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1. Ctpykrypa u 0011251 TPYA0EMKOCTb JMCUMIINHBI

Bup yueOHoi1 padoThI Bcero yacos/ CemecTpbl
3a4€THBIX 6
eINHNI
AyauTOpHBbIE 3aHATHS (BCEro), 12
B TOM YHCJIE:
Jlexruu (JI) 18
Jlabopatopnsie 3austus (JI13), 36
CamocrosiTesibHasi padoTa 18
crynenra (CPC)
Buja npome:xxyTouHoii 3AUET (3) 3
aTTrecTanun
HUTOI'O: O6masn yac. 12
TPYI0€MKOCTh 3ET 2

2. Ilesn oCBOEHHSA TUCHHUILIHHBI

Heabro ocBoenust aucuumuimabl «Cucrema GxP» sBnsiercss popmupoBanve 3HaHUN
U YMEHHUI B 00JacTH pa3pabOTKH, NOJYyYEHUs, KOHTPOJII KauecTBa M BCErO JKU3HEHHOTO
LUKJIA Pa3IMYHbIX JICKAPCTBEHHBIX (POPM U MEIUIIMHCKUX H3JEIHH, U HOPMHUPYIOUICH
JOKYMEHTAIMH JIJIs1 HUX U B COOTBETCTBUH C CUCTEMON TpeOOBAaHUI U CTaHAAPTOB, a TAKXKE
(GOopMHpOBaHHE CUCTEMHBIX 3HAHMM 10 OOpAaIllEHHWIO, BKIIOYAas XpaHEHUE W
TPaHCIIOPTUPOBKY, MOJIb30BaHWE MHpOpMALKEl U nepenadyy uHoOpManuu O mpernaparax
CrieUAIUCTaM OTPEOUTEIISIM.

B pesynbrare 0CBOEHUS IUCHUILUIMHBI CTYAEHT JOJIKEH:
3HaTh:

- KitroueBeie onpeneneHrs 1 TEpMUHOJIOTHIO JUCLIUILIAHBI;

- OCHOBHBIE aCTIEKThl HAAJEKAIUX MTPAKTUK U UX CHEIU(PUUECKHUE 3a/1a4H;

- TUITIMYHBIE MPOOJIEMbI KaYECTBA JIEKAPCTB;

- CTaHJapPThl KOHTPOJISl KAU€CTBA JIEKAPCTBEHHBIX CPEJCTB U KPUTEPHUH HX BBHIOOPA;

- OCHOBHBIE TMOCTYJIAThl YNPABJICHUS KAYECTBOM HA IMPOU3BOJCTBEHHBIX M HHBIX
(hapMaleBTUYECKUX YUPEKIACHUSIX;

- TaIlbl )KU3HEHHOT'0 YHKJIA JIEKAPCTBEHHBIX MPENApPaTOB;

- 3TaIlbl CO3/IaHMS TEXHOJIOTMHU IPOU3BOJICTBA JIEKAPCTBEHHBIX CPECTB.
Ymern:

- IPUMEHATH HA MPAKTUKE KOHUEMIMIO Ka4eCTBa JIEKAPCTBEHHBIX CPEJICTB;

- TOJIb30BaTbCSl PETYJHPYIOIIMMU HAUMOHAJIBHBIMM  CTaHAApPTAMU  KAadecTBa
JIEKapCTBEHHBIX CPEACTB;



- pa3pabaThiBaTh OTJEIbHBIE pa3/elibl TEXHOJOTHYECKUX MPOU3BOJCTBEHHBIX
pErIaMeHTOB, CTAaHAAPTHBIE ONIEPALIMOHHBIE TPOLEYPHI U T.I1.
Baaners:

- HaBBIKAMHU IPAKTHYECKON pPabOThl C HAIIMOHAJIBHBIMH CTaHAApTaMHd B OO0JACTH
KauecTBa, IPOU3BOJICTBA, TPAHCIOPTUPOBAHMS, XpaHEHHS (M T.M.) JIEKAPCTBEHHBIX
CPEACTB;

- HaBBIKAMHU COCTABJICHUS WM Pa3paOOTKH OTAEIBHBIX Pa3/IeJIOB TEXHOJIOTHYCCKUX
MIPOU3BOJACTBEHHBIX PETVIAMEHTOB, CTAHIAPTHBIX ONEPAIMOHHBIX MPOLEAYP U T.II.

Mecto nucunmiuabl B cTpykrype OIIOII no cnennansnocT 33.05.01
dapmanus

Jucmummmaa B1.B.JIB.02.01 «Cucrema GXP» OTHOCHUTCS K IHCIUINIIMHAM IIO
BBIOOPY  4YacTW Y4eOHOro IUIaHa, (OPMUPYEMOW Yy4YaCTHUKaMHU OOpa30BaTENIbHBIX
OTHOUIICHHUI. :

«Cucrema GXP» sBusercs OaHOW W3 MJUCIUIUIMH, KOTOpas B3aMMOCBS3aHA C
(apMaleBTUUECKOW  TEXHOJOrued, Oumodapmanueit, (apMaleBTUUECKON  XHMHEH,
YIPABJICHUEM U 3KOHOMUKOW (papMariuu.

OCHOBHBIE MOJIOKEHUSI (PapMaALEBTUUYECKON pa3pabOTKH HEOOXOIMMBI JJI1 U3yUEHHUS
(bapMaleBTUUECKON TEXHOJIOTUH, MEIUIIMHCKOTO (apMaleBTUYECKOr0 TOBAPOBEICHUS,
dbapmanieBTuueckor umHbopmaiuu, ¢GapMaleBTUYECKON XUMHH U YOPABJICHHUS W
SKOHOMUKH (papMariuu.

IIpogeccunoHaibHBIE CTAHAAPTHI U TPYAOBbIe (PYHKIUHU, KOTOPbIE MOJHOCTHIO
WIN YACTHYHO O0y4YaroIIMHCA MOKeT NMPOAEMOHCTPHMPOBATH B Npouecce H3y4YeHHs
AUCUMILTUHBI:

Hupaekc HaumenoBanue
02 3APABOOXPAHEHUE
02.006 ITPOBHU30P

KBanudunuuposannas papmarieBTHUECKast IOMOIIb HACEJIEHUIO, TAllUEHTaM
MEIULMHCKUX OpTaHu3aI1ii, paboThl, YCIYTH 1O JOBEIECHUIO JIEKAPCTBEHHBIX

A .
IIpenapaToB, MEIUIUHCKUX U3JEIHHI, IPYTUX TOBAPOB, PA3PEIICHHBIX K OTIIYCKY B
anTEeYHbIX OPraHU3AUAX, 10 KOHEYHOTO MOTPeOuTeNs
AJOL7 OrnroBasi, pO3HUYHAS TOPTOBIISA, OTIIYCK JIEKAPCTBEHHBIX MTPENAPATOB U IPYTUX

TOBAPOB alITCYHOI'0 AaCCOPTUMCHTA

ITomoxxenus HOPMAaTUBHBIX ITPABOBBIX dKTOB, PCTYJIMPYIOIIUX O6paH_ICHI/IC
3H.1 JICKAPCTBCHHEBIX CPEACTB U TOBAPOB AlITCYHOI'O ACCOPTUMEHTA, BKIIrOYad
BBIITMCBIBAHHC pCHCHTOB/TPCGOBaHHﬁ, OTITYCK JICKAPCTBCHHBIX IMPCIIApaToOB,




MEIUIIMHCKUX M3CIINNA U UX XpaHEHUE

3H.3

TpeboBaHMs K KaUueCTBY JIKAPCTBEHHBIX CPEJICTB K MAPKUPOBKE JIEKAPCTBEHHBIX
CPEICTB U K IOKYMEHTaM, [TOATBEPKIAIOLIUM KaueCTBO JIEKAPCTBEHHBIX CPEJCTB U
JPYTUX TOBAPOB AlITEYHOI'O aCCOPTUMEHTA

3.6

NudopmaninoHHO-KOMMYHHKAITMOHHBIE TEXHOJIOTHH U KOMITBIOTEPU3UPOBAHHBIC
CHCTEMBI, CIIOJIb3YIOIIHNECS TIPU OTITYCKE JICKAPCTBEHHBIX MPENapaToB U TOBAPOB
anTeYHOT0 aCCOPTUMEHTA, COBPEMEHHBIE METOIbI TIOUCKA U OIICHKH
(hapmarieBTHUECKOM HHPOPMALTUH

31.9

HpaBHna HCHOO6pa3OBaHI/IH 1 IICHBI HA JICKAPCTBCHHLIC CPEACTBA U TOBAPBI
alITCYHOI0 aCCOPTUMECHTA

3u.13

CaHI/ITapHO'SHI/II[eMI/IOJ'IOFI/ILIeCKI/IG Tpe60BaHI/I$[ K OpraHu3anuu OIITOBOH U
pOSHPI‘-IHOﬁ TOPTOBJIM JICKAPCTBCHHBIMHA CPCACTBAMU U TOBApAMH AIITCYHOT'O
aCCOPTUMCHTA

A/02.7

HpOBe,I[eHI/Ie MMPUEMOYHOI'O KOHTPOJIA MMOCTYIAKIIHUX B OpTraHNU3alNI0 JICKAPCTBCHHBIX
CpCACTB U APYIUX TOBAPOB AlITCUHOI'O ACCOPTUMCHTA

V.1

I/IHTepHpeTI/IpOBaTL TIOJIOKCHHA HOPMATUBHBIX IIPABOBBIX AKTOB, PCrYJIUPYIOIIUX
06pa1ueHHe JICKAPCTBCHHLIX CPCACTB U TOBAPOB AIITCYHOI'O aCCOPTUMCHTA

3H.1

ITonoxenus HOPMAaTUBHBIX IIPABOBBIX dKTOB, PCI'YJIMPYROLIUX 06pameHHe
JICKAPCTBCHHLIX CPCACTB U TOBAPOB AIITCYHOI'O aCCOPTUMCHTA

3H.3

Tpe6OBaHI/IH K Ka4€CTBY JICKAPCTBCHHBIX CPCACTB, K MAPKHUPOBKE JICKAPCTBCHHBIX
CpCACTB U K JOKYMCHTAM, IMOATBCPKAAOIINUM KAYCCTBO JICKAPCTBCHHBIX CPCACTB U
APYrux TOBApoOB alITCYHOI'O aCCOPTUMCHTA

3u.4

COBpeMeHHHﬁ ACCOPTUMCHT JICKAPCTBCHHBIX IMPEIIapaTOB U TOBAPOB AIITCYHOI'O
ACCOPTUMCHTA 10 PA3JIMIHBIM (I)apMaKOJ'IOFI/I‘leCKI/IM rpyimmam, ux XapakTepuCcTukKu

3H.5

PexomeHyemble criocoOb! BeIABICHUS (hanbcu(DUIIMPOBAHHBIX U KOHTpadaKTHBIX
JIEKapCTBEHHBIX CPEJICTB U APYTUX TOBAPOB alITEYHOI'O aCCOPTHUMEHTA

3H.7

TpeOoBaHwMsI K BECHHUIO TPEIMETHO-KOJIHMUECTBEHHOTO yUeTa JICKApCTBECHHBIX
CpencTB

3H.10

[Topsamox TpaHCIOPTUPOBAHUS TEPMOJIAOMIBHBIX JIEKAPCTBEHHBIX CPEJICTB IO
"X0JI0/TOBOM 1IeNu" U CPEJICTBA, UCIIOJIb3yeMbIe ISl KOHTPOJISl COOMIOACHUS
TEeMITepaTypbl

3u.11

COBpeMCHHHe MCTOABI M IMOAXO0AbI K 00eCIeUeHUIO KauecTBa (I)apMaueBTquCKOﬁ
oMo

A/03.7

OOecnieueHre XpaHCHHS JICKAPCTBEHHBIX CPEJICTB M IPYTUX TOBAPOB alITCUHOTO
acCOPTHMEHTa




ObecneueHne, KOHTPOJIb COOTIOICHUS PEKUMOB U YCIOBUN XpaHEHUs, HEOOXOAMMBIX

TH.2 JUIsl COXpaHEeHHs KauecTBa, 3 (HeKTUBHOCTH, 0€30MaCHOCTH JICKAPCTBEHHBIX CPENICTB
U IPYTUX TOBApOB alTEYHOTO aCCOPTUMEHTA, MX (PU3NUECKOI COXPAHHOCTH
V1 HuTepnpeTupoBaTh NOJI0KEHNS HOPMATUBHBIX MPABOBBIX aKTOB, PErYJINPYIOLINX
' oOpalleHue JIEKapCTBEHHBIX CPEACTB U TOBAPOB AITEYHOTO ACCOPTUMEHTA
CopTupoBaTh NOCTYMAIOUINE JIEKAPCTBEHHBIE CPECTBA, TOBAPHI AIITEYHOTO
V.2 ACCOPTUMEHTA C YYE€TOM UX (PU3UKO-XUMHUYECKUX CBOMCTB, TPEOOBaHMIA K YCIOBUSAM
U peXXUMY XpaHEHHs OCOOBIX I'PYIII JIEKAPCTBEHHBIX CPENICTB, APYTOM MPOAYKIIUH
YcTanaBIMBaTh PEKUMBI U YCIOBUS XPaHEHUs, HEOOXOJMMBbIE JUIsi COXPAaHEHHS
V.3 Ka4yecTBa, 3 (HEeKTUBHOCTH 1 O€30MaCHOCTH JICKAPCTBEHHBIX CPEJICTB U TOBAPOB
anTe4YHOr0 aCCOPTUMEHTA U UX (PU3MUYECKOI COXPAaHHOCTH
va HHTepnpeTpoBaTh yCIOBUS XPAaHEHUS, YKa3aHHBIE B MAPKHPOBKE JICKAPCTBEHHBIX
' CPEICTB, B COOTBETCTBYIOILIHNE PEXKUMBI XpaHEHHUS (TEeMIIEpaTypa, MECTO XPaHCHHS)
Vs [Iporuo3upoBaTh PUCKH MOTEPH Ka4eCTBA MPU OTKIOHEHHUAX PEXKUMOB XpPaHEHHS U
' TPaHCIIOPTHPOBKH JIEKAPCTBEHHBIX CPEICTB
V6 [TpoBOIUTH MPOBEPKY COOTBETCTBUS YCIOBHI XpaHEHHS JICKAPCTBEHHBIX CPEICTB U
' TOBApPOB aNTEYHOI'O aCCOPTUMEHTA HOPMATUBHBIM TPEOOBAHUIM
AHaIM3UPOBATH U OIICHUBATH PE3yIbTAThl COOCTBEHHOH e TETLHOCTH,
V11 JEeSITeIbHOCTH KOJIIET M JPYTUX PaOOTHUKOB 3APAaBOOXPAHEHUS JUIS
' peaynpexaeHus mpo(ecCHOHANBHBIX ONITMOOK 1 MUHIUMHU3ALUU PUCKOB IS
nanyeHTa
3.1 [TonoxeHnss HOPMATUBHBIX TPABOBBIX aKTOB, PETYIHPYIOMUX 00palieHne
H.
JIEKapCTBEHHBIX CPEACTB U TOBAPOB allTEYHOI0 aCCOPTUMEHTA
[TpaBuia XpaHeHHS JTEKAPCTBEHHBIX CPEJICTB, MPABIJIA YHHUTOKCHHS
3H.2 ¢banbcuUIMPOBAHHBIX U KOHTpa(haKTHBIX JEKapCTBEHHBIX CPEACTB, MOPSIOK
HAYUCJIEHUS €CTECTBEHHOM YOBIIN MPH XpaHEHUH JIEKapCTBEHHBIX CPEACTB
3.4 TpeboBaHus K BECHUIO TPEIMETHO-KOJIMUYECTBEHHOTO YUE€Ta JIEKapCTBEHHBIX
H.
CpEICTB
3417 TpeboBaHMs K KaUECTBY JIEKAPCTBEHHBIX CPENICTB, K MAPKUPOBKE JIEKAPCTBEHHBIX
H.
CPEZACTB U JIPYT'UX TOBApOB alITEYHOT0 aCCOPTUMEHTA
34,10 TpeboBaHMs K BEICHUIO OTYETHON TOKYMEHTAINU B (PapMareBTUIeCKUX
H.
OpraHu3aIysx, Npo(eccuoHaNIbHOE AeIONPOU3BOICTBO
AJ04.7 WHpopMupoBaHUE HACEICHUS K MEAUIIMHCKUX PA0OOTHUKOB O JICKAPCTBEHHBIX
' npernaparax u Ipyrux ToBapax anTeyHOro aCCOPTUMEHTA
V.1

