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1. Ctpykrypa u 0011251 TPYA0EMKOCTb JMCUMIINHBI

Bua y4eOHoii padoThl Bcero 1acos/ CemecTpsbl
3a4eTHBIX 6
eIMHHUI]
AyauTopHbIE 3aHATHS (BCEro), 72
B TOM YHCJIE:
Jlexuunu (JI) 18
Jlabopatopnsie 3ausitus (JI3), 36
CamocrosiTesibHasi padoTa 18
cryaenra (CPC)
Buja npomexyrouHoi 3AUET (3) 3
aTTrecTalun
HUTOI'O: O6masn yac. 12
TPYA0EMKOCTh 3ET 2

2. Ilesn oCBOEHHSA TUCHHUILIHHBI

Heabro ocBoenust aucuumuimabl «Cucrema GxP» sBnsiercss popmupoBaHue 3HaHUN
M YMEHUU B 00s1acTH pa3pabOTKH, MOJYyYEHHUs, KOHTPOJISI KaueCTBa U BCETO YKU3HEHHOIO
LMKJIa Pa3IMYHbIX JIEKAPCTBEHHBIX (DOPM M MEAMIMHCKUX HU3JAEIUN, U HOPMUPYIOLIEH
JOKYMEHTALUH JIJIs1 HUX U B COOTBETCTBUH C CUCTEMON TpeOOBaHUI M CTaHAAPTOB, a TAKXKE
(opMuUpOBaHHE CHUCTEMHBIX 3HAaHMM 1O OOpalIeHUIO, BKIIOYas XpaHEHHE W
TPAHCIIOPTUPOBKY, MOJIb30BaHUE MH(pOpMaLel U nepenady “UH(popmanuu o mpenaparax
CrieHHAIUCTaM OTPEOUTEIISIM.

B pesynbrare 0CBOEHUS IUCHUILUIMHBI CTYAEHT JOJIKEH:
3HaTh:

- KimroueBble onpeneneHus U TEpMUHOJIOTHIO U CHHTUIAHBL

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

- TUIIMYHbIE MPOOJIEMbI KaUeCTBA JIEKAPCTB;

- CTaHAAPThI KOHTPOJISI KaueCTBa JIEKApPCTBEHHBIX CPEJCTB M KPUTEPUH UX BBIOOPA;

- OCHOBHBIE IIOCTYJIAThl YNPABJICHUS KAa4YE€CTBOM HA NPOU3BOJCTBEHHBIX M MHBIX
(apManeBTUYECKUX YUPEXKICHUSIX;

- 3Tamnbl )KU3HEHHOTO YMKJIa JICKAPCTBEHHBIX ITPENApPaTOB;

- 3Tambl CO3IAHUS TEXHOJIOTUHU ITPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB.
Ymern:

- IPUMEHATH HA MPAKTUKE KOHLIETILUIO KAYECTBA JIECKAPCTBEHHBIX CPENICTB,;

- TOJIb30BaTbCs PETyJHMPYIOIIMMH HAUMOHAJIBHBIMM  CTaHAApPTAMU  KadecTBa
JIEKapCTBEHHBIX CPEACTB;

- pa3pabaThiBaTh OTHAENbHBIE pa3Aelibl TEXHOJIOTMYECKUX MPOU3BOJICTBEHHBIX
PErIaMEHTOB, CTaHIaPTHBIE ONIEPALIMOHHBIE MPOLEYPHI H T.II.



Baaners:

- HaBbIKAMHU TPAKTHUYECKON pPabOThl C HAIIMOHAJIBHBIMH CTaHAapTaMU B OO0JACTH
KauecTBa, NPOU3BOJICTBA, TPAHCIOPTUPOBAHUS, XpaHEHHUS (M T.I.) JIEKAPCTBEHHBIX
CpEICTB,

- HaBBIKAMHU COCTABJICHUS WJIH Pa3pabOTKU OTAEIHHBIX Pa3/IeIOB TEXHOJIOTHIECKUX
MPOM3BOJICTBEHHBIX PEIIAMEHTOB, CTAHAAPTHBIX ONEPALMOHHBIX MPOLIEAYP U T.II.

Mecto nucunmiuabl B ctpykrype OIIOII no cnennansnocT 33.05.01
Dapmauus

Hucrunmuaa b1.0.34 «Cucrema GXP» oTHOCHTCS K 00s3aTenbHOM yacTu bioka 1.
y4eOHOro IiaHa.

«Cucrema GXP» sBnsiercs OHOW W3 JUCIUIUIMH, KOTOpas B3aMMOCBs3aHa C
dapmaneBTHYECKOM  TexXHOJIoTHeH, Ouodapmarmeii, (apManeBTHUECKOW  XHMHEH,
YIPABJICHUEM U 3KOHOMUKOW (papMariuu.

OCHOBHBIE MOJIOKEHUSI (PapMaLEBTUUYECKON pa3pabOTKH HEOOXOIMMBI JJI U3yUEHHUS
(hapManeBTUYECKOM TEXHOJOTHH, MEAMIIMHCKOTO (PapMaleBTUYECKOTO TOBAapPOBEICHHS,
(apmaneBTuyeckod uHpoOpManuy, (QapMaleBTUYECKOM XWMHUM W YIOPABICHUS U
SKOHOMUKH (papMariyu.

IIpogeccunoHaibHBIE CTAHAAPTHI U TPYAOBbIe (PYHKIUHU, KOTOPbIE MOJHOCTHIO
WIH YaCTHYHO O0Y4YalOUIUiic MOKeT NMPOJeMOHCTPUPOBATH B NpoLecce N3y4YeHUs:
AMCHUIIUHBI:

Hupaekc HaumenoBanue
02 3APABOOXPAHEHUE
02.006 ITPOBHU30P

KBanuduuuposannas papmareBTHuecKas IOMOIIb HACEIEHUIO, TAIllUeHTaM
MEIULMHCKUX OpTaHU3aIi, pabOoThI, YCIYTHU 1O JOBEICHUIO JIEKAPCTBEHHBIX

A .
IpenapaToB, MEIUIUHCKUX U3IEINM, IPYTUX TOBAPOB, Pa3pEIICHHBIX K OTIIYCKY B
anTEeYHBIX OPraHU3ALUAX, 10 KOHEUHOTO NMOTpeOUuTeNs
AJOL7 OnToBast, pO3HUYHAs TOPTOBJIs, OTIYCK JEKAPCTBEHHBIX NIPENAPAaTOB U APYTHX
' TOBapOB allTEYHOI'0 ACCOPTUMEHTA
[TonoxeHus HOpMATUBHBIX MPABOBBIX AKTOB, PETYIHUPYIOUINX OOpalleHne
301 JIEKAPCTBEHHBIX CPEJICTB U TOBAPOB allTEYHOI'O aCCOPTUMEHTA, BKIIFOUas

BBIIIMCBIBAHHEC pCHCHTOB/Tpe6OBaHHI>'I, OTITYCK JICKaPCTBCHHBIX IIPCIIapaToB,
MCIUIIMHCKUX H321€J'II/II71 " X XpaHCHUC




3H.3

TpeboBaHMs K KaUueCTBY JIGKAPCTBEHHBIX CPENICTB K MAPKUPOBKE JIEKAPCTBEHHBIX
CPEICTB U K TIOKYMEHTaM, ITOATBEPKIAI0LIUM Ka4eCTBO JIEKAPCTBEHHBIX CPEICTB U
JPYTUX TOBAPOB AIITEYHOI'O0 ACCOPTUMEHTA

3H.6

NudopmannoHHO-KOMMYHHKAITMOHHBIE TEXHOJIOTHH U KOMIBIOTEPU3UPOBAHHEIC
CUCTEMBI, HCTIOIB3YIOIIUECS IIPH OTIYCKE JIEKAPCTBEHHBIX MTPEMapaTOB U TOBAPOB
anTeYHOTO ACCOPTUMEHTA, COBPEMEHHBIE METObI TOMCKA U OIICHKU
(hapmarieBTHUECKONM HHPOPMAITUN

31.9

[IpaBuna neHooOpa3zoBaHus U LIEHBI Ha JICKAPCTBEHHBIE CPEJICTBA U TOBAPHI
anTEeYyHOIro aCCOPTUMEHTA

3u.13

CaHuTapHO-3MUEMHUOJIOTHYECKHE TPEOOBAHMSI K OpPraHU3aluU ONTOBOM 1
PO3HUYHON TOPTOBIIM JICKAPCTBEHHBIMH CPEACTBAMU M TOBAPAMH AIITEYHOTO
acCOpPTUMEHTA

A/02.7

HpOBe,I[eHI/IC MMPUEMOYHOI'O KOHTPOJIA MMOCTYIAIINX B OpTraHNU3alNI0 JICKAPCTBCHHBIX
CpCACTB U APYIUX TOBAPOB AIITCUHOI'O ACCOPTUMCHTA

V.1

I/IHTepHpeTI/IpOBaTL ITOJIOKCHUS HOPMATHBHBIX IIPABOBBIX dAKTOB, PCTYJIUPYOIINUX
o6pa1ueHHe JICKAPCTBCHHLIX CPCACTB U TOBAPOB AIITCYHOI'O ACCOPTHUMCHTA

3H.1

ITonoxenus HOPMAaTUBHBIX IIPABOBBIX dKTOB, PECI'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 KaUCCTBO JICKAPCTBCHHLIX CPECIACTB U
APYrux TOBapoOB alITCHYHOI'O aCCOPTUMCHTA

3u.4

COBpeMeHHHﬁ ACCOPTUMCHT JICKAPCTBCHHBLIX IIPCIIapaTOB U TOBAPOB AIlITCYHOT'O
ACCOPTUMCHTA 110 PA3JIMIHBIM (l)apMaKOJ'IOl"I/I"IeCKI/IM rpymiaMm, ux XapakTepuCTuKu

3H.5

Pexomenyemble criocoOb! BeIABICHUS (haabCU(PULIIMPOBAHHBIX U KOHTPAa()aKTHBIX
JIEKapCTBEHHBIX CPEJCTB U APYTUX TOBAPOB alITEYHOIO aCCOPTHUMEHTA

