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JlononHutenbHas npodeccuoHaabHasi IporpaMMa MOBBIIICHUS KBaTU(UKAIMM COCTaB-

Ji€Ha B COOTBCTCTBUHU C ((HOp}II[KOM opraHu3anvu U OCYLICCTBJICHUS O6paBOBaT€HBHOI>'I ACATCIIb-

HOCTH MO JIOTIOJHUTENIBHBIM NPO(ECCHOHANBHBIM MPOTrpaMMam», YTBEPKIEHHBIM IMPHKA30M

npuka3oM Ne266 MuHuCTEpCTBa HayKH M BhIcIIero oOpasoBanusi Poccuiickoit dexepanuu ot

24 mapra 2025 roga, a Takke B COOTBETCTBUU ¢ mpuka3zoMm Ne37H MuUHHUCTEpCTBa 3paBoOXpa-

HeHus Poccwuiickoit @eaepanun «O0 yTBEPKICHUH TPUMEPHBIX JOMOTHUTEIBHBIX MPOQeccHo-
HaJBHBIX MTporpamMM (hapMareBTHIecKoro oopazoBanusi» oT 22 ssuBaps 2014 r.

CocraBurenu:
Ne i | @amunus, ums oT4ecTBO | Y4eHas cTe- 3aHuMaeMas J10JIK- Mecto paGoTbl
NE€Hb, 3BaHUE HOCTh
1 @nucrok E.B. 1.¢apm.H., 3aB. kadenpoit TexHo- | PI'BOY BO
npodeccop gorun JekapcTBeHHbIX | CIIXDY  Mun-
dbopm 3npaBa Poccun
2 [Muraposa JI.B. K.(hapM.H. Cr. mpen. xadenpsl | DI'BOY BO
TEXHOJOTUH nekap- | CIIX®Y  MuH-

CTBEHHBIX (OpM

3apasa Poccun

Pabouas mporpamma oOcyxaeHa Ha 3aceannu Kadeapsl Kadeapsl TEXHOIOTHH JIeKapCTBEHHBIX
dopm «28» aBrycra 2025 r., [Ipotokon Ne 1.

PaGouast mporpamMmma paccMmoTpena u yrepxkaeHa YueneiMm Cosetom @I'BOY BO CITXDY

Munsapasa Poccuu

« 11 » cerTssops 2025 rona

ITpoTokoa Ne 2
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1. OBIIME ITOJIOXKXEHMUA, HEJIb ITPOI'PAMMBbI

Henb nononHuTensHON MPO(hECCHOHANIBHON MPOrpaMMBbI OBBIIIEHUS KBATHU(PHUKAIMU (Ia-
nee IIporpaMma) «YIOJHOMOUYEHHOE JIMIIO 110 Ka4eCTBY» HAIIpPaBJICHA Ha yIJIyOJEHHE KOMIIe-
TEHIMHA, HEOOXOIMMBIX A (OPMHUPOBAHUS Yy CIyIIaTeJe COBPEMEHHBIX MPOpEeCCHOHATBHBIX
3HAHUI U HaBBIKOB IIPU BBINOJIHEHUH OOS3aHHOCTEH YIMOJHOMOUYEHHOI'O JIMLA MPOU3BOJUTEIECH
JIEKapCTBEHHBIX CPEJCTB IO MOJTBEPIKICHUIO COOTBETCTBHS JIEKAPCTBEHHBIX CPEICTB TpeboBa-
HUSIM, YCTAHOBJICHHBIM IPU UX IOCYJapCTBEHHOM perucTpanuu, 1 00eCreuyeHnIo rapaiTHii Toro,
YTO JIEKAPCTBEHHBIE CPEJICTBA MPOU3BEECHBI B COOTBETCTBUU ¢ IIpaBminaMu Haanexariei mpous-
BoAICTBeHHOM TTpakTuku (GMP).

TpynoemkocTs ocBoeHUs - 240 akaeMUYECKUX YaCOB.

OCHOBHBIMU KOMITOHEHTaMH ITPOIPaMMBbI SIBJISIOTCSI:

- 001IHe MOJIOKEHUSI, BKIIOYAIOIIHE LEJIb TPOrPaMMBlI;

- IUTAHUPYEMBIE Pe3yJIbTaThl 00Y4YEHNUS;

- yueOHBIi I1aH;

- KaJICHAapHBIN y4eOHBIN rpaduk;

- OpraHM3aLMOHHO-TIEAATOTMYECKUE YCIOBHS;

- opMBI aTTECTAITUY;

- OLICHOYHBIEC MaTepHaIbI.

Ha o0yuenue mo mporpamMMe MOryT OBITb 3aUMCIEHBl PYKOBOJIUTEIU U CIELUATHUCTBI
(dapMaleBTUYECKUX MPEeIIpUATHIl — MPOU3BOAMTENEH JEKAapCTBEHHBIX cpelncTB. lIporpamma
pa3paboTaHa Ha OCHOBAaHWM KBaTU(UKAIMOHHBIX TpeOOBaHWN K ¢apMarieBTUUECKUM
paboraukam IIpodceranmapr 02.016: Crenumanuct mo npoMbIIUIEHHOH (apmanuu B o0sacTu
IIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB YTBEpXKIEH IpUKa3oM MMHUCTEpCTBA TpyAa H
counanbHOM 3amuThl Poccuiickoit @enepanuu ot 22 mast 2017 r. N 430m.

VY4eOHbIl IIaH ONpeAesseT COCTaB M3y4yaeMbIX TEM C YKa3aHUEM HUX TPYJOEMKOCTH,
o0beMa, MOCIIe0BATEIFHOCTH M CPOKOB M3YUYCHHUs, YCTaHABIMBAET ()OPMBI OpraHU3AUHN yueO-
HOTO Ipollecca U UX COOTHOIIEHUE (JIEKLIMHU, MPAKTUUECKUE 3aHATHUS), KOHKPETU3UPYET (HOpPMBI
KOHTPOJIS 3HAHUN ¥ YMEHUN 00yYaromerocs.

ITpu peanuzanuy nporpaMMbl MOT'YT IPUMEHSATHCS PA3IMYHbIE 00pa30BaTEIbHbIE TEXHO-
JIOTHH, B TOM YHUCJIE IUCTAHLIMOHHBIE 00pa30BaTENIbHbBIE TEXHOJIOTHH U SJICKTPOHHOE 00yUeHHeE.

[Ipu peanuzamuu nporpaMMbl IPOBOJUTCS TEKYIIUA KOHTPOJIb 3HAHWN U UTOTOBAsi aTTe-
cTauus. ATTeCTalus OCYIIECTBIISCTCS I MPOBEPKH MPABHIIBHOCTH ITOATATHOTO (HOPMUPOBAHHS
3HAHUM U MPaKTMYECKUX YMEHMH Yy CIymareias U OLUEHKH COOTBETCTBUS MX TEOPETHUYECKOU U
NPaKTUYECKON MOJITOTOBKH IIENSM HporpaMmbl. J[Isi mpoBeneHHsl aTTeCTalluyd HCHOIb3YIOTCS
(OHBI OLIEHOYHBIX CPEACTB M MAaTEpUAIIOB, NO3BOJISAIOIINE OLEHUTh CTENEHb JOCTUXKEHUS CITy-
IIaTEeJISIMU 3aIUTaHUPOBAHHBIX Pe3y/nbTaToB 00yueHus o [Iporpamme.

Caymarenp JOIMYCKaeTcsl K UTOrOBOW aTTECTAllUU IOCIIE U3y4eHHs TPorpaMMbl B 00be-
Me, TPeAYCMOTPEHHOM Y4eOHBbIM IIaHoM. OOydarouuiics, yCIEUIHO MPOUICAIINNA HTOTOBYIO
aTTECTALMIO MOJIy4aeT JOKYMEHT O JOMOJIHUTEIBHOM NMPO(ecCHOHAIEHOM 00Opa3oBaHUU - YJIO-
CTOBEPEHHE O MOBBIIICHUN KBATU(PHUKAIIMKA YCTAHOBICHHOTO 00pasia.
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2. IJTAHUPYEMBIE PE3YJIbTATBl ObYUEHHU S, XAPAKTEPUCTUKA KOMIIE-
TEHIUU, POPMUPYIOIIUXCA B PE3YJIBTATE OCBOEHUS ITPOI'PAMMBbI

Oo6yuenue no [Iporpamme «YOJTHOMOUYEHHOE JIMLIO TIO KAUYECTBY» MPEATOIaraeT 0cBoe-
HUE CIEeIYIOIUX TPOPECCHOHATBHBIX KOMIIETEHIIUN:

PesynbTaTnl 00yyeHHs

Kon HaumeHoBaHue pe3yJibTaTa 00y4yeHUust
IMIK 1. | CnocoGeH ynpaBisaTh MpoleccaMy IpH | 3HATH HOPSIOK OOpaIieHus
IIPOM3BOJICTBE JIEKAPCTBEHHBIX CPEACTB | JIEKAPCTBEHHBIX CPEICTB, OCHOBHBIE
JUISL MEUIIUHCKOTO IPUMEHEHUS B paMKaXx | MPUHIIMIIBI TOCYAAPCTBEHHOTO
(dapMaleBTUYECKON CHCTEMbl KadecTBa | PeryJIMPOBAaHUS OOpaIIeHUs
NpEeANPUITHUS JIEKAPCTBEHHBIX CPEJICTB
3HaTh METO/I0JIOTMYECKUE TTOIXO0/IbI K
OpraHu3ally 1 YIpaBiICHUIO MPOIECCaMu
YMeTh uAeHTU(OUIIUPOBAT U
JOKYMEHTHPOBATh MPOLECCHI
(dhapMaleBTHUECKON CHCTEMbI KaueCcTBa
[IK?2 | CnocobeH MpOBOAWTH aHAIM3 M OIEHKY | 3HATh TEXHOJOTUYECKHUE ACTICKTHI

JIOKYMEHTAITUN (dhapmareBTUIeCKOro
NPEANPUSITHS, TPOU3BOACTBEHHBIX 3aIlH-
cel, CO3JaHHBIX BO BpEMs MPOU3BOJCTBA
CepUM JICKapCTBEHHOTO Ipenapara s
MOJITBEPXKJICHUSI COOTBETCTBUSI TpeOOBa-
HUSAM PETUCTPALIMOHHOTO Jocke U [IpaBu-
mam GMP

IIPOU3BO/ICTBA JIEKAPCTBEHHBIX
IperapaToB

3HaTh NPUHIUITBI HAJJIEKAIEH
IIPOU3BOJCTBEHHON IIPAKTUKU

3HAaTh OCHOBHBIE CTATUCTUYECKUE METOIBI
00pabOTKM JAHHBIX, MOJYYCHHBIX TIPU
ITPOU3BOJICTBE JICKAPCTBEHHBIX CPEICTB

YMGTB yCTaHaB.HI/IBaTI: 3HAYUMOCTb OT-
KJIOHEHUH W HECOOTBETCTBUM TPOIIECCOB,
BBISIBJICHHBIX HpI/I HpOI/I3BO,Z[CTBe CepI/II/I
JIEKApCTBEHHOTO MperapaTa

YMeTh OLIEHUBATH BBINIOJIHCHHUE
[IOAPa3ACIICHUAMHU IIPOU3BOIUTEILS
JIEKapCTBEHHBIX CPEICTB IIPUHIIUIIOB
GMP

XapakTepucTUKA NPOoPecCHOHATBHBIX KOMIIETEH Ui,
NMOAJIeKAIIMX COBEPLIEHCTBOBAHNUIO B pe3yJibTaTe ocBoeHus IIporpammel

VYpoBeHb KBaTH(PUKAINU CIIEHATUCTa — 6,7, JOCTUraeTcs ImyTeM ocBoeHus [Iporpammbl

«YTIOJTHOMOYEHHOE JIMIIO 110 Ka4yeCTBY» B 00beme 240 Jacos.

