIX BO3MOXKHOCTEH M COCTOSHUS
310pOBbsl  (Hajee - UHAUBUAyaIbHBIX oOcoOeHHOCTel). ObecrmeunBaercs COOJIOACHUE
Clenyoumx obumx TpeOOBaHUIl HCMONb30BAHUE CHELUANbHBIX TEXHHYECKHX CPEICTB
O6yLIeHI/I$I KOJUICKTUBHOI'O W HWHAUBUAYAJBHOI'O TMOJB30BaHUA, MNPCAOCTABJICHUEC YCIYyT
accucTeHTa  (NOMOINHHUKA), OKAa3bIBAIOLIETO TakKOMy  OOyYaromeMmycss  HEOOXOAUMYIO
TEXHUYCCKYHO ITOMOIID, o6ecnequI/Ie AOCTYIIAa B 3AaHUA U ITOMECIICHUS, A€ MPOXOAAT 3aHATUS,
APYTUe yCJIOBHA, 663 KOTOPBIX HEBO3MOKHO WJIH 3aTPYAHCHO U3YUCHUEC NUCIUILIIUHBIL.

5.1.2. Obecneuenne cobmoneHus o0mux TpedoBaHui

IIpn peanuzanuy TUCLUILUIMHBI HA OCHOBAHWHU MHCbMEHHOTO 3asBJICHHs O0y4aroIerocs
obecrieunBaeTcst COOMIOIEHNE CIIENyIIUX oOmuX TpeOOBaHMIL NPOBEACHUE 3AHSATUN IS
ofyyaromuxcsa-uHBaIUAoB U aun ¢ OB3 B oqHON ayIUTOPUN COBMECTHO ¢ OOyHarOIIMMUCS, HE
UMEIOIIUMH OTrPaHMYEHHBIX BO3MOXKHOCTEW 3I0pOBbS, €CIM 3TO HE CO3JAeT TPyIHOCTEH
0o0y4aromuMcs; TPUCYTCTBUE B ayOUTOPUU AaCCHCTEHTa (aCCHCTEHTOB), OKAa3bIBAOIIETO(HX)
o0y4aromuMcsi HEOOXOOUMYI) TEXHHYECKYI0 TIIOMOLIb C Yy4YeTOM UX HWHIWBUAYAJIbHBIX
0COOEHHOCTEH; IMONb30BaHNE HEOOXOOUMBIMH OOYHAIOIIMMCS TEXHHUYECKUMH CPEACTBAMH C
YUETOM UX WHAUBHIYAJIBHBIX OCOOSHHOCTEH.

5.1.3. JloBenenne A0 CBEACHUS OOYYAIOIMUXCS C OTPAHWYCHHBIMH BO3MOKHOCTSIMH
3I0pOBBSl B JOCTYNMHOW il HUX (OpMe BCeX JIOKAJIbHBIX HOpPMaTuUBHBIX aktoB ®I'BOY BO
TI'MY Munsgpasa Poccun.



Bce nokanpHblie HOpmaTtuBHBIE akThl PI'BOY BO TI'MY Munsnpasa Poccuu 1o
BOIPOCAM peau3aliy AUCHHUILIHHBI (MOYJIsT) TOBOASTCS A0 cBeaeHus oOyvarommxcst ¢ OB3 B
OOCTYIHON AJist HUX (popme.

5.1.4. Peanuzauus yBeIuU4EeHUs NPOAOCJDKUTENBHOCTH MNPOXOXKIECHHS MPOMEKYTOUHON
aTTeCTallMd IO OTHOIIEHUIO K YCTAHOBJIEHHOW NPONOJIKUTEIBHOCTH Ui OOYyYaroLIerocs: ¢
OTPaHUYE€HHBIMH BO3MOXHOCTSIMH 370POBbsI

