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1. Ctpykrypa u 00611251 TPYA0EMKOCTb IMCUMILINHBI

Bua yueOHoi1 padoThI Bcero yacos/ CemecTpsbl
3a4eTHBIX 6
eTUHHUI]
AyauTopHbIe 3aHATHSA (BCEro), 72
B TOM YUCJIE:
Jlexuuu (JI) 18
Jlabopatopnsie 3ausitus (JI3), 36
CamocrosiTesibHas1 paboTa 18
cryaenra (CPC)
Bua npomexyrouHoi 3AUET (3) 3
aTTrecTanun
HNUTOI'O: Odmas Jac. 72
TPYA0EMKOCTh 3ET 2

2. Ileaun ocBOGHHA TUCHUILIHMHBI

Heabro OCBOCHHS TUCIUTUTHHBI «TexHonornueckuit MEHEHKMEHT
(apManeBTUYECKON NPOAYKIIUU» ABIISIETCS IEPBUYHOE (DOPMUPOBAHKE 3HAHUI, YMEHUN U
HaBBIKOB B O0JIACTH yIPaBJICHUYECKOW JEATETbHOCTH B 00JacTH (PapMalieBTHUYECKOM
pa3pabOTKH, MOJYyYEHHs, KOHTPOJIS KAuyecTBa M BCEro >KU3HEHHOTO IMKJA Pa3Iu4HbIX
JICKapCTBEHHBIX MPENapaToB M MEAUUHUHCKUX U3JCJIUNA, OCHOBHOM HOPMUPYIOLIEH
JOKYMEHTAllMM; a TaKXke TMOJydeHHe OOIIero IMOHUMaHMs ajlropuTMa YIpaBJICHUs
poeKTaMu B 00siacTu (hapMaleBTHUECKON HAyKH U MPAKTHUKU B COOTBETCTBUU C CUCTEMOM
TpeOOBaHUI U CTAaHIAPTOB, a TaKKe (POPMHUPOBAHUE CUCTEMHBIX 3HAHUUN MO OOpalIeHHUIO,
BKJIIOYAsi XpaHEHUE U TPAHCIIOPTUPOBKY, MOJIb30BaHUE MHGOPMALIHEH.

B pe3ynbTaTe 0CBOCHUS TUCHUIUIMHBI CTYACHT JTOJKEH:
3HaTth:

- KitroueBrbie onpenenieHrs i TEPMUHOJIOTHIO TUCLMILIAHBI;



- OCHOBHBI€ aCTIEKThI HAJJISKAIIMX MPAKTUK U X CreU(UUECKUe 3a/1a4H;

- TUITUYHBIC MPOOJIEMbI KaUueCTBa JICKAPCTB;

- CTaHAAPTHI KOHTPOJIS KaueCcTBa JICKAPCTBEHHBIX CPEJICTB M KPUTEPUHU UX BBIOOPA;

- OCHOBHBIC TIOCTYJIaThl yIPAaBJICHUS Kauye€CTBOM Ha IPOU3BOJCTBEHHBIX W HHBIX
(hapMaIeBTUYECKUX yUIPEKICHUSIX;

- 3TaMnbl )KU3HEHHOTO YKKJIa JICKAPCTBEHHBIX MPENapaToB;

- 3Tarbl CO3/IaHUSI TEXHOJIOTUU MTPOU3BOJICTBA JICKAPCTBEHHBIX CPEJICTB.
YMmern:

- IPUMEHATh Ha TPAKTUKE KOHIIEIIIMIO KAaUYeCTBA JIEKAPCTBEHHBIX CPEJICTB,;

- TIOJIB30BATHCS  PETYJHMPYIONIMMH HAIIMOHAJBbHBIMU  CTaHAApTaMH KadecTBa
JIEKApCTBEHHBIX CPEJICTB;

- pa3pabaThiBaTh OTHEIBHBIC pa3/Jelbl TEXHOJIOTHYECKUX TPOU3BOJICTBEHHBIX
perIaMeHTOB, CTaHIapTHBIE ONIEPAITMOHHBIC MPOLETYPHI U T.I1.
Baaners:

- HaBbIKAMHU MPAKTHUYECKOM pabOThl C HAIMOHAIBHBIMM CTaHIAapTaMU B 0O0JacTH
KadecTBa, IPOU3BOJICTBA, TPAHCIIOPTUPOBAHUS, XpaHEHUS (U T.I1.) JICKAPCTBECHHBIX CPEJICTB;

- HaBBIKAMHU COCTABJICHHS WM Pa3pa0OTKU OTIEIBHBIX Pa3ieiiOB TEXHOJIOTMYECKUX
MPOM3BOJICTBEHHBIX PETJIaMEHTOB, CTAHIAPTHBIX ONEPAIMOHHBIX MTPOLEYP U T.II.

Mecto nucunmiiuebl B ctpykrype OIIOII no cnenuanasnocTu 33.05.01
dapMmauus

Hucuunmaa  b1.0.32  «TexHonornyeckuii  MEHEKMEHT  (hapMaleBTHUECKOU
MPOIYKLUHUMW» OTHOCUTCA K 0053aTeNIbHOM YacTH JUcUUIIINH bioka 1. yueOHoro miasa.

«Texnonornuecknii MEHEKMEHT (DapMarieBTUUECKOM MPOIYKITUN» SBIISIETCS OJTHON
U3 IMCLUUIUIMH, KOTOpas B3aUMOCBs3aHa ¢ (apMalleBTUUECKOI TEXHOIOTHEN, METULIMHCKUM
u  (apManeBTHUECKUM  TOBapoBeICHHEM,  (apmarleBTHYeCKON  uHboOpMaImei,
(bapMalleBTUUECKUM MEHEIKMEHTOM, (apMalleBTUUECKON XUMHEH, yIpaBiIeHUEM U
HPKOHOMUKOH (hapmaruu.

OcHOBHBIE TIOJIOKEHUSI (hapMaIeBTUYECKON pa3pabOTKH HEOOXOIUMBI JJI U3yUCHUS
(apMaleBTUUECKONW TEXHOJOTUH, (HhapMaleBTUYECKOr0 MEHEIXMEHTa, MEIUIIMHCKOTO U
(apMaleBTUYECKOTO MEHEIKMEHTa (PapMaleBTUUECKOM XUMHUM W YHOPABICHUS H
SKOHOMUKH (papMariuu.



3. TpeOoBaHus K pe3yJbTaTaM OCBOCHUS JUCHUILIMHBI (KOMIIeTeHIINH 00y4yalonierocs, GopmMupyembie B pe3yJibTaTe
O0CBOCHUS TUCHMILIMHBI « TexXHOoI0rn4ecKuili MeHeKMEeHT hapManeBTHYECKO MPOAYKIMH)

N3yuyenue qucuuminibl « TeXHOIOTUYECKUI MEHEHKMEHT (DapMalieBTUUECKON MPOAYKIIMIY HAIIPABJICHO Ha POPMUPOBAHUE

y 00y4JaroIuXcs CASAYIOMNUX KOMITETSHITUH:

YYE€TOM UX 3aMEHACMOCTH

cpencTs
¢unancuposanus mpoektoB. CIIOHCOPCTBO, KAMIAHUH 110 MPUBJICUCHHIO CPEICTB,
MHbBIC TEXHOJIOTHH ¥ IpHeMbl panapaiizunra. Ctpareruio Gpanapai3unra.