HNHTepnpeTupoBaTh MOJI0KEHNSI HOPMATUBHBIX IPABOBBIX AKTOB, PETYJINPYIOLIUX




06paIlIeHI/IC JICKAPCTBCHHLIX CPCACTB U TOBAPOB AlITCUHOTO ACCOPTUMCHTA

[Tono)xeHrss HOPMaTUBHBIX IPABOBBIX AKTOB, PETYIHPYIOMIUX oOpalieHue

3n.1 JIEKapCTBEHHBIX CPEACTB U IPYTUX TOBAPOB ANTEYHOTO aCCOPTUMEHTA, BKITIOUAS
cuctemy papmakonaazopa Poccuiickoit deneparumn
AJ05.7 HzroroBieHue JeKapCTBEHHBIX MIPENapaTOB B YCIOBUAX allTE€YHBIX OPraHU3alUuN
V1 WuTepnpeTupoBaTh MOJI0KEHUS HOPMATUBHBIX IIPABOBBIX AKTOB, PETYIUPYIOIINUX
' oOpallieHue JIeKapCTBEHHBIX CPEACTB U TOBAPOB alITEYHOI'O aCCOPTUMEHTA
3.1 [Tono)xeHrs HOPMaTUBHBIX IPABOBBIX AKTOB, PETYIHPYIOMIUX oOpalieHue
H.
JIEKapPCTBEHHBIX CPEJICTB U TOBAPOB alITE€YHOI'0 ACCOPTUMEHTA
3414 HopMmaTuBHO-1IpaBOBBIE aKThI 110 U3TOTOBJICHHUIO JEKAPCTBEHHBIX (hOPM U
H.
BHYTPHUANTEYHOMY KOHTPOJIIO
3115 [IpaBuia U3roTOBICHUS TBEPABIX, KUIKUX, MATKUX, CTEPUIBHBIX M aCENITUYECKUX
H.
JIeKapCTBEHHBIX (hopm
02.011 CIHHELMAJIMCT 10 BAJIMAALINU
' (KBAJIMOUKALIMN)DAPMALEBTUYECKOI'O ITPON3BOJICTBA
A [TpoBeaenue paboT no Baymaanuu (KBaTH(pUKAIKK) (papMaeBTHIECKOTO
IPOU3BOJICTBA
AJO2.6 Opranuzanys MOHUTOPUHTA OOBEKTOB U MPOLIECCOB, MPOLIEAIINX BaTUAAINIO
' (kBanmuukanuo) GapMareBTHISCKOTO IPOU3BOICTBA
Tpebosanust CornaieHus 0 €AMHBIX MPUHIIMIIAX U MTPaBUIIaX 00paleHUs
3.1 JIeKapCTBEHHBIX CPEACTB B paMKkax EBpa3uiickoro 3KOHOMHUYECKOI0 CO03a, MpaBul
H.
Ha/IJIexalieil Mpou3BOICTBEHHOM MPAKTUKH, HOPMAaTUBHBIX ITPABOBBIX AKTOB U
CTaHJapTOB
02.012 CHELMAJINCT B OBJIACTU VIIPABJIEHUS ®APMALIEBTUYECKOM
' JAEATEJIBHOCTBIO
A Opranuzanus 1 pyKoBOJICTBO (hapMaleBTHUECKON e TeTbHOCThIO
(apMareBTHUECKON OpraHu3aIiuu
A/01.7 [TnanupoBaHue AedTeNbHOCTH (hapMalleBTUUECKONH OpraHU3aIiu
3u.7 3akoHoarenbCcTBO Poccuniickon denepannu, peryJupyroee omiary Tpyaa
ITonoxeHns HOpMaTUBHBIX NPABOBBIX aKTOB Poccuiickoit Penepannu,
3.8 PETyIUPYIOMNX 0OpalieHue JEeKapCTBEHHBIX CPE/ICTB M IPYTUX TOBAPOB allTEUHOTO

ACCOPTUMCHTA, B TOM YHCJIE B COOTBETCTBHUH C CornamesnueM o CANHBIX IMPUHIUITIAX
" paBUJIax O6paH_ICHI/I$I JICKAPCTBCHHBIX CPCACTB B paMKax EBpa31/1171c1<0r0




HKOHOMHYECKOTO COI03a; UHCTUTYIIMOHAJIbHBIE HOPMBI B chepe yIpaBIeHHS
(bapMareBTHYECKON JAEATEIbHOCTBIO

CaHI/ITapHO-BHI/II[CMI/IOJIOFI/I'-IGCKI/IC Tpe6OBaHI/IH K SKCILTyaTalluu HOMGH.[CHI/Iﬁ u

31.9
YCJIOBUSIM TpyJa
A/02.7 Opranm3anus pecypcHoro obecreueHus GpapMareBTHISCKON OpraHu3aluu
v ®opMUpOBaTh KOHKYPCHYIO JOKYMEHTAIIMIO HA 3aKYIKY JIEGKAPCTBEHHBIX CPEJICTB U
' JPYTUX TOBAPOB AlITEYHOI'0 ACCOPTUMEHTA
OpraHu3oBbIBaTh U 00ECTIEYNBATH JOKYMEHTO000POT (hapMareBTHIECKOM
V.5 OpTaHM3aINH, BKJIIOYas JTF0ObIC BUABI OTYETHOCTH, B COOTBETCTBUU C
3aKOHOAATEIHLHBIMUA U HOPMATHBHO-TIPABOBBIMU aKTaMU
V4 Onpenenstb TPYAOEMKOCTh TEXHOJIOTHYECKOTO Mpoliecca, MaTepuanbHbIi OanaHC U
' TEXHOJOTMUYECKYI0 C€0ECTOMMOCTb ITPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEICTB
Pa3pabateiBaTh JOKYMEHTBI JJII XUMHYECKHX, PapMaIleBTUICCKIX U OMOIIOTHUSCKUX
VY.6 pa3aesioB PErUCTPALMOHHOTO JOChE M HOPMATUBHYIO JJOKYMEHTAIUIO Ha
JIEKaPCTBEHHBIE CPEACTBA, IPOU3BOJIUTh UX IKCIEPTU3Y
Ocy1ecTBISTh MOUCK U aHATU3 PETYIATOPHOM, HAYyYHON U HAyYHO-TEXHUYECKON
V.7 uH(pOpMAaIIUU JJIs PeIieHUs MPOodECCHOHATBHBIX 3a/1a4 110 (hapMaIeBTHYECKON
pa3paboTKe
3.6 [Topsanox 11eHo0Opa3oBaHus Ha JIEKAPCTBEHHBIE CPEJICTBA, BKIIFOUEHHBIE B IIEPEUYEHb
H. .
YKU3HEHHO HEOOXOIMMBIX U BKHCHUIIINX JICKAPCTBCHHBIX MTPEIapaTOB
3u.14 CocraB 1 TpeOOBaHUs K KOHKYPCHOM IOKyMEHTalluu
3115 [TonoxkeHus rpaxaaHCKOro U HAJIOrOBOT'O 3aKOHOAATENbCTBA Poccuiickon
H. .
®denepanuu B 001aCTH IOTOBOPHBIX OTHOIIEHUN C KOHTPareHTaMu
3u.17 MeTto/1b1 1 c1IOCOOBI yIIpaBIeHUs OpraHu3anuen
AJO5.7 Opranuzanusa nHGOPMaIMOHHON ¥ KOHCYIIbTAllMOHHON TIOMOIIIH ISl HACEJICHUS U
' MEAUIIMHCKUX PaOOTHUKOB
[TonoxeHrss HOPMAaTUBHBIX TPABOBBIX aKTOB, PETYIHPYIOMIUX OOpalieHue
JIEKapCTBEHHBIX CPEJICTB U APYTUX TOBAPOB AlITEUHOTO aCCOPTUMEHTA, B TOM YHCITIE B
31 cootBeTcTBUU ¢ CoTranieHueM o0 eIMHBIX MPUHIIMITAX U TIpaBUiIax o0OpaleHus
H. .
JIEKapCTBEHHBIX CPEICTB B pamMkax EBpa3zniickoro 3KOHOMHUYECKOTO COI03a;
WHCTUTYIIMOHAJIbHBIE HOPMBI B c(hepe yrpaBiieHHs papMarieBTUIECKON
JeSITeIbHOCTHIO
Mertoap! TOUCKA U OIIEHKH (PapMaIrieBTHIECKON HH(GOPMAITIH, B TOM YHCIIE B
38.4 pecypcax ¢ uHbopmarmei o 3a0pakoBaHHBIX JICKAPCTBEHHBIX CPEACTBAX U TOBapax
anTeYyHOT0 aCCOPTUMEHTA
3H.5 MuHUMaIBHBIN aCCOPTUMEHT JICKAPCTBEHHBIX TPENapaToB, HEOOXOAMMBIX IS

OKa3aHHUs MEIULIMHCKOM nomMouiu, yCTaHOBHCHHLIﬁ YIIOJITHOMOYCHHBIM (pel[epaHBHBIM
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OpraHomMm HUCITOJTHUTEILHOM BIACTH

3u.7

[lepeueHb )KM3HEHHO HEOOXOAUMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB

3H.8

IlepedyeHs TOBapOB, PA3PEIICHHBIX K IIPOJIAXKe B alITEYHBIX OPraHU3ALMIX HapsaLy ©
JIEKapCTBEHHBIMU IIpENapaTaMu

Ap.1

CobmoieHue MOpalibHO-3TUYECKUX HOPM, IPUHILIUIIOB METUIIUHCKOM U
(bapmaleBTUUECKOI I€OHTOJIOTHH B paMKax Npo¢ecCHOHANIbHON AeSITENbHOCTH

02.013

CHELIMAJIUCT 1O ITPOMBILIJIEHHOU ®APMAILIMH B OBJIACTHU
KOHTPOJIAAKAYECTBA JIEKAPCTBEHHbIX CPEJICTB

[TpoBenenne paboT MO KOHTPOJIIO KayecTBa (hapMalieBTHYECKOTO IIPOU3BOACTBA

A/01.6

[TpoBeneHme padboT 10 0TOOPY M yUeTy 00pa3IoB JICKaApPCTBEHHBIX CPEJICTB,
HCXOJIHOTO ChIPbS M YITAKOBOUYHBIX MATEPUAJIOB, IPOMEXYTOYHOU NPOAYKIIUU U
00BEKTOB TPOU3BOJACTBECHHOMN CpPEIb

3H.1

Tpebosanust CornaieHus 0 €AMHBIX IPUHIMIIAX U [IPaBUIIaX 00paLCHUS
JIEKApCTBEHHBIX CPEJICTB B paMKax EBpa3suiCcKOro 5KOHOMHUYECKOTO COr03a <7>,
IIpaBWJI HaJJIeXkKallel IPOU3BOJCTBEHHON IPAKTUKHU <8>, HOPMAaTUBHBIX IIPABOBbIX
AKTOB M CTaHJAapTOB B OTHOILIEHUU KOHTPOJISI KAYECTBA JIEKAPCTBEHHBIX CPE/CTB

A/02.6

[IpoBenenue ucnbITaHu 00pa31I0B JEKAPCTBEHHBIX CPEJICTB, HCXOIHOTO ChIPbS U
YIIaKOBOYHBIX MaTepUaIOB, IPOMEKYTOUHOM MPOIYKIIMH U OOBEKTOB
IIPOU3BOJACTBEHHON CPEJIbI

3H.1

Tpebosanust CornaieHus 0 €AMHBIX MPUHIIMIIAX U MTPaBUIIaX 00paleHUs
JIEKapCTBEHHBIX CPENCTB B paMKax EBpa3niickoro 3KOHOMHUYECKOTO CO03a, TPaBUII
HaJyIeXkallel IpOnu3BOJCTBEHHON IPAKTUKN, HOPMATHUBHBIX [TPAaBOBBIX AKTOB U
CTaH/IapTOB B OTHOUIEHUH KOHTPOJIS Ka4eCTBA JIEKAPCTBEHHBIX CPENICTB

02.014

CHELIMAJIUCT IO TPOMBIIIJIEHHOU ®APMAIIMH B OBJIACTHU
OBECIIEYEHUMA KAYECTBA JIEKAPCTBEHHbBIX CPEJICTB

Benenue pa60T, CBsA3aHHBIX C (l)apMaHeBTquCKOﬁ CHCTEMOM KadecTBa IMPpOU3BOJACTBA
JICKApCTBCHHBIX CPCIACTB