@opmMa NpoBeACHUs TEKYIIEH M MPOMEXKYTOYHON aTTeCTaluMyd MO NUCLUIUIUHE JiA
ofy4aromuxcss WHBAIMAOB W JHL C OrPAaHUYEHHBIMH  BO3MOXKHOCTSMH  370POBBS
YCTAHABJIMBAETCSl C YYE€TOM HHAMBHAYAIbHBIX MCUXO(PH3NUECKUX OCOOeHHOCTEH (yCTHO,
MUCBMEHHO Ha OyMare, THUCHPMEHHO Ha KOMIbIOTEpe, B (opMe TECTUPOBAHUS H T.IL.).
IIponomKUTENBHOCTD  MPOXOXKACHUA MPOMEXKYTOYHONW —aTTecTallMM [0 OTHOLIEHHIO K
YCTaHOBJIEHHOM  NPOAOJDKUTEIBHOCTH  YBEJIWYUBAETCS IO  MHCbMEHHOMY  3asiBJIEHMIO
ofOyJaromerocss ¢ OrPaHMYEHHBIMH BO3MOJKHOCTSMH  370pOBbsl.  [IpOJOJDKHUTENTBHOCTD
MOJrOTOBKH 00YYarOIerocs: K OTBETY Ha 3a4eTe YBEJUUNBAETCs He MeHee ueM Ha 0,5 Jaca.



KOHTpO/IbHbIE  BOMPOCHI
CTaH4apTbl NMPOM3BOACTBA JIEKAPCTBEHHbIX CPefCcTB

Koz
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T
LLikara oLgHmBaH/A

MpunoxeHuve 1
3avety no aucuymnavHe B1.B.1B.04.02 MexayHapoHble

TeKCT KOMNeTeHUWN / Ha3BaHWUSA TPYA0BOA yHKUMW /
Ha3BaHWA TPYLOBOro AecTBUSA / TEKCT 3/1eMeHTa
CUTYaLMOHHO 3agaun

dapmaums

CriocobeH n3rotaBnmMBaTth /leKapCTBEHHbIE MpenapaTbl B
YC/IOBMAX anTeyHbIX OpraHu3aunin B COOTBETCTBUN C
AENCTBYOLWNMN HOPMATUBHBLIMU JOKYMEHTaMM
M3roToBrieHMe NeKapCTBEHHbIX MpenapaToB B YCN0BUAX
anTeyHbIX opraHun3aLunia

OANTE oTBeTbl Ha BONPpPOC bl

1 VcTopua mexXayHapogHOro onbiTa YrpaBieHWeM
(hapmaLeBTUYECKMM KayeCTBOM.

2. Mpeanocblnky nosisreHus npasun GMP.

3. CTpyKTypa 1 xapakrep MMPOBOro Npon3BoACTBa.

4. Ponb perynAaTopHbIX OpraHos.

5. KoHuenuua GMP.

6. MepBble npasuna GMP.

7 GMP n oTe4yecTBeHHas  (hapmMaueBTMYeCKas

NPOMbILLSIEHHOCTb.

8. OTtanbl npusHaHma GMP B CCCP u B Poccuu.
0. YKU3HEHHbIN UMK NeKapCTBEHHOr0 npenapaTa.
10. OCHOBHbIe 3/1IEMEHTbI MEHEKMEHTA KadecTsa.
11. Ctpyktypa GMP.