Buner  ¢ounos, rpantoB u mporpamm. Ilpmopurerst donmos. CrpyKTyphl
TPAaHTOJAIONIMX WHCTHTYTOB M OpraHm3anmii. Mx kmaccndukamuio, HCTOUYHHKH
UH(OPMAIHHI 0 HUX
IlpumepHyio  cTpyKTypy
(HHAHCHPOBAHUS

3a4BOK Ha TIpaHTBl WJIH JpYyrue HUCTOYHHUKH

(apmaneBTHYECKHX U apadapMaleBTHUECKUX IPOIYKTOB
Ocy1ecTBIATh NOKMCK, aHAIIN3 H BBIOOP HCTOUHMKOB (PMHAHCUPOBAHHS
NPOEKTOB B chepe oOpaleHus IeKapCTBEHHBIX CPEJICTB M pa3paboTKn
(apmaneBTHYECKHX 1 apadapManeBTHYECKHX MPOyKTOB
IlpunuMaTh yJacTHe B COCTAaBICHHHM H IOJaue 3asBOK HA TPAHTHI WK
JIpyrue HCTOYHHKH (QHHAHCHPOBAHHS

HCTOYHHKOB (PMHAHCHPOBAHUSI IPOCKTa B cepe
oOpamieHust  JICKapCTBEHHBIX  CPEICTB u
pa3paboTku apmaneBTHIECKHX u
napadapManeBTHYECKHX MPOTYKTOB

T'oToBHOCTBIO K TIPUHATHIO ydacTus B
COCTaBJICHMM W T10Ja4€ 3asABOK Ha TI'PaHThl WIHA
JpyrHe HCTOYHMKHU (PMHAHCHPOBAHHUS

N Homep/ C B pesyabTaTe H3y4yeHHs y i TMCHMILTHHBI 00y JOJIKHBI:
MH/IEKC
n/ KOMIeTeHIHH (W ee OneHoYHbI
KOMIETEeHIH 3HaTh Ymern Baagern
n " YacTu) e cpecTBa
YK-2 CrnocobeH ynpapJisiTh IIPOEKTOM HA BCeX ITANAX ero ;KU3HEHHOr 0 MK
o OOmMe MOHATHA O HAYYHBIX HCCICIOBAHUSAX, DA3HOBHIHOCTSAX HAy4HO- e Hnentuduuupoars npobiaemy, TpeOyIOILy0 IPOSKTHOTO PEIICHUS TotoBHOCTBIO K HzeHTH(UKamK npoGiembl B | TecroBble
HCCIIEZIOBATENILCKOM  J€ATEIbHOCTH, HAy4YHO-HMCCIIEIOBATENBCKUX M OIBITHO- 1 (pOpMyYIIHPOBATH HA OCHOBE MOCTABJICHHON NPOOJIEMbI IPOEKTHYIO chepe oOpaleHHs JIEKAPCTBEHHBIX CPEJACTB M | 3alaHus,
KOHCTpyKTOpckuX paborax (R&D) B cdepe obpaliieHus 1eKapCTBEHHbBIX CPEACTB 3aa4y pa3paboTku (hapMaLeBTHYECKHX u | YCTHBIi
@ U pa3paboTku (hapMaLeBTHIECKHX U HapadapMaleBTHICCKHX POIYKTOB e OnpejesaTh THI PEIAEMON 3a/a4, COOTHOCHTb C O0GIACTAMH napahapMaLeBTHIECKHX POIYKTOB ompoc,
OpMyanyeI Ha ognose * OO6mniue MOHATHS 0 MPOEKTHOH AEATENEHOCTH B chepe 0OpaIIeHNs IeKapCTBEHHBIX uccneoBanuil B cdepe oOpameHus JEKapCTBEHHBIX CPEJICTB U HavansHeIMM HaBbIKaMH (HOPMYJIMpPOBaHHMS Ha | CUTYalHOH
TOCTABIICHHOM MPOOICMBI CpPEJICTB U pa3paboTKH (apMaleBTHYECKHUX H MapadapMaleBTHYECKHX TPOTYKTOB pa3paboTke  (apMaleBTHUECKHMX W mapadapMaleBTHYECKHX OCHOBE TIOCTaBJICHHOI TpoOneMsl B  cdepe HBIC
1. [VK-2.1 ggs:sé?:;;ﬁ:lixu‘iepes * Croco6bI MOCTaHOBKH MPOEKTHBIX 33/1a4 M MOHATHE O PeaNM3aliM IIPOEKTHOTO MPOJYKTOB obpamieHusi ~ JEKapCTBEHHBIX  CPEACTB M | 334aHHA
PEAHIALHIO POEKTHOTO YHpaBJeHHs KaK O Crocobe pelreHust MPOEeKTHBIX 3ajad, B TOM uncie B cdepe e BriGupats crocob penreHns NpoeKTHBIX 3a1a4 B cdepe obpareHns pa3paboTku (apManeBTHIECKHX u
— oOpallleHHsi JIEKapCTBEHHBIX CPEICTB M pa3paboTku  (hapMalEeBTHYECKHX H JIEKAPCTBEHHBIX CPEACTB M pa3paborke (apMalEBTHUECKHX MU napadapMaleBTHYECKUX MPOIYKTOB MPOEKTHBIX
napaapMaleBTHYECKUX MPOIYKTOB napadapMaleBTHYECKUX MPOLYKTOB YEPE3 Pean3aluio IPOEKTHOIO 3a1a4 M cnocofoB  MX  pelleHHs  yepes
o OOmme noHATHS 00 OCOOCHHOCTAX pbIHKA (PApMALEBTHYCCKUX HHHOBALUH. yIpaBICHUs peal3aluio POEKTHOIO YIIPaBICHUs
JlekapcTBeHHplE — IIpenaparbl, Kak NPOMYKT  HAay4YHO-HCCIIENOBATENbCKOM
JIeSITEILHOCTH.
CocTaBHBIE 2JIEMEHTBI CHCTEMBI ynpasJI€HHUSA Cl)apMaL(eBT"‘{eCKHMH TIPOEKTaMH ol PaspaGaTLmaTb KOHLICIIIIAIO Q)apMaueBaneCKoro TMPOEKTa B paMKax T'oToBHOCTBIO K TIPUHATHUIO y4acTHA B pa3p360TKe TecroBbie
P 6 * OCHOBBI COBPEMEHHON KOHIIEIIIMHU TTPOEKTHOTO MEHEUKMEHTA, METOJIOB aHAIIH3a 0003HaYEHHOI POOIIEMBI KOHIIEMIMIO MPOEKTa B paMKax 0003HaYeHHOH 3a7aHus,
nz?)iiTzT;ISZ;i;;Huenu”m U CHMHTE3a, AN pelleHHs YNpaBlIeHYecKuX 3amad B cdepe obOpamienns @ DopMyaupoBaTh LEIH IPOBEICHHS MPOCKTHOMN JESTEIbHOCTU B cdepe npoGnemsl: bopmyupyer Leib, 3aaa4u, YCTHBIi
oBosHauCHHOf TPOGIEMB: JICKapCTBEHHBIX CpeacTs u pa3paboTKi (apManeBTUYECKHX u oOpalleHHs JIeKapCTBEHHBIX CPEACTB U Pa3paboTKu GapMaeBTUUCCKUX 06001—103},133&' AKTYalbHOCTb, ~ 3HAYMMOCTb, | OINpOC,
dopMyaHpyeT uens, napaapManeBTHYECKUX MPOIYKTOB U napagapMarieBTHICCKUX IPOIyKTOB OXKHIACMbIC pesynmang 1 BO3MOXKHBIE chepbl ux CUTYalMOH
2. lvK-2.2 3a7124H, 06OCHOBHIBAET lo OcHOBHbIC HCTOUHMKH HH(OPMALIMH VTS PELICHHS 32124 B IPOLIECCE IOATOTOBKH [0 YuacTBOBATh B  [OCTAHOBKE 3aJau, COOTBETCTBYIOIIMX Lemu | MPHMCHCHMs B C(hepe 00pallieHHUs ICKAPCTBEHHBIX | HbIE
) U peanHzalMH Ipoekta B cdepe oOpalieHHs JEKAPCTBEHHBIX CPEACTB U peann3aumK poeKTa B chepe 0OpAIEH s JIeKapCTBEHHBIX CPEACTB W | CPEACTB M paspaGoTki  (JapMaUCBTHYECKHX H | 3ajaHHs
AKTYyaJIbHOCTb, 3HAYMMOCTb, napad)apMaueBaneCKnx TPOKTOB
0IKHIACMbIE PE3YIIHTATHI 1 paspa6o‘n<u Q)apMaueBaneCKnx " HapaCl)apMaL[EBTPl'—IECKPIX TIPOAYKTOB paSpaGOTKI/I CbapMaL[eBTI/I'-IeCKI/IX " Tlapaq)apMaLIeBTH'-leCKHX TNPOIYKTOB
BO3MOKHbBIE C(l)epbl UX  OOGoCHOBBIBAaET AKTyaJIbHOCTb, 3HAYUMOCTb, O0KMAAEMBIE PE3yIbTaThbl
TpUMeHeHHs MPOEKTa U BO3MOXHEIE Cepbl MX TpHMeHeHHs B cepe obpamieHus
JIEKapCTBEHHBIX ~CPEJCTB M pa3paboTku  (apMaleBTUYECKHX U
napahapMaleBTHICCKHX POIYKTOB
* OCHOBHbIC HCTOYHHKM (PUHAHCHPOBAHMS Ul pEIICHMs 3ajad B mporuecce [ ICHoap30BaTh OCHOBHBIC HCTOUHHKH HH(MOPMALNN UL PELICHHS 33124 T'oTOBHOCTBIO K  MNpPUHATHIO  yyacTus B TecroBbie
HOJrOTOBKH H pealn3allii IPOeKTa B cepe oOpalieH s IeKapCTBEHHBIX CPEICTB B IIpOLiecCe MOATOTOBKH H Pealn3aliy MPOEKTa B cdepe oOpareHus [UIAHHPOBAHHH HEOOXOAMMBIX PECYypcoB Ha | 3ajaHusl,
u pa3pa60TKI/l (papMaLleBTquCKI/IX n napacbapmauea‘mqecxnx TIPOAYKTOB JICKapCTBEHHBIX CPEACTB H paSpaGOTKI/I qjﬂpMaL[eBTI/lquKI/lX n peanusanuio MpoeKTa, B TOM YHCJIE C YYETOM HX yCTHHﬁ
o OOwye MoHATHSA 00 OIEHKE CTOMMOCTH TPOEKTA, YHPABICHHH CTOMMOCTBIO M napagapmMareBTHYECKUX MPOLYKTOB 3aMEHAEMOCTH ornpoc,
TIPOAOJIKUTENBHOCTBIO ITPOEKTA B CbapMaLU/"/I, B}O}])KeTe HJIK CMETE pacxo/l0B Kak |® l'IannmaTL y4JacTh€ B OLIEHKE CTOMMOCTH IIPOCKTa, YIPaBICHUHA T'oToBHOCTBIO K TIPUHATHIO ydacTus B CHUTYyalluOH
KIIIOYEBOrO dTanm pas3paborku mpoekra. OOmme TpeOGOBaHMS K COCTABICHHIO CTOMMOCTBIO M IIPOJIOJDKHTEIEHOCTBIO MIPOEKTa B hapMaruu. OFO/DKETHPOBAHHHI TpoeKTa u BbIOOpe | HBIC
Tnanupyer HEOOXOAUMbIE Groyukera ¢ IIpHHHMATH y4acTHE B COCTABICHUM OIOUKETa HIM CMETBI PACXOZOB ONTUMAJILHOI CTOUMOCTH 3TAroB 3a1aHus
3. [VK-2.3 Ppecypcebl, B TOM 4HUCIe ¢ @ Iloustne «baHApal3UHI», KaK CHOCO0  IPUBICYCHHS ISt npoekta. B cepe 0OpaleHns IeKapCTBEHHBIX CPEACTB U pa3paboTku T'OTOBHOCTBIO K NPHHATHIO y4acTus B TIOHCKE