3H.7

TpeOoBaHwMsI K BEICHHUIO TPEIMETHO-KOJIMUECTBEHHOTO yUEeTa JICKApCTBECHHBIX
CpencTB

3u.10

[Tops ok TpaHCIOPTUPOBAHUS TEPMOJIAOMIBHBIX JIEKAPCTBEHHBIX CPEJICTB IO
"X0JI0/TOBOI 1IeNu" U CPEJICTBA, UCIIOJIb3yeMbIe JIsI KOHTPOJIISL COOTIOACHUS
TEeMIEPATYPhI

3u.11

COBpCMeHHBIe MCTOABI M IMOAXO0AbI K 00eCIeUeHUIO KauecTBa (I)apMaHCBTquCKOﬁ
oMo

A/03.7

OOGecrieueHue XpaHCHUA JICKAPCTBCHHBIX CPCACTB U APYI'UX TOBAPOB alITCYHOI'O
ACCOPTUMCHTA

TI.2

ObecrnieueHne, KOHTPOJIb COOJIIO/IEHUSI PEKUMOB U YCIIOBUHN XpaHEHHsI, HEOOXOIUMBIX
JUTSI COXpaHeHUs kKauecTBa, 3Q(PEeKTUBHOCTH, O€30MACHOCTH JIEKAPCTBEHHBIX CPEJICTB




U JIPYTUX TOBApOB alTEYHOT0 aCCOPTUMEHTA, MX (PU3NUECKOI COXPAaHHOCTH

HHTeprpeTupoBaTh MOJI0KEHNUsI HOPMATUBHBIX IIPABOBBIX AKTOB, PETYJIHPYIOLIUX

V.1
oOpallieHHe JIEKapCTBEHHBIX CPEACTB U TOBAPOB aITEYHOTO ACCOPTUMEHTA
CopTupoBaTh NOCTYMAIOUINE JIEKAPCTBEHHBIE CPEJICTBA, TOBAPHI AlITEYHOTO
v.2 ACCOPTUMEHTA C Y4€TOM UX (PU3MKO-XUMHUYECKUX CBOMCTB, TPEOOBAHMIA K YCIOBUSAM
U PSKUMY XPaHEHHUS OCOOBIX TPYIII JIEKAPCTBECHHBIX CPEJCTB, IPYTroi MPOIYKIIUH
YcTranaBiIMBaTh PEKUMBI U YCIOBUS XPaHEHHUs, HEOOXOJMMBbIE JUIsi COXPaHCHHS
V.3 Ka4ecTBa, 3 (HEKTUBHOCTU M OE30IIaCHOCTH JIEKAPCTBEHHBIX CPEACTB M TOBAPOB
anTe4YHOr0 aCCOPTUMEHTA M UX (PU3HMUECKOI COXPAaHHOCTH
V4 HHTeprpeTHpoBaTh YCIOBUS XpaHEHUS, yKa3aHHbIC B MApPKUPOBKE JICKAPCTBEHHBIX
' CPEICTB, B COOTBETCTBYIOIIHNE PEXKUMBI XpaHEHHUS (TEMIIEpaTypa, MECTO XpaHEeHHU)
Vs [TporHO3MpoOBaTh PUCKH MOTEPU KAueCTBA IPH OTKIOHEHUSIX PEKUMOB XPaHEHHS U
' TPaHCIIOPTHPOBKH JIEKAPCTBEHHBIX CPEACTB
V6 [TpoBOIUTH MPOBEPKY COOTBETCTBUS YCIOBHI XpaHEHHS JICKAPCTBEHHBIX CPEACTB U
' TOBapoOB aANTEYHOT'O ACCOPTUMEHTA HOPMATHBHBIM TPEOOBAHUAM
AHaIM3UPOBATH U OIICHUBATH PE3YJIbTAThI COOCTBEHHOH EATEILHOCTH,
V11 JeSITeTLHOCTH KOJUIET ¥ IPYTUX pabOTHUKOB 37paBOOXPAHEHUS JIJIs
' IpeAyNpeKACHIUS TPOPECCHOHATBHBIX OMIMOOK 1 MUHUMH3AIUU PUCKOB JUIS
narueHTa
3.1 [TonoxkeHus HOpMATUBHBIX MPABOBBIX AKTOB, PETYIHUPYIOLINX OOpalleHne
H.
JIEKapCTBEHHBIX CPEACTB U TOBAPOB allTE€YHOI0 aCCOPTUMEHTA
[TpaBuia xpaHeHHs JEKapCTBEHHBIX CPE/ICTB, MPaBUIIa YHUUTOXKECHHS
3u.2 ¢banbcuUIMPOBAHHBIX U KOHTpa(aKTHBIX JEKAapCTBEHHBIX CPEACTB, MOPSIOK
HAYUCJIEHUS] €CTECTBEHHOM YOBIIIN NP XpaHEHUH JIEKAPCTBEHHBIX CPEJICTB
3.4 TpeboBaHus K BEACHUIO TPEIMETHO-KOJIMUYECTBEHHOTO YUeTa JIeKapCTBEHHbIX
H.
CpEICTB
3417 TpeboBaHMs K KaueCTBY JIEKAPCTBEHHBIX CPEJICTB, K MAPKUPOBKE JIEKAPCTBEHHBIX
H.
CPEeACTB U JIPYT'UX TOBApOB allTEYHOT0 aCCOPTUMEHTA
31,10 TpeboBaHMs K BEICHUIO OTYETHOH TOKYMEHTAIIMHU B (PapMarieBTHIECKUX
H.
OpraHu3aIysx, Npo(eccuoHaNbHOE AeIONPOU3BOICTBO
AJO4.7 WHpopMupoBaHUE HACEICHUS K MEAUIIMHCKUX PA0OOTHUKOB O JICKAPCTBEHHBIX
' npernaparax u Ipyrux ToBapax anTeyHOro aCCOPTUMEHTA
V1 WuaTepnpeTpoBaTh MOJ0KEHNUS HOPMATHBHBIX MPABOBBIX aKTOB, PETYJIAPYIONIIX

o6pameHHe JICKAPCTBCHHBIX CPEACTB U TOBAPOB AlITCYHOTO ACCOPTUMCHTA




[TonoxeHus HOPMATUBHBIX MPABOBBIX AKTOB, PETYIHUPYIOUINX OOpalieHne

3n.1 JIEKapCTBEHHBIX CPEACTB U IPYTUX TOBAPOB AlTEUHOTO aCCOPTUMEHTA, BKIIIOYast
cuctemy papmakonaazopa Poccuiickoit deneparumn
AJ05.7 N3roroBieHue J€KapCTBEHHBIX MIPENApaTOB B YCIOBUSAX allTEYHbIX OPraHU3aLUN
V1 WHTepnpeTupoBaTh NOJ0KEHNUS HOPMATUBHBIX IIPABOBBIX aKTOB, PErYJIUPYIOLINX
' oOpalleHne JIEKapCTBEHHBIX CPEJICTB U TOBAPOB alITEYHOI'O aCCOPTUMEHTA
31 [TonoxeHus HOpMAaTUBHBIX MPABOBBIX AKTOB, PErYIHUPYIOLINX oOpalleHne
H.
JIEKapCTBEHHBIX CPEACTB U TOBAPOB ANTEYHOI0 aCCOPTUMEHTA
3414 HopmatuBHO-IIpaBOBbIE aKThl 110 U3TOTOBJICHUIO JIEKAPCTBEHHBIX GOPM U
H.
BHYTPHANITEYHOMY KOHTPOJIIO
3115 IIpaBuia U3roToBIEHUS TBEPIBIX, )KUAKHX, MATKUX, CTEPUIIBHBIX U ACEITUYECKUX
H.
JeKapCTBEHHBIX (OopM
02.011 CIHELMAJIMCT 10 BAJIMJAALINU
' (KBAJIMOUKALIMN)DAPMALEBTUYECKOI'O ITPON3BOACTBA
A [TpoBeaenue paboT no Baymaanuu (KBaTH(pUKaIKK) (papMaeBTHIECKOTO
HPOMU3BOJICTBA
AJO2.6 Opranu3anys MOHUTOPUHIA OOBEKTOB U MPOLIECCOB, MPOIIEAIINX BaTUIALINIO
' (kBanmuukanuo) GapmMareBTHISCKOTO IPOU3BOICTBA
TpeboBanust CornameHus 0 €IUHBIX MPUHIUIAX U TPaBUIIaX OOpalleHus
3.1 JIeKapCTBEHHBIX CPEACTB B paMKkax EBpa3uiickoro 3KOHOMHUYECKOI0 CO03a, MpaBuil
H.
Ha/IIeKalel Mpou3BOCTBEHHOM MPAKTUKH, HOPMAaTUBHBIX MTPABOBBIX AKTOB U
CTaHJapTOB
02.012 CHELMAJINCT B OBJIACTU VIIPABJIEHUS ®APMAILIEBTUUECKOM
' JAEATEJIBHOCTBIO
A Opranuzanus 1 pyKoBOJICTBO (hapMalieBTHUECKON e TeTbHOCThIO
(apMareBTHUECKON OpraHu3aIiuu
A/01.7 [TnanupoBaHue AeATeNbHOCTH (hapMaIleBTUUECKONH OpraHU3aIiu
3n.7 3akoHogarenscTBO Poccuiickoit denepannu, perynupyroliee omiary Tpyaa
ITonoxeHns HOpMaTUBHBIX NMPABOBBIX akTOB Pocculickon Penepanuu,
PEryIupyroIux odpalieHe JeKapCTBEHHbBIX CPEICTB U IPYTUX TOBAPOB alITEUHOTO
3H.8

aCCOpPTUMCHTA, B TOM YHUCJIC B COOTBCTCTBUH C CornameHuem o CAWHBIX MMPUHIUITIAX
" IpaBHJIax O6paIJ_IeHI/IH JICKAPCTBCHHBIX CPCACTB B paMKax EBpa3HﬁCKOF (O)
9KOHOMHYCCKOI'0 COr03a; MHCTUTYIIMOHAJIbHBIC HOPMEI B C(I)epe YIIpaBJICHUA