12. AhdhekTbI BHegpeHNA GMP.

13. NcTtopusa ctaHgaptoB 1SO 9000/

14, MpuHumnbl n ctpykTypa 1ISO 9001.2008

15. Ponb 1 PyHKLMM YNO/THOMOYEHHOIO NNLA.

16. Ponb 006LLEeCTBEHHbIX opraHum3auui B
perynvpoBaHnn CpescTB MeAULIMHCKOro HasHaueHus.

17. Keanngmkaums 7 Ba/mgauus. Monntuka
Bampaummn. O6LMe XapaKTeEPUCTUKN KBaSTU(hNKaLNN.

18. MeHeI>KMEHT PUCKOB B 06/1aCTV Ka4yecTBa.

19. MprHUMNbI PaboThbl OTAe/1a KOHTPO/S KavecTea.

20. CamoMHCNeKTUpoBaHMe N ayauT KayecTsa.

«QOT/IMYHO» - 6oriee 80% NMpaBWIbHBIX OTBETOB

<«XopoLLo» - 70-79% NpaBWibHbLIX OTBETOB
«Y/[I0BMETBOPUTENBLHO» - 55-69%6 NpaBWbHbLIX OTBETOB
«HeynoBMeTBOPUTENILHO» - MeHee 55%6 MpaBWIbHLIX OTBETOB



MpunoxeHue 2

TecToBble 3agaHMa no guvcuunauHe (mopynio) bB1.B.4B.04.02 MexayHapoaHble
CTaHapTbl MPOM3BOACTBA JIEKAPCTBEHHbIX CPeACTB

TeKCT KOMMNeTeHUMN / Ha3BaHUA TPYAO0BOW DYHKLNKM /

Ko o
A Ha3BaHUA TPyaoBOro AENCTBUA / TekcT

C 33.05.01 dapmauya

CnocobeH n3rotaB/nBaTh JIEKAPCTBEHHbIE NpenapaTbl B
K MNK-1 YC/IOBMAX anTeyHbIX OpraHu3aunin B COOTBETCTBUN C
[eCTBYIOLNMMN HOPMATUBHBLIMU JOKYMEHTaMM

M3roToBfieHMe /NeKApCTBEHHbIX MpenapaTtoB B YC/I0BUAX

P A/05.7 o
anTeyHbIX OpraHun3aLmnn

OANTE oTBeTbl Ha BONpPOCHl T€CTOBbI X
n 3AJAHVN 1YPOBHSA (OAVH MPABUTbHbLIN
OTBET)

1 Cuctema Tpe6oBaHWn NO opraHn3aLmy NPOMbILLIIEHHOTO
NPON3BOACTBA IEKAPCTBEHHbIX CPeLCTB M3/10XKEHA B:
npasunax GMP

npukasax MuHsgpasa P®

NPOMbILLUIEHHOM pernameHTe

npasunax GPP

oW P

2.KOHTpO/Ib  KayecTBa KOHKPETHOrO  JIEKAPCTBEHHOr0
CPeACTBa UN3/I0XKEHbI B:

(hapmaueBTMYeCKOM cTaTbe NPeanpuATUA
npukasax MuHsgpasa P®

npasunax GMP

npasuniax GPP

awmom >

3.YcnoBua npon3BOACTBA KOHKPETHOrO JIEKApCTBEHHOIO
CPefCTBa N3N0XEHbI B:

NMPOMbILLIEHHOM pernamMeHTe

npukasax MuHsgpasa PP

npasunax GMP

BO BCeX MEPEUNC/IEHHbIX JOKYMEHTax

_|
awom >

4, TexHONOrnyecKuin pernameHT nepecmartpuBaeTca
[LOCPOYHO B Cyyae:
A Hannuma  NPpUHLUNUANbHbIX  U3MEHEHWA B
TEXHO/I0TUN;
B BBegeHWsa B [eiicTBMe (hefepasibHbIMK OpraHamu
NCMNOSTHUTENBHON BnacTn Poccuiickoii ®Pepepaumn,
®defepasibHbIMU OpraHamy Hagsopa Poccum HOBbIX

NOSIOXKEHWI n OrpaHunyeHui, KoTOpble
NpoTMBOPeYaT MyHKTaM WK pasfenamM perfiaMeHTa;
B. aBapwii npwu Nnpoun3BoACTBe NPoAYyKL MK,

NPOM3OLWeALWNX MO0 MPUYMHE  HefoCTaTOYHOro
OTP@KEHWss B TEXHO/IOTMYECKOM  persiamMeHTe
6e30nacHbIX YCNOBWIA 3KCnyaTauuu;