BKJIIOUAET 0OpalieHue JEKapCTBEHHBIX CPECTB.

Obnacte mpodeccHOHANBPHON JESITENbHOCTH CIIylllaTeNd, ocBouBIIUX [Iporpammy,

CornacHo peecTpy Npo(heCCHOHATBHBIX CTaHIAPTOB (TMIEPEYHIO BHUIIOB MPOQPECCHOHATD-

HOM JesATEeIBbHOCTH, YTBEPXKIACHHOMY NpukazoM Muntpyna Poccun ot 29 centsops 2014 1. Ne
667H), ob6macTu MpohecCHOHAIBHON AEATETLHOCTH U chepbl MpohecCUOHATTEHON NesITETbHOCTH,
B KOTOPBIX OOydaromuecs, ocBouBire IIporpammy «YMoOIHOMOUEHHOE JIMIIO 1O KAaueCTBY» B
o0beme 240 yacoB, MOTYT OCYLIECTBISATH NPO(PECCHOHANBHYIO IESTEIbHOCTh:

— 26 XUMHYECKOE, XUMHKO-TEXHOJIOTUYECKOE MTPOU3BOJICTBO.
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OOyuaromuecs IMa MOTYT OCYIIECTBIATH NMPO(HECCHOHABHYIO ACATENbHOCTD B IPYTHUX
00JacTsax Mpo¢eCCHOHAIBHON IeATeTbHOCTH U (W) cdepax nmpodeccuoHaTIbHON ASITEIHbHOCTH
IPU YCIIOBUHM COOTBETCTBUS YPOBHS MX O0pa30OBaHMs U MOJYYEHHBIX KOMIIETEHIMH TpeOOBaHU-
M K KBaJTM(PUKauu pabOTHHKA.

OObexTamu podecCHOHATBHON AESTETbHOCTH CIELUANNCTOB, MOAISKAIINX COBEPIICH-
CTBOBAHMIO B pe3yibTare ocBoeHus [IporpaMMel, sSBISIOTCA:

— JIGKapCTBEHHBIC CPEJICTBA;
— COBOKYIHOCTb CPEJICTB U TEXHOJIOTUM, HAIIPaBJICHHBIX Ha CO3JaHHUE YCIOBHM i
pa3paboTKH, TPOU3BOJCTBA, KOHTPOJS KayecTBa, OOpalIeHHs JIEKapCTBEHHBIX
CPeICTB U KOHTpoyis B cepe oOpaiieHus: JEKApCTBEHHBIX CPEICTB B COOTBET-
CTBUU C YCTaHOBJICHHBIMU TPeOOBaHUSIMU U CTaHIapTaMu B cdepe 37ApaBooxpa-
HCHUA.
Cnenuanuct, ocBouBmuil [IporpaMmmy «YNOJIHOMOYEHHOE JIMIO MO KA4e€CTBY», TOTOB pe-
IaTh CIEAYIOIKe MpodecCHOHaNbHbIC 3a/1aUu:

— YHOpPaBIATH MPOLIECCAaMH MPU MTPOU3BOJICTBE JIEKAPCTBEHHBIX CPEACTB JIJISI METUIIUHCKOTO
PUMEHEHHUS B paMKax (papMalieBTHUEeCKON CUCTEMbl KauecTBa MPEANPUSATHUS;

— MPOBOJUTH AHAIN3 U OLIEHKY JOKYMEHTALMU (papMarieBTUIECKOTr0 MPEANPHUITHS, TIPOU3-
BOJACTBC€HHBIX 3a1mce171, CO3JaHHBIX BO BPCMs ITPOU3BOACTBA CCPUH JICKAPCTBCHHOT'O
npemnapara Jisi IOATBEPKACHUSI COOTBETCTBUS TPEOOBAHUSIM PErHCTPAIMOHHOIO JOCHE U
[IpaBunam GMP.
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Onucanne nepeyns npogecCHOHATBbHBIX KOMIIETEHIMH B paMKaxX HMeloLIelcsl KBaJdu(puKanuu, Ka4yeCTBeHHOe H3MeHeHHe KOTOPBIX
OCyLIeCTBJIsAETCH B pe3y/ibTaTre 00y4eHus:

Tabmnuua 2.1

HaumenoBanue mpo-

KOL[ 1 HAMMCHOBAHHUC KOMIICTCHIIUHN

HaumenoBanwue BbIOpaHHOTO mpodeccuo-

VYposens kBanmupukamu OTD u (wn) T

rpaMMBl HANBHOTO CTaHAApPTA
(OAHOTO MM HECKOJIBKHUX)
OO000uIEeHHbIE TPYIOBbIC Tpynossie pynkunu (TD)
¢yskim (OTD) u3 npod- u3 MpodCTaHIAPTOB
CTAQHIAPTOB
1 2 3 4 5
VYnomaomouennoe muo | [IK 1. CiocoOen ynpaBiaTs nporeccamu 02.014 TIIpodeccmonampusiii  cramapt | Kox B. Ymopasnenne pado- |B/01.7 Opranmsanus GyHk-

10 Ka4eCTBY

MIpYU OPOU3BOJICTBE JIEKAPCTBEHHBIX CPEACTB
JUISL MEAWITMHCKOTO TIPUMEHEHUS B paMKax
(hapManeBTHYECKOI CHCTEMBI KauecTBa
TIPEATIPUATHS

[IK 2 CriocobeH mpoBOANTh aHAIHM3 U
OLICHKY JIOKYMEHTalUH (hapMareBTHIECKO-
TO IIPEINPHUATHS, TPOU3BOICTBEHHBIX 3aIlu-
ceif, CO3/1aHHBIX BO BPEMsI IIPOU3BO/ICTBA
CEepHH JICKapCTBEHHOT'O Npernapara Juist
HOATBEPIKICHUS COOTBETCTBHA TPEOOBAHM-
SIM PETUCTPAIHOHHOTO Jiocke U [IpaBuinam
GMP

«CrienManucT 1o NPOMBIIUICHHOH (apMma-
UK B o0JlacTH oOecIieueHHs] KadecTBa Jie-
KapCTBEHHBIX  CPEACTB,  yTBEPXKIEHHBIN
nprkazoM MuHHCTEpCTBa TpyAa M COLU-
ajlbHOM 3amuThl Poccuiickoin Pexpepaiuu
ot 22 masg 2017 r Ned29H (3apeructpupo-
BaH MunucTepcTBOM rocTuMu Poccuiickoit
Oeneparun 20 mtonst 2017 1, peructpary-

oHHBIN Ne 47480)

TaMu (papMareBTUUCCKOM
CHCTEMbI KauecTBa MPOU3-
BO/JICTBA JICKAPCTBEHHBIX
CpencTB

LUOHUPOBAHUS MIPOLIECCOB
(apmaneBTHYECKON CHCTE-
MBI KauecTBa IPOU3BOACTBA
JIEKapCTBEHHBIX CPEACTB

B/05.7 Ouenka gocke Ha
CEpHIO JIEKAPCTBEHHOTO
cpescTBa ¢ 0popMIIEHHEM
pelIeHHs O BBITYCKE B 00-
parieHue
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3. YYUEGHbLBIU IIVIAH
Kareropus ciaymareseii: K OCBOGHHIO MTPOrPaMMBI JIOMTYCKAIOTCS JIMIIA, UMEIOIUE BhICIIee MpodeccnoHabHOe (papMareBTUIeCKoe, XUMHUYe-
CKO€, MEIUITMHCKOE, OMOTEXHOJIOTHYECKOE WM OMOJIOTHYECKOEe 00pa30oBaHUE | OMBIT paOOThI B 00JIACTHU MPOM3BOJICTBA U KOHTPOJIS KauecTBa
HeKapCTBeHHBIX CpGI[CTB HC MCHCC Tpex JCT, a TaKXKC JIHla, KOTOpBIM H606XO,Z[I/IMO IIOBBICUTHL CBOIO HpO(bGCCI/IOHa.HBHyIO KOMIICTCHIIMKO U HEC

ITAHUPYIOIMHEC aTTECTALIMIO B KAUYECTBC YIIOJTHOMOYCHHOI'O JIUIIA.

Cpoxk 00yvenus: 240 yacoB
®opma 00yuyeHHsI: 0YHO-3a04HAs

Ne HaumenoBanue pasnenos Bce- B Tom uncne Buael koHTpOISIS
/11 ro, Jlex- | IIpaktuue- | Camocro-
yac. MU | CKHe 3aHS- | STeNbHas
TUS pabora
1. locynapcTBeHHas cucteMa peryaupoBaHus odpaiie- TEKYILIUNA KOHTPOJIb
HUS JIEKAPCTBEHHBIX CpecTB. OCHOBHBIE 3aKOHO/a- 14 i 4 10
TeJIbHbIE, HOPMATUBHbIE MPABOBbIE JOKYMEHTHI PD 1
MEKTYHApOIHBIN ONBIT
2. Ponp, mpaBa u 00513aHHOCTH YIIOJTHOMOYEHHBIX JIUII TEKYIIUH KOHTPOJIb
36 4 16 16
3. ®dapmalieBTUUYECKas CHCTeMa KaueCTBa IPEANPUITHSI- TEKYILIUNA KOHTPOJIb
IIPOU3BOAUTEINS JIEKAPCTBEHHBIX CPEACTB 36 5 20 11
4. CratucTuveckre MeTO/Ibl, UCIIOJIb3yeMble Ha (apma- 18 ) 16 i TEKYILIUNA KOHTPOJIb
LEBTUYECKOM MPEATPUITHI
5. OcHoBBI (hapmakosoruu u buodapmanmu 28 4 24 - TEKYIIUNA KOHTPOJIb
6. Pa3zpaboTka u nmpon3BoaCTBO hapMaIieBTUUECKIX 16 ) 4 10 TEKYIIUH KOHTPOJIb
cyOcTaHImit
7. ®dapmMmarieBTHYeCKas pa3padoTKa U MPOU3BOJICTBO Jie- 21 2 13 i TEKYILIUNA KOHTPOJIb
KApCTBEHHBIX IPENapaToB
8. dapmManeBTUYECKHUM aHAJIU3 U KOHTPOJIb KaYeCTBA 36 3 8 ) TEKYIUNA KOHTPOJIb
JIEKAPCTBEHHBIX CPEJICTB
9. [Tpon3BOACTBO CTEPUIIBHBIX JIEKAPCTBEHHBIX CPEJICTB 16 - 8 8 TEKYIIUH KOHTPOJIb
10. | IIpou3BOJCTBO JEKAPCTBEHHBIX MPENAPATOB ISl KIIU- 16 - 4 12 TEKYIIUH KOHTPOJIb