N Homep/ C B pe3yabTaTe H3yueHHs Y il AMCIMILIHHBI 00y JIOJIKHBI:
HHIEKC :
n/ KOMIeTeHIHH (MM ee OueHoYHbI
KOMIEeTeHIH 3HaTh YMmerb Baanern
n " 4acTu) e cpeacTBa
IloHsiTHEe O IUIAHMPOBAHHM IPOEKTHOH JESATEIBPHOCTH M OCHOBHBIC JTambl | BpiOHparh M pa3paboTaTh OpPraHM3aLHOHHYIO CTPYKTYDPY YHpaBICHUS T'OTOBHOCTBIO K HpHHATHIO  ydacTus B | TecroBble
TUIAHUPOBAHHS (papMaIeBTHIECKOU pa3paboTKH, Kak IpoeKTa B cdhepe obparieHus IOPOEKTOM B (apMalHH, €ro OKPYKEHHE C Y4YEeTOM OCHOBHBIX IUIAHUPOBAHHH PEaN3aliU IPOSKTa 3aJaHus,
JICKapCTBEHHBIX CpenCcTB u paspaboTki (hapManeBTHIECKHIX u HPHUHIMIOB YIPaBIeHHs B (hapMalleBTHIECKO OTPACIIH, B TOM YHCIIE B TOTOBHOCTBIO K BBIOOPY M WHCHONB30BAHMIO | YCTHBIH
napad)apMaueBanecxux TIPOOYKTOB q)apmaueBTI/mecxnx OpraHusanusax " ux CTPYKTYPHBIX MHCTPYMEHTOB IJIAHUPOBAHUS omnpoc,
OpraHn3alfiOHHYI0 CTPYKTYpy VIPaBICHHS MPOEKTOM B (dapmaumum, ero TIO/Ipa3ICTICHAAX CUTYalOH
PaspabarsiBaeT mian OKpYKEHHE C y4eTOM OCHOBHBIX NPHHIMIOB yNpaBieHus B (apmareBTHdeckoii (¢ [IpUHHMATh y4yacTHe B MOCTPOCHHH CETEBON M HH(OPMALMOHHO- HbIE
peanu3aliy NpoeKTa ¢ OTpaciu, B TOM 4YHCIe B (hapMaleBTHYECKHX OPraHM3aLlHAX M HX CTPYKTYPHBIX TEXHOJOIMYECKOH MOJENH YIpaBICHUs MPOEKTOM B apmanuy, 3a/1aHus
4. |YK-2.4 HCIOJIb30BaHHEM TI0/Ipa3IeIeHHSX paspaboTke  CETeBOH  MaTpuLbl M MATPULBl  pa3fieleHHs
HHCTPYMEHTOB CpaBHHUTENIbHBIE XapAaKTEPUCTHUKU IIPOrpaMMbl, HOPTdeNns M HpPOeKTa Kak aIMHHUCTPATHBHBIX 3a]1a4 YIPaBJIeHHs IPOEKTOM B (papManuu
TUTaHUPOBAHUS 00BEKTOB MPOEKTHOrO YNpaBJIEHUs, HX B3aUMOCBA3b B chepe obpauienus | IIpuHnMaTh  ydyacTHe B IUIAHMPOBAHMM  OCHOBHBIX  3TaroB
JIEKapCTBEHHBIX CpeNICTB u pa3paboTkn (hapmaneBTHIECKIX " (apmaneBTHYeCKOH pa3paboTKM, Kak TpoekTa B cepe oOpameHus
napaapMaIeBTHIECKUX MPOAYKTOB JIEKAPCTBEHHBIX CPEACTB M pa3paboTkh  (hapMaleBTHYECKHX U
MHCTpYMEHTBI TIAaHUPOBAHMS TMPOCKTHOM IEATEIbHOCTH B cepe obparueHus napagapManeBTHYECKUX MPOAYKTOB
JICKapCTBEHHBIX CpencTB u Ppa3paboTKi (apManeBTUYECKHX u
napadapMaleBTHYESCKUX IIPOAYKTOB
OCHOBBI HPOEKTHOr0 MeHe/uKMeHTa. COBpeMEHHbIE MOJENM ympasicHus |e IIpuHMMAaTh ydacTHe B YNpaBlIeHHS [POEKTOM B (apMmauuu. T'oTOBHOCTBIO K TPUHATUIO B y4yacTHs B TecroBble
npoekToM. CereBble M HHPOPMALMOHHO-TEXHOIOIHYECKHE MOJIE/IH B IIPOCKTHOM Vinentuduuuposath cereBble M HH()OPMALMOHHO-TEXHOIOIHYECKHE OCYILECTBIIEHHH MOHHTOPUHIA X0J/la pealu3aliy 3a7aHus,
MCHC/UKMECHTE, UX ONTUMHU3AIMA. OCHOBBI ynpaBJICHHS IIPOEKTOM B q)apmal_mn, MOJEJIN B IIPOEKTHOM MEHEDKMEHTE, UX ONTUMHU3ALIHA. NpOCKTa H KOPPEKIHH OTKJIOHEHU I IyTeEM yCTHHﬁ
PA3HOBMIHOCTH ~ MPOEKTHOTO  ymnpasieHus. OpraHu3alMOHHYIO CTPYKTYpPY [e I[IpMHHMAaTh ydacTHe B MOCTPOEHHH CETEBOH M HMH(OPMALMOHHO- BHECEHHS JIOTIOJHUTENbHBIX U3MEHEHUH B IUIaH onpoc,
Ocymec‘mnsxe‘r MOHHUTOPHHT CHCTEMBI YIIPABICHUSA npoexTOMB(bapMaL(MH. TEXHOJIOTHYECKOH MOJCIH YINpaBJICHHUS IIPOCKTOM B cl)apmaunu, peanusanuu poeKTa CHUTYyalluOH
XOJa peanu3aliy NPOEKTa, TlonsiTHE 0 CeTeBbIX MaTpHIAX. MaTpULbl pa3ieiIeH s aJMHHUCTPATHBHBIX 3324 pa3spaboTke  CETeBOH  MaTpuIBl M MAaTPUIB  pasfieleHHs T'OTOBHOCTBIO K  NpPHHATHIO  ydacTHs B | HBIE
KOPPEKTUPYET OTKIOHCHH, ynpapjieHus npoekToM B apmauuu. IToHATHE 30HMPOBAHMS OTBETCTBEHHOCTH aIMHHUCTPATHBHBIX 3a/1a4 YIPaBJICHHS IPOEKTOM B (papManun MEHE/DKMEHTE PUCKOB KauyecTBa BBIIOJIHEHHS 3a7aHus
BHOCUT  JIONIOJIHUTENIbHbBIE YYaCTHHKOB IpoeKTa. BriGop poseit ucroHuTeneii NpoeKkTa B COOTBETCTBHM C MX |0 [IpMHMMATh ydyacTHe B aHaIM3e W [POTHO3UPOBAHMH COCTOSHHS mpoekTa B (papMaleBTHUECKON OTPAcId, B TOM
5. [VK-2.5 H3MCHEHHs B IUIaH KOMIICTEHIUEH. [POEKTa HayYHbIX UCCIIEI0BaHMIT B (hapMalleBTHYECKOIH OTPaciiu, B TOM uycie B hapMaleBTHYECKUX OPraHU3aUUiX U HX
peanuzanun TIPOCKTA, Meroasl  aHamu3a M TPOTHO3MPOBAHMA  COCTOSHMA MPOEKTa  HAydIHBIX yucne B (apMaleBTHYECKUX OPraHH3aLMsAX U UX CTPYKTYPHBIX CTPYKTYPHBIX MOJPA3ACNCHHUAX
YTO4YHSET 30HBI I/ICCJ'IEI[OBHHI/Iﬁ B @apM&ueBanecxoﬁ OTpaciu, B TOM YHUCIIE B q)apMaLICBTI/I‘IeCKI/IX TIOApasACICHUAX 110 CTOMMOCTH, IIPOAOJDKHTEIBHOCTH, Ka4€CTBY H
OTBETCTBCHHOCTH OpraHusanusax u Hux CTPYKTYPHBIX Toapa3aeIeHUAX mo CTOUMOCTH, pHUCKaM