I HamumsA NPUHUMNMANTbHBIX N3MEHEHWI



annapaTypHOM ohopMaIeHUN

5.Ha nponsBoanTeIbHOCTL NPOCEMBAHNSA BNAIOT:

A

B

BNaXXHOCTb, ToNWMHA cnos, CKOPOCTb
ABWXEHUSA U ANVMHA NYyTU MaTepuana

B/I@KHOCTb, TOMWMHA C/10s, YAbTpaMarHUTHbIe
AB/IEHNSA

pasmepbl YacTuLl, TO/LLMHA CMosi, TYpOY/IeHTHOCTb
pasMepbl YacTWL, CKOPOCTb [ABMXKEHWUS U [MHA
nyTn maTepuana

6. CwmewmBaHMe CbINy4Ynux MaTepuanos MPOU3BOAAT B
CMECUTENsX:

A, UeHTPOo6GEeXHOM, C MCEeBAOOXMKEHHbIM C/I0EM, C

BpaljaloLWwmnmMcsa Koprnycom

B ¢ cMrmoobpasHbIMy N0NacTAMM, LLIHEKOBOM

B. € MarHMToCTPUKTOPOM

I «[epnnekc»
7. BuogocTynHoCcTb NeKapCTBEHHbIX npenapaTos
orpegenseTcsa MeTOLOM:

A (apMakOKMHETUYECKNM

B. (oTomeTpuUyecKuMm.

B. (hapmaueBTNYECKUM

I TUTPOMETPUYECKNM.

8.COOpHMKOM  06s3aTeflbHbIX  06LLErocyaapCTBEHHbIX
CTaHZapTOB W MOMOXEHUA, HOPMUPYHOLLMX KayecTBO
NEKapCTBEHHbIX CPEACTB, SBNSETCA:

A
B

B.
r.

ro

npukas M3 nNo KOHTPOO KayecTBa NIeKapCTBEHHbIX
cpeacTs

roCT

CMpaBOYHUK hapMaLeBTa

9.MeTponoruyeckoe CBOWCTBO BEcoB NnokasbIBaTb
npaBW/bHOE COOTHOLLEHWE MEXAY B3BELUMBAEMOIA Maccom
N Maccoli CTaH4apTHOro rpysa HasblBatoT:

A BEpPHOCTbLIO
B ycTonumBOCTbIO
B. 4yBCTBUTE/ILHOCTbIO
I TOYHOCTbIO
10.Moga (hapMaKOKMHETNYECKOM HECOBMeCTMMOCTbIO
NnoHMmaroT
A, n3MeHeHwue BCacblBaHuUA, pacnpegeneHus,
MeTabonmsma n BbiBefeHNA OfHOTO
NIeKapCTBEHHOro  Beuwectsa Mo BAUSAHUEM
apyroro
B oTtcyTcTBUe TepaneBTUYeCKOro  apdexkrta B

pesynbTaTe  pa3HOHarpaB/IEHHOr0 AelicTBus
NEKapCTBEHHbIX BELLECTB Ha peLenTop



B. HexenaTte/NbHble W3MEHEHUA (U3NKO-XUMUYECKNX
CBOWCTB /1eKapCTBEHHbIX BELLECTB W Mpenapara B
LLesIoM B MnpoLiecce N3roToBMEHUS N XpaHeHNA
I n3mMeHeHue CKOpPOCTH BbICBOOOXKAEHNSA
NeKapCTBeHHbIX BELLUeCTB
LLIkana oueHmnBaHmA
«OTANYHO» - 6051ee 80% NpaBU/IbHbIX OTBETOB Ha TECTOBbIE 3a[]aHNS KaXKA0ro YPOBHS
«XopoLo» - 70-79% npaBW/bHbLIX 0TBETOB Ha TECTOBbIE 3aJaHNA KaXa0oro ypoBHSA
«Y [0BNIETBOPUTENLHO» - 55-69% npaBu/IbHbIX OTBETOB Ha TECTOBbIE 3ajaHNA KaXK40ro ypoBHSA
«HeypnoBneTBopuUTE/IbHO» - MeHee 55% MNpaBUbHLIX OTBETOB Ha TECTOBbIE 33JaHUA KaXKA0ro