Crpanvma 8 u3 24



HUYECKUX UCCICIOBAaHUN

HTorosas arrecranus

TecTupoBanue

UTOIO:

240

36

137

67
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4. KAJIEHJIAPHBINA YUEBHBIN T'PA®UK

Pa3znesabl nporpamMmmel

[TpoomKUTENEHOCTh OCBOCHHUS TPOTPAMMBI, (KOJI-BO HE/IETh)

1 2 3 4 5 6 7
HCOCIA HCIOCIIA HEOCIA HCIOCIIA HCIOCII HCOCIIA HCOCIA
1. TocymapcTBeHHas cCUCTEMa PETYJIMPOBaHUS 00-
palieHus JeKapCTBEHHbBIX cpeacTB. OCHOBHBIE
3aKOHOJATENIbHBIC, HOPMATHBHBIE IIPABOBBIE 14
JOKyMeHTBI PO 1 MeXyHapOHBIN OIBIT
2. Ponp, npaBa u 0053aHHOCTH YIIOJTHOMOYEHHBIX 2
JINLT 14
3. dapmaieBTHYECKas CUCTEMA KauecTBa Mpe/i-
MPUATHSA-TTPOU3BOUTEIS JICKAPCTBEHHBIX 22 14
CPEICTB
4. CraTucTU4ecKHe METO/Ibl, UCIIOJIb3YEMBIE HA 18
(dapMaleBTUYECKOM NPEANPUATUN
5. OcHoBsl hapmakosioruu 1 6nodapmanuu 6 22
6. Pa3paboTka u mpou3BOACTBO (hpapMarieBTHIC- 14 2
CKHX CyOCTaHIIMI
7. dapmareBTHYECKas pa3padOTKa U IPOU3BOI- 21
CTBO JICKAPCTBEHHBIX MpENnapaToB
8. ®dapMaieBTUYECKUI aHAJIN3 U KOHTPOJIb Kaye- 13 23

CTBaA JICKAPCTBCHHBIX CPCACTB
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9. Ilpou3BOJCTBO CTEPUIIbHBIX JIEKAPCTBEHHBIX 13 3
CPEICTB

10. IIpon3BOACTBO JIEKAPCTBEHHBIX MPENApaToOB s 16
KIIMHUYECKHUX UCCIIEJOBAaHUM
Hrorosas arrecrauus 3

Crpanvma 11 u3 24



5. PABOYASA ITPOI'PAMMA YUYEBHOI'O KYPCA

5.1. BBenenue

YoIHOMOYEHHOE JIUI0 O KadyecTBY, Hapsly C PYKOBOAHUTENIEM IPOU3BOJICTBA, OT/AEJIOB
KOHTpOJISI M oOOecreueHus] KayecTBa, OTHOCUTCS K KIIOYEBOMY PYKOBOJISALIEMY MEPCOHATY
(bapMaleBTUYECKOTO MPEANPUATHUS.

3HaHusl, MOJTYYEHHbIE IIPU OCBOEHUM ciymareiasMu [IporpaMMebl, MO3BOJSAT JOMONHUTH U
pacIIUPUTH 3HAHUS 00 OCHOBHBIX aCMEKTaX ACSITEIbHOCTH YIIOJTHOMOUYEHHOTO JIUTIA.

5.2. Y4yeOHO-TeMATHYECKHI IJIAH.

No Ha3sBanue TeMbl Koa. y.
4yacoB

["ocymapCTBEHHAs! CHCTEMA PETYIUPOBaHHS O0OpAICHHS JIEKapCTBEHHBIX

1. |cpenctB. OCHOBHBIE 3aKOHOAATENbHBIE, HOPMATHBHBIE IPABOBBIE JOKYMEHTHI 14
P® 1 MmexayHapOIHBINA OTBIT
Ulexyus (Oucmanyuonrno). I'ocyaapcTBEHHOE PETyIHUPOBAHIE OOpAIICHHUS Jie-
KapCTBEHHBIX CPENICTB. MeXTyHApOIHBIC MOIXOIbI K PEryJIMPOBaHUIO 00pa- 2
[ICHUSI ICKAPCTBEHHBIX CPEJICTB
Camocmosmenvras paboma (3aounas wacms) — pedepar, mpoOIeMHBIC 3a/a- 12
qu

2.  [Ponb, mpaBa 1 00513aHHOCTH YIOJHOMOYEHHBIX JIHII 36
Ulexyus (Oucmanyuonno). BBOIHAS JEKIUS IO LUKITY «YTTOJTHOMOYEHHOE )
JTHIIO 110 KQYeCTBY»
Vlekyus YTIOTHOMOYEHHOE JIUIIO Ha (hapMarieBTHYECKOM Ipeanpustui. Poib 4
1 00513aHHOCTH YITOJIHOMOYEHHOTO JINIIA.
/[ucmanyuonnoe obyuenue — NpoOIEMHBIE 3aJa4n 14
Camocmosmenvnas paboma (3aounas yacms) — pedepat 16

3 dapmarieBTHYECKas CUCTEMa KauecTBa MPEIIPUATUSI-TIPOU3BOIUTEIS JICKap- 16
CTBEHHBIX CPEJICTB
Vlexyus. GapmaneBTuyeckas cucrema kauectBa. IHTErpupoBaHHBIN MOAXO K 3
00eCIeYeHNI0 Ka4eCTBa JICKAPCTBEHHBIX CPEJICTB
Jlekyus. YnpaBieHUe puckaMu Ui KauecTBa. IHCTpyMeHThI paboThI ¢ puc-
kamu, nepconai. Cepa npumenenuss QRM Ha papmaneBTH4eckoM mpous- 2
BOJICTBE
Vlekyus (Oucmanyuonno). ObecriedeHre KauecTBa JICKAPCTB TOCPEACTBOM
B PexTuBHOTO PYHKITMOHUPOBAHUS (hapMaIleBTUUECKON CHCTEMbI KauyeCcTBa. 4
DneMeHTHl (hapMalleBTUYECKON CHCTEMbI KaueCcTBa
Vlekyus (Oucmanyuonro). CpeacTsa yaydiieHus papMareBTHIECKON CUCTe-
MBI KauecTBa. AHAIIU3 CO CTOPOHBI PYKOBOACTBA. METOI0MIOTHS TPOBEICHUS 4
BHYTPCHHUX ayJIUTOB U CaMOMHCIEKITHI. [10Ir0TOBKA K MHCTIEKIITMOHHBIM
MpOBEpKaM
J[ucmanyuonnoe oOyuenue — MIPAKTUIECKUE 3aJaHUSI, CUTyallMOHHBIC 33791 12
Camocmosmenvras paboma (3aounas yacms) — pedepar 11

4 CTaTuCTUYECKIE METO/IbI, CIIOJIb3yeMbIe Ha (hapMalleBTHUECKOM MPEATIPHUs- 18
TUU
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KoJ. yu.

No Ha3Banue Tembl
4yacoB

Vlexyus. CtatucTuueckas o0paboTKa TaHHBIX Ha (papMarieBTUYECKOM TIPe/I- )
NPUSITUH
Vlekyus (Oucmanyuonro). O6ecnieueHre T0CTOBEPHOCTH M HAIEKHOCTH JTaH-
HBIX, TOJTYYCHHBIX IPU MPOU3BOCTBE JIEKAPCTBEHHBIX MpenapaToB. CtaTu- 4
cTUYecKas 00paboTKa JaHHBIX
/[ucmanyuonnoe ooyuenue — NIpaKTUYECKUE 3aJaHUSI, CUTyallMOHHbBIE 3a7]a4 12

5. |OcHoBbI (hapmakosioruu u 6uodapmanuu 28
Jlexyus. OcHOBBI hapMaKOJIOTUN 2
Vlexyus. OcCHOBBI OHOhapMamum 2
Ulexyus (Oucmanyuonno). buodapmareBTH4ecKue OCHOBBI TEXHOJIOTHH Jie- 4
KapCTBEHHBIX MPENapaToB
Vlekyus (Oucmanyuonno). ®apmakokumnetuka. @apmakoaunHamuka. CpencTsa,
BIIUSIONINE HA TIepu(epruIecKre MeTuaTOPHBIC TPOIIECCHI. 4
Vlekyus (Oucmanyuonno). CpeacTsa, BIMSIONIAE HA EHTPAIbHYIO HEPBHYIO 4
cuctemy. CpelicTBa, BIHSIIONINE HA CEPCIHO-COCYTUCTYIO CHCTEMY.
Vlekyus (Ooucmanyuonro). CpeacTsa, BIHAIOMKE HA (QYHKIMIO OPraHOB ITH- 4
nieBapeHus. | OpMOHAJIbHBIE M aHTUTOPMOHAJIHHBIE TIPETIapaThl.
Vlekyus (Oucmanyuonno). CpeacTsa, BIUSIONINE HA PYHKITUIO UMMYHHOU CH- 4
ctembl. CpelicTBa, BIHSIIONIME HA (DYHKITUIO CUCTEMBI KPOBH
Vlekyus (Oucmanyuonro). IIpoTUBOMUKPOOHBIE M MPOTHUBONIApA3UTAPHBIC 4
cpencTBa

6. |Pa3paboTka 1 TpOU3BOACTBO (hapMaIleBTHUECKUX CYOCTAHIIHIA 16
Jlexyus. PazpaboTka 1 MpOU3BOJICTBO (hapMalleBTHUECKUX CyOCTaHIIUI 2
/[ucmanyuonnoe obyuenue — IPaKTUYECKHUE 3aJaHUS 4
Camocmosmenvras paboma (3aouHas 4wacms) — MPOOJIEMHBIC 3a/1a41 10

7 dapmarnieBTHYECKas pa3padoTKa U MPOU3BOJCTBO JIEKAPCTBEHHBIX Mpenapa- 21
TOB
Jlexyus. Crucrema TOKyMEHTalMK Ha (hapMalleBTUUECKOM MPEeANpUsTun 2
Jlexyus. OCHOBBI KBaTU(UKAINY U BATHIAIUN Ha (DapMaIleBTHUYECKOM TIpe/I- )
NPUSITUN
Ulexyus. Opranu3aiiys CAaMOMHCIICKIINA Ha (hapMalleBTHUECKOM MPEAIPUITUN 2
IIpaxmuuecxoe 3anamue. ®apmaneBTHUeCKas pa3paboTKa JEKapCTBEHHBIX )
CpEICTB
Ulexyus (Oucmanyuonro). OCHOBHBIC TIOHATHUS (hapMaIleBTUIECKOM TEXHOIIO-
run. Tepmunonorus. Kimaccudukanms nekapctBeHHBIX hopm. OOmias xapak- 4
TEPUCTHUKA BCIIOMOTATEIHHBIX BEIECTB.
Vlekyus (Oucmanyuonno). TBepapie nekapcTBeHHbIe hopmbl. OCHOBHBIE IO~ )
HSTUSL.
Vlekyus (Oucmanyuonro). IlokpeiTHe TabIETOK 000IO0UYKAMHU. 3
Ulekyus (Oucmanyuonno). TeXHOIOTHS MATKUX JIEKapCTBEHHBIX Gopm. Masu, )
JTMHUMEHTBI, 1ACThI, TeJIH.
Vlexyus (Oucmanyuonrno). OOIINE TEOPETUIECKUE OCHOBBI TEXHOIOTHH CYII- )
MO3UTOPHEB.