(bapMareBTHYECKON AEATEIbHOCTHIO

CaHuTapHO-AIUAECMHUOJIOTHYECKIE TPEOOBAHHUS K SKCIUTyaTalluy MTOMEIICHUHN 1

31.9
YCIIOBHSM Tpyia
A/02.7 Opranu3anus pecypcHoro ooecrneueHus papMaleBTHUECKON opraHu3alu
v ®opMUpOBaTh KOHKYPCHYIO JOKYMEHTAIMIO Ha 3aKYIKY JEKapCTBEHHBIX CPEACTB U
' JPYTUX TOBAPOB AIITEYHOI'0 ACCOPTUMEHTA
Opranu3oBbIBaTh U 00€CTIEYNBATH JOKYMEHTO000POT (hapMarieBTHIECKOM
V.5 OpTaHMU3aINH, BKJIIOYas JTF0ObIC BUABI OTYETHOCTH, B COOTBETCTBUU C
3aKOHOJATEJIbHBIMU U HOPMAaTUBHO-TIPABOBBIMHU aKTaMHU
V4 OmnpenensaTs TPyA0EMKOCTh TEXHOJIOIMYECKOI0 Ipoliecca, MaTepualibHbINA OagaHc U
' TEXHOJIOIMYECKYI0 C€0€CTOMMOCTh ITPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEICTB
Pazpa0aTbiBaTh TOKYMEHTBI 1151 XUMHUECKUX, (hapMalleBTUYECKUX 1 OMOJIOrMUECKUY
V.6 pa3zesioB PErUCTPALMOHHOIO JO0ChE€ U HOPMATUBHYIO JJOKYMEHTAIMIO Ha
JIeKapCTBEHHbIE CPEJCTBA, IPOU3BOJIUTh UX IKCIIEPTU3Y
Ocy1miecTBIATh HOUCK U aHAINU3 PETyIATOPHOM, HAyYHOH M HayYHO-TEXHUYECKOM
V.7 UHOPMALIUK s perieHust Mpo(heCCHOHABHBIX 33a4 10 (hapMareBTHUECKOM
pa3paboTKe
3.6 [Topsanok 1ieHo0Opa3oBaHus Ha JIEKAPCTBEHHBIE CPEJICTBA, BKIIOUEHHBIE B IIEPEUYEHb
H. .
KU3HEHHO HEOOXOIMMBIX M BaKHEHIIINX JIEKAPCTBEHHBIX MPETapaToB
3u.14 CocraB 1 TpebOBaHUs K KOHKYPCHOH TOKyMEHTAlUU
3115 ITonoxkenus rpakJaHCKOro ¥ HAJIOTOBOI'O 3aKOHOAarenscTBa Poccniickoi
H. .
®eneparnyn B 00:1aCTH TIOTOBOPHBIX OTHOIIEHUH C KOHTPAareHTaMH
3u.17 Metoab! ¥ criocoOBl yIIpaBJIeHUs] OpraHu3anuei
AJO5.7 Opranuzanys HTHPOPMALMOHHOW U KOHCYIbTALIMOHHOM MOMOIIHN JJIsl HACEJIEHUS U
' MEIULUHCKUX PAOOTHUKOB
[TonoxeHus HOpMATUBHBIX MPABOBBIX AKTOB, PETYIHUPYIOLINX OOpalleHne
JIEKapCTBEHHBIX CPEICTB U IPYTUX TOBAPOB AlITEYHOT0 aCCOPTUMEHTA, B TOM UHUCIIE B
31 cootBeTcTBUM ¢ CoriameHneM O €IMHBIX MPUHIMIAX U MpaBUIaX oOpameHus
H. .
JIEKapCTBEHHBIX CPE/ICTB B paMkax EBpa3uiickoro 3KOHOMHUYECKOT0 COI03a;
MHCTUTYLMOHAJIbHBIE HOPMBI B cpepe yrpaBieHus papmareBTHIeCKOn
JeSITeNIbHOCTHIO
MeTobI TorcKa U OLIEHKH (apMarieBTHIecKoi HH)OpMAIIK, B TOM YUCIIE B
38.4 pecypcax ¢ uHbopmarmeit o 3a0pakoBaHHBIX JICKAPCTBEHHBIX CPEACTBAX U TOBapax
anTe4yHOT0 aCCOPTUMEHTA
3H.5 MWuHHMMaTBHBIN aCCOPTUMEHT JICKAPCTBEHHBIX TpenapaToB, HEOOXOIUMBIX IS

OKa3aHUs MEAUIIMHCKOW OMOIIH, YCTaHOBJICHHBIN YIIOJTHOMOYEHHBIM (eiepaibHbIM




OpraHomMm HUCITOJTHUTEILHOM BIACTH

3u.7

HepequL KHN3HCHHO HCO6XOI[I/IMBIX 1 BaXKHEHIIINX JICKApCTBCHHEIX IIp€IIapaToB

3H.8

Ilepedyens TOBapOB, Pa3pEIICHHBIX K IIPOJIAXKe B alITEYHBIX OPraHU3aLMIX HapsLy ©
JIEKapCTBEHHBIMU IIpenapaTamMmu

Ap.1

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

02.013

CHELIMAJIUCT 10 ITPOMBIIIJIEHHOU ®APMAILIMY B OBJIACTHU
KOHTPOJIAAIKAYECTBA JIEKAPCTBEHHbIX CPEJICTB

[IpoBenenne paboT MO KOHTPOJIIO KayecTBa (hapMarieBTHYECKOT0 IPOM3BOICTBA

A/01.6

[TpoBeneHue padboT o 0TOOPY U yUeTy 00pa3IoB JIEKaApCTBEHHBIX CPEJICTB,
HCXOJIHOTO CHIPbsl M YITAKOBOUYHBIX MATEPUAJIOB, IIPOMEKYTOYHOU NPOAYKIIUU U
00BEKTOB MPOU3BOJACTBCHHOMN CpPEIbI

3H.1

Tpebosanust CornaieHus 0 €AMHBIX MPUHIMIIAX U [TPaBUIIaX 00paLCHUS
JIEKApCTBEHHBIX CPEJICTB B paMKax EBpa3suiCcKOro 5KOHOMHUYECKOIO COr03a <7>,
IIpaBUJI HaJJIeXkallel MPON3BOJACTBEHHON MPAKTUKKU <8>, HOPMAaTUBHBIX IIPABOBbIX
AKTOB M CTaHJApTOB B OTHOILIEHUU KOHTPOJIS KaUueCTBa JIEKAPCTBEHHBIX CPECTB

A/02.6

[IpoBenenue ucnbITaHui 00pa31I0B JEKAPCTBEHHBIX CPEJICTB, HICXOJAHOTO ChIPbS U
YIIaKOBOYHBIX MaTepUaioB, IPOMEKYTOUYHOM MPOIYKIIMH U 0OBEKTOB
IIPOU3BOIACTBEHHOM CPEJIbI

3H.1

Tpebosanust CornaieHus 0 €AMHBIX MPUHIIMIIAX U [TPaBUIIaX 00paleHUsS
JIEKapCTBEHHBIX CPENCTB B paMKax EBpa3niickoro 3KOHOMHUYECKOTO CO03a, IPABHII
HaJyIeXkallel IpOnu3BOJCTBEHHON IPAKTUKY, HOPMATHUBHBIX ITPAaBOBBIX AKTOB U
CTaH/IapTOB B OTHOLIEHUH KOHTPOJISI KAY€CTBA JIEKAPCTBEHHBIX CPENICTB

02.014

CHELIMAJICT IO ITPOMBIIIJIEHHOU ®APMAIIMM B OBJIACTHU
OBECIIEUEHUMA KAYECTBA JIEKAPCTBEHHbBIX CPEJICTB

Benenue pa60T, CBA3aHHBIX C (I)apMaI_ICBTI/I‘-ICCKOI\/II CHCTEMOM KadecTBa IMPONU3BOJACTBA
JICKApCTBCHHBIX CPCACTB

A/02.6

Ay,I[I/IT KadeCTBa (CaMOI/IHCHeKI_II/I}I) (I)apMaL[CBTI/I‘{CCKOFO MIpOU3BOJCTBA,
KOHTPAKTHBIX HpOHSBOI{HTCJ’ICﬁ, MOCTAaBIIMKOB UCXOOHOI'O CBIPhA U YIIAKOBOYHBIX
MaTcpHraJioB

3u.1

TpC6OBaHI/I}I Cornamenus o CAWHLIX MMPUHIUIIAX W ITpaBUJIaX O6pa]J_ICHI/ISI
JICKApCTBCHHBIX CPCACTB B paMKax EBpaSHﬁCKOFO 9KOHOMHYCCKOI'0 COr03a, MpaBUJI
HaJJIeXKaIeu HpOHSBOI{CTBGHHOﬁ IMPAaKTUKHW, HOPMATHUBHBIX IIPABOBBIX AKTOB U




CTaHOapTOB B 00/1aCTH CHCTEMBI Ka4ecTBa JICKAPCTBCHHBIX CPCACTB
3u.3 [TocnencTust HECOOIIOICHHSI TUIIEH3UOHHBIX TPEOOBAHHIHA
3n.4 TpeOoBaHuUs K perruCTpaIliK JIEKaPCTBEHHBIX CPECTB
02.016 CHELIMAJIMCT IO ITPOMBIIIJIEHHOM ®APMAIIMM B OBJIACTH
' I[MPOMN3BO/JICTBAJIEKAPCTBEHHbBIX CPEJICTB
A Brimonaenue paboT 1o BHEIPEHUIO TEXHOIOTMIECKUX MPOLIECCOB MPH
HPOMBIIIUICHHOM IIPOU3BO/ICTBE JIEKAPCTBEHHBIX CPEJICTB
AJ02.6 Benenne TeXHOIOrHYECKOT0 Mporecca NPy MPOMBIIUICHHOM MPOU3BOICTBE
' JIEKapCTBEHHBIX CPEJICTB
TpeboBanust CornameHust 0 €AMHBIX MPUHIMIIAX W IPAaBUJIaX 0OpaIleHHs
3.1 JIEKapCTBEHHBIX CPEJCTB B paMKax EBpa3uiicKoro 3JKOHOMHUYECKOTO COr03a, IPaBHII
H.
Haﬂﬂen{ameﬁ HpOI/I3BOI[CTB€HHOI71 IMPAKTUKHW, HOPMATUBHBIX ITPABOBBIX AKTOB U
CTaH/IapTOB B 00JIACTH MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB

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

Nzyuyenune muctummabel «Cuctema GxP» HampaBieHo Ha ¢GopMHpOBaHUE Y
oOy4varoruxcst crneayromux kommerennuid: OITK — 3.1,

Ne HNupexc Conep:xanne B pe3yabTaTe H3yueHus y4eOHOH THCHHILIMHBI 00YYAIONINECs TOJKHBI:
n/n KOMIIETEHIMH | KOMIETEeHIHHU OueHovHbIe
3HaTb YMmeTh Buaaners
cpeacTBa
1 OIlK-3.1 OCHOBHBIE HAJUIS)KAIIUE | OPTaHU30BHIBAaTh paboTy|  CHOCOOHOCTHIO YO
(apMarieBTHUECKHE MIPEINPHUITHS B YIIPaBIATh C3
MPaKTHKH, COOTBETCTBHH C pHUCKaMH, I1
HOpPMaTHUBHBIE U cucTeMoit OpraHu30BbIBaTh KC
MPaBOBbIC JOKYMEHTBI; | MCHE/PKMEHTA KauecTBa,| ayIuT COOCTBEHHOMN TK
FOPUINYECKHE B TOM YHCJIE B POJISX JIEATENILHOCTH U
Coburogaet P ’ P
HODMEL I 3aKOHO/IaTeIbHBIE U PYKOBOIHMTES, CHCTEMBI
nprHna aJIMUHHCTPATHBHBIC PYKOBOIHTEIIS KOPPEKTUPYIOIIIX
>
MPOLEAYPHI U CTPYKTYPHOT'O Mep U
YCTaHOBJICHHBIE pOLCAYp PYKTYp y P
CTpaTerHH, Mo Ipa3IeNieHnH, TIPEBEHTUBHBIX
YIOJHOMOYCHH .
Kacarolluecs BceX MPOBH30PA, MEpOTIPHUATHIA, B
BIMU OpTaHaMH
aCIEeKTOB YIOJTHOMOYEHHOTO HJIHM | TOM YHCIIE B POJISIX
roCyIapCTBEHHO .
H RACTIL D] (hapMareBTHUECKOMH OTBETCTBEHHOI'O JIMIIA, PYKOBOJHTEIIS,
- 1P JIEATENLHOCTH BECTH, 3aIOJIHATH U PYKOBOIMTEIIS
pellieHNH 3a1a4
KOHTPOJIUPOBATH BCE CTPYKTYPHOTO
npodeccHoHaNb .
Hoi BHJIBI Mopa3IeTICHH,
COOTBETCTB el IIpOBHU30pa
JICATCIILHOCTH B JIOK eHT};}I(;;ILII/I ap TIATO pa ’
chepe yM Y. pa,
YIOJIHOMOYEHHOTO
oOpanieHus
WIN
JIEKapCTBEHHBIX
OTBETCTBEHHOTO
CpencTB
JIMIIA, BECTH,
3aI0JIHATE U
KOHTPOJIMPOBATH
BCE BHJIBI
COOTBETCTBYIOILICH
JIOKYMEHTalUHN
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YO — ycrnniit onpoc, C3 — curyanmonssie 3agaun, TK — TecToBblif KOHTpOIb, 1 — npesentanus, KC — kpyrisiii cto
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4. Conep:kaHue M y4eOHO-MeTOAMYECKAS KAPTA AUCHUIINHBI

Tabauua 4.1
No HaumeHoBanue TeM U3y4aeMbIX 10 JaHHOM CamocrosiTesbHas pabora Kosmuecrso
He TUCIMILTTHHE bas108 Mepeyenn
JlutepaTty
aen Copnepsxanue Yacel | ®opma | Mum. | Make. | oMmeTent pa
| IIpakTHyeckue kontpoa | Koa. | koa. i
Jlexknun Yacsl Yacobl
3aHATHA (Tema) | 6as1 | GaioB
(1) 3]
1 Konuenmums Hapnexammume WNsy4enne HJ, OINK-3.1
CIrJIaMCHTUPYIOIIUEC
HaJJIC)KaIINX IPaKTHKH B p pytomt
(ba Maliy — MIPOU3BOACTBO U KOHTPOJIb
IIPaKTUK B p kauectsa JII1 B CIIA u EBpomne
dapmaru (GxP). COCTaBHas HacTh (Ipasuna FDA CIIA u [Tpasuia yO
) CHCTCMEI 2 GMP EC). 3 C3 0 5 ILn. 9
obecrnieueHus I1
TK
Ka4yecTBa
JIEKapCTBEHHBIX
CPEICTB.
2 OCHOBHEBIE Hannexamas 2 H3zyyeHne ocHOB BaIMAalMK Ha OIIK-3.1
(hapmaneBTHIECKUX vO
MPUHITUTIBL U MPOU3BOACTBEHHA
MPOU3BOACTBECHHBIX C3 Lo 9
acnekTel GMP. 2 S IPAKTHKA — IPeNPHUATHSX. 3 I 0 3
GMP. TK
3 OcHOBHBIC Yuctelie 30HBI, 2 OINK-3.1
IPHMHIIAIIEL U OpraHu3ausl " Bég S
a6OTLI 3y4€HHUE OCHOB BaJInJAIIUN I
acriextsl GPP 1 2 e C(I))Haﬂa S — MPOLIECCOB ITPOU3BOACTBA. 6 II 0 2
GSP. P : TK
JIOKYMEHTALUH.

12




OcHoBHBIE CrannaptHble OIIK-3.1
NPHHIATIE 1 OIIePALIMOHHBIC WzyueHre 0CHOB BaJHIAIIH YO
. OYHUCTKH Ha (papMareBTHIECKUX C3 .o 9
acriekTsl GLP. TpoenypeL: POM3BOICTBEHHBIX I
paspalotka, y4er TIPEANPHUATHSIX. TK
U UCIIOJIB30BaHUEC
OcHOBHBIE Banumanus, xak OIK-3.1
HNPUHIOKUIIBL 1 HEOThEMJIEMAs CTpyKTypa BaIHIAIIHOHHOTO yo
C3 .o 9
acriektsl GCP. Hacte MacTep - Iiana. I
HaJIeXXamux TK
MPAKTHK.
OcHoBHBIE [TpaBuita OIIK-3.1
MIPUHLUIIBL U HaJUIeKaIen
acrextsl GDP. alrTeaHon Yo
MPAKTUKHA
CocTaBieHne BaTUAAUOHHBIX C3 IL.n. 9
JICKAPCTBCHHLIX
OTYETHBIX TOKYMCHTOB. 11
HpernaparoB s TK
MEIULIMHCKOTO
NIPUMEHEHUS
GPP.
OCHOBHEBIE [TpaBuna OCHOBHBIE aCIIEKTEHI OIIK-3.1
[P HHIAITE H HaIeKATIIei MEHEKMEHTBI KAueCTBa Ha
(bapManeBTHYECKHUX
acrektol GVP. TIPAKTHKH HPOU3BOICTBEHHBIX
XpaHCHHA H npeanpuaTusX. Pasensl VO
TIIEPCBO3KHU PYKOBOJICTBA I10 KAYECTBY. 3 L 9
JICKApCTBCHHBIX I
npernapaToB A1 TK
MCOUITUHCKOI'O
MIPUMEHEHUS
GSP.
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JKu3HeHHBIN HUKIT
JIIT.

OcCHOBHBIE
ACIIEKTHI,
oOecrieunBaroIIe
CTaOUIILHOCTh
JIEKapCTBEHHBIX
CPEJCTB.
Opranuzanus
paboThI
(dapmareBTHIECK
HX CKJIAJIOB.

YO
C3

TK

OIIK-3.1

IL.m. 9

Crpareruu u
WHHOBAIIVH B
(dhapmaneBTUIeCcKO
1 OTpaciu.

Hannexamas
MpaKTUKa AJIs
naboparopuii
KOHTPOJIS
KauecTBa
JIEKapCTBEHHBIX
cpencte GPCL.
PyGexnas
arrecramus 1

YO
C3

TK

25

OIIK-3.1

II.m. 9

10

IInanupoBanue,
IIPOBECHUS
JOKYMEHTaJIbHOE
odopmIieHHE U
IIpaBUJIbHAA
OILICHKA
pe3yJIbTaTOB,
MOJIy4YEHHBIX BO
BpeEMsl
1a00paTOPHBIX
HCTIBITAHUI
JIEKAPCTBEHHBIX
CPENCTB.

YO
C3

TK

OIIK-3.1

IL.n. 9
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11 Haexamas OIIK-3.1
NpaKTUKA Yo
MPOBEICHUS %3 M.n.9
1a00paTOPHBIX TK
ucneiTanuii GLP.
12 Hapnexanias OITK-3.1
MpaKTHKa YO
HPOBEICHUS %3 M.n. 9
KIMHAYECKUX TK
ucteitanuit GCP.
13 Knunnueckue OIK-3.1
6a3el. Passl u
BHUIBI
KIMHHYECKIX vo
HCIIBITAHUA. 3 Lo 9
Pangomuszanus. o
Crparudukarysi. TK
Ju3aiin (cxema)
KIIMHUYECKUX
HUCHBITAaHUH.
14 Hannexamas VO OIK-3.1
JTUCTPUOBIOTOPCK 3 Lo 9
ast MpaKTHKa I
GDP. TK
15 Hannexamas VO OIK-3.1
JTUCTPUOBIOTOPCK C3 Lo 9
ast MpaKTHKa I
GDP(2). TK
16 [TpaBuna OIK-3.1
HagIexaniei YO
MIPaKTUKH C3 I 9
dbapmakoHagzopa TrIIC
GVP.