YPOBHS



MpunoxeHne 3

Tunoeble cUTyauMOHHbIE 3afjavn o aucumnnuHe B1.B.03 OcCHOBHble ¢un3Myeckme
3aKOHbI (hapMaLeBTUYEeCKON TEXHOI0M U

CuTyaumoHHas 3afadva no gucuunnnunHe (mogynto) Nel
TeKCT KOMNEeTeHUWN / Ha3BaHWUSA TPYA0BOA yHKUMWN /

Koz Ha3BaHWA TPYLOBOro LelicTBUA / TEKCT 3/1IeMeHTa
CUTyaLNOHHOW 3afayu
C 33.05.01 dapmaums
CrniocobeH n3rotaBnmMBaTh SleKapCTBEHHbIE MpenapaTbl B
K MNK-1 YC/IOBUSIX anTevHbIX OpraHun3auunii B COOTBETCTBUN C

AeACTBYHOLLUMN HOPMATUBHLIMU JOKYMEHTaMu
M3roTtoBneHne NeKapCTBEHHbIX MpernapaToB B YC0BUAX

O A/05.7 o
anTeyHbIX OpraHusaumi
U O3HAKOMbBTECb C CUTYAUWMEWN N JANTE
PA3BEPHYTbLIE OTBETbI HA BOIMNPOCHbI
Mpw onpeaeneHnn pacTBOpeHUst TabneTok, cogepxkawmx 0,5
NEKapCTBEHHOr0 BeLLEeCTBaB Cpefe pacTBOpeHWs npubopa
y «BpaLlarollanca KopsvHka» yepe3 10 muHyT npowsio 0,2r, a
yepes 30 mwuHyT 0,40 r BewecTBa cofepikallerocd B
TabneTkax.
Kakoil HOpMaTUBHbLIA [JOKYMEHT persiameHTUpYeT TecT Ha
B 1 pacTBopeHWe  TBepAbIX  [03UMPOBAHHbLIX  JIEKAPCTBEHHbIX
thopm?
Ha Kakve rpynnbl nogpasfensioT TBepAble [03MPOBaHHbIe
B 2 NIEKapCTBeHHble  (hopMy B 3aBUCMMOCTM  OTCKOPOCTU
BbICBOOOXAEHNSA AENCTBYHOLLIMX BELLECTB?
CornacHo H, konnuyecTBO BbICBO6OAMBLLETOCA U3 TabneToK
B 3 NIeKapCTBEHHOI0 BeLLEeCTBa MO TeCcTy «PacTBOpeHMEe» LOMXKHO
COCTaBNATL?
4 OnpefennTe KOHCTaHTY CKOPOCTU pacTBopeHus Kp.
5 PaccumnTainTe Bpems nonypactsopeHuns (t50) TabneTok.

OUEHOYHBI NncT
K cMTyauunoHHoi 3agade Ne 1 no aucumnavHe B51.B.03 OCHOBHble (hM3NYECKME 3aKOHbI
(hapmaLeBTMYECKOI TEXHOI0r NN

TeKCT KOMMNeTeHUMN / Ha3BaHUA TPYLOBOW PYHKLUUK /

Bua Koz Ha3BaHWA TPYLOBOro AelicTBUA / TEKCT 3/1IeMeHTa
CUTYyaLNOHHOWN 3aja4n
C 33.05.01 dapmauns
CnocobeH n3rotaBnBaTh JIEKAPCTBEHHbIE NpenapaTbl B
O MNK-1 YCNOBUAX anTeyHbIX OpraHn3aunii B COOTBETCTBUM C