8.  |PapmaneBTHUYECKUHN aHAIU3 U KOHTPOJIb Ka4ECTBA JICKAPCTBEHHBIX CPEICTB 36
Vlexyus. KoHTpOJb KauecTBa. AHATMTHYECKOE 0OecIieueHrne KauecTBa JieKap-
CTBEHHBIX CPEJICTB B COOTBETCTBHH C TPEOOBAHMSIMH MEXIYHAPOIHBIX CTAH- 2

naptoB. CTaTucTHYecKas 00paboTKa JaHHBIX. Bamunanus MeTo0B aHam3a
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No Hazpanue TeMbl Koa. yu.
4yacoB
Vlexyus. OCHOBHBIE WCTOYHMKA MHKPOOHOW KOHTaMHHAIIMU CYOCTaHIIUH,
CBIPBSI, BCTIOMOTATENIbHBIX BellecTB U roToBbiX JIC. MeToasl MUKPOOHOIOTH- 4
YECKOr0 KOHTPOJISl JIEKAPCTBEHHBIX MPENapaToB
I Ipaxmuuecxoe 3anamue. KoHTpoIb kauecTBa. [IpakTudeckoe 3aHITHE C TIO- )
cenieHrueM ucneitarenbHoi gaboparopun [IKKJIIC
Vlekyuu (OucmanyuoHHo).
Opranuzanus acenTUYECKUX MEPONPHITHIA B MPOU3BOJICTBE JEKAPCTBEHHBIX 4
npenapaTtoB. J(e3uH(peKuus U aHTUCENTHKA B (hapMalleBTHUECKON MPOMBIII-
TICHHOCTHU
JKOJIOTUSI MUKPOOPTaHU3MOB ;
Muxkpobuonornyeckue TpeOoBaHMsI K CTEPUIbHBIM U HecTepuIbHbIM JITT 5
VICTOYHUKY U IPUYMHBI MUKPOOHOM KOHTaMUHAIIIHI
Vlekyus (Oucmanyuonro). GapManieBTUUECKUN aHAIN3 — MOHSATHE U TTPUHIIN-
nbel peanuzanud. OCOOEHHOCTH M OCHOBHBIE KPUTEPUH (PapMalleBTUYECKOTO 4
aHaIM3A.
Jlekyusa (Oucmanyuonno). COBpPEMEHHBIE MOAXOAbI K KOJIMYECTBEHHOMY)
onpexaenenuto JIC, kKak K OJJTHOMY U3 OCHOBHBIX 3JIEMEHTOB JOOPOKAYECTBEH- 6
HocTH JIC.
J[ucmanyuonnoe ooyuenue — MPAKTUYECKUE 3aTaHUS 8
9. [Ipou3BOACTBO CTEPUIIBHBIX JIEKAPCTBEHHBIX CPEACTB 16
Vlekyus (Oucmanyuonno). TeopeTHuecKue OCHOBBI TEXHOJIOTHH IapeHTe-
PANBHBIX JIEKapCTBEHHBIX (opM. [Ipor3BOICTBO HHBEKIIMOHHBIX JICKAPCTBEH- 4
HBIX (hopM.
Ulekyus (Oucmanyuonno). CTepunuzanus B TEXHOJOTHH JIEKAPCTBEHHBIX 4
CpEICTB
Camocmosmenvras paboma (3aounas yacms) — NIPoOJIEMHBIE 3aa91 8
10. [[Ipom3BOACTBO JEKAPCTBEHHBIX MPENAPATOB I KIMHUYECKUX UCCIEIOBAaHUMN 16
Vlekyus (Oucmanyuonro). TpeGoBaHUS K TIPOU3BOJICTBY JICKAPCTBEHHBIX Mpe- 4
MapaToB /ISl KITMHUYECKUX UCTIBITAHUN
Camocmosmenvras paboma (3aouHas 4wacms) — MPOOJIEMHBIC 3a/1a41 12
HToroBasi arrecTamust 3
NTOI'O: 240

5.3. Onucanue pa3aenoB Kypca

Tema 1. «l'ocynapcTBeHHasi cucTeMa PeryJupoBaHUs OOpalleHUsl JIEKAPCTBEHHbIX
cpeacTs. OCHOBHBIE 3aKOHOAATE/IbHbIC, HOPMATHBHBIEC MPABOBbIe JOKYMEHThI PD u mexk-
AYHAPOAHBINA ONBIT» AT MpEACTaBICHUE O MOPsIKE 0OpalleHUs JeKapCTBEHHBIX CPEJCTB, 00
OCHOBHBIX NPHHLUIAX TOCYJApPCTBEHHOTO PEryJIMPOBaHUS OOPAICHHUs JIEKAPCTBEHHBIX CPECTB,
cucreMe (eepaTbHbIX OPTaHOB HCIIOJHUTENBCKON BIIACTH B chepe 0OpalieHus JIeKapCTBEHHBIX
CPEACTB, IEHCTBYIOMIUX POCCHMCKIX HOPMAaTHBHBIX MPABOBBIX aKTOB IO PETyIUPOBaHHUIO 00pa-
LIEHHUSI JIEKAPCTBEHHBIX CPEJICTB, OCHOBHBIX IOJIOKEHUH NEUCTBYIOLIEN penakunu denepanbHo-
ro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O6 oOparieHuu JIeKapCTBEHHBIX CPeACTB", HOpMa-
THUBHBIX MPABOBBIX AKTOB IO JMIEH3UPOBAHUIO ITPOU3BOJCTBA JICKAPCTBEHHBIX CPENICTB, APYIHX
MOCTAaHOBJICHUN W pacnopsbkenuit [IpaBurenbctBa Poccuiickoit depepainiuyi, HOpMaTUBHBIX U
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METOJIMYECKUX TOKyMeHTOB MunsapaBa Poccuu, Poc3npaBraazopa, Munnpomropra Poccuu u
UHBIX (hefiepabHBIX OPraHOB MCIIOJHUTENBHON BIIACTH, a TAKXKe MPeJycMaTpUBAET O3HAKOMIIE-
HHUE CIyIIaTeNnell ¢ MeXAYHapOIHBIMU MOIX0/JaMHU K PETYIMPOBAHUIO OOpaleHHs JeKapCTBEH-
HBIX CPCACTB, CUCTEMOU HaAJIC)KalluXx NpPaKTUK.

Tema 2. «Posb, npaBa u 00513aHHOCTH YIIOJJTHOMOYEHHBIX JIMID» 3HAKOMUT CIYyIIATENIEeH ¢ OC-
HOBHBIMHM (DYHKIIMSIMM YTIOJIHOMOYEHHOTO JIMIIA, TPaBaMU U O0S3aHHOCTSIMH, YCTAaHOBJICHHBIMU
3aKoHOAaTenbCcTBOM Poccuiickon denepanuu, OCHOBHBIMH IIPUHIAIIAMYA OpraHU3ALMU JCATENb-
HOCTH YIOJIHOMOYEHHOI'O JINLA, IPAKTUYECKUMH IIPUMEpPaMH IIPUHSITHS PELICHUH, BKIIIOYast Mo-
PAIOK OT3bIBA C PbIHKA M YHUYTOXEHHUE JIEKAPCTBEHHBIX CPEICTB, MEXKAYHAPOJHONW MPAKTUKOMN
paboThl YIOJTHOMOUYEHHOT'O JIUIIA.

Tema 3. «@apmaneBTHYECKAS CHCTEMAa KadecTBa NpPeANpPUSTUA-TIPOU3BOANTEISA JIeKap-
CTBEHHBIX CPEJACTB» 3HAKOMUT CIylIaTelaed ¢ OCHOBHBIMU IPUHIMUIAMU OOecrieueHus Kade-
CTBa JIGKapCTB MOCPEICTBOM 3(PPEKTUBHOTO (DYHKIIMOHUPOBAHUS (apMalleBTUYECKON CHCTEMBbI
kadyecTBa. Peanuszanus tpeboBanuit Hagnexamei mpousBoacTBeHHOM npakTuku (GMP).

OneMeHTH! (papManeBTUYECKO CHCTEMBbl KaueCcTBa: MOHUTOPHHT 3(P(PEKTUBHOCTH IpolLIiec-
ca u KauecTBa npoaykuuu; ynpasienue CAPA; ynpaBieHrne H3MEHEHUSIMU; aHAJIU3 CO CTOPOHBI
pykoBozactBa. OOecrieueHne 3¢hHEKTUBHOTO (YHKIIMOHUPOBAHUS 3JIEMEHTOB (hapMalieBTHue-
CKOM CHCTEMBbI KayecTBa Ha CTaJUAX KU3HEHHOI'O IIUKJIA JIEKApCTBEHHOI'O IIpenapara B COOTBET-
ctBuu ¢ PykoBoacrom ICH Q10.

CpenctBa ynydmeHus: ¢papMalieBTUUECKONH CUCTEMbI KadecTBa. YIpaBJIECHUE 3HAHUSAMH U
yIpaBiIeHUE pUCKaMU AJis KadecTBa. [locTosiHHOE ymyulleHre NOCpEACTBOM aHallu3a co CTOpO-
HbI PYKOBOJICTBA.

[Mopsimok mpoXosKAeHNs BHYTPEHHUX M BHEIIHUX MPOBEPOK Ha (papMalieBTUYECKOM Ipei-
HPUSATHH.

Tema 4. «CraTucTHYecKHMe MeTOAbl, HCHOJb3yeMble Ha (apMaleBTHYECKOM
NpeanpusITUN» 3HAKOMUT CIyIIaTelield ¢ ocHOBaMH pPaboTel B cpene Minitab. OcHOBHBIC
CTaTHUCTUYECKUE HWHCTPYMEHTHI (MeTojabl). MeTonpl omucaTenbHON cratuctuku. [IpoBepka
CTaTUCTUYECKUX TUTIOTE3.

Koppensuunonnsiii ananu3. Perpeccuonnas monens. Pacuer perpeccuonHoit moaenu. R-
sq (R2) - koapdunmenT cMeranHoi Koppensun. AHanu3 octaTkoB. KoymmHeapHOCTb.

Hucniepcuonnbiii  anamu3  (ANOVA). OnHo]akTOpHBIM —JUCHEPCHOHHBIA — aHAIN3
(OneWay ANOVA) Meton napusix cpaBHenuit Tukey.