15




17 Haanexamas 2 vo OINK-3.1
perynsaTopHas 3 _—
npakTuka (GRP) I 3
B PD. TK
18 YKu3HeHHbII 2 OIIK-3.1
nukia JIIT. 5
OOecnieuenue
kauectBa JIIT Ha vO
BCEX DTamax ux C3
JKU3HEHHOTO TK o9
LIUKJIA. KC
Pybexnas
arrecTanud 2 25
HToro 18 36 18 100

16




S. Pacnipee/ieHue Tpy10eMKOCTH JUCUMILIMHBI.

Paznen 5.1. Pacnpenenenue TpyqOoeMKOCTH AWCIUIUIMHBI U BHJIOB YY€OHON 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/eHTa 18
(CPC), B TOM uncie:
Iloozomoska k mexywemy KOHmMpPoIro 20
(I1TK)
Iloozomoska k npomesicymounomy 16
konmpoato (I111K)
Bua npomMeKyTOYHOH aTTeCTAIUH 3AYET (3) 3
Jac. 72
HUTOI'O: O6mas TpyA0eMKOCTh 3BT 5

Paznen 5.2. Pazgensl nTucHMIUIMHBI, BUABI Y4eOHOM pabOThl U (HOPMBI TEKYIIEro
KOHTPOJISL:

Ne Ne HaumenoBanue Bunel yueGHoit pabotsl (B AY) OueHouHble
/I | cemecTpa | paszzaelnia TUCIUTIIHHBI JI JI3 CPC BCEro cpencTBa
1 6 OO1ee MoHsTHE O 2 2 2 6 YO — ycTHBIit
CHCTEME HaIJISKAITUX ompoc, C3 -
CUTYallUOHHBIC
TpaKTHK 3agaun, TK —

TECTOBBIN
KOHTpOJIb, I1-

MIPE3EeHTaLMS

2 6 Nzyuenue 14 32 14 60 YO — yerbrid
HaJUIeXKAIINX TPAKTUK ompoc, C3 —

CUTYallUOHHBIC

3agaun, TK —

TECTOBBII
KOHTpOJIb, I1-

HpeSCHTaHI/Iﬂ
3 6 JKusuennsnii ko JIIT. 2 2 2 6 VO — ycTHsli
OO0ecrieueHne KayecTBa ompoc, C3 -
CI/ITyaHHOHHBIe
JIIT Ha Bcex 3Tamax ux
3agaqun, TK —

JKU3HEHHOI'O IIUKIJIA. TECTOBBIN
KOHTpOJIb, KC-
KpYTJbIi CTOJI

Hroro: 18 36 18 72




Pa3znen 5.3. Paciipenenenre TeM JEKUUNA IO CEMECTPAM:

Ne HaumenoBanue tem nexnui O60peMm B AY
/i 6 Cemectp
1 Konnenmus vaanmexamux npaktuk 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 TpUHITUIEI U actiekTel GCP. 2
6 OcHoBHble npuHLUIEI U aciekTsl GDP. 2
7 OcHOBHBIE TIPUHITUIIBI U actieKThl GVP. 2
8 Kuznennsrit muka JIIT. 2
9 CrpaTeruv ¥ HHHOBAIlMU B ()apMalleBTUYCCKON OTPaCIIH. 2
Uroro: 18

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

Ne HanmeHnoBanue TeM 3aHATHH O6bem B AY
n/m 6 Cemectp
1 Hannexamme npakTuku B papMaiiiv — COCTaBHAs 4acTh 2
cUCTeMBbl 00eCIIeYeHHsI KauecTBa JIEKAPCTBEHHBIX CPE/ICTB.
2 Hannexaras nmpousBocTBeHHas npaktuka — GMP. 2
3 YucTble 30HbI, OpraHu3aus paboThl IEpCOHANa, TUIIBI 2
JOKYMEHTAIIH.
4 CranjapTHbIe onepalliOHHbIE IPOLEAYPhI: pa3paboTKa, yyeT u 2
UCIOJIb30BAHUE
5 Banunanus, kak HeoThemIieMast 4acTh HaJUIeKAIIUX MPAKTHK. 2
6 [IpaBuna Haanexamiel anTeyHoN NPaKTHUKH JIEKapCTBEHHBIX 2
IpenapaToB Jyuisi MeJUIMHCKOro npumeHenust GPP.
7 [IpaBuna HajIexkane NPaKTUKA XPaHEHUS U IEPEBO3KH 2
JIeKapCTBEHHBIX MpenapaToB sl METUIIMHCKOTO PUMEHEHUS
GSP.
8 OCHOBHBIE acIeKThl, 00ECTIEYMBAIOIINE CTAOUILHOCTD 2
JIeKapCTBEHHBIX cpeacTB. OpraHu3anus padoThl
(apMareBTUYECKHX CKJIAJIOB.
9 Hannexamas npakTtuka ajis 1adopaTopuii KOHTPOJIS KayecTBa 2
nexapcTBeHHbIX cpeacts GPCL.
10 [TnanupoBaHue, NpoBeIeHHs JTOKYMEHTaIbHOE 0(OpMIIEHUE U 2

IIpaBHUJIbHAA OLCHKA PE3YyJIbTAaTOB, ITIOJTYYCHHBIX BO BpEMA
J'Ia60paTOpHBIX HUCIBITaHUI JICKAPCTBCHHLBIX CPCIACTB.
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11 Hannexxamas npakTrka mpoBeIeHHs 1a0OpaTOPHBIX UCITBITAHUHA 2
GLP.
12 Hannexamas npakTrka npoBeIeHUS KIMHUYECKUX UCTIBITAaHUN 2
GCP.
13 Kimnunueckue 6a3pl. @a3el U BUIABI KIMHAYECKUX UCIIBITAHUI. 2
Pannomuzamus. Crpatudukanms. J(u3aitn (cxema) KITMHUYECKUX
HUCIILITAHUH.
14 Hannexamas quctpudbroTopckas mpaktuka GDP. 2
15 Hanmnexanias nuctpuobrotopekas npaktuka GDP(2). 2
16 [TpaBuna Haanexamiel npakTuku papmakonaazopa GVP. 2
17 Hannexamas perynstopras npaktuka (GRP) B PO. 2
18 | JKusuennsiit muka JII1. Obecrieuenue xauectsa JII1 Ha Bcex dramax 2
HUX KA3HEHHOTO IHKJIA.
Uroro: 36
6. O0pa3oBaresibHbIE TEXHOJIOTHHI
B IIpoLecce N3ydCHUA  JUCHUILINHBI «CI/ICTGMa GXP» HCIIOJIB3YIOTCA
CICOYIOIINC (bOpMBI AKTUBHBIX U HHTCPAKTHBHBIX 3aHHTHﬁI
No/m. Tema Bun Konuuectso | AkTHBHBIE GOPMBI HNHTepaKkTHBHBIE
3aHATHS Jacos $opmbl
1 Hannexamue npakTuku B IpakTrueckoe 1 [Ipe3enTarnus
(bapMaum/I — COCTaBHasi 4aCThb
CHCTEMBI 00eCIICUEeHUS
KadyecCTBa HeKapCTBeHHLIX
CPEJCTB.
2 Haanexamas ITpakruyeckoe 1 IIpesenrarus
HpOI/I3BOI[CTBeHHaﬂ HpaKTI/IKa
— GMP.
3 Uuctele 30HbI, opranu3anus | IIpakruueckoe 1 [IpesenTarus
paboThI EpCoHaNa, THUIIBI
JIOKyMEHTallUH.
4 CranpaptHeie orepanuonHble | [Ipakruueckoe 1 [Ipe3enTanus
MIpOIeTyPHI: pa3paboTka,
yqu W UCIIOJIB30BAHUC
5 Bamupanms, kax [IpakTryecKoe 1 [Ipe3enTanus
HCOThEMIIEMAS 4YaCThb
HaJieKaluux HpaKTI/IK.
6 IIpaBuna Hajexaen [IpakTryecKoe 1 [Ipe3enTanus
alTEe4YHO! PAKTUKU
JIEKapCTBEHHBIX IpenapaToB
JUIST MEOUITUHCKOT O
npumenenus GPP.
7 IIpaBuia Hajgexanen [Ipaktuueckoe 1 [IpesenTarus
MIPAaKTUKU XPAHEHUS U
HepeBO3KI/I J'leKapCTBeHHBIX
npenapaTOB JJIs1
MEOUIIUHCKOI'O HpI/IMCHGHI/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
JIEKaPCTBEHHBIX CPEACTB.

IIpakTrueckoe

[Ipe3enTanus

11

Hannexaras mpakTuka
MPOBEJICHUSI TA00PATOPHBIX
ncnsiTanuii GLP.

[IpakTuueckoe

[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
JTUCTPUOBIOTOPCKASI TPAKTHKA
GDP(2).

[IpakTuueckoe

[Ipe3enTarnus

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 camoctositensHol paboThl ctyaeHTa (CPC) no Buiam u cemectpam:

7. Y4eOHO-MeTOAUYEeCKOe o0ecTiedeHne CAMOCTOSATeIbHOH padoThl

Ne Hanmenoanue Buga CPC O6bem B AY
/i Cemectp 6
1 | Pabota c nuTepaTypHbIMH U MHHBIMM HCTOYHUKAMHU HH(OpMaIH. 6
2 | PaGota Cc  DONEKTPOHHBIMH  pecypcaMd,  pa3MENICHHBIMH  Ha 6
JUCTAaHIIMOHHOM 00pa30BaTelIbHOM MOpTajie Y HUBEPCUTETA.
3 [ToagroroBka K y4acTHIO B 3aHATHUSIX B AKTUBHOM W HWHTEPAKTUBHOU 6
dbopwme.
HNTOI'O (Bcero - AY) 18
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8. OneHovHbIe cpeacTBa /ISl TEKYLIEro KOHTPOJIAA YCIIeBaeMOCTH, Py0eKHOM
aTTeCTALMHU U MPOMEKYTOYHOM aTTeCTALMH 110 HTOraM OCBOCHMS THCIUIIIHHBI.