Y4aCTHHUKOB IPOEKTa

TIPOAOJIKATENIBHOCTH, KAY€CTBY U pUCKaM

OCHOBHBIE TIOHATHS MCHCPKMECHTA PUCKOB Kaui€CTBa BBINIOJHCHHUA IIPOCKTa B
(hapMaLeBTHYECKOH 0Tpaciu, B TOM YHCIe B GapMaleBTHUCCKIX OPraHU3aLIsIX U
UX CTPYKTYPHBIX II0Jpa3/ieJCHUAX. YIIPaBJICHHE KAaUeCTBOM U PUCKAMHM [IPOEKTa B
dapmanun.

anHHMaTB y4dacThHe B MEHEUKMEHTE PUCKOB Ka4€CTBa BBINIOJTHEHUSA

npoekta B (hapMALEBTHUECKOH OTpacid, B TOM 4YHCIE B
(apmaneBTHUECKHX OpraHu3aLHsIX u HX CTPYKTYPHBIX
HoJpa3IeNeHUsIX




IIpodeccuonabHbIE CTAHAAPTHI U TPYAOBbIE PYHKIUN, KOTOPbIE MOJHOCTHIO WM YACTHYHO 00Y4AIOIIMIACH MOKET
NPOJEMOHCTPUPOBATH B MpoOLecce U3YYCHUs M CHUIINHBI:

IlepeyeHb 00001IEHHBIX TPYAOBBIX QYHKIMHI U TPYAOBBIX (PYHKIUM, HMEIOLIUX OTHOLIEHHE K PodeccHOHAIBLHOMI
AeATeJbHOCTH BbINYCKHUKA