[eCTBYIOLWLMMN HOPMATUBHBLIMU JOKYMeHTamu
o A/05.7 M3roToBneHne neKapCTBEHHbIX MpenapaToB B YC/0BUAX



P2

P1

PO

P2

P1

PO

OT/INYHO

Xopowo/yaoBneTBoOpUTENIbHO

Hey/0B/1eTBOPUTENbHO

OT/INYHO

XOpOLUO/y10BNIETBOPUTENBHO

Hey/0B/1eTBOPUTENbHO

anTeyHbIX OpraHun3aLunii

O3HAKOMbBTECb C CUTYAUWMEWN N JANTE
PA3BEPHYTbLIE OTBETbI HA BOIMNPOCHI

Mpw onpegeneHnn pacTBOPeHNs TabneToK, CoAep KaLLinx
0,5 nekapcTBEHHOro BeLLeCcTBa B Cpefe pPacTBOPeHUs
npubopa «BpaLlatoLLasca Kop3mHKa» depe3 10 MUHYT
npowwno 0,2 r, a vepes 30 muHyT 0,40 I BewecTBa
cofeprkallerocs B TabsieTKax.

Kakoi HopMaTuBHbIN JOKYMEHT periameHTUPYeT TecT Ha
pacTBOpeHWe TBepPAbIX 403MPOBaHHbIX SIeKapCTBEHHbIX
thopm?

MpaBWNbHbLIA 0TBET Ha BOMNPOC:

TecT Ha pacTBOpeHUe TBEPAbIX L03UPOBaHHbIX
NeKapCTBEHHbIX hopM pernameHTnpyet OPC
«PacTBopeHuVe onA TBepAbIX 403UMPOBaHHbIX
NeKapCTBeHHbIX hopM» [ToCyapCcTBEHHON hapmakonen
X1V n3pgaHus

OTBET MOJHbIN, Ha JOMONIHUTE/IbHbIE BOMPOChI OTBEYaeT

[Nsi OLUEHKN «X0poLL0»: OTBET NOMHbINA, Ha
AOMNONTHUTENbHbIE BOMPOCHI He 0TBEYaeT

[Nsi OUEHKN «ya0BeTBOPUTENbHO»: OTBET HEMOJHbINA, Ha
[OMNONHUTE/bHbIE BOMPOCHI He 0TBEYaeT

OTBET HenpaBW/bHbIA UM OTCYTCTBYET

Ha kakve rpynnbl nogpasfensatoT TBepable 403MpOoBaHHbIe
NeKapCTBeHHble (hOPMY B 3aBMCMMOCTU OT CKOPOCTU
BbICBOOOX/EHWS [eNCTBYIOLMX BELLECTB?

MpaBWNbHbLIA 0TBET Ha BONPOC:

B 3aBMCUMOCTM OT CKOPOCTU BbICBOBOXAEHNSA
[EeNCcTBYIOLMX BELLLECTB BCe TBEPAble 403MPOBaHHbIe
NeKapCTBeHHbIe (hOpMbI MOAPa3AeNATCa Ha rpynnbl:

1 rpynna: TabneTkn; TabneTkn, NOKpPbITble 060/104KOIA;
rpaHynbl (Bpems pacTBOPEHNSA KOTOPbIX MPeBbIWAaeT 5
MWH); rpaHy/bl, NOKPbITble 060/I04KON; Karncy/bl;

2 rpynna: TabfeTKn, NOKPbITbIE KMLLIEYHOPACTBOPUMOIA
060/104KOM; KMLLEYHOPACTBOPUMbIE Karcy/bl, FpaHy/ibl U
Apyrve KnevyHopacTBOpUMbIe TBepAble J03MPOBaHHbIe
NeKapCTBEHHbIe POPMbI;

3 rpynna: tabneTku, Kancysbl U rpaHysbl ¢
NPOSIOHIMPOBaHHbIM BbICBOGOXKAEHMEM.