8.1. ®op™MbI TeKymero KOHTPOJS W MPOMEKYTOUHOH ATTeCTAMH MO JAUCHUILIHHE
«Cucrema GXP», BUIbI OLIEHOYHBIX CPEICTB:

No No OneHoYHbBIC CPEICTBA
HanmenoBanue paznena
n/ | cemectp DopMBI KOHTPOJIS
0 N JICIIATLTHHBI Bunst
1 2 3 4 5
1 6 Texymmit u OO0u1ee noHATHE O YO - yernbiit onpoc, C3 -
IPOMEKYTOUHBIN CHCTEME HAIJICKALIUX CHTYalMOHHBIC 3a/1a4H, TK -
TECTOBBIA KOHTPOIb, [I-TIpe3eHTarms
KOHTPOJIb (KOHMPOb MPAKTHK
CamocmosamenbHoll
ayoumopHoul u
6HeayoumopHou
pabomul cmyoenma)
2 6 Texymuit u W3yueHne Haamexammx YO - yernbiit onpoc, C3 -
TIPOMEIKYTOUHBIIT IPAKTHK CHTYallHOHHBIE 3a1a1H, TK -
KOHTPOJIb (KOHMpPOb TECTOBBIN KOHTPOIIB, II-1ipe3enranys
CamocmosamenbHoll
ayoumopHoul u
6HeayoumopHou
pabomol cmyoenma)
3 6 Texymmii u YKusznennsiit nuki JIIT. YO — ycrasiit onpoc, C3 —
POMEKYTOUHBIN Oo0ecrieueHne KauecTBa cuTyalHoHHbIe saam, TK -
TECTOBBIA KOHTPOJIb, 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 TecroBbie 3aganus AJs1 pyOe:KHOM aTTecTanuu (MpuMepbI)
1.HecooTBeTCcTByIOMmAs TMPOAYKIHS Ha (apMaleBTUUECKOM TMPEANPHUITAN MOXKET OBITH
BBISIBJICHA HA CTa/IUHU:
* BXOJIHOT'O KOHTPOJISl ChIPbSI U MAaTEPUAJIOB;
* KOHTPOJISI Ka4eCTBA MOIYIPOIYKTOB;
* KOHTpPOJIsI TOTOBOM MPOAYKIUY;
Peanuzanuu notpedurerio;
2. Undopmanuio o rapaHTud CTaOWUIBHOTO YpPOBHS KadecTBa IOCTABIISIEMOIO ChIPbS
MEHEKEp 10 CHAOXKEHUIO MOTyYaeT:
1. mo pe3ynbraTaM OYHOTO WJIM 3a0YHOTO ay/IUTa MOCTABIIUKOB;
2. 1o pe3ysbTaTaM NUChbMEHHBIX U YCTHBIX OMPOCOB MMOCTABIINKA,
3. 1o mpeACTaBICHHBIM OCTABIUKAMU KONUsM cepTuukatoB cooTBeTcTBUs HAa CMK,
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4. o pe3yJibTaTaM aHaJu3a PhIHKA IPOIYKIUU;

5. o pe3yibTaTaM aHaju3a IOTOBOPHOW TOKYMEHTAIUMHU (J0TOBOPHI, 3aBKHU, TPOTOKOJIbI
pa3Horjaacuii);

6. 0 pe3yJbTaTaM BXOJIHOT'O KOHTPOJIS ChIPbsl 1 MaTepUaoB;

7. MO NaHHBIM O KayeCTBE M TEXHOJOTHYHOCTU CHIPhS U MATEPUAJIOB, MOCTYHAIOIIUM M3
IPOU3BOICTBEHHBIX I[EXOB.

*8. Bc€ ykazaHHOE BEpHO;

3. [IpegmoroBopHas paboTa BKIIFOYAET B CEOS:

*1.BBIOOP MOCTABIINKOB,

*2.(opmupoBaHue 3a8BKU MOCTABIIMKY Ha 3aKYIIKY U MOCTaBKY ChIPbS U MaTEPHAIIOB MPH
HaJMYMH PETUCTPALMOHHOIO HOMEPA B PEECTPE JIEKAPCTBEHHBIX CPEJCTB, Pa3pPEIICHHBIX K
IIPUMEHEHUIO Ha Teppuropun PO,

*3. momydenue 3akmoueHuss OTaena KOHTPOJS KadyecTBa O KAadyecTBE IMOCTAaBISIEMOTO
ChIpbS WJIM Marepuana, Mo pe3yibTaTaM BXOJHOTO KOHTPOJsSI 00pasia, MPUCIAHHOTO
MOCTaBIIUKOM.

4. BpiOOp KOHKPETHOTO MOKYIaTEsl.

4. IInanupoBaHue MPOU3BOICTBA MPOAYKIIMU BKIKOYAET:

|.BxonHble [aHHBIC: IUIAH OTTPY3KU MPOAYKIMHU, MPOU3BOJCTBEHHBIE MOIIHOCTH,
00eCrIeYeHHOCTh IIEPCOHAJIOM, 00€eCIIeYeHHOCTh DYHEPropeCypCaMu, OLICHKA
BO3MOXKHOCTEM Texmpolecca C LEeIbl0 M3MEHEHHs WM pa3paboTKU TEXHOJIOTHUH,
YCTaHOBJICHHSI HOBBIX TpeOOBaHWM, pa3paOOTKU JOKYMEHTAIMH, OIIEHKAa COCTOSHUS
000pyI0BaHUs C 1IEJIbIO ONPEACICHHUS] HEOOXOJUMOCTH PEMOHTA, 3aMEHbI, IPUOOPETEHUS
WM MOJIEPHU3AIIMU 000PYyIOBaHUS.

2.BpIxoaHble JaHHbBIE: TUIaH MPOU3BOJICTBA (Ha TOJl, KBapTall, Mecsl), KOPPEKTUPOBOUHbBIE
MECSYHBIE WJIH KBApPTAJIbHbBIE 3asIBKA HA TPUOOPETEHUE MAaTEPUATIOB.

*. Bce BapuaHThl OTBETOB BEPHBIE.

8.2.2 Curyaunonnblie 3a1a4u (mIpuMepbl)

1. IlpuBenute OCHOBHBIE TpPeOOBAHMA K BaTUAALMU MPOLECCOB MPHU MPOU3BOJCTBE
TA0JICTOK, YKaXXUTE KPUTHYECKHE TOYKH M TMapaMeTphl OMpeAesieHUs IOoKa3aTesiel u
JOMYCTUMBIX KPUTEPUEB HA TOM, WJIM MHOM dTare Baiuaanuu. [IpuBenuTe moiaHblil makeT
JIOKyMEHT, HEOOXOJIMMBIN JUIsl TIPOBENICHUS BaJIMAAIMKU TPOIECCOB. YKAKUTE POJb
PYKOBOJUTENS BAJIMIALIMOHHON TPYTIIBI.

8.2.3 Bonpochl K 3aueTy Ji51 CTYI€HTOB:

1. Hapgnexaiue npakTUku B (hapMaIriiu — COCTaBHAs 4aCcTh CUCTEMbI 00eCTIeUeHUS
Ka4yeCTBa JICKAPCTBEHHBIX CPEJICTB.

2. Hagnexaras mpou3BojicTBeHHas npakTuka — GMP.

3. YucTeie 30HBI, Opranu3aiys padboThl IepCOHAA, TUIIBI TOKYMEHTAIUH.

4. CtanaapTHbIE ONEpaIMOHHBIC MTPOIIEAYPHI: pa3pad0oTKa, YUeT U UCIIOIh30BaHUE

5. Banupanus, Kak HEOThemJIeMasi 4acTh HaJICKAIUX TTPAKTHK.

6. [IpaBuia HajJIeKalllel aNTeYHOW MPAKTUKY JICKAPCTBEHHBIX MPENapaToB JJist
MeauiuHackoro npuMenenus: GPP.

7. lTpaBuna HaJyIekKaIleW NPAaKTUKU XPAHEHHUS M TIEPEBO3KU JIEKAPCTBEHHBIX MIPENAapaToB
11 MEAUIIUHCKOTO TTpuMeHeHnst GSP.
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8. OCHOBHBIE aCIEKThI, 00ECTIEYNBAIOIINE CTAOMIBHOCTD JIEKAPCTBEHHBIX CPECTB.
Opranu3zanus paboThl papMalleBTUYECKUX CKIIAJOB.

9. Hapnexaiuas npakTuka s 1abopaTOpuil KOHTPOJIS KauecTBa JIEKAPCTBEHHBIX CPE/ICTB
GPCL.

10. IlnanupoBanue, MpoBEACHUS JOKYMEHTAIbHOE O(hOopMIIEHUE U MTPaBUIIbHAS OI[CHKA
PE3yNbTAaTOB, MOJIYYEHHBIX BO BpeMs JaOOPAaTOPHBIX UCIIBITAHUH JIEKAPCTBEHHBIX CPEJICTB.
11. Hagnexxamast mpakTuka NpoBeAeHUs 1a0opaTOpHbIX ucnibitaHuii GLP.

12. Hagnexxamast mpakTuka npoBeAeHus: KimHnyeckux ucneiranuii GCP.

13. Knuanueckue 6a3bl. @a3pl U BUAbI KIMHUYECKUX UCTIBITAHUI.

14. Pangomu3zarus.

15./An3aiiH (cxema) KIMHUYECKUX UCTIBITAHUN.

16. Hapnexamas nuctpudbroTopckas npaktuka GDP.

17. IlpaBuna Haayexaien npaktuku dpapmakonaazopa GVP.

18. Hagnexamas perynsaropHas npaktuka (GRP) B PO.

19. Kusznennsiit ukin JIIT.

20. Obecnieuenue kauectBa JII1 Ha Bcex aTanax uxX KU3HEHHOTO LIUKIIA.

8.2.4. Ilpe3enTanum (mMpuMepHAasi TEMATHKA)

1. OcHOBHBIE TPUHIIUITBI KBATH (UK 000PYA0BaHUS.

2. Pa3zpaboTka pykoBOJICTBA 11O Ka4ueCTBY.

3. AcnekTsl pazpabotku COIL.

4. YnuCThIE 30HBI.

5. Knunuyeckuie UCIbITaHUS: 3Tabl, TPEOOBAHUS, TOKYMEHTAIHS.

8.2.5 Kpyrusbii croa (mpumep).

Tema: OOecneueHne KauyecTBa LEJIEBOr0 MPOAYKTa Ha 3TArle ero Nporu3BOICTBA.