O6mrast Jluneiitnas Monens (General Linear Model ANOVA). ®ukcupoBaHHBIE

3 deKThI.
OcCHOBBI  TUTAaHUPOBAaHMS  JKcliepuMeHTa. DakTopHbBIA aHanmm3. AHanmu3  (HaKTOPHOTO
skcniepumenTa. [umarpammbl [lapero. Ontumuzanust coctaBa cMecd. Hcmosb3oBaHue
dakTopranbHBIX TpadUKOB JUISI OIEHKH Bo3zeicTBust ¢aktopoB. Co3nanue rpagpuka
OTCIIeXKUBaHUA OTKIMKOB. Co31aHre KOHTYpHOTO Tpaduka 1 rpaduka mOBEPXHOCTH.

AHanu3 MpPOU3BOJICTBEHHBIX JAHHBIX M KOHTPOJIh KadecTBa. CTAaTHCTUUYECKUN KOHTPOIb
IPOM3BOJICTBEHHBIX IPOLIECCOB U JIAOOPATOPHBIX aHANNU30B. KOHTPOMIb COCTOAHUS Tpoliecca BO
BpeMeHH. KOHTpoIbHbIE KapThl.

[Toctpoenne mmarpamm MmmkaBel B Minitab. Onenka m3mepurtenbHbix cuctem (Gage

R&R). AHanu3 cXO0OMMOCTH W BOCIPOM3BOJMMOCTH HM3MEPUTEIBHBIX cucTeM. [IpoBepka
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HaJeKHOCTH ONEpPaToOpoB. 3ajJadya IO OLEHKE MPUEMIEMOCTH HW3MEPUTEIBHON CHCTEMBI
(aHaTUTHYECKOTO IpUdopa).

IIpoBepka JNMHEMHOCTHM M CMEILIEHUS HM3MEPUTEIIBHOW CHCTEMBI Ha BCEM JMara3oHe
u3Mmepenuii. MccnenoBanue crmocoOHOCTH Tporiecca (OleHKa BO3MOXKHOCTEH mporiecca). Pacuér
MHJIEKCOB cIIOCOOHOCTH B Minitab.

Tema 5. «OcHoBBbI (papMakoJg0ruu U OHopapManum» 3HAKOMUT CIYIIATENIEH C OCHOBHBIMH
MEXaHW3MaMH JICHCTBUS JIEKapCTBEHHBIX MPENapaToB M COMYTCTBYIONIMMHU UM 3JIEMEHTaMu (u-
3MOJIOTMM W aHAaTOMUHU YeJIOBeKa, (papMaKoTeparneBTHUECKUMH KIACCH(PHUKALUSIMH, OCHOBAMH
O6nodapmaruy, MyTSIMH BBEJICHHS JICKApPCTBEHHBIX INpernapaToB. PaccmarpuBaeT OCHOBHBIE HO-
HaTHs Onodapmanuu. @apmanerudyeckue pakropsl. OCHOBHBIE HampaBieHUs: OModapMaleBTH-
YEeCKHX HCClefoBaHui. bronornueckass 1ocTynHOCTh. AOCOIOTHAsE M OTHOCUTENbHAs OHOJIO-
THYECKasi IOCTYMHOCTb. MeToabl onpezaeneHus. TepaneBTudyeckas SKBUBAJICHTHOCTh M B3aUMO-
3aMEHSEMOCTb JICKAPCTBEHHBIX MPETIapaToB.

Tema 6. «Pa3zpadoTka u mpou3BoACTBO papManeBTUYECKUX CYOCTAHIIMID» 3HAKOMUT CIIyIIa-
TeJIel ¢ OCHOBHBIMH CITOCOOAMHM TTOy4YeHUs (apMaIeBTUUECKUX CyOCTaHIHi, pa3pabOTKu Mpo-
[IECCOB MPOU3BOJACTBA AKTUBHBIX (PapMaIleBTUUECKUX WHIPEIUEHTOB, NMPaBUJIAMU OpPraHU3alUN
MIPOU3BOJICTBA U KOHTPOJIS KayecTBa (hapMalleBTUUECKUX CyOCTaHIIMM, MPUHIMIIAMHU CTaHAapTH-
3allMi 1 HOPMHUPOBAHHA Ka4YCCTBA JICKAPCTBCHHLIX CPCACTB, O6CCHC‘II/IBa€T Pa3BUTHC CIIyHIaTC-
JSIMU HaBBIKOB, HEOOXOJUMBIX ISl TIPOBEACHHSI ayJUTa MOCTYMAIONIUX HA MPOU3BOJICTBO (ap-
MAaIEBTUYECKUX CyOCTaHITUH.

Tema 7. «®@apmaneBTH4YecKkasi pa3padoTka M NPOU3BOACTBO JEKAPCTBEHHBIX NMPeNnpaToB»
3HAKOMHUT CIIyIIaTe]e ¢ OCHOBHBIMH 3TanaMu (apMaleBTUYeCKOil pa3pabOTKH OpUTHHAIBHBIX
U BOCIIPOM3BEICHHBIX JIEKAPCTBEHHBIX MPENapaTOB, OCHOBHBIMU TEXHOJIOTUYECKUMU TpoIiecca-
MU TIOJIYYEHHS JIEKAPCTBEHHBIX (opM (TBEpIbIE TO3UPOBAaHHBIE (POPMBI, BKITFOYask GOPMBI ¢ MO-
TU(OUIIMPOBAHHBIM BBICBOOOXKICHUEM), KUJIKHE U MATKHE JIEKApPCTBEHHBIC (OPMBI (PacTBOPHI,
CYCII€H3HH, Kallli, CIper, Ma3u, TeIl) U UX KOHTPOJIEM, IPUHLIUIIAMU BaJUAalUNd TEXHOJIOTH-
YCCKOro ImpoI1ecca, MaCLHTaGI/IpOBaHI/IH H TICpCHOCa TGXHOHOFHﬁ, opraHu3alii IOJYYCHUSA U
XPaHCHUA rOTOBOU MMPpOAYKIIMHU; OCHOBHBIMU BUJIaMHU YIIAKOBOYHBLIX MATCPUAIOB U UX BIUAHUCM
Ha O0€30MacHOCTh M CTA0MJIBHOCTh JIEKAPCTBEHHBIX MPENaparoB, MPUHIMIIAMH OpTraHU3AINH
oTepaluii 1Mo yIaKoBKE JIEKAPCTBEHHBIX MPENapaToB, MEpaMH MO MPEAYNPEKICHUIO MEPEyThl-
BaHUs MEYATHBIX (BKJIIOYAs MHCTPYKIUHU MO MEIUIIMHCKOMY MPUMEHEHHUI0) MaTepuasoB U Ipe-
OyMpexIeHuIo (haabcuUKaluy TOTOBBIX JIEKAPCTBEHHBIX MPENapaToB.

Tema 8. «@apManeBTHUECKH aHAJM3 U KOHTPOJb KAayecTBa JIEKAPCTBEHHBIX CPeACTB»
3HAKOMUT CIIyIIaTele ¢ MOpSAIKOM OpraHu3aluu padoThl JJabopaTOpUil OTAENOB KOHTPOJIA Ka-
YCCTBA JICKAPCTBCHHBIX CPCACTB, OCHOBHBIMU (bapMaKOHeﬁHBIMH METOAaMHU aHaJIn3a, MCTOHO0JI0-
TUel MHTEPIPETAlU JAHHBIX UCIBITAHUM, IPUHIUIIAMU CTAaHAAPTU3ALUUM U HOPMUPOBAHUS Ka-
YecTBa JEKapCTBEHHBIX CPEJNICTB, MpoLEeaypaMu 0TOopa mpod, BaIUIAMH aHATUTUIECKUX METO-
JUK, MCTOJO0JIOTHH pa60T II0 UCCIICAOBAHUIO CTaGI/I.HBHOCTI/I JICKApCTBCHHLIX CPCACTB, BKIIHOYAA
paboTHI IO U3YUYEHUIO TTYTEH U KMHETHKHU PA3JI0KEHUS ACHCTBYIOIIETO BEIIECTBa, hapMaKomei-
HBIMHU, MUKPOOHOJIOTUYECKUMU U OUOJIOTMYECKUMHU METOJaMH HCCIEAOBAHUS, UX BaTUAAlUU U
MHTEPIIPETAMU TOJTYYEHHBIX PE3yJIbTaTOB, OIEHKE OaKTepHabHBIX SHIOTOKCHHOB, HCIOIb30-
BaHMs aHTUMUKPOOHBIX KOHCEPBAHTOB M OIICHKU UX 3(PHEKTHBHOCTH.
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Tema 9. «IIpou3BOACTBO CTEPWIBHBIX JEKAPCTBEHHBIX CPEICTB)» 3HAKOMUT CIIyLIaTeNeu ¢
MPUHIIMIIAMA TIPOU3BOJICTBA CTEPUIIBHBIX JICKAPCTBEHHBIX CpencTB. TpeOoBaHHS K TMapeHTe-
PANBHBIM JIEKAPCTBEHHBIM (popmMaM. XUMUYECKUE, PUINUECKUE METObI CTAOUIU3aIUU PACTBO-
poB aiis uHbeKIU. CTaOuinm3aus coiiei Ci1adbIX OCHOBAHUN U CUIIBHBIX KUCJIOT U COJICH CHUJTb-
HBIX OCHOBaHUH M ci1a0bIx KucioT. Okucienue. @akTopsl, BIMSIONME Ha ayTookucienue. Cra-
OMIHM3aIys PacTBOPOB JIETKOOKHUCIISIONMINXCS CyOCTaHITHMA.

Crepunuzanus, TUPOreHHOCTh, OaKTepHaIbHbIE TOKCUHBI.

Nudy3nonnsie pactBopsl. Knaccudukanus. TpeboBanus k MHPY3HOHHBIM pacTBOpaM U
obOecrnieueHre WX BBIMONHEHUsA. OCMOISPHOCTh TEOpPETHUYECKas W dKCIIepUMEHTanbHas. Pacuer
ocMOJISIpHOCTH. TpeOoBaHMs K YUCTOTE HHBEKIIMOHHBIX ¥ MH(Y3UOHHBIX PacTBOPOB. OMIBTPY-
IOIlI€ MaTepUabIL.

Tema 10. «IIpon3BOACTBO JIEKAPCTBEHHBIX NPeNapaToB AJisi KIHHUYECKHUX HCCJIeJ0BAHNID)
3HAKOMUT CiyIIaTeseil ¢ MpUHLIKUIIAMU OpraHU3alH IPOU3BOCTBA JIEKAPCTBEHHBIX MPENapaToB
JUISL KIIMHUYECKUX HCCIIEOBaHUM, MpoLeAypaMH pa3pelieHusi K UCMOJIb30BaHUIO TOTOBBIX Jie-
KapCTBEHHBIX CPECTB, MPUHIUIIAMH JOKYMEHTHUPOBAHUS ITPOU3BOJICTBA.

6. OPTAHUBAIIMOHHO-IIEJAT'OI'MYECKHUE YCJIOBUA

6.1. TpeGoBanus Kk KBAIN(PUKALNNHA MeIaArOrHYECKUX KAAPOB, MPeACTABUTEIel npeanpus-
THIi M OPraHN3anMii, 00ecreYnBAKIIMX PeaJn3anuio 00pa3oBaTebLHOIO Mpoiecca.