Crenenp
OTHOLLIEHHUS K
Hupexce HaumeHoBaHue Komnerenuuu Tpe6oBanus K 00pa30BaHMNIO Oco0ble yCJI0BHS J0NyCKa K padoTe npogeccHoHATbHON
JIeSITeJIbHOCTH
BBIIYCKHHKA
02 3APABOOXPAHEHUE
YK-2; YK-8; OIIK- Yactuuno
1; OIIK-2; MK-9;
02.010 CIEOUAJIMCT IO ITPOMBIIIIEHHOM ®APMALIMM B OBJIACTH TIK-27; IIK-17; TIK-
’ HUCCJEJOBAHUU JJEKAPCTBEHHBIX CPEACTB 18; TIK-19; TIK-20;
MK-21; NIK-22; K-
23; IIK-24; IIK-25
IIpoxoxkaeHne 00s13aTeNbHBIX YacTuuno
npeABapuTeIbHBIX (IpH
YK-2; YK-8; OH_K— Buicuee 0GpazoBanse — MOCTYIUIEHHH HA PadoTy) U
1; OIIK-2; TIK-9; T — NEePHOANYECKHX MEANIIHHCKHUX
puar o
TK-27; IIK-17; IIK- 0CMOTPOB (00c/1eJ0BaHUIi), 2 TAKIKe
A IIpoBeaenue padoT Mo UCCJIEOBAHUSM JIEKAPCTBEHHBIX CPEACTB 18: TTIK-19: TIK-20: BHEOUEPEHBIX METHIHHCKIX
l'lI,(‘-Zl; HI,('-ZZ; l'lI’('- LEOI e (O - OCMOTpI(:B (oﬁcnez](I)lBaHuii) B
23; IIK-24; IK-25 CHEMUATHTET, MATHCTpATypa NopsiiAKe, yCTAHOBJICHHOM
3aKOHOJATEeILCTBOM Poccuiickoii
Denepanun
YK-2; YK-8; OIIK- YacTtuuHo
1; OIIK-2; IIK-9;
. MK-27; NIK-17; K-
AJ01.6 | IIpoBenenue pagot mo papmManeBTHYECKOI pa3padoTKe 18; TIK-19; TIK-20:
TIK-21; TIK-22; TK-
23; IIK-24; TIK-25
. N TIK-23; TIK-24; TIK-
Mertopl MIaHUPOBAHUS UCCICIOBAHUM, HCIIBITAHUI U SKCIIEPUMEHTAIBHBIX ) .
N 18.5; MK-19.1; TIK-
3u.14 paboT, NpUMEHSEMBIX NPpH (apMalleBTHYECKON pa3paboTKe (B OTHOIICHUU 192, TTK-20.1- TIK-
pa3pabaThIBacMbIX JICKAPCTBEHHBIX CPEIICTB) 22'3’ "




Crenenb
OTHOIIEHHS K

Hupexc HaumeHoBaHue Komnerenuuu Tpe6oBanusi K 00pa30BaHNI0 Oco0ble ycJI0BHS J0NyCKa K padoTe npodeccHOHATbHOM
JesITeJIbHOCTH
BBIITYCKHHKA
VK-2; YK-4; YK-5; YacTHYHO
YK-8; OIIK-2;
02.012 CHEOWAJINCT B OBJIACTH YIIPABJIEHUSI OIIK-3; OIIK-4;
DPAPMAINEBTUYECKOU JEATEJBHOCTBIO OIIK-6; ITK-1 ; IIK-
2; IIK-3; 1IK-4; IIK-
6; IIK-15; IIK-27
IIpoxoxnenue 00A3aTeIbHBIX YacTtuuHo
npeJBapUTeIbHBIX (IpH
NMOCTYIUIECHMH Ha PpadoTy) u
NMEePHONYECKHX MeTHIIMHCKAX
0CMOTPOB (00c/1e10BaAHUI), 2 TAKIKE
VK-2; VK-4: YK-5: BHe0Yepe/HbIX MeAHIHHCKHX
VK-8; OIK-2: Buiciree 06pazoBamue - 0cMOTpPOB (00c1e10BaHUIl) B
A Opranu3anus 1 pyKOBOACTBO (hapManeBTHYECKOH 1eATeIbHOCTHIO OIIK-3; OIIK-4; CHEeHAIUTET ;I:]lc):}l::;;z:;:?::;];*i’}:)ocn:nﬁcxoﬁ
(apmaneBTHYeCKOl OpraHu3anuu OIIK-6; ITK-1 ; ITK- | Cpennee npodeccuonaibHoe o
2; IIK-3; IK~4; [IK- | obpasosamme H;ﬁiﬂ;;:ﬁue 00y4yeHHs N0 OXpaHe
(8 LR LT Tpyaa, NoKapHOii 6e30IMacHOCTH,
MOATOTOBKA B 00,1ACTH 3ALIATHI OT
Ype3BbIYAHHBIX CUTYaU
Haimune cBujereabcTBa 00
AKKpeauTAIMH/cepTH(PUKATA
cHenuaJucTa
YK-2; YK-8; OIIK- IToanocTHIO
A/01.7 | TliaHupoBaHMe JeSITEILHOCTH (hapMaeBTHIECKON OPraHu3aHu i’.ﬁg ;T,I;gc’-glﬁici
15; IK-27
Ompenenenure neiei u 3a1ad JesATEILHOCTH (apMaeBTHIECKOI OpraHu3aliy YK-2; TIK-27; OIIK-
TA.3 N ’ 3.2; IIK-6.1; IIK-6.8;
KOHTPOJIBHBIX NTOKAa3aTeNeH HX JOCTIKEHUS U PeIICHHs T1K-6.10; [IK-6.11




4. Conep:kanue M y4eOHO-MeTOAMYECKAS KAPTA AUCHUININHBI

Tabauua 4.1
Ne HaumeHoBaHUe TeM U3y4YaeMbIX 10 JAHHOM CamocrositesbHas padora KosmmuecrBo
ILII. JUCIHILTTHHE bas108 Hepeuenn
Jlutepaty
Copep:xanue Yacel ®opma | Mun. | Makc. KOMHeVTe"H pa
IMpakTHyeckue koutposn | Kom. | Koa. b
Jlexnuun Yacobl Yacel
3aHATHSA (TemMa) s 6ana | 6awioB
(1) 3
1 IMoustne 2 IMousrtue 2 Nzygenne HJ, YK-2.1
(hapMareBTHYECKO (dhapmareBTHYCCK PCTIAMCHTHPYIOIIHC VK -22
o o MMPpOU3BOACTBO U KOHTPOJIb ’
W IeSITEIbHOCTH U OH eI TEILHOCTH
xauectBa JIII B CIIIA u EBpone VK-23
KOHTPOJIA Ka4ecTBa ¥ KOHTPOJIS (Tpasuna FDA CIIA u Ipasuna VO e
JICKapCTBECHHBIX Ka4decTBa GMP EC). 3 C3 0 3 VK - 2.4 ILo. 9
IpenaparoB B JIEKApCTBEHHBIX I
I TK VK-25
poriecce ux MIpermapaToB B
MIPOU3BOJICTBA U MpoIiecce uX
A3TOTOBJICHUS. MIPOU3BOJICTBA U
H3rOTOBJICHH.
2 Konnenmus 4 [Tomyuenue 2 HM3y4eHne 0CHOB BanuJalMU HA YK-21
HaJJIeXKaIAX JINIIEH3UH Ha (apmanesTecKnx
IPOU3BOICTBEHHBIX VK-2.2
MIPAKTUK B MIPOU3BOJICTBO vO
IPEIIPUITHUSX.
dapmaru (GxP). JIEKapCTBEHHBIX 3 C3 0 3 VK-23 M.n.9
Ipenaparos. I
TK VK-24
VK-25




OcHOBHBIE Crpykrypa VK-21
MIPUHIIHAITBI 1 CUCTEMBI VK -2
acriektel GMP. KOHTPOJIS U vO
obecneueHust H3yyenue ocHOB Bauaanuu C3 YK-23 IL.no. 9
KadyecTBa Ha MIPOLIECCOB MTPOM3BOACTBA. IT
TK YK-24
MIPOU3BO/ICTBE.
VK-25
Crpykrypa OcHOBHBIE VK-21
CUCTEMBbI KOHTPOJIS TpeboBaHUs, VK -2.2
1 obecrieyeHus MO/Ipa3elIeHus,
Ka1eCTBa Ha (hopmuposanue U3ydeHne OCHOB BaJHIALUK yO YK-23
IIPOU3BOJICTBE. CTaHJApPTHBIX OYHCTKH Ha (papMaleBTHYECKHX C3 IL.n. 9
OHepaHI/IOHHBIX MNPpOU3BOACTBCHHBIX I1 VK-24
TIpoLeayp JUIs MPEANPUATHSIX. TK VK-25
KOHTPOJIS BCETO
MIPOU3BOJICTBA.
Bononoaroroska.
Crpateruu u N3ydenue YK-21
WHHOBAIINH B QJIITOPUTMOB VK -22
(bapMareBTHYECKO pa3paboTKu U VO
i orpacin. - Crpy«Typa BATAROOro c3 vK-23 | Tn9
POEKTaMH I
B 00JIacTH TK YK-24
hapmarmy. VK- 25