OTBEeT MO/HbIN, Ha JOMONHUTE/IbHbIE BOMPOCHI OTBEYaeT

N5t OLEHKM «X0pOLLIO»: OTBET MOSHbINA, Ha
[OMNOHUTE/NbHbIE BOMPOCHI He 0TBEYaeT

[Nsi OUEHKN «ya0BeTBOPUTENbHO»: OTBET HEMOJHbINA, Ha
[OMNONHUTE bHbIE BOMPOCbI He 0TBEYaeT

OTBET HeNpPaBW/IbHbIA UKW OTCYTCTBYET
CornacHo H/J, Koin4ecTBO BbICBOGOAMBLLErOCH U3

Tab/1eTOK /IEKapCTBEHHOIO BELLLeCTBA MO TECTY
«PacTBOpeHue» [0/HKHO COCTaB/IATL?

MpaBWbHbIM OTBET HA BOMPOC:



P2

P1

PO

P2

P1

PO

P2

P1

PO

OT/INYHO

XOPOLLIO/yj0BNETBOPUTENBHO

Hey/0B/1eTBOPUTENbHO
4

OT/INYHO

XOpOLLO/yj0B/IETBOPUTENIBHO

Heyj0B/1eTBOPUTE/NBHO
5

OT/INYHO

XOPOLLIO/yJ0BNETBOPUTENBHO

Hey10B1eTBOPUTENBHO

75% 3a 45 MUHYT

OTBET MOJHbIN, Ha JOMONHUTE/IbHbIE BOMPOChI 0TBEYaeT
[ns oueHKKn «xopowo»: OTBET MOMHbINA, Ha
JOMONMHNTENbHbIE BOMPOChI He 0TBeYaeT

[ns OUeHKN «y0BNeTBOPUTENIbHO»: OTBET HEMOMHbIN, Ha
[ONO/THNTE/IbHbIE BOMPOChI He 0TBeYaeT

OTBeT HenpaBU/IbHbIN UK OTCYTCTBYET

OnpegennTe KOHCTAHTY CKOPOCTU pacTBopeHus Kp.
MpaBW/bHbIM OTBET Ha BOMPOC:

Mcnonb3ysa dopmyny onpegennum Kp n Kpl
COOTBETCTBYOLLME BpeMeHN pacTBopeHus 10 u 30 MUHYT.

Kl=— xIn— — — =— xIn1,666 = 0,05108 munH-1
p 10 05-0,2 10

KIl=— xIn—0,5— = — xIn5=0,05365 muH-1
p 30 05- 04 30

Kcp=(0,05108+0,05365):2=0,05236

OTBET NOMHbIN, Ha AO0NOJ/IHNTEIbHbIE BOMPOCLI OTBEYaeT

[Nsi OLEHKWN «XOpOLLO0»: OTBET NOSHbINA, Ha
[OMNONHUTE/NbHbIE BOMPOCHI He 0TBEYaeT

[Nsi OLUEHKWN «yA0BNeTBOPUTENbHO»: OTBET HEMOJHbINA, Ha
[OMNONHUTE/IbHbIE BOMPOCHI He 0TBEYaeT

OTBeT HenpaBWU/IbHbI UM OTCYTCTBYET

PaccunTalite Bpems nosypacTBopeHns (t50) Tab1eToK.

MpaBWbHbI OTBET Ha BOMPOC:
T50=0,693:Kcp=0,693:0,05236=13,23 MUHYT

OTBET NOMHbINA, Ha [ONO/THUTE/IbHbIE BOMNPOCHI OTBEYAET

N5t OLEHKM «X0pOoLLIO»: OTBET MOSHbINA, Ha
[0MOSIHUTENbHbIE BOMPOCHI He 0TBEYaeT

[Nsi OUEHKWN «yA0BNeTBOPUTENbHO»: OTBET HEMOJHbIN, Ha
[OMNOHUTE/bHbIE BOMPOCHI He 0TBEYaeT