Peanuzanust HOMOIHUTENBHON MpOoecCHOHATBLHON MPOTrpaMMBbl MOBBIIICHUST KBaIH(pUKa-
M «YTIOJTHOMOUYEHHOE JTUI0» 00ecrieyuBaeTcs MpernoiaBaTesiMi, UMEIOIMME BhIciiee o0pa-
30BaHMe 10 NPOQHITIO MporpaMMbl. Bo3MOXXHO MpUBJIEYEHHE K YYaCTHIO B IporpaMMme pabOTHU-
KOB OpraHu3alluii, OCYIIECTBISIOMNX TPYAOBYIO NESTENBbHOCTh B INpodeccHoHaNbHON cdepe,
COOTBETCTBYIOLIEH MpPOpECCHOHATBHON NEATETbHOCTH PeaTn3yeMOl MPOrpaMMbl MOBBIIICHUS
KBTI (UKAIIHH.

6.2. MatepuajJbHO-TEXHHYECKHE YCIOBHS Peain3anuu.

6.2.1 O6opynoBaHue 001IEro HA3HAYEHU S
Tab6muna 6.1

Ne HaumenoBanue Ha3zunauyenue

1 [[Ipe3enTannoHHOE 000pynOBaHKE (MyIbTUMeaANA- 11 TPOBEACHUS JIEKIIMOHHBIX U CEeMHUHAap-
[IPOEKTOP, IKPAH, KOMIIBIOTEP JJIsl YIPABICHUS) |CKUX 3aHATUH

2 |KoMmbroTepHBIH Kiacc (¢ BexoaoM B Internet)  [[Inst opranuzanmu camoCTOSITENLHOU pabo-
Thl 1 CEMUHAPCKUX 3aHITUHN CIyIIaTeNel

6.2.2 Cnenmanu3npoBaHHoe 000py/iI0BaHHE

Tabnuma 6.2
MatepuanbHO-TEXHUYCCKUE YCIOBHS peasii- | OO0eCIeueHHOCTh peali3aiiy MPorpaM-
3a1nun HpOI‘paMMBI MBI CO6CTB€HHBIMI/I MaTepI/IaJ'H:HO TCXHU-
YECKUMU YCIIOBHSIMH
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Hannune kabuHeToB ( yka3aTh KakuX): NmeroTcst  cOOCTBEHHBIE  JISKIIMOHHBIC
JlekoHHOTO KabuHeTa ayIUTOPUH, OCHAIICHHBIE MYJIbTUMEIHUMN-

HOW TEXHUKOM ISl TPE3CHTAIUN.

Hanuune naGoparopuii (yKkazaTh Kakux): UcneitarensHas naboparopuss lLlentpa

KOHTPOJII ~ KayecTBa  JIEKApPCTBEHHBIX
cpeacte ®I'bOY BO CIIX®Y Mun-
3apasa Poccun

Haynurie noJiMroHoB, TEXHUYECKUX YCTAaHOBOK He tpeOyercs

NHoe (yka3atp) -

6.2.3 O6opynoBanne, odecnnequBaoniee AaNTALNMIO 3J1eKTPOHHBIX H IIeYaTHBIX 00pa3oBa-
TeJbHBIX PecypcoB /IUIsl 00yqaomuecst U3 YMcJIa JUI ¢ OFPAHUYEHHBIMH BO3MOKHOCTSIMHU

310pPOBbS
Tabmuma 6.3
HaumenoBanue 000-
Ne Ha3zunauyenue MecTo pa3menieHus
pYAOBaHuUs1
1 | YcrpoiictBo nopra- [IpennaznaueHo st ooydvaro- .
P P pel o ya Y4yeOHO-METOANYECKUI OT-
TUBHOE JIJISl yBEJIUYE- | IIMXCS C HAPYILIEHUEM 3PEHUS C
JieJ1, yCTaHABIUBAETCS 110 Me-

gusa DION OPTIC LIEJIbIO YBEJIMYEHHUS TEKCTA U o

CTYy IIPOBEJICHUS 3aHATUI
VISION 1o100pa KOHTPACTHBIX CXEM

(TIpu HEOOXOMMOCTH )
M300paKeHUS

2 | Dnexrponnslii pyunoit | [Ipennasnavueno qist o0ydaro- Y4eOHO-MeTOANYECKUI OT-
BUJICOYBEJIMYUTEID LIUXCS C HAPYIICHUEM 3pEHUs ISl | JAell, yCTaHaBIMBAETCs 10 Me-
Bigger D2.5-43 TV YBEJIMYECHUS U YTEHHS TIJIIOCKOTIEe- CTy IPOBEJCHUS 3aHATUI

YaTHOI'O TEKCTA (Tipy HEOOXOMMOCTH )

3 | Paguokiacc (panuo- [TopratuBHas 3BykoBas FM- Y4eOHO-MeTOANYECKUI OT-
Mukpodon) «CoHeT- | cucreMa At 00yJaroIuXcs C JieJ, yCTaHABIIMBAETCS B
PCM» PM-6-1 (3a- HapyUIEHUEM CIIyXa, YIy4llalo- MYJIbTUMEIUINHON ayAUTOPUHI
YIIHBIA UHAUKTOP) 1ast BOCIPUSTUE TOJIO0COBOM MH- 110 MECTY MPOBEACHUS 3aHsI-

dhopmaruun T (TpU HEOOXOTUMOCTH )

6.3 UndopmanuonHoe odecrnedeHne 00pa3oBaTeIbHOI0 npouecca.

6.3.1 Jluteparypa

NNk

a) OCHOBHasI JIUTEpPaTypa

Oenepanbublif 3akoH 61-O3 «O06 00palleHnu JTeKapCTBEHHBIX CPEICTBY - PEAaKLUs OT
03.07.2016 1. (c BHEecEHHBIMU M3MeHeHUsAMH, neicTByeT ¢ 01.01.2017 1.)

[Tpuka3z Munnpomropra Poccun ot 14.06.2013 r. Ne 916 «OG0 yrBepxknenun IlpaBun
HaJyIeKaIeld TPOU3BOACTBEHHON MPAKTUKI» (C U3M. B pen. oT 18.12.2015).

[Tpuxa3z Munnpomtopra Poccun ot 12.12.2013 r. Ne 1997 «O06 yrBepxknenun Pexomen-
JAIuil o OpraHu3alyy MPOU3BOJICTBA M KOHTPOJIS Ka4eCcTBA JIEKaPCTBEHHBIX CPEICTBY.
ICH Q 8 “Pharmaceutical Development”.

ICH Q 10 “Risk Quality Management”.

ICH Q 10 “Pharmaceutical Quality System”.

Eudralex - Volume 4 Good manufacturing practice (GMP) Guidelines.

[Mpuka3 MunszapaBa Poccuu Ne 8111 ot 01.11.2013 «OO6 yTBepkIeHUU MOpSIKA aTTe-
CTallM YIIOJTHOMOYEHHBIX JIUID)

Cornamenue o €AMHBIX MPUHIMIIAX U MPaBUIaX oOpalleHus JIEKapCTBEHHBIX CPEJICTB B
pamkax EBpa3uiickoro 3KOHOMUYEeCKoOro corosa ot 23.12.2014 r.
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10.

11.

12.

13.

14.

15.

16.

17.

1.

«[IpaBuita HaJuIe)KALEH IPOU3BOJCTBEHHON NPAKTUKU EBpa3viicCKOro 5KOHOMUYECKOIO
coro3a» - yrBepxkaeHsl Pemenuem CoBeta EBpa3uiickoil SKOHOMHUYECKOW KOMHCCUU OT
03.11.2016 1. Ne 77.

«Ilopsimok  arrecTallid  YIMOJHOMOYEHHBIX JIMI[ I[POU3BOJUTENEN JIEKapCTBEHHBIX
cpenct» - yrBepxkaeH Pemennem CoBera EBpa3uiickoil 53KOHOMHYECKOW KOMHUCCHUH OT
03.11.2016 1. Ne 73.

«[Topsimox opmMHUpOBaHUS M BEJCHHUS PEECTpa YIMOTHOMOUEHHBIX JIMI IPOU3BOIUTEICH
JIEKapCTBEHHBIX CPEACTB EBpazuiickoro 3KOHOMHUYECKOTO COI03a» - YTBEpKIEH Pere-
HueM Cosera EBpa3zuiickoii s3xoHOMu4eckoi komuccuu ot 03.11.2016 r. Ne 74.
KommenTapuii k PykoBoactBy EBponerickoro Coro3a no Haajexauieil npakTuKe Ipou3-

BOJICTBA JIEKAPCTBEHHBIX CPEJACTB JJIS YEJIOBEKa W TPUMEHEHUS B BETEpUHApUU. /
ITon.pen. C.H.beikoBckoro, M.A.Bacunenko, C.B.MakcumoB.-M.:13n-Bo «Ilepo»,2014.-
2014.-488 c.:un

'3, LK. IIpon3BoncTBO J€KapCTBEHHBIX CpeacTB. KOHTpoOnb KauecTBa M peryinpoBa-
Hue. [IpakTrdeckoe pykoBOACTBO: mep. ¢ aHr./ mox. pen. B.B.beperossix.- CII6.: LIOII
«[Ipodeccusr», 2013.-960 c.

IOprens, H.B PykoBOACTBO MO COCTAaBIEHUIO CBEACHUN O MPOU3BOJICTBE JIEKAPCTBEHHBIX
npenapaToB Uil BKIIIOYEHUS B PETUCTPAIMOHHOE OChe (METOIMYECKHE pPEKOMEH[a-
nun).// lon pemakuumeit: H.B. FOprens, A.JI. MnanenneBa, A.B, bypneiin u np. - M.

®enoros, A.E. OcaoBer GMP- TIpon3BoacTBo siekapcTBeHHBIX cpeacTB / DegoroB A.E.-
M.: "AcunkoM" , 2012.-517 c.
NpanoBa K.A., Mneunosa FO.I'., MeTtoandeckne peKOMEHIAUN TT0 OOYYCHHUIO MHBAJIU-

JIOB ¥ JIWII C OTPAHUYCHHBIMHA BO3MOXKHOCTSIMU 37I0POBbsI B 00pa30BaTEIbHOW OpraHu3a-
1017071 oOpa3zoBaHms, [DJEKTPOHHBIM pecypc]: DJIEKTPOHHBIN  y4eOHO-
meroandeckuit komruiekc / K.A. Banosa, 10.I'. UnpunoBa; Cn6. roc. XuM. — ¢apm. yH-
T. Mun3paBa Cn6., [2019]. - JIOCTYyTIA:
http://edu.spcpu.ru/course/view.php?id=287. - 3aru. ¢ s3xpaHa.

0) 1OMOJIHUTEIbHAS JIUTepaTypa

BBICIIET'O

Poccun Pexum

Yucteie nomemenus. [lon penakuueit A.E. ®enorosa, 2003 r. - 576 c..