10




CoBpeMeHHBIE YK-2.1
TpeOOBaHUs K 3 VK - 2.2
o0ecneyeHnIo
AHAJIUTHUYCCKOI'O VYK-23
COIIPOBOKIAECHUA CocTaBIicHHE BaIHIAAOHHBIX
BCEX OTYETHBIX IOKYMECHTOB. YK-24
TEXHOIOTMUECKIX OCHOBHEIE aCHEKThI YO VK-25
o MEHEPKMEHTBI KaueCTBa Ha C3 IL.nm 9
craagnuun
(bapMaleBTHUECKUX II
HpOHU3BOACTBA [POM3BOICTBEHHBIX TK
cyOCTaHIMH U npennpusTusax. Pasnenst
TOTOBBIX PYKOBOJICTBA T10 KaueCTRY.
HeKapCTBeHHI)IX
dhopm. 25
PyGexnas
arrectanusa 1
TexHONIOrNMUECKH YK-21
€ IMIPpOLICCChI HA VK -2.2
(dhapmaIeBTHYECK
M YVK-23
© VO
IIPOU3BOACTBE.
p C3 3 VK .24 Lo 9
I1
TK VK-25

11




8 I[NpaBuita VK-2.1
OpraHu3aIiu VK. 22
MIPOU3BOJICTBA U
KOHTPOJIA VK-23
KaJyecTBa
yo YK-24
JICKapCTBEHHBIX 3 L 9
cyOcTaHIM 1 I VK-25
TOTOBBIX TK
JICKapCTBEHHBIX
dopm.
unosanuu B
texnosioruu JIC.
9 KouTponbHble VK-2.1
TOYKHU VK. 22
IPOM3BOJICTBA. vo
c3 VK-23 | Mmoo
I 24
TK VK- 2.
YK-25
10 [TpombITICHHBIE VK -2.1
periiaMeHThl VK. 22
MIPOM3BOJICTBA.
K-2.
vO vy 3
C3 VK -24 o9
II
K VK-25

12




11

TpebGoBanus k
COCTaBJICHUIO
MPOMBIIIEHHOTO
periamMeHTa
MIPOU3BOJICTBA,
KOHTPOJIb
MIPOU3BOJICTBA,
KOHTPOJIb
MIPOMEKYTOUHBIX
cTagui 1
oreparuu,
KOHTPOJIb BCEX
MOJIYIIPOJIYKTOB U
HCXOIHOTO
CBIPbSI.

YO
C3

TK

YK-21

YK-22

YK-23

VK-24

YK-25

IL.nm 9

12

Ocobennoctu
OpraHu3aluy u
TUTAHUPOBAHHUS

AKHU3HEHHOTO

IIUKITa
NPOIYKIIHH,
IUTAHUPOBAaHUE
3aKyIOK, 3aTpar.
[Tpoueccsl,
CBSI3aHHBIE C
oTpeduTeNneM.

IIpoussoacTso

MIPOTYKITHH.
PyGexnas
arrecranus 2

YO
C3

TK
KC

YK-21

YK -2.2

YK -23

YK-24

YK-25

25

II.m 9

HToro

18

36

18

100

13




S. Pacnipee/ieHue Tpy10eMKOCTH JUCUMILIMHBI.

Paznen 5.1. Pactipenenenre Tpy10€MKOCTH TUCIIMIUIMHEI ¥ BUIOB y4e€OHOUM paObOTHI 1O
ceMecTpam:

Bup yueOHoii padoThl Bcero yacos/ Cemectpsl
3a9eTHBIX eIUHMIL 6
AyIuTOpHBIE 3aHATHS (BCEro), 72
B TOM YHUCIJIE:
Jlextum (JI) 18
Jlaboparopusie 3ansaTus (J13), 36
CamocrosiTe/ibHasi padoTa CTy/eHTa 18
(CPO)
Bua npoMexyTouHOii aTTeCTAlMU 3AUYET (3) 3
HUTOTI'O: O6mas Tpya0eMKOCTh ;E?r 722

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

No No HaumenoBanue Bunel yaeGHoit pabots (B AY) OueHouHble
/T | cemecTpa | paszzaelia JUCHUTLIIHHBI JI JI3 CPC BCET0 CpeIICTBA
1 3 Oob1iee nouarTue 2 4 2 8 YO — yerHbrid
(bapmareBTHIeCKOI onpoc, €3 —
CUTYallTUOHHBIC
JESITEIIbHOCTH U sanaum, TK -
KOHTPOJISI Ka4ecTBa TeCTOBI
JIEKapCTBEHHBIX KOHTPOJb, 1-
MperapaToB B TIPE3CHTAINS
MpoLecce uX
MIPOU3BOJICTBA H
U3TOTOBJICHHUS.
2 3 W3y4yeHune cTpyKTyphbI 16 32 16 64 YO — ycTHbIH
CHCTEMBI KOHTPOJIS U onpoc, €3 -
obecrieueHns KauyecTBa CHTYALHOEHBIC
3agaun, TK —
Ha npousBozctae JIII. TECTOBELH
KOHTpOJIb, KC-
KpYTJbli CTOJ
Uroro: 18 36 18 72
Paznen 5.3. Pacnipenenenne TeM JIEKIUN 110 CEMECTPAM:
No HaumenoBanue teM nekuui O6bem B AY
/T 6 CemecTp
1 | [Honsatue dapmarieBTHUECKON AEATEILHOCTH M KOHTPOJS KauecTBa 2
JICKapPCTBCHHBIX IPENapaToB B TPOIECCe WX TPOU3BOJICTBA H
U3TOTOBJICHHUS.
2 Konnenmus vapiexanmx npakTuk B ¢papmanuu (GxP). 4
3 | OcHOBHBIE TPUHIHIIBI U acTieKTel GMP. 4