A/02.6

Ay,I[I/IT KadeCTBa (CaMOI/IHCHCKHI/I}I) (I)apMaLICBTI/IquKOF O IpOU3BOJCTBA,
KOHTPAKTHBIX HpOPI3BOI[HTCJ'ICI>i, MOCTABIINKOB UCXOJHOI'O ChIPbA U YIIAKOBOYHBIX
MaTcpHraJioB

3u.1

TpC6OBaHI/I}I CornmameHus o CAWHLIX MPUHIUIIAX W IIpaBUJIaX O6paH_ICHI/I$I
JICKApCTBCHHBIX CPCACTB B paMKax EBpa3HfICKOFO 9KOHOMHYECCKOI'0 COr03a, IMpaBuJl
HaJJIeXKaIeu HpOHSBOI{CTBGHHOﬁ IMPAKTUKH, HOPMATHUBHBIX IIPABOBBIX AKTOB U




CTaHOapTOB B 00/1aCTH CHCTEMBI KaUeCcTBa JICKAPCTBCHHBIX CPCACTB

3u.3 [TocnencTust HECOOIIIOICHHS JTUIIEH3MOHHBIX TPEOOBAHMIA
3n.4 TpeOoBaHUs K perHCTPALMH JIEKAPCTBEHHBIX CPEACTB
02.016 CHELMAJIUCT IO ITPOMBIIIJIEHHOM ®APMAIMY B OBJIACTH
' I[MPOMN3BO/JICTBAJIEKAPCTBEHHbBIX CPEJICTB
A Brimonaenue paboT 1o BHEIPEHUIO TEXHOIOTMIECKUX MPOLIECCOB MPH
HPOMBIIIUICHHOM IIPOU3BO/ICTBE JIEKAPCTBEHHBIX CPEJICTB
AJ02.6 Benenne TeXHOIOTHYECKOTO Mpolecca MPH MPOMBIIUICHHOM MPOU3BOICTBE
' JIEKapCTBEHHBIX CPEJICTB
TpeboBanust CornamieHust 0 €AMHBIX MPUHIMIIAX U MPABHIIAX 0OpaIeHHs
3.1 JIEKapCTBEHHBIX CPEJCTB B paMKax EBpa3uiicKOro 3JKOHOMHYECKOTO COr03a, TIPaBHII

Haﬂﬂen{ameﬁ HpOI/ISBOILCTBeHHOﬁ IMPAKTUKH, HOPMATHBHBIX IIPABOBBIX dKTOB U
CTaHIapTOB B obnactu IMPOU3BOACTBA JICKAPCTBCHHBLIX CPCACTB

3. TpeGoBanus K pe3yibTaTaM OCBOEHHS JUCIHUIINHBI (KOMIIETEHIIMU 00y4al0lerocs,
(dhopMupyembie B pe3yJjbTaTe 0CBOeHUs AUCHUIIMHBI «Cuctema GXPy)

N3yuenne mucuumumael «Cucrema GxP» HampaBieHo Ha ¢GopMupoBaHHE Y
oOyuaromuxcs cnenyromux komnerenuui: [1K-27.1; TIK-27.2; T1IK-27.3; [1K-27.4; TIK-
27.5; TIK-27.6; TIK-27.7.

Ne Hnpexc Copnep:xanue B pe3yabTaTe n3ydeHnst yueGHOI JHCHUIIINHBI 00yYaloIIHecs T0JLKHbI:
n/m | KOMIETeHIUH | KOMIeTeHIuU OueHnoyHble
3HaTb YMmeTh Baaners
cpeacTBa
1 I1K-27.1 Crocoben OCHOBHBIE HaJIJIe)KaIIHIe OpraHHu30BbIBAThH CrocoOHOCTBIO K
OCYIIIECTBIISTH (apMarieBTHUECKHE paboTy mpeATPUATHS Y4aCTHIO B
npodeccHoHab MPaKTHKH, B COOTBETCTBHUH C OpraHu3aIuu
HYIO HOPMAaTUBHBIC U CHUCTEMO JIESITETIBHOCTH
NIESITENIBHOCTh B | TPaBOBBIC JOKYMEHTHI, MEHEPKMEHTA (hapmarieBTHUCCK
COOTBETCBHH C IOPUINYECKHE, Ka4ecTBa, B TOM WX OpTaHU3anui
Ha/IJIeKAIAMA 3aKOHOJATeIbHbIC U YHcIe B POJISX CrrocoOHOCTBIO K
MPaKTHKaMHU B aJIMUHHCTPATHBHBIC PYKOBOIHTEIS, OCYIIECTBICHUIO
pamkax MIPOLIEYPHI U PYKOBOIHTEIIS npo¢ecCHOHAIBEH
JIESITETIBHOCTH CTpaTeruy, CTPYKTYPHOTO 0if JIeATEILHOCTH
cyOBekTa KacaroIecs Bcex MoApa3JeTeHHH, B chepe
oOparieHus aCIeKTOB MPOBU30pA, oOparieHus YO, C3,
JIEKapCTBEHHBIX (hapMarieBTHUECKOMH YIHOJHOMOYEHHOTO JIEKapCTBEHHBIX TK, I1,
CpencTB JIeSITENbHOCTH; WA OTBETCTBEHHOTO | CPEACTB B paMKax KC
CoOTBETCTBYIOIINE JIUIIa, BECTH, CYHIECTBYIOMIAX
MOJIOKEHUS 3aKOHOB, 3aIOJHSTh 1 Ha/ITIeKAITAX
HOPMATHBHYIO KOHTPOJIUPOBATH BCE MPaKTUK H
JlOKyMeHTaLIl/IlO, BUBI IpUHUMATh
JIMICH3UOHHBIC COOTBCTCTBy}OLL[Bﬁ yqaCTHe B
TpeOOBaHHS JIOKYMEHTAIUU. o0ecrieyeHu
perynsaTopoB B chepe KauecTBa paboThI
oOpareHust cyObekTa
JIeKapCTBEHHBIX oOparieHust
CPEICTB U APYTHX JIEKapCTBEHHBIX
TOBAPOB ANTEYHOTO CpencTB
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accopTUMEHTa
Crpykrypy
COBPEMEHHOM CUCTEMBI
3/[paBOOXPAHEHUS
Poccuiickoit
Oenepanunu
[TonoxxeHust TpyROBOTO
U TPaKIaHCKOTO
Kozekcos PD
[onoxenus kopexca 00
aJIMIHHCTPATUBHBIX
MIPaBOHAPYLICHHUAX U
YTOJIOBHOTO KOZEKCa
PperIaMeHTHPYIOIHX
OTBETCTBEHHOCTh 32
HE3aKOHHBIE JefCTBHS
WM HapyILICHUs B
ctepe obpamieHus
JIEKapCTBEHHBIX
CPENCTB U TPYAOBOM
chepe
ANTOPUTMBI pelIeHHs
poQeCcCHOHATBHBIX
3a7a4 Ha pa3INIHbIX
ydacTkax paboTHI (Ha
MecTe paboTHUKA
HEePBOTO CTONA, HA
MECTE 3aBE/YIOLIET0 1
1p.)
Hannexamue npakTuku
B chepe oOpanieHus
JIEKapCTBEHHBIX
CpencTB
OCHOBBI 3KOHOMHKH
(hapmareBTHUECKOH
JEATeITbHOCTH
[Ipunuumne! ayaura u
YIpaBIIeHHS
XO3SICTBEHHBIMU
npoueccamu apma-
LEBTHYECKUX
TIpeANpUITU]
OCHOBBI yIIpaBJIeHUS
TPYAOBBIM
KOJUICKTUBOM,; BE/ICHNE
Y4YETHOI JOKYMEHTAIN!
(hapMareBTHUCCKUMU
NpeIPUSATHSIMA
OINTOBOTO U PO3HUYHOTO
3BEHA;
TpeboBanus
CornameHus 0 eIHHBIX
MPUHIAIIAX U IPaBHIaX
obpamienus JIC B
pamxax EBpasuiickoro

CnocoOHOCThIO
MPUHIMATh
ydacTue B
IUIAHUPOBAaHUU U
OpraHu3aluu
pecypcHoro
obecrieueHus
(hapmarieBTHYCCK
Ol opraHusaluy;
Hasrpikamu
KOOpAUHALIUHI
BCEX
TIPOBOIMBIX
paboT Ha
(hapmarieBTHYECK
OM TIPC/ITIPUSATHH,
B TOM YHCIIC
pabort no
BaJUAALANA/KBaIU
(ukarmu;
Hasreikamu
aHanm3a 0030poB
KauecTBa
MPOAYKIIHH.

9KOHOMHYECKOTr0
CO103a, IPaBUII
HaJUIeKamen
MIPOU3BOICTBEHHON
IIPAKTUKY,
HOPMaTHBHBIX
NPABOBBIX aKTOB U
CTaHJAPTOB.
[IK-27.2 Cnoco0beH k Cucremy MeHemxMeHTa | PaspaGarbiBats mianel | HaBelkamu aHanmmza
Y4acTHIO B Ka4yecTBa B chepe yIpaBIeHUS PUCKAMH U OLICHKH
aHanmse u obpamieHus KaJyecTBa PEe3yIbTaToOB vO. (3
MEHEeIDKMEHTE JIeKapCTBEHHBIX paspabartsiBaeMsix JIC; coOCTBEHHOMI TK’ i ’
PHCKOB CPECTB; OpraHU30BBIBATH Pab0OTy|  IEATENBHOCTH K’C ’
Ka4yecTBa IpH OCHOBHBIE HaJIIEKAII1e IPEAIPUATHS B KOJUIET ¥ APYTUX
OCYILIECTBIICHUH (bapmarieBTHUECKHE COOTBETCTBHH C PabOTHUKOB 15
JeATEIbHOCTH HPAKTHKH, CHCTEMOi HpeayNpeKICHUS
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cyOBeKTa HOPMaTUBHBIE U MEHEKMEHTa KauecTBa,| IPO(eCcCHOHATIBHBIX|
oOpaleHus MIPaBOBBIE JOKYMEHTBI; B TOM 4YHUCJIE B POJISX OLIMOOK 1
JIEKapCTBEHHBIX IOpPUANYECKUE, PYKOBOJHTES, MHHHMH3aLUH
CpEJCTB, a TOM 3aKOHOJATEbHBIE U PYKOBOJMTEIIS PHCKOB;
4HCIIe K aJIMHHHICTPaTUBHEIC CTPYKTYpPHOTO Hasrixamu
y4acTUIo B TIpoLeyphl 1 TIoJIpa3IeNIeH i, HCTIOIb30BaHUS
JOKyMEHTAJIbHO CTpaTeruy, MIPOBH30pA, METO/I0B U
M o(OpMIICHUH Kacaroluecs Bcex YIIOJTHOMOYEHHOTO WM |  MHCTPYMEHTOB
U PETHCTPALIH acIIeKTOB OTBETCTBEHHOT'O JINI[A, | aHAJIM3a PHCKOB AT
COOTBETCTBYIOI] (apmarieBTHIECKON BECTH, 3aMOJHATH U kauectBa JIC npu
e JEATENBHOCTH, KOHTPOJMPOBATh BCE | OLIEHKE PE3yIbTaTOB
JIOKyMEHTaLlUH Mertozsl 1 BUJIBI MOHHUTOPHHTA
HHCTPYMEHTHI COOTBETCTBYIOIIEH | OOBEKTOB M CHCTEM,
YIIpaBJICHHS] pHCKaMU JTOKyMEHTAIHH,; MIPOLIEANINX
kagectBa JIC; OpraHu3oBHIBaTh BaTHalUst/ KBy
OCHOBBI IPOBEJICHUS MOHHUTOPHHT 00BEKTOB KaIuIo;
pabort o U TIPOLIECCOB, OreHuBaTh
BaUAALIH/ KB (prKa MPOIIEALIHX CUTYaLlUIO U
u BaJIMAALNIO/KBATH (YK | TIPOTHO3UPOBATH €€
(hapMarieBTHIECKOT0 LU0 pas3BuTHS,
IIPOM3BO/ICTBA; (apMarieBTHIeCKOTro BEIPa0ATHIBATh
OCHOBBI IJTAHUPOBAHUS TIPOM3BO/ICTBA; aJbTepPHATHBHBIE
JIeSITENBHOCTH [Iporro3upoBath 1 | BapHaHTHI peIIeHAI
(apMareBTHIEeCKIX OLICHUBAThH PUCKH IIPH | U OLICHUBATh PHCKH,
OpTaHM3aluii; TUTAaHUPOBAHUH CBSI3aHHBIE C X
MeTtoapl JIeSITEIbHOCTH; peanuzanueit;
HUHCTPYMEHTBI PazpabarsiBats Hagbikamu
YTIpaBJIEHUS PHCKAMU KOPPEKTHUPYIOIINE | IPOTHO3HPOBAHHS U
quis kauectsa JIC. MEpOINPUITHUS 110 OLICHKU PHCKOB IIPH
pe3ynbTaTaM aHajiu3a OpraHu3alul
JIeSITeTIbHOCTU pecypcHOro
(hapMmarieBTHYCCKOI obecrieueHust
OpraHU3aLHUH. (hapmarieBTHIECKON
OpTaHM3AINH.
TIK-27.3 TIpunumaer OCHOBHBIC aCIIEKTHI HaBbikamu OL[CHKH
yJacTue B 3HAYHUMOCTH MPETOKEHHBIX
a3paboTKe U BBISIBIICHHBIX KOPPEKTUPYIOIINX H
P e:nmaum/l OTKJIOHEHUH U Tpoussommts anamns bi§ I;)I:)[ eljlglz(arlgmnﬁ
P . COCTOSIHHUSI PEIyTIpEXT
CHCTEMBI HECOOTBETCTBUI B N JEeUCTBUH IS
KOPPEKTUPYIOLL (hapmareBTHIeCKON (bapmanesTieCKoi TTY9IICHUS
PP py P CHCTEMBbI KayecTBa ¢ yaya .
X 1 CHCTEME KauecTBa C N (hapmarieBTHIECKON
MO3ULUHI PUCKOB JUIs
MIpeIyIpeKaaI0 Y4EeTOM pHCKa cauecrsa JIC: CHCTEMBI Ka4eCTBa;
IIUX JTeHCTBUHA MIPUYMHEHUS Bpeia ’ Haspikamu
OneHuBaTh CUTYaIUIO U
B paMKax 3JI0POBBIO MAINCHTA; pa3paboTKn
IPOTHO3UPOBATH €€
JIeSITETIbHOCTH Mertonst A3BITHE KOPPEKTHPYIOMINX
cyOBekTa CTaTUCTUYECKOTO P i MEpOIPUATHH 1O
oOpareHust TIPaBJICHUS KaUeCTBOM BLIP0ATLIBATH e3yJIbTaTaMu
P yip ’ IbTepHATUBHBIE pesy . . VO, C3,
JIEKapCTBEHHBIX MIpUMEHsIEMbIE TIPH o aHanm3a JeHCTBUH B
BapHaHThI pelIeHUH u TK, I1,
CpencTB OILICHKE PE3yJIbTaTOB pamMKax
OLICHUBATb PUCKH, KC
BBITIOJTHEHHBIX JeATeTbHOCTH
- CBSI3aHHBIX C X
UCTIBITAHUH U N cyOBeKTa
peanuzanuei;
BaJIMIALINN; oOpamieHus
[IpuMeHsTH mpoLexyphl
OCHOBBI TJTAaHUPOBaHUS o JIEKapCTBEHHBIX
(hapmarieBTHYECKOI .
JeSITEIbHOCTH cpencts; HaBbikamu
. CHCTEMBI Ka4ecTBa
(hapmareBTHIecKOn COCTaBJICHHUS IJIaHa
OpraHu3aluy; TPMMCHHTEITBHO I KOPPEKTHPYIOMINX
113[ oLE 1,1’ BBITOHACMBIM MEpOIPHUATUI 110
POLICIYPEL TEXHOJOI'MYECKUM porip
(hapmarieBTHIECKON BBISIBIICHHBIM
MpoLECCaM.
CHCTEMBI Ka4ecTBa HECOOTBETCTBHAM
MPUMEHNTENHHO K TIPU U3TOTOBIICHUN
TEXHOJIOTHIECKUM U BHYTPHANTEIHOM
IpolLEeCccaM. KOHTpOJIE KauecTBa.
[IK-27.4 [Tpunumaer OCHOBBI BeJieHUsI padoT, Onpenensith OpraHHU30BbIBATH
y4acTue B CBSI3aHHBIX C HEO0OXOIMMOCTEL U ay/IUT COOCTBEHHOU
pa3zpaboTke (hapmarieBTHIECKON YacTOTy HPOBEACHUS JeATeTbHOCTH 1
JTIOKyMEHTOB TI0 CHCTEMOH KadecTBa ayAnTOB CHCTEMBI YO, C3,
IIPOBEICHUIO nponsBojcTBa JIC; (camomHCTIeKIIHiT); KOPPEKTUPYIOIIHUX TK, II,
ayAuTOB ACTIEKTHI IPOBE/ICHUS DopMyTHpOBaTH THITEI Mep H KC
KauyecTBa ayauTa KauyecTBa BOIIPOCOB B NPEBEHTUBHBIX
(camouMHCIIeKIIN (caMOMHCTIEKIIMH ) 3aBUCHUMOCTH OT MEpPONPUATHH, B
1) COOCTBEHHOM (hapMareBTHIECKOro HpoBepsieMOro 00bEKTa;| TOM YUCIE B POJISX
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[1K-27.5