2. TOCT P 52538-2006 «Yucteie momenienns. Onexaa TexHomorndeckas. Oomme Tpe-

OOBaHUAY.

6.3.2 Ilepevyenn pecypcoB HHGOPMAIMOHHO-TEJIEKOMMYHUKAIIMOHHOI ceTn «AHTEpHET»

Tabmauma 6.4
Ne Kpatkoe onucanue HazHaueHus
HaumenoBanue UaTEpHET-pECypca
/11 HNuTtepHeT-pecypca
1 | HoBoctu GMP[OnekTpoHHBIi pecypc]: Kyp- AxktyanbHast “HGOpMAIUs 0 COOBITUSX B
Hai - Pexxum nocrymna: (dhapmareBTHUeCKO HHIYCTPUH H TOCY-
http://www.gmpnews.ru/ JApPCTBEHHOM PETYIHPOBAHUHI
2 | [IpoMbliniieHHAs TEXHOJIOTHS JEKApCTB. DNeK- | TEeXHONOrn4eckue acrekThl MpPOU3BO/I-
TPOHHBIN YueOHHK. - Pexum gocrtyna: CTBa JIEKAPCTBEHHBIX MPENapaToB
http://ztl.nuph.edu.ua/html/medication/
3 | MexnayHapoaHblii coBeT 1o TapMmoHu3anuu | OdunuanbHelii caliT MexayHapoIHOTO

TEXHUYECKUX TpeOOBaHW K QapmareBTHYe-
CKMM IIpenaparam JiJisi MCHOJb30BaHUS YeJo-
BEKOM [DJeKTpOHHBIN pecypc] : opuImanbHbIiA
caiT. — OJEeKTpOHHBIE JaHHblEe. — Pexum

A

COBETa MO0 TIapMOHU3ALUN TEXHUUYECKUX
TpeOoBaHUN K (apMaIleBTUYECKUM IIpe-
napaTam JUIsl UCTIOJIb30BaHUS YETIOBEKOM.
JlocTynl K aKTyaJbHOM peryJssTOPHOU
nHpopmaun
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http://www.gmpnews.ru/

6.3.3 Ilepevyenb uCNOJb3yeMbIX HH(POPMALMOHHBIX TEXHOJIOTHH, HCNIOJIb3yeMbIX IIPH OCY-
HIECTBJIEHUU 00Pa30BaTeJIbHOI0 MpoLecca, BKJIKYas NPorpaMMHoe odecnieuyeHue, uHGop-
MAalMOHHbIE CTIPABOYHBbIE CHCTEMBI.

Tabmuma 6.5
WudpopmupoBanue http://cpks.spcpu.ru/subject/index/card/switcher/programm/subject_id/108
KoncynsTupoBanue larisa.shigarova@pharminnotech.com
KOHTpO b http://cpks.spcpu.ru/subject/index/card/switcher/programm/subject _id/108
PasmMenienue yq66HbIX MaTepu- http://cpks.spcpu.ru/subject/index/card/switcher/programm/subject _id/108
aJIOB

Anpec 3eKTPOHHON MOYTHI MpenogaBaresst CooOIaeTcsl CIymaTeNnsM Ipy 3a4UCICHHH
Ha MPOrpaMMy TMOBBIIICHHUS KBAJIU(UKAIIIH.

Jns obecrieueHusl peain3aliy JTUCHMIUIMHBI HCIOJIB3YeTCsl CTAHAAPTHBIM KOMIUIEKT
nporpammuoro odecneyenus (I110), BkIrovaronuii perynsapHo oOHoBisieMoe JnieH3uonHoe 110
Windows u MS Office.

[TporpammHOe obecrieueH e s JIUI C OTPAHNYCHHBIMU BO3MOKHOCTSIMU 3/10POBbS

Tabmauma 6.6
MecTo pa3menie-

Ne [ HammenoBanue I10 | Haznauenue lflflﬂ m
1 | I[Iporpamma >kpaH- [Iporpamma skpaHHOrO A0CTyIa K cUcTeMHBIM |  KomnbroTepHbIi

Horo fgoctyna Nvda | u oducHBIM mNpuUIOXKEeHHAM, BKIO4Yas web- | Kiacc Ui camo-
Opay3epsl, MOYTOBBIC KIMEHTHI, VIHTepHeT- | CTOATENbHOH pa-

MECCEHKEPHI U OPHCHBIEC TAKETHI. 60Tl Ha Kadeape
BceTrpoennas nmoazepkka pe4eBOro BbIBOJA HA | BBICHIEH MaTema-
6onee uem 80 s3pikax. [lognepikka 60nbIIOTO TUKH

quciaa OpailfieBCKUX AMCIUIEEB, BKIIIOYas BO3-
MO>KHOCTh aBTOMAaTUYECKOTO OOHApy>KEHHS
MHOTHX U3 HUX, a TaKXe MoAJepxkKa Opailies-
CKOTO0 BBOJA Ui JAWCIUIEEB ¢ OpaiieBckoin
KJIaBUATYPOIl.

UreHue 3JIEMEHTOB YIPABICHUS U TEKCTa IIPU
VICIIOJI30BAHUH )KECTOB CECHCOPHOI'O DKpaHa

NudopmanmoHHbIe CipaBOYHBIE CUCTEMBI HE TPEOYIOTCS

6.4 O0mue TpeOGOBaAHUA K OPraHU3alUM 00Pa30BaTEJbLHOIO NPoLecca.

VY4eOHble 3aHATHS OYHOM YacTH Kypca IMPOBOISATCS B BUAE JICKIHHA ¢ MPUMEHEHHEM IIpe-
3€HTAIIMOHHOTO 00OPYJIOBAHMS M MPAKTUUECKUX 3aHATUH. [IpakTHueckue 3aHATHS IPOBOJISATCS B
B taboparopuu LIKKJIC.

3aHATHS PEKOMEHAYETCSI MPOBOJUTH B COOTBETCTBUU C YYEOHO-TEMATHYECKUM ILIAHOM
Kypca. [lomyckaercss BHECEHHE M3MEHEHUI B COJIEpIKAaHUE TEM Kypca B COOTBETCTBHH C MOTPEO-
HOCTSIMU ciymateneit. [Ipu Hamuumum rpynmsl ciaymareneid 6ojee 12 4enoBeK, MPaKTUYECKUE
3aHATUS PEKOMEHYeTCsl IPOBOAUTH MO MoArpynmnam. JIEKIIMOHHBIE KypChl TOJIKHBI OBITH 00ec-
MIEYEHBI NMPE3EHTAMOHHBIM MaTepuaioM. [Ipe3eHTanuu K JIEKIUSAM U BCE METOJUYECKHUE MaTe-
pHYaibl JOJDKHBI OBITh pa3MENICHBI B CHCTEME AUCTaHIIMOHHOTO oOyueHus Ha caite LIIIKC, mo-
CTYI K MaTepHallaM CIyIIATeNy MOJIYy4YatoT B IEPBbIN ACHb 3aHITHIA.
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7. ®OPMbI ATTECTAIINN

[To xaxxmomy pazjaeny ImporpamMMbl MPOBOIAUTCS TEKYIIUH KOHTPOJIb MPU BBIMOJIHECHUU
JHACTAaHIMOHHOM YacCTH Kypca.

s mexyweeo koHmpois COOPMUPOBAHHOCTH KOMIIETCHIIUN CIyIIaTeNsIMUA Kypca pas-
paboTaH MO OTAETBHBIM TEMaM y4eOHON MPOrpaMMbl KOMILJIEKC KOHTPOJIBHBIX (aBTOMATH3UPO-
BaHHOE TECTHPOBAHUE) U O0YUAIONINX MEPONPUITUN C UCIIOJIb30BaHUEeM Tutatdopmel ['unepme-
tox http://cpks.spcpu.ru/subject/index/card/switcher/programm/subject id/108. B mporiecce ca-

MOCTOSITEIbHOW paboThI CIyIaTe Iu MUITyT pedepar Ha BRIOpaHHYIO TeMy. 3aBepIraeTcs ooyde-
HUE UTOTOBOW aTTECTAllMeN — «3a4eT» B BUJE TECTHPOBAHHS IO BCEM paslieiaM Mporpammbl ¢
LEeNbI0 MPOBEPKH CGHOPMUPOBAHHOCTH 3asBICHHBIX KommeTeHUud. K wuToromoil arrecranuu
CIIyIIaTeNb OIMYCKAeTCs MOCe MOJIHOTO 3aBEPILICHHs JUCTAaHIIMOHHON YacTH Kypca.

OreHKa «3a4Te€HO» BBICTABIIACTCS, €CIM 0OydJaloLuiicss HaOpal 1Mo pe3ylbTaTaM UTOTO-
BOi1 arrectanuu He MeHee 70 % MnpaBUIIbHBIX OTBETOB.
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8. OHEHOYHbIE MATEPHUAJIbBI

8.1 Onucanue oEHOYHBIX MATEPHUAJIOB.

OCHOBHBIM OLIEHOYHBIM CPEACTBOM ISl TEKYILIEro KOHTPOJII 3HAaHUH M HTOTOBOU

aTTecTallu SBJISETCSl TECTUPOBAaHUE C MCMOJIb30BaHHEM cpelncTB muiatdopmbl ['unepmeron mo
BBIIIEYKA3aHHOMY AJIEKTPOHHOMY aJIpecy.

[Tpumep BOIPOCOB TECTOBOTO 3a/IaHUSI:

Buvibepume ooun npasunvusiii omeem

1
A)
B)*
O
D)
2
A)
B)
C) *
D)
3
A)

B)
Q) *

D)
4
A)
B)
Q) *

D)

A)

B) *

D)

A)

C) *

OOecneyeHre Ka4eCTBa OTHOCUTCH K 00SI3AaHHOCTSIM:

UCKITIOYUTENLHO MePCOHaNa OT/IeNa 00ecTieueHusl KauyecTBa

MepCOHANIa Pa3IMYHBIX YPOBHEH MOApa3JeeHUd KOMIAHWHW, YYaCTBYIOIIMX B IMPOH3-
BOJICTBE

WCKITFOYMTENIHO TEX, KTO UMEET OTHOIIEHHUE K TEXHOJIOTHYECKOMY MPOIIECCY
NCKIIFOUUTCIIBHO BBICHICTO pyKOBOI[CTBa KOMITaHUHA

IIpeacraBuTe/ I KIKYEBOr0 MePCcoHAA:

MOFyT I[GJIGI‘I/IpOBaTB HpI/IH}ITI/Ie CaMbIX CJIOKHBIX pGH_IeHI/Iﬁ reHepaanOMy ;[HpeKTopy
MOTYT UMETh HEKOTOPHIE COBMECTHBIE OOS3aHHOCTH C IIEJIbIO TOJICTPAXOBKHU TPH BbI-
IIOJITHCHUU CJIOKHBIX onepaum‘/'l I/I/I/IJ'II/I HpI/IHHTI/II/I OTBCTCTBCHHBIX pemeHHﬁ