4 | CTpyKTypa CHCTEMBl KOHTpPOJS M OOCCIeUYeHHs KadyecTBa Ha 6
IPOM3BOJICTBE.
5 | Crpareruu 1 UHHOBAMH B (DapMaleBTHUECKOM OTpaciy. 2
Hroro: 18
Pasnen 5.4 Pactipenenenue TeM 1a00paTOPHBIX 3aHATUN IO CEMECTPaM:
No HanmenoBanue Tem 1a00paTOPHBIX 3aHITHI O6bem B AY
/i 6 Cemectp
1 [TonsiTue papmaneBTHUECKOM NeATETLHOCTH U KOHTPOJISI KauecTBa 2
JIEKapCTBEHHBIX IIPENapaToB B IpoOIecce UX IMPOU3BOJCTBA U
W3TOTOBJICHHSL.
2 [Tony4yeHnue JIMLEH3UN HA IPOU3BOJICTBO JIEKAPCTBEHHBIX 2
MperapaToB.
3 CTpyKTypa CHCTEMbI KOHTPOJIS U 00ECIIeUeHHUs KauecTBa Ha 6
IPOU3BOJICTBE.
4 OcHoBHbIe TpeOOBaHUs, TTOIpa3esieHus, GopMUPOBaHKE 4
CTaHJAPTHBIX ONEPAIMOHHBIX IPOLETYP IS KOHTPOJIST BCETO
npou3BojcTBa. Bogonoaroroska.
5) N3ydeHue anropuTMoB pa3pabOTKU U yIIPaBIEHUS IPOEKTaMU 2
B oOyactu papmaruu.
6 CoBpeMeHHbIe TpeOOBaHUS K 00ECIICUECHUIO AaHATTUTUYECKOTO 2
COIIPOBO’KICHHUS BCEX TEXHOJIOIMUECKUX CTAaUil MPOU3BOACTBA
CyOCTaHITMI ¥ TOTOBBIX JIEKAPCTBEHHBIX (POpM.
7 TexHonornueckue mpouecchl Ha papMaleBTUYECKOM 2
MIPOM3BOJICTBE.
8 [IpaBuia opranu3anuu NpoOU3BOACTBA U KOHTPOJISI KA4eCTBA 4
JIEKapCTBEHHBIX CYOCTaHIIMI U TOTOBBIX JIEKAPCTBEHHBIX (HOPM.
Wunosanuu B rexHonoruu JIC.
9 KoHTpobHBIE TOUKH TPOM3BOJICTBA. 2
10 IIpoMbINIUIEHHBIE PETJIAMEHTHI IPOU3BO/ICTBA. 4
11 TpeboBaHMsI K COCTaBIEHUIO MPOMBIIINIEHHOTO perjaMeHTa 2
MIPOU3BO/ICTBA, KOHTPOJIb MPOU3BOJICTBA, KOHTPOJIb
MIPOMEKYTOUHBIX CTAIUH U ONEPALMI, KOHTPOJIb BCEX
MOJYITPOAYKTOB U MCXOJIHOTO CBIPbSL.
12 | OcobOeHHOCTH OpraHU3alWH ¥ TUTAHUPOBAHMS )KU3HEHHOTO [IUKJIIA 4
NPOAYKIMH, TUTAaHUPOBaHME 3aKYTOK, 3aTpaT. [Iporeccsl,
cBsizaHHBIE ¢ ToTpeOuTeneM. [Ipon3BoACTBO MPOAYKIINH.
Uroro: 36

15



6. O0pa3oBare/ibHbIE TEXHOJOTHH

B mponecce

HN3yUCHUA

TUCIUIINHBI

«TeXHOJIOrMYeCKUil MCEHEIHKMEHT

(dapmaneBTUYECKON TPOAYKIMU» HCHOJB3YIOTCS clieaytoniue (GopMbl aKTUBHBIX U
WHTEPAKTUBHBIX 3aHSATUH:

No/m.

Tema

Bun
3aHATHA

KoanuecTrBo
94acoB

AKTHBHbDIE
(¢opmbl

HNHTepakTHBH
bI¢ (POpMBI

Ionsarne papmaneBTHIECKOH
JeATeIbHOCTH U KOHTPOJISI KauyecTBa
JIEKapCTBEHHBIX IPEapaToB B
nporecce UX MPOU3BOACTBA U
W3TOTOBJICHUSL.

IIpaxTuueckoe

1

IIpe3enTanus

[lonydenne nuueH3uu Ha
MIPOM3BOJICTBO JIEKAPCTBEHHBIX
MpenapaToB.

IIpaxTuueckoe

IIpe3enTanus

CrpyKTypa CHCTEMbI KOHTPOJIS U
o0eclieueHus KayecTna Ha
MIPOM3BOJICTBE.

[IpaxTnueckoe

IIpesenTanus

OcHoBHbIE TpeOOBaHMS,
noJipaszeneHus, GopMUpoBaHHe
CTaHJAPTHBIX OINICPALTUOHHBIX
TPOLEIYp Ui KOHTPOJIS BCETo
npousBocTBa. Bonomonroroska.

IIpakTnueckoe

IIpesenTanus

W3ydeHne anroputMoB pa3paboTKu U
YIIPaBIICHUS IPOCKTAMH
B oOmactu papmanmu.

IIpakTnueckoe

IIpe3enTanus

CoBpeMeHHBIE TPeOOBaHUS K
0o0ecCIeYe N0 aHATUTHIECKOTO
CONPOBOXKIECHUS BCEX
TEXHOJOTMYECKUX CTaIuN
MPOU3BOJICTBA CYOCTaHIMI 1
TOTOBBIX JICKAPCTBEHHBIX (DOPM.

IIpakTnueckoe

IIpe3enTanus

TexHonoruueckue Npoueccs Ha
(hapMaleBTHIEeCKOM IIPONU3BO/ICTBE.

IIpakTuueckoe

IIpesenTanus

[IpaBuna opranuzanuu
MIPOM3BOJICTBA ¥ KOHTPOJIS KauecTBa
JIEKapCTBEHHBIX CYOCTAaHIMNA U
TOTOBBIX JICKAPCTBEHHBIX (DOpM.
Munosanuu B texuosoruu JIC.

[IpaxTnueckoe

IIpe3enTanus

KOH’I‘pOJ’ILHBIe TOYKH MIPOU3BOACTBA.

[IpakTnueckoe

IIpe3enTanus

10

HpOMLIH.IJ'ICHHLIG PEriIaMCHTBI
ITPOU3BOACTBA.

IIpakTnueckoe

IIpe3enTanus

11

TpeboBaHUs K COCTABICHUIO
MIPOMBILIJIEHHOTO perjaMeHTa
MPOU3BOJICTBA, KOHTPOJIb
MIPOU3BOJICTBA, KOHTPOJIb
MIPOMEKYTOUYHBIX CTAIUN U
orepauuil, KOHTpPOJb BCEX
TOJTYNPOAYKTOB M HCXOAHOTO ChIPbSL.

[IpakTnueckoe

IIpe3enTanus

12

OcoOeHHOCTH OpraHu3auy 1
TUITAHUPOBAHUS KU3HEHHOTO LIUKJIA
NPOIYKIUH, ITIAHUPOBAHHE 3aKYIIOK,
3atpar. [Iponeccsl, CB3aHHBIE C
notpedutenem. [IponsBoncTBo
MIPOJTKIIUH.

[IpaxTnueckoe

Kpyraslii cton

16




7. Y4eOHO-MeTOAUYeCKOe o0ecnedeHrne CAMOCTOSATe IbHOH padoThl
Pacnpenenenue camoctosaTenbHoi padothl ctynenta (CPC) mo Bugam u cemectpam:

Ne Haumenosanue suga CPC O6wveMm B AY
/i Cemectp 6
1 | Pabora c nuTepaTypHbIMH U HHBIMH HCTOYHUKAMHU HH(OpMAIH. 6
2 | PaboTa c 311eKTpOHHBIMH PECypCaMu, pa3MELIEHHBIMU Ha TUCTAHIMOHHOM 6
00pa30oBaTeIbHOM IIOPTaJie Y HUBEPCUTETA.
3 | IloaroToBka K y4acTHIO B 3aHATHIX B aKTUBHOW M MHTEPAKTHBHOH (hopme. 6
HNTOT'O (Bcero - AY) 18

8. OneHo4YHBIE CpPeACTBA NJIfl TEKYILIEro KOHTPOJISl YCIIeBAeMOCTH, PyOe:KHOM
aTTecTallii U MPOMEKYTOYHOM aTTeCTAIIUM 10 UTOraM OCBOCHHS TN CIUIINHBI.