[Tpunumaer

OopraHusanuu, BKIrOYas

odopmiieHIEe

JOKYMEHTallUU,

anTevyHOro
aCCOPTUMEHTA;
ITopsinok mpuema
TOBapOB OT

NOCTaBIIMKOB, UX YyU€Ta

1 MUHBEHTapHu3aluu.

OCHOBHBIE aCITEKTHI U

COOTBETCTBYIOILECH

OcHoBsl xpanernus JIC
U IPYTHX TOBAapOB

JEATEITbHOCTH MIPOU3BOJICTBA, AHanu3upoBaTh U PYKOBOJHTEIS,
cyOBeKTa KOHTPAKTHBIX OLIEHUBATh PE3YIbTAThI PYKOBOAUTES
obpamieHus MIPOU3BOAUTENEH, COOCTBEHHOM CTPYKTYpPHOTO
JIEKapCTBEHHBIX MOCTaBIUKOB JEATETBHOCTH, MoApa3JeIeHHH,
CPEJCTB, HCXOJHOTO CBIPBS U JEeSTEIbHOCTH KOJUIET 1 MIPOBU30PA,
JeATeTbHOCTH YTAKOBOYHBIX JIPYTUX paOOTHHKOB IS ayauTopa,
niepeJaHHOM Ha MaTepHaos; HpeTynpeKaCHHS YIIOTHOMOYEHHOTO
ayrcopcunr u | IIpunImums! pa3paboTku npodeccnoHaIbHBIX I
JEATeTbHOCTH JOKYMEHTAIHU U OLIMOOK U OTBETCTBEHHOTO
KOHTpPareHToB yIpaBIeHUS MHHUMU3AIUHI PUCKOB JIMIa, BECTH,
Ha peTyIaMeHTHPYIOIEH 1 JUIS TALIUEHTa; 3aMONHATh U
COOTBETCTBUE perucTpupyomein IIpoBoauts KOHTpPOJIMPOBATh
YCTaHOBJIEHHBIM JOKyMEHTAIHH JUIS TIPUEMOYHBIN KOHTPOIIb BCE BUJIBI
TpeOOBaHHUAM ayauTa MOCTYMAOIINX B COOTBETCTBYIOMIEH
(camMoMHCIIeKIINH); oprann3anuio JIC JOKyMEHTAIHH,
Mertonp! mpoBeAeHUS JIPYTHX TOBapoOB HaBpikamu ananmisa
ayauTOB anTeyHoro U OIICHKH
(camMOUHCTIEKIIHA); ACCOPTHMEHTA, pe3yIbpTaToB
MeTozb! HOMCKA IPUYUH | TPOBOIUTH HPOBEPKY cOOCTBEHHOM
HECOOTBETCTBUU COIPOBOUTENBHON JIEATETBHOCTH;
YCTaHOBJIEHHBIM JTOKyMEHTAIHH,; Hasbixkamu
TpeOOBaHMSM IIPU OueHnBath AQHAIN3UPOBATh U
npousBojcTse JIC; MOTPeOHOCTH OLICHHBATh
INopsinox 3akynku u (apmarieBTHIeCKOMH ONITHMAJIbHBIX
IprueMa TOBapoB OT OpraHu3anuy B MIOCTABIIUKOB,
MOCTABIIUKOB, ydeTa U pecypcax; OpraHM30BBIBATh
WHBEHTApU3aLHUH, AHaNMM3UpOBaTh U MIPOLIECC 3aKyTIOK,
YCTaHOBJICHHOH B OLICHUBATh

XpaHEHUS U
nepemenienus JIC u
TOBapOB ANTEYHOTO
ACCOPTUMEHTA;
Hagbikamu
pa3paboTKi
JTIOKYMEHTOB JIJIst
MIPOBENICHUS ayTOB
KadecTBa
(CaMOWHCIICKIIMHN )
(hapmarieBTHUCCKOM
OpraHM3aINY;
Hagbikamu
TIPOBEICHHUS
aHanm3a
periameHTupyroue
W PETUCTPUpYIOIIEH
JTIOKYMEHTAIIAH 110
ayauTy
(CaMOMHCIIEKINN)
(hapmarieBTHUECKOM
OpraHM3aIny;
.HaBbikamu ananusa
JefcTBUIA U
MIPOTICIYD
TIPOBEPSEMOTO
MOApa3eIeH s/ 0pT
aHM3AlMH Ha
COOTBETCBHE
YCTaHOBJIEHHBIM
TpeOOBaHHAM;
Hagbikamu
COCTaBJICHUS OTYETA|
W TIPOBEJICHUH
ayauTa
(CaMOMHCIIEKIINH).

nHpopmaryio T
noctasukoB JIC u nip.
TOBApPOB ANTEYHOTO

aCCOpPTUMEHTA.

ydacTue B
pa3paboTke u
odopmMiTeHNH
CTaHaPTHBIX

OIEPAIIMOHHBIX
HPOLEYp B

pamKax

TpeOOBaHUS K
pa3paboTke
CTaHIAPTHBIX
OTIEPAIIHOHHBIX
nporenyp Ha
(hapMarieBTHIECKOM

NPEANpPUATHH;

Onpenensith
HEOOXOAUMOCTD
CBOEBPEMEHHOTO
BHE[PEHUS
CTaHIAPTHBIX
OTIePaIMOHHBIX
HpoIeayp Ha

HaBbikamu
pa3paboTKH U
BHEJIPEHUS
CTaH;I:pTHLIx Y0, 3,
OTepaOHHBIX TK, II,
KC
MpoIeayp Ha

(hapMarieBTHYECKHUX

(hapMaIeBTHUECKOM

IpEeANpUATHSX;
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neaTenbHocTH | CTPYKTYpy M OCHOBHBIE HPENPUSTHH; HaBbikamu
cyObexra paszensl CTaHJAPTHBIX OnpenensaTs Bce KOHTPOJIA
oOparueHus OIEePALMOHHBIX HE00XOIMMbIE pa3/iebl HPaBUILHOTO
JIeKapCTBEHHBIX poLeayp; B CTaHJIAPTHBIX UCHOJIb30BAHUS
CpencTB TpeboBanus k OTIepaMOHHBIX CTaHIapTHBIX
panuoHaNEHOMY nporenypax, OTlepaHOHHBIX
HCTIOIb30BaHUIO CBOEBPEMEHHOH NX mponexyp Ha
CTaHJIapTHBIX aKTyaJH3alnm. (hapMarieBTHIECKIX
OMEePAIMOHHBIX HPENPUATHSX.
POLIEAYD;

TIK-27.6 Cnocoben HaBbikamu
y4acTHIO B OpraHu3anuH
N3y4YeHUN OIIPOCOB

YIOBJIETBOPCHH noTpeOuTeNei;
OCTH KaueCTBOM HaBsikamu
CcOOCTBEHHO TIPOBE/ICHUS
JEATEILHOCTH MOHHUTOPHHTA
CO CTOPOHBI AHanM3UpoBaTh U crpoca
norpedureneit u IUTaHUPOBATh norpedureneii, B
KOHTPareHToB, B MH(OPMAIMOHHYIO M | TOM YHCIIe Ha HOBEIE
TOM UHCIIEe K KOHCYJIETaTHBHYIO JIT u npyrue
JOKyMEHTAJIBHO paborty; TOBapHI AlITEYHOTO
My PazpabateiBaTh aCCOPTUMEHTA,;
OCHOBHBIE aCTIEKTHI o
odopmieHHIo HHCTPYMEHTapuit HaBbikamu
(crmocoOBI, METOBI U
nporiecca 1 OIIPOCOB IIEJIEBBIX OpraHM3alun
€3yJIbTaTOB METOJL0IOrHi0) TpyIII; OIPOCOB
pesy. MIPOBEJICHUS OTIPOCHOM Py, P YO, C3,
DOpMyYIUPOBATH TUIIBI MEMIUHCKHX
JIeSITEIILHOCTH; TK, IT,
BOTIPOCOB B PpabOTHUKOB A
OCHOBBI peCypCHOTO KC
3aBUCHMOCTH OT BBISIBJICHUS
obecrieueHust N
. MIPOBEPSEMOro 00BEKTa;|  MOTPEeOHOCTEH;
(hapmareBTHUECKOH
OcyuiecTBiiTh ycTHbIe | HaBbikamu aHanm3za
OpraHHU3aluH.
U MUCEMEHHEIe 1 OIICHKH
KOMMYHHKAIIUH B COOCTBEHHOI
OOLIEHNH C KOJUICTaMH, |  JIeSTEIbHOCTH,
MOTPEOUTEISIMH 1 JESATEILHOCTH
HOCTaBIIUKAMH. KOJIIET | JIp.
pabOTHUKOB JIJIst
TIPeAYIPEKACHHS
MpoQeCcCHOHATTBHBIX
OLIMOOK 1
MHMHHMMH3aLUH 1
MHHHMH3AIUH
pucKa Juist
HAIMeHTOB.

IK-27.7 CriocoOeH K Hagbikamu
y4acTHIO B MPOBE/ICHUS
KOHTpOJIe OIIPOCOB TIepCoHaa

po! IIpoBoauts p p
3HAHU, HPOBEPSEMOTO
MOHHUTOPHHT 3HAHUS
TUIAHUPOBAHUH HO/IpasieIeHus/opT
LIEJIEBBIX TPYIII 110
1 OpTaHU3aIMI AHU3AIMY Ha 3HAHUE
HoBbIM JIIT u npyrum
CHCTEMBI YCTaHOBJICHHBIX
TOBapaM arnTeyHoro .
oOy4eHus u TpeOOBaHMIA;
ACCOPTHMEHTA;
TIOBBIIICHHUS HaBpikamu aHanmisa
OCHOBHI BelleHHs padoT, PazpabareiBats N o
KBanM(pHKaIuu . JEeHCTBUH U
CBSI3aHHBIX C HHCTPYMEHTapHi
HepcoHaa B . npouenyp
(apmarieBTHYECKON OIPOCOB IIEJIEBBIX
pamMkax . HPOBEPSEMOTO
CHCTEMOM Ka4yecTBa; TpYIIT;
OCYIIECTBICHUS noapasaenenusi/opr| YO, C3,
OcHoBBI I1aHupoBanus | DopMynnpoBaTh THIIBI
IEeSTeILHOCTH B aHU3aIUuH Ha TK, I1,
N TeIbHOCTH BOIIPOCOB B
coepe o COOTBETCTBUE KC
(hapmareBTHIeCKOn 3aBUCHMOCTH OT
obparieHust YCTaHOBJICHHBIM
OpraHH3aluHg; MPOBEPsIEMOro 00bEeKTa;
JIEKapCTBEHHBIX TpeOOBaHHSM;
OCHOBBI KOHTPOJIS ITpoBoaUTH
CpencTB . HaBbikamu
kavectBa JIC. BHYTPHAITEIHBIH
KOHTPOJIS
KOHTpOJb KadecTsa JIC,
coOmoeHus
H3TOTOBJICHHBIX B
(bapmaneBTHICCKUM
alITCYHBIX
¥ pabOTHUKAMH
oprasusanusx, u
OpraHM3alun
(hapMareBTHUECKHUX .
. TpeboBaHMIt K
cyOcTaHuuii.