Ilinian meponpusitus:

1. Onpenenenne Beayiiero (Moaeparopa).

2. OnpenenieHue y4aCTHUKOB (9KCIIEPTOB).

3. CocraBiieHH€ BOIIPOCOB (TEMATHK) IKCIIEPTaM.

4. IToaroToBKa Mpe3eHTALNI U BBICTYTLICHHIA.

5. Meroauueckoe 3acelaHue.

6. AHKETUPOBAHME/TIOATOTOBKA BBHIBOJIOB (PE30IOLIHH ).

7. OuleHrBaHue pabOTHl yYaCTHUKOB M BEAYIIIETO.

8.2.6 OueHouHbIE CpelCTBa, peKOMEHAyeMble ISl BKIKYEHUSA B (POH] OLEHOYHBIX
CPeaCTB /Il NPOBEACHUSI HTOT0BOM roCyIapCTBEHHOM aTTecTaAlMU (MpUMep):

1. TlpuBenuTe OCHOBHBIE TpeOOBaHUSA K BadUJAllMU MPOIECCOB MPHU TMPOU3BOACTBE
Ta0JETOK, YKOKUTE KPUTUYECKHUE TOUYKH W TapaMeTpbl OMpPEACNICHHUs IoKa3areied u
JOMYCTUMBIX KPUTEPUEB HA TOM, WJIM MHOM dTare Bauaanuu. [IpuBeauTe moaHbIN makeT
JOKYMEHT, HEOOXOAUMBIN [JIi TMPOBEICHHS BAJIUJAIMHU TPOIECCOB. YKAXKUTE POJb
PYKOBOJUTENSI BAJIMIAIIMOHHON TPYTIIIHI.
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8.2.5 llIkaabl OLIEHUBAHNA.

IIIkajia onleHUBAHMS YCTHOTO ONpoca (codece10BaHMsI) HA 3AHATUAX

«l ©Oamm» - chopMyIMpOBaH TIOJHBIA OTBET Ha OCHOBE COBPEMEHHBIX
Kiaccu(ukanuii, HOPMAaTHBHBIX JOKYMEHTOB W JOCTIKCHHA HAYKH W TPAKTUKH, OTBET
MIPUBEEH MOJHO, CHCTEMHO U MIOCJIEOBATENBHO.

«0,8 OamioB»- 0TBET CPOPMYIMPOBAH YACTHUYHO, OTBET MPOBEACH HE MOTHOCTHIO,
WJIU TIOJTHOCTBIO, HO HE MOCJIEI0BATEIBHO.

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

«0 6aysIoB» - OTBET HE CPOPMYIIMPOBAH.

IIIkana oneHUBAHUSA TECTOBBIX 3aIaHUI
TecToBbIE 3a1aHUA 1JIA IPOBeieHUs PYOeKHON aTTecTAlNU

«25 6amnoy» - 100% npaBUIIbHBIX OTBETOB, U T.JI.

IlIkana oneHUBAHUA Y4ACTHS B KPYIJIOM CTOJIe

«3 Oamta» - chopMyIHPOBaH MOJHBIN TJIaH PEIICHUs 3aJlaHUs TI0 TEME KPYIJIOTO
CTOJIA HAa OCHOBE COBPEMEHHBIX KiIacCHU(pUKAIMK, HOPMATHUBHBIX JTOKYMEHTOB U
JOCTIDKCHUM HAyKW U TPAKTUKUA, OTBET MPUBEACH IOJHO, MPEAJIOKCHHBIA BapUaHT
pelIeHus 3aJaHusl ONPEIETICH CUCTEMHO U MOCJIEI0BATEIBHO.

«2 Oamna»- MmjaH peuieHus 3aJaHus 1o TeME KPYTrioro CToJia ONpeAesIeH YaCTUYHO,
penieHre 3ajaHugd CPOPMYIMPOBAHO YACTUYHO, OTBET MPOBEAEH HE MOJHOCTBIO, WIIU
MOJTHOCTBIO, HO HE MCIOJIB30BaHbI BCE METO/IbI WJIHM 3TAlbl PELICHUS 3aJaHuUs.

«l Oamm» - TIaH pemieHus 3aJaHus  KPYTJIoro CTojia OMNPEeNieH IJI0XO,
chopmynupoBaH 0e3 TpPUMEHEHUs KiacCUUKAIMi, HOPMATHUBHBIX JOKYMEHTOB U
JOCTUKEHUW HAYKW U MIPAKTUKU, OTBET MPOBEJICH IJI0X0, OTBET HA MOCTABICHHYIO 3a7a4y
JlaH XaOTUYHO, OECCUCTEMHO.

«0 6anoBy - MJIaH pelIeHus 3aaHus 110 TEME KPYTJIOrO CTOJIa HE ONPEIETIeH, OTBET
He c(hOpMyIMPOBaH, aHAJIM3 CUTyallud HE MPOBEJIEH, OTBET HA MOCTABJIEHHYIO 3aJa4y He
OTMpeJENeH.

IIkaJjia oueHUBAHUS NPe3eHTANUH

«1-2» - mpuBeaeHa noyiHas HHGOPMaIHs HA OCHOBE COBPEMEHHBIX KacCU(UKAIIHM,
HOPMATHBHBIX JIOKYMEHTOB W JIOCTM)KCHH HAayKH W TPAKTHUKU, OTBET MPUBEJCH IOJHO,
MPEJIOKEHHBIM BapUAHT OCBEUICHUS TEMATHKW MPE3CHTALMU OMNpPEAEIeH CHUCTEMHO U
MOCJIEIOBATENBHO.

«05-1 Oamna»- wuHboOpMaIUi MpPUBEJECHA YaCTUYHO WJIM TOJHOCTHbIO, HO HE
MCIIOJIb30BaHbl BCE METObI WJIN ATaIlbl PEIICHUSI BOIIPOCOB IO TEME MPE3CHTAIUH.

«0,3-0,5 Oamnma» - wHbOpMaIMs TPUBEACHA II0X0, CHOPMYIUPOBAHBI TE3UCHI
cnaiiioB 0e3 MpUMEHEHUsl KiIacCU(pUKAIMA, HOPMATUBHBIX JOKYMEHTOB U JOCTHKCHUM

24



HAyKU U TPAKTHKH, OTBET MPOBEJECH IJIOXO, OTBET HA MOCTABIEHHYIO 3a/lady TEMAaTHUKH
Ipe3eHTallMU JaH Xa0TUYHO, OECCUCTEMHO.

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

CUTYaIIMH HE MPOBEJICH, OTBET HA MOCTABJICHHYIO 3a7]auy HE ONpe/eIIcH.
Ilkana oueHUBAHUS CUTYalIMOHHOM 3a1a4n

«0,5 0amnoB» - cHopMyIHpPOBaH MOJHBIMA IJIAH PEIICHHsS CUTyallUd HAa OCHOBE
COBPEMEHHBIX KJAaCCHU(pUKAIMK, HOPMATHUBHBIX JOKYMEHTOB M JIOCTIKEHUN HAYKH H
NPAaKTUKU, OTBET TMPHUBEACH TMOJHO, NPEIIOKCHHBIA BapHAHT pEIICHUS CHUTYalluu
OTpeJeseH CUCTEMHO U TOCIIEOBAaTENbHO, pacueThl B 3aJade MPOBEACHbI NMPABWIBHO U
TOYHO.

«0,4 Gamna»- miIaH pPElICHUs CUTyallMH OINpeAeSieH YaCTMYHO, PELICHUE CUTYyalllH
chOpMyIIMPOBAHO YACTUYHO, OTBET MPOBEIEH HE MOJHOCTHIO, WM TOJHOCTHIO, HO HE
MCIIOJIb30BaHbl BCE METOJIBI MJIM ATAlbl PEIICHHs CUTYyallld, B pacueTax ecTh HeOOJbIIne
HETOYHOCTH.

«0,3 Gamia» - MJaH pEeIIeHHs] CUTyallud OMNpEIETeH IUI0X0, cPopMyupoBaH Oe3
NpUMEHEHUsT Kiaccu(ukanuii, HOPMATUBHBIX JOKYMEHTOB M JIOCTHKCHUN HAyKu U
IOPAaKTUKH, OTBET IPOBEJIEH IUIOXO, OTBET Ha IOCTABJIEHHYIO 3a/Jayy JaH XaoTUYHO,
OeccrucTeMHO, B pacueTax €CTh CYIIECTBEHHbIE HEIOUETHI.

«0 6amnoB» - MIaH pelIeHUs] CUTYyalliu HE OMpeelieH, OTBET He c(OPMYIIMPOBaH,
aHaJIW3 CUTYyallMH HE TIPOBECH, OTBET Ha MOCTABICHHYIO 3a/1a4y HE OMpeeIicH.

IIkaJjia oueHUBaHUS YCTHOTO ONPoca (codece0BaHMsI) HA 3a4eTe

«50 OamnoB» - chOpMYJUpPOBAH TIOJHBIM OTBET HA OCHOBE COBPEMEHHBIX
KJaccuukauii, HOPMAaTUBHBIX JOKYMEHTOB M JOCTIKEHUW HAyKU M TPAKTUKHU, OTBET
IpUBEJIEH MOJHO, CACTEMHO U MOCJIEI0BATENIbHO.

«40 GannoB»- OTBET CHOPMYJIUPOBAH YACTUYHO, OTBET MPOBEJAEH HE IMOJIHOCTHIO,
WJIN MOJIHOCTBIO, HO HE MOCIIEA0BATEIBHO.

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

«0 6aysoB» - OTBET HE CPOPMYIHPOBAH.

8.2.6 B coorBerctBMH ¢ OamuabHO-peiiTuHrooii COI'Y cucrema mnopsjaka
OCYLLECTBJICHHS PY0e:KHOT0 KOHTPOJISA M MOJCYeTa UTOT0BOI OLIEeHKH cJleyIomias:
1 —s pyGexxHast aTTecTanus - MakcuMaiabHO 50 0allIoB; U3 HUX:
Ot 0 1o 25 6anmnos (P1) — arrecranmonHas (pyoeskHasi) KOHTPOJIbHAS padoTa;
Ot 0 1o 25 6amnoB (T1)— Texyias padoTa cTy/IeHTa B TeUEeHHE pyOeka
2 -5 pyOexHas aTTecTalus — MakcuMaabHOo 50 0ayuioB; U3 HUX:
Ot 0 no 25 6anmnoB (P2) — arrecrarinonHas (pyOekHas) KOHTpOJIbHAs paboTa
Ot 0 no 25 6amnoB (T2) — Texymas paboTa cTyeHTa B TeueHue pydexa
Dk3ameH (D) — makcuMaibHO 50 6asoB.
3auet (3) — MmakcumanbHO S50 GamIoB.
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9. YueOHO-MeTOANYECKOE U HH(POPMAIMOHHOE o0ecTieYeHue TN CHMIIMHbI

a) OCHOBHAs JIUTEpaTypa:

Ne n/mt HaumenoBanue cornacHo 6ubnuorpaduyeckum TpeGoBaHUSM

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: anextponusiii / ObC "KoncynpTanT cTyneHnra”

0) OTOTHUTEIbHAS JIUTEepaTypa:

Ne HaunmenoBanue cornacHo 6ubnuorpaduyeckum TpeGoBaHUSM

2 Hayuno-npaktuyeckuii sxypHan «Papmanus»

3 [Ipukaz Munnpomtopra P® Ne 916 «lIpaBwia Hammexamen MNpPaKTUKUA
MPOU3BOJICTBA U KOHTPOJIS KAYECTBA JICKAPCTBEHHBIX cpeacTB» 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 uznanus / [Dnekrponnsiit pecypce] femb.ru/

8 «IIpaBuia HaJyIexKaIen MPaKTUKU (dapmakoHaa30pa EBpasuiickoro
3KOHOMUYECKOro coro3zan, [Ipukaz EADC Ne 87 ot 03.11.2016 .