JIOJDKHBI UIMETh COOTBETCTBYIOIIEe 00pa30BaHUE U MPAKTUYECKUN OIBIT padOTHI, YTOOBI
HpI/IHI/IMaTB OTBCTCTBCHHBLIC peLHeHI/IH

HEe 0053aHBI UMETH CTCIUATBHOE BBICIIEE 00pa30BaHUE, €CIIM UMEIOT OOJIBIION OMBIT B
MIPOU3BOJICTBE

XPpaHeHM IO MOAJIeKAT 3alUCH:

TOJIBKO TECTUPOBAHUS IIPOAYKIIUU

TOJIBKO TIPOU3BOJICTBA MPOAYKITMH

BCEX  AaCMEKTOB, JEMOHCTPUPYIOIIMX, 4YTO MPOAYKT ObT  Mpou3BeNeH U
HpOKOHTpO.HI/IpOBaH B COOTBCTCTBUHA C TpGGOBaHI/IHMH, yKaBaHHBIMI/I B
PErUCTPAIIMIOHHOM JIOChE

TOJILKO peau3alii Cepun

Ipoaykuust Mo:keT ObITH BHINYIEHA U PeaJU30BaHA:

TOJIKO B CIy4ae TOJNyYeHHUs pa3pelieHus Ha peaau3alldio Mepes TeM, Kak OHa Oyaer
HCIOJIb30BaHa MAMEHTOM

TOJIBKO IIOCJIC HOHy‘IeHI/I}I pa3pemeHH;1 Ha peaﬂmaumo, BBIJAHHOT' O OTACIIOM
MapKeTHHTa

TOJIBKO ITIOCJIC HOJIy‘IGHI/ISI paspemeHmI Ha peanmaumo, BBIJAHHOI'O YHOHHOMO‘-IGHHBIM
JIALIOM

TOJIBKO IIOCJIC HOHy‘IeHI/I}I pa3pemeHH;1 Ha peaﬂmaumo, BBIJAHHOTI'O OTACIIOM
obecreyeHns KauecTBa

O0yueHue nepcoHaia MPOBOAUTCS:

TOJIBKO JIJII HEKOTOPBIX COTPYIHUKOB, KOTOPBIE MOTOM O0Yy4YaroT IPYrux Ha pabounx
MecTax

COTJIACHO YTBEPKICHHON MUCHbMEHHOW MPOTPAMMBI

TOJIBKO JId BBICHICTO pyKOBOI[CTBa, OTBCTCTBCHHOT'O 3a KOHTpOJII: KadyeCTBa H
MIPOU3BOCTBO

JUISL BCEX COTPYAHUKOB IPEAIPUATHUSA 110 OJMHAKOBOU IPOrpaMMe, HE 3aBUCUMO OT poJa
IEATEIBbHOCTH U JOJDKHOCTH

KoHTpoJib 1omycKa B «4MCThIe MOMEIEHUs»:

JOJIDKEH UCKII0YaTh JIFOOBIE ITOCEIEHUS

HCKJTIOYaeT BO3MOKHOCTH JOIMYCKa rOCYJapCTBEHHBIX HHCIIEKTOPOB

JIOJDKEH OBITh OPraHW30BaH COTJIACHO MUCHMEHHOM IMPOIEAYyPhl B COOTBETCTBHH C Tpe-
oosanusmu GMP
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OCYIIECTBIISIET Y TOJITHOMOYEHHOE JIULIO MPEANPUATHS

Ilocsie BHeApEHUSI M3MEHEHH S, KOTOPOE MOKeT NMOBJHMATH HA KAYeCTBO NMPOIYK-
MU, CJIeyeT:

IPEMHUPOBATh paOOTHUKA, TIPEIIOKHUBIIETO H3MEHEHNE

YBEJIMYUTH NTHTEHCUBHOCTH pa0OTHI HA UMEIOIIEMCS 000pyTIOBAaHUHU

BHEJIPATH CIEAYIOIIEE U3MEHEHUE

MIPOBECTH OLICHKY MEPBBIX CEPUil, 3aJI0KUTH 00pa3ilbl Ha XpaHEHHUE NI HAOTIOCHUS 3a
CTaOUIIBHOCTHIO

I[Ipeanourenne oraaercs cucreme FIFO tak kak:

Jierye MoAcYUTaTh MOJHBIE KOPOOa, YEM HAIMIOJIOBUHY MYCThIE

OHa TapaHTUpPYeT, YTO B INEPBYIO OYEpeIb peaTu3yeTcss MNPOAYKIUS, MEepBOi
MOCTYIHBILASI HA CKJIa/

OHa yJIOBJIETBOPSIET OYXTaJITEPUIO

Ha4yaJIbHUK CKJIaJla IPOXOAMII 3Ty TEMY Ha Kypcax

IIpoBepka M olleHKA MPOTOKOJIOB MPON3BO/JACTBA CEPUH MPOBOANTCH:

nepesa TeM, Kak HAYMHAETCsl IPOU3BOACTBO CIEAYIOIEH ceprun

KOI'/Ia Y OTJieJia KOHTPOJIsl KaueCTBa €CTh Ha 3TO BPeMsI

nepe BblJaueil pa3pelieHNs CEpUr ISl peau3aiu

KOIJla y HayaJIbHUKa MTPOU3BOJICTBA HAIIIOCH HA 3TO BpeMs

Ilocsie mepexqaum NpPOAYKIMH HA CKJIAA:

OTBETCTBEHHOCTH 3a HEE€ HECET TOJIbKO HAaYaJIbHUK CKJIaja

MPOU3BOJUTENIb HECET OTBETCTBEHHOCTh TOJIBKO 3@ BBIOOP TUCTPUOBIOTOpPA, KOTOPOMY
JIEKapCTBEHHOE CPEJICTBO OYAET MPOJIaHO

K 3TOM MPOAYKIMH YK€ HE NMPUMEHUMbI MpaBUJia HAHJICKAIIEH MPOU3BOJACTBEHHOU
MPAKTUKH, & TOJIBKO MPaBHIIa HAJIEXKAIIEH MPAKTUKU TUCTPUOYIIHH

OHA HE MOXKET OBITh PeaTn30BaHa 0 YTBEPKICHUS €€ K pealn3aliy Y IOJTHOMOYEHHBIM
JTULOM

Temvl pegpepamos:

1.

dapmareBTudeckas cuctema kadectBa (PCK) — ocHOBHOM MHCTpyMEHT (D PEeKTUBHOU
NEeATEIbHOCTH MPEANPUATHI-IIPOU3BOIUTENS JIEKAPCTBEHHBIX CpeACTB. Poap ynosHoMo-
YEHHOTO JInIa B co3aanuu U GpyHKimonuposannn OCK.

Exeromueiii 0630p kadecTBa mpoaykuuu. Vcmonp3oBaHUE pe3yabTaTOB JEATEIBLHOCTH
110 a1eMeHTamMm PapMaleBTUYECKOM CUCTEMbI KAUECTBA.

[enun mponeypsl Beiycka cepun npoaykiuu. [lopsaok GopmupoBaHus A0Cke Ha ce-
puro. BzanmoaelcTBUs Y TOTHOMOUEHHOTO JIMIA C APYTUMHU CITY>KOaMH MPeIpUiTHUS.
®opMUpOBaHKE B3aMMOOTHOIIEHUN C MOCTAaBLUIMKAMHU UCXOJIHOTO ChIPbsi U1 MaTEpHaJIOB
— Ba)KHBIH 3Tar o0ecnevyeHns KauecTBa JIEKAPCTBEHHBIX Mperaparos.

Tpebosanus k opopmaenuto peghepama:
Turyneubii mucT: BBepxy nHaumenoBanue yHusepcurera (PI'BOY BO Cankr-IlerepOyprekuii
XUMHUKO-(hapMalieBTHUeCKU yHUBepcuTteT Mwun3npaBa Poccum), nanee Haszeanme pedepara,
®OUO (momHOCTHI0), MeCTO PabOTHI, JOMKHOCTH JIUIA, BHITIOJHUBIIETO PadOTY, AaTa MPOXOXK/Ie-
HUS 00y4YEHUSI.
Bropoii nuct: OrnasneHue.
Crpykrypa pedepara: Benenue, oCHOBHas 4acTh, 3aKIIOYEHUE, CITMCOK MCTIOJIb30BaHHOM JIMTE-

parypsl.

Cumuts pedepar B manky hopmarta A4 ¢ mpo3pavdHOl JTUIIEBON 00I0KKOM.
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8.2 KoHTpoJIb U O1leHKa Pe3yJIbTaTOB OCBOCHHS NMPO(eCcCHOHAIBHBIX KOMIIETCHIIUH.

Pe3ynbrarel (0cBOCHHBIE
npodeccuoHanbHbIE
KOMIIETCHIIUN )

OCHOBHBIE TTOKA3aTEIN OLIEHKU

@opMBI U METOBI KOHTPOJIS
OLIEHKU

I[IK 1. Cnocoben ynpaBisTh
npoueccaMi TpU  HPOHU3BOA-
CTBE JIEKAPCTBEHHBIX CPEICTB
JUIS MEJUIMHCKOTO TpHMEHe-
HUS B paMKax (apmarieBTHue-
CKOM  CHCTEMBI  KadecTBa
PENPUSATHS

- TIOPAJOK OOpamieHus JeKap-
CTBEHHBIX CpPEICTB, MPUHITUITHI
rOCYJapCTBEHHOTO  PETYJIHPO-
BaHHS OOpaIICHUS;

- METOJI0JIOTMYECKHE MOIX OB
K OpTaHU3alluH U YIIPABICHUIO
nporeccaMu
(hapMareBTHIeCKOM CHCTEMBI
KauecTBa

[IK 2. CriocobeH MpOBOAUTH
a”ajan3 U OLICHKY JOKYMEHTa-
185071 (hapmareBTHIeCcKOoro
HpEaIpUATH, HPOU3BOJI-
CTBEHHBIX 3amucei, Cco3JaH-
HBIX BO BpeMH HpOI/ISBO,Z[CTBa
CepUM JIEKAPCTBEHHOTO TIpe-
rnapara JJd IOATBEPXKICHUS
COOTBETCTBUSI  TPeOOBaHUSIM
PETHCTPAIIIOHHOTO JIOChE U
ITpaBunam GMP

- OCHOBHBIE CTATUCTHYECKHE
METOJIbI 00paOOTKH JaHHBIX
MIPU TTPOU3BOICTBE
JIEKapCTBEHHBIX CPEICTB

- OIICHKA 3HAYMMOCTH
OTKJIOHEHU U
HECOOTBETCTBHUH, BLISIBIIEHHBIX
IIPH IPOU3BOJICTBE CEPUU
JIEKapCTBEHHOTO MperapaTa
- OLICHKA BBIIOJIHCHUS
oApa3ACICHUSIMU
TIPOU3BOIUTEIS
JIEKApCTBEHHBIX CPEJICTB
npuniunos GMP

Texywuii KOHMPOb: TECTHI
0 OTAENBHBIM pa3enam
Kypca, pedepar, perieue
3azad.

Hmoeosasa ammecmayus:
TECTUPOBaHHE MO BCEM
paszaenaM IporpaMMBel.
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