U3TOTOBJIEHUIO U
BHYTPHANITEYHOMY

KOoHTpoJIt0 JID.
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YO — ycrHbl# onpoc, C3 — cutyanronssle 3aaaun, TK — TecToBbIH KOHTpOIb, [1 — npesenrtanus, KC — kpyristit cron
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4. Conep:kanue M y4eOHO-MeTOAMYECKAS KAPTA AUCHUININHBI

Tabauua 4.1
No HaumenoBanue TeMm U3y4YaeMbIX 110 HaHHOﬁ CamocrosiTe/1bHAS paGOTa KoanyecTBo
He TUCIMILTTHHE bason Mepeyenn
JlutepaTty
et Coaep:kanue Yacel ®opma | Mun. | Make, | OMUeTeHut pa
| IIpakTHyeckue kontpoa | Koa. | koa. i
Jlexuun Yacel Yacel
3aHATHA (Tema) | 6as1 | GaioB
0B
1 Konnenmms Hannexammme Wzyuenne HII,
erJIaMEeHTHP YIOIIHE
HaJj1exalmux MIPaKTUKHA B P PyIomt nK-27.1;
bapmartum — MPOU3BOJICTBO M KOHTPOJIb 1;
HPAaKTHUK B P kauectsa JII1 B CLIIA u Esporne MK-27.2;
dapmanun (GxP). COCTaBHasd 4acTh (ITpasuna FDA CLIA u [Tpasuia vyO MK-27.3;
2 CHUCTCMBI 2 GMP EC). 3 C3 0 5 NK-27.4; .o 9
obOecreyeHus I MK-27.5;
TK MK-27.6;
KaduecTBa NK-27.7
JICKApCTBCHHBIX
CPEIICTB.
2 OCHOBHBbIE Hanmnexaras 2 W3yyenue ocHOB BanuAaluy Ha MK-27.1;
DUHIIAOLL 1 IDOM3BOICTREHHA (hapManeBTHYECKIX MK-27.2;
PUHL p A IPOU3BOICTBEHHBIX YO MNK-27.3;
ACIICKThI GMP 2 S HpaKTI/IKa — MpeaAnpUsITUSIX. 3 C3 0 3 MNK-27.4; Lo 9
GMP I1 MK-27.5;
' TK MK-27.6;
MK-27.7
3 OcHoBHbIE UKCTHIE 30HHI, 2 MK-27.1;
MK-27.2;
MPUHLIUIILI U OpraHu3anus vO MK-27.3:
acrnexTsl GPP u 5 pa6OTBI N3ydenre 0CHOB BaTuAaINH 6 C3 0 5 MK-27.4; .o 9
GSP nepcoHalia, TUIIbL MPOLIECCOB IIPOM3BOJICTBA. II MK-27.5;
' JIOKYMEHTALIUH. TK MK-27.6;
MNK-27.7
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OcHOBHEIE CrangapTHble MNK-27.1;
MK-27.2;
HPUHIHATIEL U OTCPALNOHHBIC W3ydeHre OCHOB BalUIaLN VO MK-27.3;
acrextsl GLP. [IPOLEAYPBI: OYMCTKHU Ha (papMaleBTHYECKUX C3 MK-27.4; M9
pa3paboTka, y4der TIPOM3BO/ICTBEHHBIX I MK-27.5;
M UCIIOJIB30BaHUE MPEANPUATHSIX. TK MK-27.6;
MNK-27.7
OcCHOBHEBIE Bamupamus, kak MK-27.1;
MK-27.2;
[IPUHLMUIIBL U HEOTBhEMIIEMAA vO NK-27.3:
CTpyKTypa BaIUIALIMOHHOT'O i
acrextel GCP. HacThb by M};.I::Te - rana C3 MK-27.4; Mo 9
HaJIeKAIINX P : I MK-27.5;
IIPAKTHK. TK MNK-27.6;
MNK-27.7
OcHoBHBIE [TpaBuna
[IPUHLIUIILL U HaJJIexKaIen MnK-27.1;
acnexktel GDP. alTeyHOU MNK-27.2;
NPaKTHKH YO nKk-27.3;
CocraBiieHrEe BAIMIAIIMOHHBIX C3 MK-27.4; II.m. 9
JICKApCTBCHHBIX .
OTYETHBIX TOKYMEHTOB. II MK-27.5;
IpeTIapaToB I TK MK-27.6;
MCOUIITUMHCKOI'O NK-27.7
IIPUMEHECHUSA
GPP.
OCHOBHEBIE [TpaBwmita OCHOBHBIE aCTIEKTHI
NPHHITHITB H HaIeKaIeit MEHEKMEHTHI KauyecTBa Ha
DAKTHKI (apMarieBTHIECKHX NK-27.1:
acnekTsl GVP. p TIPOU3BOJICTBECHHBIX I'IK-27.2€
XpaHCHUA U npeanpusTusX. Pasensl YO NK-27.3:
MEPEBO3KH PYKOBOJCTBA 110 KAYCCTBY. C3 MK-27.4; Lo 9
JICKApCTBCHHBIX I1 MNK-27.5;
IpenapaToB i TK MK-27.6;
MNK-27.7
MCOUITUHCKOI'O
IIPUMEHEHNA
GSP.
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8 JKu3HEeHHBIN UK OcCHOBHEBIE
JII. ACIICKTHI,
oOecrieunBaroIIe Eig;;
CTaOUILHOCTh VO K27, 3
JICKapCTBCHHBIX C3 MK-27.4; M.n.9
CPEJCTB. I 3 MK-27.5;
Opranuzanus TK MK-27.6;
paboThI MK-27.7
(dapmareBTHIECK
HX CKJIAJIOB.
9 Crpareruu u Hammexamas
WHHOBAIIMU B IIpaKTHUKa s > nK-27.1;
dbapmaneBTUIeCKO naboparopuit VO ﬂﬁ;g
. KOHTPOJIS 2
M OTpacCJIH. KAYCCTRA C3 MK-27.4; II.m. 9
I MK-27.5;
JIEKapCTBEHHBIX TK MK-27.6;
cpencts GPCL. . MK-27.7
PyGexHas
arTecranus 1
10 [TnanupoBanue,
MIPOBEICHUS
JOKYMEHTAJIBHOE
O(bOpMJ'IeHI/Ie n MnK-27.1;
[paBUIbHAs MK-27.2;
OLlCHKA YO MK-27.3;
Cc3 MK-27.4; I.n. 9
pe3ynbTaToB, I 2 MK-27.5;
MOJTYYCHHBIX BO TK MK-27.6;
BpeMsi MnK-27.7
1a00paTOPHBIX
HUCIBITAaHUHN
JIEKapCTBEHHBIX
CPEJICTB.
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11 Hamnexamas MK-27.1;
MK-27.2;
fpaKTuka VO MK-27.3;
MIPOBEICHUS C3 MK-27.4; .o 9
1a00paTOPHBIX I MK-27.5;
ncneitanuii GLP. TK MK-27.6;
MNK-27.7
12 Hannexamas MK-27.1;
IIpaKTUKA MK-27.2;
p vO MK-27.3;
HPOBCICHUA C3 MK-27.4; o9
KIUHUYECKUX I MK-27.5;
ncneiraanit GCP. TK MNK-27.6;
MK-27.7
13 Kinnanueckune
0a3nl. Da3el 1
BHUIBI MNK-27.1;
MNK-27.2;
KIIMHAYECKUX ;
: YO MK-27.3;
HCIBITAaHUU. C3 MK-27.4; IL.n. 9
Pannmommzamus. I MK-27.5;
Crparudukarys. TK MK-27.6;
Ju3aiin (cxema) nk-27.7
KIUHUYECKUX
HUCIIBITAaHUH.
14 Hannexamas MK-27.1;
JIMCTPHOBIOTOPCK MK-27.2;
p p vVO MK-27.3;
as mpakKTUKa C3 MNK-27.4; IL.n. 9
GDP. I MK-27.5;
TK MK-27.6;
MNK-27.7
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15 Haexamas 2 MK-27.1;
JAUCTPHOBIOTOPCK vO EE;Z;
as IpaKkTHKa 3 0 3 MK-27.4; .o 9
GDP(2). I MK-27.5;
TK MK-27.6;
MNK-27.7
16 I[IpaBuna 2 r||<-§7.; :
. MNK-27.2;
HaIeKaIen vO MK-27.3;
PaKTHUKU C3 0 5 MNK-27.4; .. 9
dbapmakoHaazopa I MK-27.5;
GVP. TK MK-27.6;
MK-27.7
17 Hannexarmas 2 MK-27.1;
MNK-27.2;
PeTYIATOpHAA YO MK-27.3;
npaktuka (GRP) 3 0 3 NK-27.4; I.n.9
B PO. I MK-27.5;
TK MK-27.6;
MNK-27.7
18 KuzHeHHsbIl 2
nukia JIIT. 0 5
O6ecrieuenmne i-27.1;
MK-27.2;
kauectna JIIT Ha VO MK-27.3;
BCEX dTamax ux C3 MK-27.4;
KU3HEHHOTO TK MK-27.5; .o 9
— KC MK-27.6;
MNK-27.7
PyOexnas
arrecranus 2 0 25
Hroro 18 36 18 0 100

YO — ycrnsiit onpoc, C3 — curyannonnsie 3aga4un, TK — TecToBbIit KOHTpOIb, 1 — mpesenranns, KC — kpyrisrit cron
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5. Pacnipenesiennie TPy10€eMKOCTH IV CIANJIMHBI.

Paznen 5.1. Pacnipenenenue TpyaO€MKOCTH TUCIHILIAHBI M BUIOB y4eOHOM pabOTHI
M0 CEMEeCTpaM:

Bup yueOHoii padoThl Bcero yacos/ Cemectpsl
3a4YeTHBIX eIHHMII 6
AyIuTOpHBIE 3aHATHS (BCEro), 72
B TOM YHUCIJIE:
Jlextum (JI) 18
Jlaboparopusie 3ansaTus (J13), 36
CamocrosiTe/ibHasi padoTa CTy/AeHTa 18
(CPO)
Bua npoMexyTouHOii aTTeCTAlMU 3AYET (3) 3
HUTOTI'O: O6mas Tpya0eMKOCTh ;IE(EF 722

Paznen 5.2. Pazgensl nucHMIUIMHBI, BUABI Y4eOHOM pabOThl U (HOPMBI TEKYIIEro
KOHTPOJISI:

No No HaumenoBanue Bunel yueGHoit pabotsl (B AY) OueHouHble
/I | cemecTpa | paszzaenia TUCIUTIIHHBI JI J13 CPC BCETO cpencTBa
1 6 OO1ee moHsTHE O 2 2 2 6 YO — ycTHbIi
CHCTEME HaIJIEKAIIUX ompoc, C3 —
CUTYallTUOHHBIC
TpaKTHK 3agaun, TK —

TECTOBBIN
KOHTpOJIb, I1-

TIpe3CHTAIHS
2 6 Nsyuenune 14 32 14 60 VO — ycrHsIit
HaJJICKAIIUX IMIPaKTHK onpoc, C3 —
CUTYaIlHOHHEIC
3agaun, TK —

TECTOBBII
KOHTpOJIb, [1-

MIpe3eHTaIus
3 6 Kuzuennsri mxn JII1. 2 2 2 6 VO — ycrHblit
OO0ecrieueHne KadecTsa ompoc, C3 —

CUTYallMOHHbIC
3agaun, TK —
TECTOBBIN
KOHTpOJIb, KC-
KpYTJIbIU CTOJ

JIIT Ha Bcex DTamax ux
’KU3HEHHOTO IIMKJIA.

Uroro: 18 36 18 72




Pa3znen 5.3. Paciipenenenre TeM JEKUUNA IO CEMECTPAM:

Ne HaumenoBanue tem nexnui O60peMm B AY
/i 6 Cemectp
1 Konnenums vaanmexamux rnpaktuk B papmanuu (GxP). 2
2 OcHoBHble TpuHLKIIBI U aciekTel GMP. 2
3 OcHosnble npuHLunel U acnektsl GPP u GSP. 2
4 OcHoBHble NpUHLUIEI U aciekTsl GLP. 2
5 OcHoBHbIe IpUHIUIBI U actiekTel GCP. 2
6 OcHoBHble npuHLUIEI U aciekTsl GDP. 2
7 OcHoOBHBIE TIPUHITUIBI U actieKThl GVP. 2
8 Kuznennsrit ik JIIT. 2
9 CrpaTeruu 1 HHHOBAIlMU B ()apMalleBTUYCCKON OTPaCIIH. 2
Uroro: 18

Paznen 5.. Pactipenenenue Tem 1ab0paTOPHBIX 3aHATUI IO CEMECTPAM:

Ne HanmeHnoBanue TeM 3aHATHN O6bem B AY
n/m 6 Cemectp
1 Hannexamme npakTuku B papMalii — COCTaBHAs 4acTh 2
CUCTeMBbl 00eCIIeYeHHsI KauyecTBa JIEKAPCTBEHHBIX CPE/ICTB.
2 Hannexxamas npousBoictBeHHas mpakTiuka — GMP. 2
3 YucTble 30HbI, OpraHu3anus padoThl IepCOHaa, TUIIBI 2
JOKYMEHTAITHH.
4 CranjapTHble onepalliOHHbIE IPOLEAYPhI: pa3padboTKa, yyeT U 2
UCIOJIb30BAHUE
5 Banunanus, kak HeoThemiieMast 4acTh HaJUIeKAIIUX MPAKTHK. 2
6 [TpaBuna Haanexamiel anTeyHoON MPaKTHUKH JIEKApCTBEHHBIX 2
IpenapaToB Jyuisi MEJUIIMHCKOro npumeHenust GPP.
7 [IpaBuita HajuIe)KaEel NPAKTUKU XPAHEHUS U IIEPEBO3KHU 2
JIeKapCTBEHHBIX MpenapaToB JAJIs METUIIMHCKOTO IPUMEHEHUS
GSP.
8 OCHOBHBIE acIIeKThl, 00ECTIEYNBAIOIINE CTAOUIBLHOCTD 2
JIEKapCTBEHHBIX cpeacTB. Opranuzanus padoTsl
(apMareBTUYECKHX CKJIAJIOB.
9 Hannexamas npakTtuka a1 1abopaTopuii KOHTPOJIS Ka4ecTBa 2
nexapcTBeHHbIX cpeacts GPCL.
10 [TnanupoBaHue, IpoBeIeHHs JOKYMEHTaIbHOE 0(OpMIIEHHE U 2