9 «IIpaBuiia HaJyIeKalen MPaKTUKHU bapmakoHaa3zopa EBpasuiickoro

AKOHOMUYECKOTo coto3zan, [Ipukaz EADC Ne 87 ot 03.11.2016 1.

10 «[IpaBuna Hamnexamiel AMCTPUOBIOTOPCKON MPaKTUKM B paMmkax EBpasuiickoro
SKOHOMMUECKOTO0 coro3an, [Ipukaz EASC Ne 80 or 03.11.2016 .

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

12 IIpukaz M3 P® Ne 646H «llpaBuna Hamiexamie NpPaKTUKH JIEKAPCTBEHHBIX
XpaHEHUsI W TMEpPEeBO3KM JIEKApCTBEHHBIX IpenapaToB s MEIUIIMHCKOTO
npumeHeHus» ot 31.09.2016 r.

B) WHTrepHer-pecypchl

HaumeHoBaHue 3JIEKTPOHHO-
Ne Anpec caiita
oudmoreunoi cucremol (IbC)

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 PIS(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 HaumenoBanwue cornacHo 6ubnuorpaduyeckium TpeOoBaHUM
/1
1 | Meroauueckue yka3aHus A CaMOCTOSITENbHON paboThl cTyneHToB. Mopososa E.B.,
Mopo3zos 10.A., 2020, 30 c.

2. IlporpammHoe odecnieveHune:

Ne n/m HaumeHnoBaHue Ne noroBopa(iunen3ust)
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) or 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) or 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 (CBobonHoe
' nporpammHoe obecriedenne) (6eccpodHo)
15 AHTHBUPYCHOE ITPOTpaMMHOE o0ecIieueHue Nel17E0-180222-130819-587-185 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)
Hurerpuposannas cpena paspadborku Eclipse CrobogHOE ITPOrpaMMHOE
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
' YpaBieHue TOPropien «Makcumym»(6eccpoyHo)
[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» roCyJapCTBEHHOU perucTpanuu
25. nporpammsl g OBM Ne2015611829 ot
06.02.2015r. (6eccpouno)
Koncynbrant+ Ne430-2017/614 0o111.01.2017r.
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 mo 30.09.2021r
OnekTpoHHast OUOIMOTEKA JUCCEPTALIUU U https://dvs.rsl.ru
32. aBTopedeparos PI'B(OB/] PI'b) Tpebyetcs peructpanus B OnOIMOTEKE
cory
OBC"Yuusepcurerckas 6ubnmoreka ONLINE" https://biblioclub.ru
33 Tpebyercsi perucrtpamusi B OHOIHOTEKE
' 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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https://dvs.rsl.ru/
https://biblioclub.ru/
http://elibrary.ru/
https://dlib.eastview.com/

OBC «KoncynbTaHT cTyaeHTa» CTyaeHYecKas http://www.studentlibrary.ru

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

€CTECTBCHHBIM U TOYHBIM HAyKaM B IICJIOM.

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

BKJIFOUAIONIAsl BUPTYaJdbHBIH UYWTAJBHBIA  3al Tpebyetcss peructpanuss B Oubmuoreke
37. Y4eOHMKOB W YYEOHBIX MOCOOHMII OT aBTOPOB W3 cory

BeIyIIUX By30B Poccuu 1o BCeM HampaBlICHUSIM 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 (TOCTYI K CETH HHTEPHET) 00O Ankom Ne AL-0044 ot 31.01.2020r -
40. 31.01.2021r

10. MaTepHuaJbHO-TeXHUYECKOE o0ecriedeHne TUCHUTLITHHBI (MOTYJIs1)

10.1. Ilepeyenb nmoMemeHul, HEOOXOAUMBIX JJIfl MPOBEACHUS AYAUTOPHBIX 3AHATHH

o ITMCIUMIIJIMHE

1.YueOHble U JEKIMOHHBIE ayAUTOPHUH.

10.2. IlepeyeHb 000pPYAOBAHUA U JIA0OOPATOPHOIr0 OCHAILEHHMS, HEOOXOAMMOIO /I

MpoOBEACHUA ay/IMTOPHBIX 3aHATHH 1O AUCIHHUIIJINHE:

l.

O 0 I O W»n B~ W NN

MarnuTtHas J0cKa.

. IHTEepakTBHAs qOCKA.

. [lepcoHanbHbBIN KOMIIBIOTED.

. MynbTUMEIMNHBIE TPOEKTOP.

. JIazepHas ykaska.

. Mebenb: CTOJIbI, apThl, CTYJIbSI.

. Komniext MynpTiMe IMIHBIX PE3EHTALNN.
. CeteBoit puibTp.

. MukpodoH.

. Konoukmn.

10.3 Harusgnble MaTepHuaJibl, HCIOJIb3yeMble 1JIfl IPOBeIeHUs ayAUTOPHbIX 3aHATHIA

o ITMCUMIIJIMHE:

1. Buneomarepualsl, 1eMOHCTPAIIMOHHBIN MaTepuan (cxeMbl, (hoTorpadumu.)
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http://www.studentlibrary.ru/
https://vk.com/away.php?to=http%3A%2F%2Fwww.biblio-online.ru&post=392944111_228&cc_key=

11. JIuct 00HOBJIEHHMSI/AKTy A TU3A NN

B cBs3u ¢ peopranuzanuei gpakyabTeTa, peaaTnu3yromero 00pa3oBaTelbHyI0 MporpaMmmMy
33.05.01 ®apmarusi.

[Iporpamma paccmoTpeHa U yTBepxkKAeHa Ha 3aceaHuu kKadeapsl papmanuu
oT «10» centsiops 2020 r., mpoTokon Ne 2

[Tporpamma o100peHa Ha 3acefaHUK COBETa MEIUITMHCKOTO (paKyIpTeTa
ot «10» centsa6ps 2020 r., mpoTokon Ne 2.

1. | IIporpamma pa3paborana B coorBeTcTBHH C [Ipmkazom MunoOpHayku Poccun ot 27.03.2018 N
219 "O06 yTBepxaeHUH (PeepaTbHOr0 rocyIapcTBEHHOT0 00pa30BaTe/IbHOTO CTaHAapTa BHICIIETO
o0pa3oBaHus - crienuanuTeT 1o crenuanbHocTr 33.05.01 Gapmarms”

2. | Illporpamma yTBepxkaeHa B cooTBercTBum C yrBepkaeHuem OIIOIl cmenmanmmurera 1o
cneranbHocTd 33.05.01 dapmarus (Pemenne Yuenoro coreta, mpotokosn Ne 10 ot 28.05.2019).
3. BHeceHbI H3MEHEHHS B COOTBETCTBUM C BCTyIuieHHeM B cuity [Ipukaza MunoOpHayku Poccun «O

Mepax no peanuzauuu Ykasza IIpesunenta Poccuiickoit @enepaunu ot 25 mapta 2020 r. Ne 206
«O06 obbsaBeHnu B Poccuiickoit @enepanyn HepaOOUNX JHEW».

BHeceHbI n3MeHEeHHUs B KaleHAapHbIe yueOHbIe TpaduKu: MpeoCcTaBIeHbl KaHUKYIbI ¢ 25.03.2020
r. mo 05.04.2020 r. u cpoku Hadajga IPOMEKYTOYHOM U UTOTOBOM TOCYIapCTBEHHOW aTTECTAIlUH
CIBUHYTHI HA 7 THEH.

4. | BueceHbl M3MEHEHHUS B COOTBETCTBHM C IOPSAKOM MPOBEIEHHS TOCYNAapCTBEHHOW HMTOTOBOM
aTTecTanud 1O 00pa3oBaTeNbHBIM TpOrpaMMaM BBICIIETO0 00pa3oBaHUs TporpamMmaMm -
OakanaBpuara, OporpamMmaM CIHE[HMaIWTeTa W OpOorpaMMaM MarucTpaTypbl, YTBEP)KICHHBIN
nprka3oM MuHHCTepcTBa 00pa3oBaHus u Hayku Poccuiickoit ®denepanuu ot 29.06.2015 N 636
(pea. ot 27.03.2020)

5. Pabouast mporpamma akTyalM3UpoBaHa B CBsI3W H3MeHeHWsMH, BHocuMmbiMu B OIIOIL
crienuanuTteTa no crneunanbHocTd 33.05.01 ®apmanus, BbI3BaHHBIMU JUHAMUKONH W3MEHEHUS
(hapMaIeBTUYECKOTO pPBIHKA M KaJIpoBOTO 3ampoca paboTojarerneil (pelnieHne YYeHOTO COBETa
[Tporokon 30.04.2020, mpoTtoxoin Ne 9).

BHeceHbl M3MEHEHHs B IIKANTy OLEHOYHBIX CPEACTB, aKTyallU3UPOBaHbI pabodne MpOorpaMMbl
MUCIUILUTAH B CBS3W C W3MEHEHUSMH HOPMATHBHBIX JOKYMEHTOB B cdepe oOpalieHus
JIEKAPCTBEHHBIX CPEJICTB.

6. 10.09.2020 B cBs3u ¢ peopranmzanmed (akyynbTeTa, PEAIU3YIONIEr0 00pa30BaTE/IbHYIO
nporpammy 33.05.01 «Dapmarwsi», pabodast mporpaMma IUCITUTUINHBI aKTYaJIn3UPOBaHa.