IIpaBHUJIbHAA OLCHKA PE3YyJIbTAaTOB, IIOJTYYCHHBIX BO BpEMA
J'Ia60paTOpHBIX HUCIBITaHUI JICKAPCTBCHHLIX CPCIACTB.
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11 Hannexxamas npakTrka mpoBeIeHHsI Ta0OpaTOPHBIX UCIIBITAHUMA 2
GLP.
12 Hannexamas npakTrka npoBeICHUS KIMHUYECKUX UCTBITAaHUN 2
GCP.
13 Kinunueckue 6a3pl. @a3el U BUIABI KIMHAYECKUX UCIIBITAHUI. 2
Pannomuzamus. Crpatudukanms. J(u3aitn (cxema) KITMHAYECKUX
HUCIILITAHUH.
14 Hannexamas quctpudbroTopckas mpaktuka GDP. 2
15 Hanmnexanias nuctpudbrotopcekas npakruka GDP(2). 2
16 [TpaBuna Haanexamiel npakTuku papmakonaazopa GVP. 2
17 Hannexamas perynstopras npaktuka (GRP) B PO. 2
18 | JKusuennsiit mukia JII1. Ob0ecrieuenue xkauecrsa JII1 Ha Bcex dramax 2
HUX KA3HEHHOTO IHKJIA.
Uroro: 36
6. O0pa3oBaresibHbIE TEXHOJIOTHHI
B nmpomecce wmsydenus aucummumHel  «Cucrema  GXP»  mcnonb3yroTcs
CICOYIOIINC (bOpMBI AKTUBHBIX U HHTCPAKTHBHBIX 3aHHTHﬁ:
No/m. Tema Bun KosnvectBo | AkTHBHBIE ()OPMBI HNHTepakTHBHBIE
3aHATHS ‘acoB dopmbl
1 Hannexamue npakTuku B IpakTrueckoe 1 [Ipe3enTanus
q)apMa].[I/II/I — COCTaBHasi 4aCThb
CHCTEMBI 00eCIICUEeHUS
KadyecCTBa HeKapCTBeHHLIX
CPEJCTB.
2 Haanexamas ITpakruyeckoe 1 IIpesenrarus
HpOI/I3BOI[CTBeHHaH HpaKTI/IKa
— GMP.
3 Uuctele 30HbI, opranu3anus | IIpakruueckoe 1 [IpesenTarus
paboThI EpCoHaNa, THUIIBI
JIOKyMEHTallUH.
4 CranpaptHeie orepanuonHble | [Ipakruueckoe 1 [Ipe3enTanus
MIpOIeTyPHI: pa3paboTka,
y‘{eT 1 UCIIOJIB30BAHUC
5 Banmmpanus, kak IpakTuueckoe 1 [Ipe3enTanus
HEOThEMIIEMAS 4aCTh
HaJieKaluux HpaKTI/IK.
6 IIpaBuna Hamexaen IIpakTuueckoe 1 [IpezenTanus
alTEe4YHO! PAKTUKU
JIEKapCTBEHHBIX IpenapaToB
JUIST MEOUITUHCKOT O
npumenenus GPP.
7 IIpaBuia Hajgexanen [Ipaktuueckoe 1 [IpesenTarus
MIPAaKTUKU XPAHEHUS U
HCpeBO3KI/I J'leKapCTBCHHBIX
npenapaTOB JJIs1
MEOUIIUHCKOI'O HpI/IMCHCHI/Iﬂ
GSP.
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OCHOBHEIE aCITEKThL,
o0ecIieunBaroIme
CTaOMIIBHOCTD
JICKAPCTBEHHBIX CPEACTB.
Oprananzamnus paboTel
(hapmareBTHIECKUX CKIIAJIOB.

IIpakTrueckoe

[Ipe3enTarnus

Hannesxamas mpakTuka st
nmabopaTopuii KOHTPOJIA
Ka4ecTBa JIEKapCTBEHHBIX
cpencts GPCL.

IIpakTuueckoe

[Ipe3enTanus

10

IInanupoBaHue, NPOBEACHUS
JIOKYMEHTAIbHOE
odopmiieHne 1 paBUIIbHAS
OIIEHKa Pe3yNbTaToB,
MOJYYEHHBIX BO BpEMs
Ta00PaTOPHBIX UCTIBITAHUN
JIEKapPCTBEHHBIX CPEACTB.

IIpakTrueckoe

[Ipe3enTanus

11

Hannexamas npaktuka
MIpOBeICHUS TabOpaTOPHBIX
ncnsiTanuii GLP.

IIpakTuueckoe

[Ipe3enTanus

12

Hannexaras mpakTuka
MPOBEJICHUS KITHHUYECKUX
ucneiTannii GCP.

[IpakTuueckoe

[Ipe3enTanus

13

Knunanueckue 6a3el. Da3el 1
BU/IbI KIUHUYECKHUX
HUCITBITAHUH.
Pangomuzanus.
Crparudukarus. J(uzaiin
(cxema) KITMHUYECKUX
HCITBITAaHNH.

[IpakTrueckoe

[Ipe3enTanus

14

Hannexammas
JTUCTPUOBIOTOPCKAS TPAKTHKA
GDP.

[IpakTuueckoe

[Ipe3enTanus

15

Hannexammas
JTUCTPUOBIOTOPCKAS TPAKTHKA
GDP(2).

[IpakTuueckoe

[Ipe3enTanus

16

IIpaBuna Hamexaen
MPaKTUKU (papMaKoHAA30pa
GVP.

[IpakTuueckoe

[Ipe3enTanus

17

Hannexamas perynsitopHas
npaktuka (GRP) B PO.

IIpakTrueckoe

[IpesenTarus

18

JKuzuennsri muki JIIT.
O6ecnieuenue kauectna JIIT
Ha BCEX JdTallax UX
JKM3HEHHOTO LIMKJIA.

IIpakTrueckoe

15

Kpyrusiii cTon

Pacnpenenenne camoctositenbHol padboTsl ctyaeHTa (CPC) no Bumam u cemectpam:

7. Y4eOHO-MeTOAUYECKOE o0ecriedeHrne CAMOCTOSATeIbHOH padoThl

Ne Haumenosanue Buna CPC O6beMm B AY
n/m Cemectp 6
1 | Pabota c nuTepaTypHbIMU U MHHBIMM HCTOYHUKAMHU HH(OpMaIH. 6
2 | PaGota Cc  DONEKTPOHHBIMH  pecypcaMd,  pa3MENICHHBIMH  Ha 6
JUCTAaHIIMOHHOM 00pa30BaTelIbHOM MOpTajie Y HUBEPCUTETA.
3 [TonroroBka K y4yacTHIO B 3aHATHUSIX B AKTUBHOM W WHTEPAKTUBHOU 6
dbopwme.
HNTOTI'O (Bcero - AY) 18

24



8. OneHovHbIe cpeacTBa /ISl TEKYLIEro KOHTPOJIAA YCIIeBaeMOCTH, Py0eKHOM
aTTecTAMHU U MPOMEKYTOYHOM aTTeCTALMH 110 HTOraM 0OCBOCHMS TMCIUIIIHHBI.

8.1. ®op™MbI TeKylIero KOHTPOJS M NMPOMEKYTOUHOI aTTeCTANMH MO THCIUHIIHHE
«Cucrema GXP», BUIbI OLIECHOYHBIX CPEACTB:

No No OneHoYHbBIE CPEICTBA
HanmenoBanue paznena
n/ | cemectp DopMBI KOHTPOJIS
0 N JICIIATLTHHBI Bunst
1 2 3 4 5
1 6 Texymuit u OO0u1ee noHATHE O YO - yernbiit onpoc, C3 -
POMEKYTOUHBIN CHCTEME HAIJICKALTUX CHTYalOHHBIC 3a/1a4H, TK -
TECTOBBIA KOHTPOIb, [I-ipe3eHTarms
KOHTPOJIb (KOHMPOb MPAKTHK
CamocmosamenbHoll
ayoumopHoul u
6HeayoumopHou
pabomul cmyoenma)
2 6 Texymuit u W3yueHne Haamexammx YO - yernbiit onpoc, C3 -
TIPOMEIKYTOUHBIIT IPAKTHK CHTYalHOHHBIE 3a1a1H, TK -
KOHTPOJIb (KOHMpPOTb TECTOBBIN KOHTPOIb, II-1pe3enranys
CamocmosamenbHoll
ayoumopHoul u
6HeayoumopHou
pabomol cmyoenma)
3 6 Texymmii u YKusznennsiit nuki JIIT. YO — ycrasiit onpoc, C3 —
IPOMEKYTOUHBIN OO0ecneuyeHne KauyecTBa CHTyalHOHHbIe sajam, TK —
TECTOBBIA KOHTPOb, KC-KpyTiibIii
KOHTPOJIb (KOHMPOIb JIIT Ha Bcex 3Tanax ux cron
CamMoCmosimenbHol YKU3HEHHOTO IHKJIA.
ayoumopHou u
6HeayOUMopHoLl
pabomuvl cmyoenma)

8.2. IIpumepnbl OLIEHOYHBIX CPEACTB:

8.2.1 TecTroBble 3a1aHus JAJI PYOe:KHOM aTTecTAlUM (PUMeEPbI)

1.HecootBeTcTBytomass NpoAyKuusi Ha (apMalueBTUYECKOM MPEANPUATHH MOXKET OBbITh
BBISIBJIIEHA HA CTAUU:

* BXOJTHOTO KOHTPOJISI CBIPhSI U MAaTEPUAJIOB,;
* KOHTPOJIA KauecTBa MOIYIPOIYyKTOB;
* KOHTpPOJIsI TOTOBOM MPOAYKIIUY;
Peanuzanuu notpedurerio;
2. Undopmanuio o rapaHTud CTaOUIBHOTO YpPOBHS KayecTBa IOCTABIISIEMOIO ChIPbS
MEHEKEp 10 CHAOXKEHUIO MOTyYaeT:
1. mo pe3ynpraTaM OYHOTO WJIM 320YHOTO ay/IMTa MOCTABLUIUKOB;
2. 1o pe3ysbTaTaM MUCbMEHHBIX U YCTHBIX OMPOCOB MOCTABIIMKA;
3. 1o mpeACTaBICHHBIM OCTABIIMKAaMU KONUsM cepTuukaroB cooTBeTcTBUs HAa CMK,
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4. o pe3yJibTaTaM aHajJu3a PhIHKA IPOIYKLUU;

5. o pe3yibpTaTaM aHajiu3a JOTOBOPHOW JOKYMEHTAIUHU (J0rOBOpPHI, 3asBKH, MPOTOKOJIbI
pa3Horjaacuii);

6. 10 pe3yJbTaTaM BXOJHOT'O KOHTPOJIS ChIPbsl 1 MaTepUaioB;

7. MO JaHHBIM O KayeCTBE M TEXHOJOTHYHOCTU CHIPhSl U MATEPUAJIOB, MOCTYNAIOIIUM W3
POU3BOJICTBEHHBIX IIEXOB.

*8. Bc€ ykazaHHOE BEpHO;

3. [IpennoroBopHas paboTa BKIIOYAET B ceOs:

*1.BBIOOP MOCTABIIUKOB,

*2.(popmupoBaHue 3a8BKU MOCTABIIUKY Ha 3aKYIKY U MMOCTaBKY CBHIPbSl U MaTE€PHUAaJIOB MpU
HaJM4YUH PETUCTPALMOHHOIO HOMEPA B PEECTPE JIEKAPCTBEHHBIX CPECTB, PA3PEIICHHBIX K
IIPUMEHEHUIO Ha Tepputopuu PO,

*3. momydyenue 3akimoueHusi OTaena KOHTPOJS KadecTBa O KAdeCTBE MOCTaBISIEMOTO
ChIpbS WJIM MaTepuaia, MO pe3yibTaTaM BXOJHOTO KOHTPOJIA oOpasiia, MPHUCIaHHOIO
ITOCTaBUIMKOM.

4. BbIOOp KOHKPETHOTO MOKYIATEIS.

4. IImaHrpoBaHUE POU3BOJICTBA MPOAYKIIMH BKIIOYAET:

|.BXogHple [aHHBIE: IUTAH OTIPY3KM NPOAYKLMH, IPOU3BOJCTBEHHBIE MOULIHOCTH,
00€eCrIeYeHHOCTb IIEPCOHAJIOM, 00€eCrIeYeHHOCTh HEpropecypcamy, OLICHKA
BO3MOXKHOCTEH Texmporecca C LEIbl0 HM3MEHEHUs WU pa3pabOTKU TEXHOJIOTHUH,
YCTAaHOBJICHHSI HOBBIX TpeOOBaHUM, pa3padOTKM JOKYMEHTAIMH, OIIEHKAa COCTOSHUS
000pyI0BaHUs C 1IEJIbIO ONPEAEICHUS] HEOOXOIUMOCTH PEMOHTA, 3aMEHbI, IPUOOPETEHUS
WM MOJIEPHU3ALIMHU 000PY10BaHUS.

2.BpIxoaHbIe TaHHbBIE: TUIaH MPOU3BOJICTBA (HA roJl, KBapTal, MECsl), KOPPEKTUPOBOUHBIE
MECSYHBIE WJIA KBApPTAJIbHBIE 3aIBKA HA TPUOOPETEHUE MAaTEPUATIOB.

*. Bce BapuaHThl OTBETOB BEPHBIE.

8.2.2 CuryaunoHnble 3a1a4u (MIpuMepbI)

1. IlpuBenute OCHOBHBIE TpeOOBaHMSA K BaJMJALMU MPOLECCOB MPU MPOU3BOACTBE
Ta0JIETOK, YKQXUTE KPUTUYECKHME TOYKM M IapamMeTphbl OMNpENeNIeHUs MoKa3zaTened u
JNOMYCTUMBIX KPUTEPUEB HA TOM, WJIM MHOM 3Tare Bauaanuu. [IpuBeanTe MoaHbIi MakeT
JOKYMEHT, HEOOXOAMMBIN il MPOBEACHUS BaTUAALMU IPOLECCOB. YKAXHUTE POJb
PYKOBOJHMTENS BAIMAALMOHHON TPYIIIIBI.

8.2.3 Bonpochbl K 3aueTy JJi51 CTYJI€HTOB:

1. Hapnexaiue npakTUk B (hapMaIiiiy — COCTaBHAas 4aCcTh CUCTEMbI 00eCTIeUeHUs
Ka4yeCTBa JIEKAPCTBEHHBIX CPEACTB.

2. Hagnexamiast mpousBoicTBeHHas mpakTrka — GMP.

3. HucTele 30HBI, OpraHu3aIys padoThl ITepcoHasa, THIIbI JOKYMEHTAIUH.

4. CtanaapTHbIE ONEpallMOHHBIC MIPOIIETYPHI: pa3padb0oTKa, YUeT U UCIIOIh30BaHUE

5. Banupanus, Kak HEOTheMJIeEMasi 4acTh HaJIEKAIIUX TTPAKTHK.

6. IIpaBuna HajJIeKallIeW anTEYHON MPAKTUKY JICKAPCTBEHHBIX MPENAPATOB JJIs
MeauuHckoro npumenenus: GPP.

7. lTpaBuna HajIekKaIlew NPaKTUKU XPAHEHHUS M TIEPEBO3KHU JIEKAPCTBEHHBIX MIPENApaToB
11 MEIUIUHCKOTO TTpuMeHeHust GSP.

26



8. OCHOBHBIE aCIEKThI, 00ECTIEYNBAIOINE CTAOMIBHOCTD JIEKAPCTBEHHBIX CPEICTB.
Opranuzanus paboThl papMalieBTUYECKUX CKIAJ0B.

9. Hapnexaias npaktuka ajis 1abopaTopuil KOHTPOJISl KauecTBa JIEKaPCTBEHHBIX CPEACTB
GPCL.

10. IlnanupoBanue, MpoBEACHUS JOKYMEHTAIbHOE O(pOopMIIeHHE U TTpaBUIIbHAS OIIEHKA
pE3yNbTaTOB, MOJIYYEHHBIX BO BpeMs TaOOPATOPHBIX UCIIBITAHUHN JIEKAPCTBEHHBIX CPEJICTB.
11. Hannesxamasi mpakTuka MpoBeieHus 1adopaTopHbIX ucbiTaHuii GLP.

12. Hagnexamast mpakTuka npoBeAeHus: KnmHndeckux ucneirannii GCP.

13. Knmunnyeckue 6a3bl. Da3pl ¥ BUIBI KITMHUYECKUX UCTIBITAHUN.

14. Pangomu3arus.

15.quzaitn (cxema) KIMHUYECKUX UCIIBITAaHUH.

16. Hapnexaimas nuctpudbroTopckas npaktuka GDP.

17. IlpaBuna Haayexaien npaktuku dpapmakonaazopa GVP.

18. Hagnexamas perynsaropHas npaktuka (GRP) B PO.

19. Kusznennsiit ukin JII1.

20. Obecneuenne kauectBa JII1 Ha Bcex aTanax MX KU3HEHHOTO LIUKIIA.

8.2.4. Ilpe3enTanum (MpuMepHAasi TEMATHKA)

1. OcHOBHbIE IPUHIIUITBI KBATHU(PUKALIMA 000PY10BAHHUS.

2. Pa3zpaboTka pykoBOJICTBA 11O Ka4€CTBY.

3. Acnextsl pazpabotku COIL.

4. YHuCThIEC 30HBI.

5. Knunuveckue UCIbITaHUS: 3TaMbl, TPEOOBAHUS, TOKYMEHTAIUS.

8.2.5 Kpyrusblii croa (mpumep).

Tema: OGecrneueHne KauecTBa 11€JI€BOTO MPOAYKTa Ha ATalle €ro Mpou3BOJICTBA.

Iliian meponpusitus:

1. Onpenenenuie Beayiiero (Moaeparopa).

2. OnpenerneHne y4aCTHUKOB (9KCIIEPTOB).

3. CocraBiieHr€ BOIIPOCOB (TEMATHK) IKCIIEPTaM.

4. IToaroToBKa Mpe3eHTALNN U BBICTYTICHHIA.

5. Meroauueckoe 3acelaHue.

6. AHKETUPOBAHHE/TIOJITOTOBKA BHIBOJIOB (PE30JIIOIIHH).

7. OuenuBaHue pabOThl yUaCTHUKOB M BEAYIIIETO.

8.2.6 OueHouHbIe CpeCTBA, PeKOMEHyeMble Jisi BKJIAYEeHUsI B (OHI OLEHOYHBbIX
CPeACTB /JIsl NPOBEACHUSI MTOT0BOM rOCyIapCTBEHHOM aTTecTalMu (IPpUMep):

1. TlpuBeguTe OCHOBHBIE TpeOOBaHUS K BaduJallMd MPOIECCOB IMPU MPOU3BOJICTBE
TaOJIETOK, YKOKHUTE KPUTUUECKHE TOYKM W TMapaMeTpbl OMpeAcNICHUs IoKa3arejed u
JOMYCTUMBIX KPUTEPUEB HA TOM, WJIM MHOM dTare Baiuaanuu. [IpuBeauTe moaHbIM makeT
JOKYMEHT, HEOOXOAMMBIN Il TMPOBEICHHUS BaJIUJAIMU MPOIECCOB. YKAXKUTE POJb
PYKOBOJUTENSI BAJIUIAIIMOHHOMN TPYTIIIBI.
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8.2.5 llIkaabl OLIEHUBAHWA.

IIIkajia onleHUBAHMS YCTHOTO ONpoca (codece10BaHMsI) HA 3AHATUAX

«l ©Oamm» - chopMyIMpOBaH TIOJHBIA OTBET Ha OCHOBE COBPEMEHHBIX
Kiaccu(ukanuii, HOPMATHBHBIX JOKYMEHTOB W JOCTIDKCHUW HAYKH M TPAKTUKHA, OTBET
MIPUBEJICH MOJIHO, CHCTEMHO U MOCIEA0BATEILHO.

«0,8 G6ayoB»- OTBET C(HOPMYIMPOBAH YACTUIHO, OTBET MPOBEICH HE IMOJTHOCTHIO,
WJIY TIOJTHOCTBIO, HO HE TIOCJIEI0BATENIBHO.

«0,5 OGamioB» - OTBET MNPHUBENCH IUI0X0, chopmynupoBaH 0e3 NPUMEHEHUS
KJaccuduKanui, OTBET JaH Xa0TUYHO, OECCUCTEMHO.

«0 6aysIoB» - OTBET HE CPOPMYIIMPOBAH.

IIkaJia OeHUBAHNUS TECTOBBIX 3a]aHMii
TecToBbIE 3a1aHUA 1JIA IPOBeieHUs PYOeKHON aTTecTAlNU

«25 6amnoy» - 100% npaBUIBHBIX OTBETOB, U T.]I.

IlIkana oneHUBAHUA Y4ACTHS B KPYIJIOM CTOJIe

«3 Oamta» - chopMyIHPOBaH MOJHBIN TJIaH PEIICHUs 3aJlaHUs TI0 TEME KPYIJIOTO
CTOJJA HAa OCHOBE COBPEMEHHBIX KiIacCHU(UKAIMK, HOPMATHUBHBIX JOKYMEHTOB U
JOCTIDKEHUM HAyKW U TPAKTUKUA, OTBET MPUBEACH IIOJHO, MPEAJIOKCHHBIA BapHUaHT
pelIeHus 3aJaHus ONPEEIeH CUCTEMHO U MOCIEA0BATEIBHO.

«2 Oaisian- MJIaH PEIICHUs 3aJaHusl TT0 TeME KPYIJIOro CToja OMpeeeH YaCTUYHO,
peuieHue 3anaHusi CPOPMYITUPOBAHO YACTUYHO, OTBET MPOBEACH HE IMOJHOCTHIO, WU
MOJTHOCTBIO, HO HE MCIIOJIB30BaHbI BCE METO/IbI WJIM 3TAIbl PEUICHUS 3aJaHuUs.

«l Oamm» - TIaH pemieHus 3aJaHus  KPYTJIoro CTojia OMNPEeNieH IJI0XO,
chopMmynupoBaH 03 TpPUMEHEHUs KiaacCUUKAIMi, HOPMATHUBHBIX JOKYMEHTOB U
JOCTUKEHUW HAYKW U MIPAKTUKU, OTBET MPOBEJICH IJI0X0, OTBET HA MOCTABICHHYIO 3a7a4y
JlaH XaOTUYHO, OECCUCTEMHO.

«0 GamIoBy - MJIaH pelIeHus 3aJaHusl 0 TeME KPYTJIOTo CTOJIa HE ONPE/ICIICH, OTBET
He chopMyIUpOBaH, aHATU3 CUTYyallMu HE MPOBEJCH, OTBET HA MOCTABJICHHYIO 3a/1auy HE
OTpEJENEH.

IIkayia oueHUBAHUS NPe3eHTANUH

«1-2» - mpuBeneHa noyiHas HHGOpPMaIIHs HA OCHOBE COBPEMEHHBIX KlacCU(pUKAIIHiA,
HOPMATHBHBIX JIOKYMEHTOB M JIOCTM)KCHHM HayKd W MPAKTHUKU, OTBET MPHUBEIEH IOJHO,
MPEUIOKEHHBIM BAapUaHT OCBELICHUS TEMAaTHKW MPE3CHTALMU OMNPEAETEH CHUCTEMHO U
MOCJIEI0BATEIBHO.

«05-1 Oamna»- wuHboOpMalUi MpPUBEJACHA YaCTUYHO WJIM TOJHOCTHbIO, HO HE
HCIIOJIb30BaHbI BCE METO/IbI HJIM TAlbl PEIICHUS BOMPOCOB M0 TEME MPE3EHTAIIUH.

«0,3-0,5 Oamnma» - wHbOpMaIMs TPUBEACHA II0X0, CHOPMYIUPOBAHBI TE3UCHI
ciaiiioB 0e3 MpUMEHEHUsl KiIacCH(pUKAIMA, HOPMATUBHBIX JOKYMEHTOB U JOCTHKCHUM
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HAyKH U MPAaKTHKH, OTBET MPOBEJECH IJIOXO, OTBET HA MOCTABIEHHYIO 3a/lady TEMAaTHUKH
Npe3eHTallMU JaH Xa0TUYHO, OECCUCTEMHO.

«0 OaymioB» - MJIaH peIlIeHUs HE OMpeesieH, OTBET HE CPOpPMYIUPOBAH, AHAIU3

CUTYaIlMH HE NMPOBEJICH, OTBET HA MOCTABJICHHYIO 3a7a4y HE ONpe/IeIIcH.
Ilkana oueHUBAHUS CUTYalIMOHHOM 3a1a4n

«0,5 0amnoB» - cHopMyIHpPOBaH MOJHBIMA IJIAH PEIICHHsS CUTyallUd HAa OCHOBE
COBPEMEHHBIX KJAaCCHU(pHUKAIMH, HOPMATHBHBIX JOKYMEHTOB M JIOCTIKEHUN HAYKH H
NPAaKTUKU, OTBET TMPHUBEACH TMOJHO, NPEIIOKCHHBIH BapHAHT pEIICHUS CHUTYalluu
OTpeJeieH CUCTEMHO U TOCIE0BAaTEeNbHO, pacueThl B 3aJa4e MPOBEICHbI NMPABWIBHO U
TOYHO.

«0,4 Gaynayn- TUIaH PELICHUs CUTYallMHd OMPEJEiIeH YaCTHUYHO, PEIICHUE CUTYalluH
chOpMyIMPOBAHO YACTUYHO, OTBET IMPOBEAEH HE MOJHOCTHIO, WM TOJHOCTHIO, HO HE
MCIIOJIb30BaHbl BCE METO/IBI MJIM ATAlbl PEIICHHs CUTYyallld, B pacueTax ecTh HeOOJbIIne
HETOYHOCTH.

«0,3 Gamia» - MJaH pEeIIeHHs] CUTyallud OMNpEIETeH IUI0X0, cPopMyupoBaH Oe3
MpUMEHEHUsT KJIacCU(PUKAlUA, HOPMATHUBHBIX JOKYMEHTOB M JOCTHXKEHUW HAyKd U
NPAKTUKU, OTBET IMPOBEAEH IUIOXO, OTBET Ha IIOCTABIEHHYIO 3a/Jayy JaH XaoTUYHO,
OeccrucTeMHO, B pacueTax €CTh CYIIECTBEHHbIE HEIOUETHI.

«0 6anmnoB» - MIIaH pelIeHus] CUTyalluu HE OMpeselieH, OTBET He c(OPMYIUPOBaH,
aHaJIW3 CUTYyallMH HE TIPOBECH, OTBET Ha MOCTABICHHYIO 3a/1a4y HE ONpeeIicH.

IIkajia oneHUBaHUS YCTHOTO onpoca (codeceqoBaHMs) HA 3a4eTe

«50 OamnoB» - chOpMYJIHMpPOBAH TIOJHBIM OTBET HA OCHOBE COBPEMEHHBIX
Kiaccuukanuii, HOPMAaTUBHBIX JOKYMEHTOB U JOCTIKEHUUW HAYKH M TPAKTUKU, OTBET
MPUBENIEH MOJHO, CUCTEMHO U MOCJIEI0BATENbHO.

«40 GamnoB»- oTBET CHOPMYJIUPOBAH YACTUYHO, OTBET MPOBEJAEH HE IMOJIHOCTHIO,
WM TIOJIHOCTBIO, HO HE MOCJIEI0BATENBHO.

«30 OamnoB» - OTBET MpPHUBEIEH IUJIOX0, CPOPMYIHpPOBaH 0€3 TNPUMEHEHHUS
KJaccu(pUKaInii, OTBET 1aH Xa0TUYHO, OECCUCTEMHO.

«0 6aysoB» - OTBET HE CPOPMYIHPOBAH.

8.2.6 B coorBerctBMH ¢ OamabHO-peiiTuHroBoi COI'Y cucrema mnopsjaka
OCYLLEeCTBJICHHS] PY0e:KHOT0 KOHTPOJISI M M0JCYeTa HTOT0BOI OLIEeHKH CJleyIomasi:
1 —s1 pyOexxHas arrectainus - MakcuMaabHO 50 0anioB; U3 HUX:
Ot 0 mo 25 6amnos (P1) — arrecranimonnas (pyoeskHasi) KOHTpOJIbHAS padoTa;
Ot 0 1o 25 6amnoB (T1)— Texyias padoTa cTy/IeHTa B TeUEeHHE pyOeka
2 -5 pyOexHas aTTecTalus — MakcuMaabHOo 50 0ayioB; U3 HUX:
Ot 0 no 25 6amnoB (P2) — arrecrarimonHas (pyOekHas1) KOHTpOJIbHAs paboTa
Ot 0 no 25 6amnoB (T2) — Texymas paboTa cTyeHTa B TeueHUe pydexa
Dk3ameH (J) — makcuMaibHO 50 6asIoB.
3auer (3) — makcuManbHO 50 6aIoB.
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9. YueOHO-MeTOANYECKOE U HH(POPMAIMOHHOE o0ecTieYeHue TN CHMIIMHbI

a) OCHOBHAs JIUTEpaTypa:

Ne n/mt HaunmenoBanue cornacHo 6ubnuorpaduyeckum TpeOOBaHUSM

1 Hapkesuu UM.A., Vupaenenwe u sKkoHOMHKAa (dapmanuu / mox pea. U. A.
HapkeBuua - M.: [DOTAP-Menua, 2017. - 928 c. - ISBN 978-5-9704-4226-5 -
Tekct: anextponnsiii / ObC "KoncynbTanT cTyneHnra

0) OTOTHUTEIbHAS JIUTEepaTypa:

Ne HaunmenoBanue cornacHo 6ubnuorpaduyeckum TpeGoBaHUSM

2 Hayuno-nipaktudeckuii ;xypHan «Dapmanusi»

3 [Ipukaz Munnpomtopra P® Ne 916 «lIpaBwia Hagnmexamen MNpaKTUKUA
MPOU3BOJICTBA U KOHTPOJIA KaYeCTBa JICKAPCTBEHHBIX cpeacTtB» oT 14.06.2013.

4 [Ipukaz MunznpaBa PO Ne 200 v «lIpaBuna Hapiexamed KIMHUYECKOU

npaktuku» ot 01.04.2016.

S) XUMUKO-(hapMalleBTUYECKUN KypHAI

6 l'azera «®apmanieBTUUECKHI BECTHUK)

7 I'ocynapctBennas papmakones 14 uzmganus / [Dnekrponnsiit pecype] femb.ru/

8 «IIpaBuia HaJyIexKaIen MPAKTHKU dapmakoHaa30pa EBpasuiickoro
3KOHOMUYECKOro coroszan, [Ipukaz EADC Ne 87 ot 03.11.2016 .

9 «lIpaBuna HaJJIeKaIen MPAKTUKU (dbapmakoHaa3zopa EBpazuiickoro

SKOHOMUYECKOTo coro3an, [Ipukaz EADC Ne 87 ot 03.11.2016 .

10 «[IpaBuna Hamnexamiel AMCTPUOBIOTOPCKOM MpPaKTUKU B paMmkax EBpasuiickoro
9KOHOMMUECKOTO0 coro3an, [Ipukaz EASC Ne 80 or 03.11.2016 .

11 IIpukaz M3 P® Ne 647n «llpaBuna Hamiexamiend anTe4HOM IPAKTUKH
JIEKapCTBEHHBIX NPENapaToB JUIsl MEIUIMHCKOT0 npuMeHeHus» ot 31.09.2016 r.

12 IIpukaz M3 P® Ne 646H «llpaBuna Hamiexaniel NpPaKTUKH JIEKAPCTBEHHBIX
XpaHEHUsI W TMEpPEeBO3KM JIEKApCTBEHHBIX IpenapaToB M MEAUIIMHCKOTO
npumeHeHus» ot 31.09.2016 r.

B) HHTepHeT-pecypcChl

HaumeHoBaHue 3J1eKTPOHHO-
Ne Anpec caiita
onobauoreunoii cucremsl (ABC)

Hayunas snekmponnas

oubnuomexa elLibrary.ru http:/felibrary.ru

2 OFC " Koucynomaum cmyoenma” http://www.stud medlib.ru/

3 DBEC "FOPAUT" https://biblio-online.ru/



https://biblio-online.ru/

Onexmpounnas bubiuomexa .
4 ouccepmayuii PIB(3BPTE) https://dvs.rsl.ru
T'ocyoapcmeennulil uncmumym
5 JIEKAPCMBEHHBIX CPEOCME U http://gosgmp.ru
HAOIeHCawux npaxkmux
http://gmpnews.ru
6 Caiim Hoéocmu GMP

I') METOJUYECKUE YKa3aHUs, pa3pab0TaHHbIe COCTABUTEISIMU pabodeil mporpaMmal.

Ne HaunmenoBanue cornacHo 6ubimorpaduyeckum TpeOoBaHUSAM
n/m
1 | Meronuueckue yka3zaHHs JJIsl CAaMOCTOSITENBHOW pabOThI CTYJEHTOB MO TUCHHUIUINHE
«Cucrema GXP». Mopo3soga E.B., Mopo3zos 10.A., 2020, 30 c.

2. IlporpaMmmHoOe odecnieveHue:

Ne n/m HaumenoBanmue Ne noroBopa(auuen3us)
1 Windows 10 Enterprise Ne 4100072800 Microsoft Products
' (MPSA) ot 04.2016r
2 Windows 10 Pro for Workstations Ne 4100072800 Microsoft Products
' (MPSA) ot 04.2016r
3 Windows 8.1 Enterprise Ne 4100072800 Microsoft Products
' (MPSA) ot 04.2016r
4 Windows 8.1 Professional Ne 4100072800 Microsoft Products
' (MPSA) ot 04.2016r
5 Windows 8 Enterprise Ne 4100072800 Microsoft Products
' (MPSA) ot 04.2016r
5 Windows 8 Professional Ne 4100072800 Microsoft Products
' (MPSA) ot 04.2016r
7 Windows 7 Enterprise Ne 4100072800 Microsoft Products
' (MPSA) ot 04.2016r
8 Windows 7 Professional Ne 4100072800 Microsoft Products
' (MPSA) ot 04.2016r
9 Office Standard 2016 Ne 4100072800 Microsoft Products
' (MPSA) ot 04.2016r
10 Office Standard 2013 Ne 4100072800 Microsoft Products
' (MPSA) ot 04.2016r
11 Office Standard 2010 Ne 4100072800 Microsoft Products
' (MPSA) ot 04.2016r
12 Cucrema tectupoBanus Sunrav WEB Class Ne468 ot 03.12.2013 UII CyHraryaus
' P.T.(6eccpouno)
[Iporpammuoe obecnieuenne 1C:IIpeanpusitre. Ne CZ1/108 ot 29.08.2017 (MakcumMyM-
13. Byxranrepckuit Yuer. TunoBas koHbUTYparms 8 codt) 6eccpodHo
ceTeBast BepCHsl
14 CucreMa KoMIbroTepHO# Bepctkn MikTex Jluniensus FSF/Debian (CBoboxHoe
' nporpammHoe obecriedenne) (6eccpodHo)
15 AHTHBUPYCHOE ITPOTpaMMHOE o0ecIieueHue No17E0-180222-130819-587-185 ot 26.02.
' Kasperksy Total Security 2018r. go 14.03.2019r.



http://gosgmp.ru/
http://gmpnews.ru/

Cuctema ynpasnenus 6azamu ganasix MySQL

CB000OTHOE TIPOTPAaMMHOE

16. FireBird obecneuenne(6eCCPOIHO)
HurerpupoBanHas cpema paspadborku Eclipse CBo0OogHOE TPOTPaMMHOE
17. obecnieuenne(beccpoyHo)
[IporpammHuoe obecTieueHne sl peaaKTHPOBAHMS CrobomHOE ITPOrpaMMHOE
18. xummuyeckux popmya Isis Draw obecrnieueHne(6eccpoIHO)
19 CucTreMa MOMCKA TEKCTOBBIX 3aMMCTBOBAHMI No795 ot 26.12.2020 (nelicTBUTEICH A0
' «Anrtumaruar.BY3» 30.12.2021r) ¢ 3AO «Antu-Ilnarnat»
20 [Iporpammuoe obecnieuenne 1C: [Ipeanpusrue 8.3 NeKII /108 ot 29.08.2017 ¢ OO0
' YIpaBiaeHue TOProBiei «Maxkcumym»(6eccpoyuHo)
[Iporpammuoe obecnieuenue 1C:3apriata u Kaapbl NeCJT./ Ne126., 01.07.2020r.
21 rOC.yUpeKACHUAS «MAKCUMVYM-
CODT» GeccpovHO
29 [Iporpammuoe obecnieuenue 1C:0r0mKeT. NeCL1/76 01.03.2017T. «MakCUMyM-
' cod1» (beccpodHo)
23 OducHas cucrema Libre Office JIunensuss GNU/GPL cBo6omHOE
' mporpaMMHoe o0ecrniedeHue (6eccpoyuHo)
ABTOMAaTH3UpPOBAaHHAs CUCTEMA « Y IIpaBJIEHUE — CBHIIETENBCTBO O TOCYAAPCTBEHHOMN
24 Hexanat BPCy» perucTpauuu nporpamMmmsl it 9BM
' Ne2015611830 ot
06.02.2015r.(6eccpodno)
[Iporpamma nns O9BM «baHk BompocoB s Pazpaborka COI'Y CBuaeTenbcTBO 0
KOHTPOJI 3HAaHUID» roCyJapCTBEHHOM perucrpauuu
25. nporpammsl g OBM Ne2015611829 ot
06.02.2015r. (6eccpouno)
Koncynbrant+ Ne430-2017/614 ot11.01.2017r.
26. 000 "dact-UHPpopm" (beccpouHo)
217. rapaHt 01.2020r. -12.2021r.
8 MJIaHBI Ne5581, oT 09.01.2019r. (09.01.2019r. no
' 08.01.2020r.) OO0 JIMMUC
29 VSDESK Ne 108205/01 ot 05.02.2018r. UIT
' N,A.Cepreesud
30 «l"anaktuka» Ne31907480031 ot
' 25.02.2018r.(6eccpodHo)
31. BricsCAD Bricys NV, 30.09.2020r mo0 30.09.2021r
OnekTpoHHast OUOIMOTEKA JUCCEPTALIUU U https://dvs.rsl.ru
32. aBTopedeparos PI'B(OB/] PI'b) Tpebyetcs peructpanus B OnOIMOTEKE
cory
OBbC"Yuuepcurerckas 6ubnmorexka ONLINE" https://biblioclub.ru
33 TpebOyercsi peructpanus B OHOIMOTEKE
' cory
OBC «Hayynas anexkTpoHHass  OHOJHOTEKa http://elibrary.ru.
eLibrary.ru» TpeOyercss peructparuisi B OuUOIMOTEKE
34. cory
VuuBepcanbHas 6a3 qanusix East View https://dlib.eastview.com
35. Jlorun: Khetagurov; [lapons: Khetagurov
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OBC «KoncynbTaHT cTyaeHTa» CTyaeHYecKas http://www.studentlibrary.ru

DJICKTPOHHAS OMOJIMOTEKA TT0 METUIIMHCKOMY 1 Tpebyercss peructpamusi B OUONIHOTEKE
36. (hapMarieBTHIeCKOMY 00pa30BaHHIO, a TAKKE IO cory

€CTECTBCHHBIM U TOYHBIM HAyKaM B IICJIOM.

OBC «Opaiit» - o0Opa3zoBaTenbHas cpena, www.biblio-online.ru

BKJTIOYAIOIass BUPTYANbHBIH  YHUTAIBHBIH  3a Tpebyetcss peructpanuss B Oubmuoreke
37. Y4eOHMKOB W YYEOHBIX MOCOOHMII OT aBTOPOB W3 cory

BeAyIIMX By30B Poccuy mo BceM HampaBieHUSIM U

CHELUATBHOCTSIM.
38, Cisco Webex - Cucrema mpoBeneHrst BEOMHAPOB. 000 Aiicrek morosop Ne J183-2020 ot

10.08.2020 - 10.08.2021r

DIRECTUM RX — Cucrema 5JIeKTPOHHOTO 00O T'anaxktuka UT norosop Ne
39. JIOKYMEHTO060pOTa 120320/J1/A ot 16.03.2020

Ycnyru cBs3u (OCTYI K CETH HHTEPHET) 000 Anxom Ne AL-0044 ot 31.01.2020r -
40. 31.01.2021r

10. MaTepHuaJbHO-TeXHUYECKOE o0ecriedeHne TUCHUTLITHHBI (MOTYJIs1)

10.1. Ilepeyenb nmoMemeHuii, HEOOXOAUMBIX JJIfl MPOBEACHUS AYAUTOPHBIX 3aAHATHI

o ATMCIUMIIJINHE

1.YueOHble U JEKIMOHHBIE ayAUTOPHUH.

10.2. IlepeuyeHb 00OpPYAOBAHUA U JIA0OPATOPHOI0 OCHAILEHHMS, HEOOXOAMMOIO /I

NMpoBE€ACHUA ayIUTOPHBIX 3aHATHH 1O AUCIHHUIIJINHE

l.

O 0 I O W»n B~ W N

MarnuTtHas J0cKa.

. IHTEepakTBHAs qOCKA.

. [lepcoHanbHbBIN KOMIIBIOTED.

. MynbTUMEIMNHBIE TPOEKTOP.

. JIazepHas ykaska.

. Mebenb: CTOJIbI, apThl, CTYJIbSI.

. Komniext MynpTiMe IMIHBIX PE3EHTALNN.
. CeteBoil puibTp.

. MukpodoH.

. Konoukmn.

10.3 Harusignble MaTepHuaJibl, HCIOJIb3yeMble 1JISl IPOBeIeHUs] Ay IMTOPHbIX 3aHATHH

0 TUCIHUILINHE:

1. Buneomarepualsl, 1eMOHCTPAIIMOHHBIN MaTepuan (cxeMbl, (hoTorpadumu.)
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11. JIuct 00HOBJIEHHMSI/AKTy A TU3A NN

Pabouass mporpamma paspabotana B coorBercTBuHM [Ipmkazom MuHoOpHaykn Poccmm ot
08.02.2021 N 84 "O BHeceHNH W3MEHEHUH B (enepaabHble TOCYJapCTBEHHBIE 00pa30BaTeNbHbIC
CTaHJapTHl BBICIIEIO OOpa30BaHUS - CHEHHAIUTET MO CIEeHUaTbHOCTAM" (3aperucTpUpOBaHO B
Mumntocte Poccum  12.03.2021 N 62736) m oOHoBnenmem ydeOHoro mmana wu OIIOII
criennanbHOCcTH «Dapmarus»y Pemenne Ydenoro cosera ot 29.04.2021, mpotokom Ne 11.
[Iporpamma oOcyxaeHa u omoOpeHa 3acemaHueM kadenpsl (apmarmu, npoTokon Ne 7 oT
30.04.2021 u 3acenannem CoBeta MeAMIIMHCKOTO (akynpTeTa, mpoTokos Ne 9 ot 30.04.2021.

Pabouas mporpamMMa axkTyanm3mpoBaHa B COOTBETCTBUH ¢ lIpmkazom MuHHCTepcTBa HayKu U
BEICIIIeTO 0Opa3oBanus Poccuiickoit @enepammm ot 26.11.2020 Ne 1456 «O BHECEHUN N3MECHEHHIMA
B (enepaibHble TOCYAapCTBEHHbIC 0Opa3oBaTelbHbIE CTAHAAPTHI BBICIIETO OOPa30BAHMSD.
(3apeructpuposan 27.05.2021 Ne 63650). V3smenenunsi, BHECEHHBIE B MPOrpaMMy OOCYXKIEHBI U
omo0peHs! 3acemanreM Kadenpsl dpapmanmn, mpotokod Ne 8 ot 01.06.2021 u 3acemannem CoBeTa
MEIUIMHCKOTO (hakynbTeTa, mpoTokos Ne 11 ot 01.06.2021.
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