«TexHoJ0orHYeCKU

8.1. ®opmbI TeKylIero KOHTPOJIS W MPOMEKYTOYHON ATTECTANMH IO JMCHUILIMHE

OLCHOYHBIX CPEACTB:

MCECHCIKMECHT

(papmaneBTHYECKOA

NPOAYKUMH», BHIbI
No No Ol1iIeHOYHbIE CPEJICTBA
HaumenoBanue pasnena
n/ | cemecTp @DopMBI KOHTPOJIS
0 . T CIUATUTHHBI Bunst
1 2 3 4 5
1 6 Texymmii u Oo1ee nonarue YO — ycraerit onpoc, C3 —
MIPOMEKYTOUHBIN (bapmManeBTHYECKON CHTyalHOHHEE sanasy, TK —
TECTOBBIN KOHTPOJIb, 11-
KOHTPOJb (KOHMpO.b JESITEIIbHOCTH U HpesenTam
CaMOCMOAMeNbHOU KOHTPOJISI KQuecTBa
ayoOumopHou u JIEKapCTBEHHBIX
8HEaAyOUMOPHOU MperapaToB B IpoIiiecce
pabomul cmyoenma) UX MPOU3BOJICTBA U
W3TOTOBIICHHUS.
2 6 Texymuit u W3y4eHne CTpyKTyphl YO — ycreri onpoc, C3 —
MIPOMEXKYTOYHBII CUCTEMBI KOHTPOJISA U CHTyallHOHHBIe sajam, TK —
TECTOBBIA KOHTPOJIb, KC-KpyTiiblii
KOHTPOJIb (KoHmpoas | obecrieueHns KauecTBa Ha o
CaMOCmMOsIMenbHOU npousBozacTse JIII.
ayoumopHou u
8HeayOUMopHOU
pabomul cmyoeHma)
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8.2. [IpuMepbI OLIEHOYHBIX CPEACTB:

8.2.1 TecTroBbIe 3a1aHus JAJI5 PYyOe;KHOM aTTecTAlUM (MPUMeEPbI)

1. COI'JTACHO 3AKOHOIATEJIBCTBY P® K ObPAIIEHNIO JIEKAPCTBEHHBIX
CPEACTB HE OTHOCUTCHA

A) pacrtipoctpanenue JIC

b) pa3paboTka, JOKIMHUYECKUE UCCIIEI0BAHMS, KIMHUYECKUE UCCIEIOBaHMS, HKCIIEPTU3A,
roCyapCTBEHHAs pETUCTPaLsl, CTAHIAPTU3ALMSA U KOHTPOJIb KA4€CTBA

B) npousBoACTBO, M3rOTOBJICHUE, XPAHECHUE

I') nepeBo3ka, BBO3 Ha Tepputoputo PO, BeiB03 ¢ Tepputopun PO, pexnama

2. TOCYAAPCTBEHHASA PETUCTPALIUA JITI, BEAEHUE 'OCYIAPCTBEHHOI'O
PEECTPA JIC OTHOCATCA K ITIOJIHOMOYMAM

A) Munznpasa Poccun

b) PocznpaBuanzopa

B) Pocniorpebnaizopa

I') opraauzanuii-npousBoaureneit JII1

3. TOCYJIAPCTBEHHOM PETUCTPALIMM TTOUTEXXAT BCE JITI, KPOME

A) JIT1, u3roToBICHHBIX B alTEKax

b) Bocmipon3BeIeHHBIX JIEKaPCTBEHHBIX MPENapaToB

B) HOBBIX KOMOUMHaIMIi 3aperucTprpoBaHHbIX panee JII1

') JII1, 3aperucTpupoBaHHbIX paHEE, HO MPOU3BEACHHBIX B JIPYTUX JIEKAPCTBEHHBIX (Op-
Max, B HOBOU JI03UPOBKE

4. OOUIUAJIBHBIM MCTOYHMKOM HNHOOPMAIIMMU O JIC, IMPOIIEJIINX
I'OCYIAAPCTBEHHYIO PETUCTPALINIO, ABJIAETCA

A) I'ocynapcrBennslii peectp JIC

b) peructp JIC Poccun

B) snnuxnonenus JIC

I') l'ocynapctBenHnas dhapmakories

5. BEBOITACHOCTbB JIEKAPCTBEHHOI'O CPEACTBA - 9TO...

A) CooTBeTCTBHE JIEKAPCTBEHHOTO CPEJICTBA TPEOOBAHUSIM (PapMaKOMEeHOM CTaThu JTNOO B
ClIy4yae €€ OTCYTCTBHSI HOPMAaTUBHOW JOKYMEHTAIIUU UM HOPMATUBHOIO IOKYMEHTA.

b) Xapakrepuctuka ~ BIMAHMS ~ JICKAPCTBEHHOTO  Mpemapara Ha  TEYCHHE,
MPOJIOJDKATEILHOCTh  3a00JIEBaHUS WJIM  €r0 MPEJOTBpAIlEHUEe, peaduIuTaIuo, Ha
COXpaHEHUE, MPEIOTBPAIlCHUE WIH MPEephIBaHNEe OEPEMEHHOCTH.

B) Xapakrtepuctrka JeKapCTBEHHOTO CpPEJICTBa, OCHOBaHHAs Ha CPAaBHUTEIHLHOM aHAJIM3e
ero 2(Q(PEeKTUBHOCTH ¥ pHUCKA TNPUUYMHEHUS BpeAa 3J0pOBbIO, a TaKXKe CTENeHU
MOJIOKUTEJIBHOTO BJIMSHUS 3TOTO Mpenapara ¢ UMEIOIIMMCS aHAJIOTOM.

I') XapakTepuctruka CTENneHU TMOJIOKUTEIBHOTO BIMSHUS JIGKAPCTBEHHOTO IMpernapara Ha
TE€YEHUE, MPOIOKUTENbHOCTh 3a00JI€BaHUS WM €r0 PeI0TBpallleHe, peaOuIuTauIo, Ha
COXpaHEHUE, MPEIOTBPAIICHNUE WU TIPEePhIBAHUE OCPEMEHHOCTH.

6. PABPABOTUYMKOM JIEKAPCTBEHHOI'O CPEACTBA ABJIAETCA:

A) Opranuzanus, o0anarIias IpaBaMu Ha PE3yIbTaThl JOKIUHUYECKUX HCCIICTOBAHUM
JIEKapCTBEHHOI'0 CPEACTBA, KIMHUYECKUX HCCIEIOBAHUI JIEKQpCTBEHHOIO Ipemnapara, a
TAK)K€ Ha TEXHOJIOTHIO MMPOU3BOJICTBA JIEKAPCTBEHHOI'O CPEACTBA.
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b) Opranmzamus, KoTtopas SBISETCS CIIOHCOPOM TMPOBEACHHS JOKIMHUYECKUX W
KJIMHUYECKHUX MCCIIEIOBAHNN JIEKApCTBEHHOTO CPEACTBA.

B) Opranuszanus, kotopas y4acCTBYeT B MPOBEICHHM JIOKIMHUYECKHUX HCCIEIOBAHUM
JICKapCTBEHHOTO CPEJICTRA.

I') Opranuzanus, obnagaroias npaBaMu Ha pe3yJbTaThl JOKIMHUYECKUX HCCIEIOBAHUM
JICKapCTBEHHOTO CPE/ICTRA.

8.2.2 Curyaunonnbie (mpuMepbI)

1. IlpuBeauTe OCHOBHBIC TPEOOBAHUS K YIIPABICHUIO TMpoIleccaMy Ha (hapMalieBTHIECKOM
mpon3BoACTBE. KakoBBI TPUHIUIIBI CHUCTEMBI MEHEIKMEHTa KadectBa? [lpuBenute
MIPUMEPHYIO CTPYKTYPY PYKOBOJICTBA IO KAYECTBY.

8.2.3 Bonpochl K 3aueTy JI51 CTYJI€HTOB:

1. Ilonstne dapmaneBTUYECKON AEATEIPHOCTH M KOHTPOJSI KadecTBa JIEKAPCTBEHHBIX
MpernapaToB B MPOLIECCE UX MPOU3BOJICTBA U U3TOTOBICHHUS.

2. lonyuyenue AUIIEH3UU HA TIPOU3BOJICTBO JIEKAPCTBEHHBIX MPEIapaToB.

3.CTpyKTypa CUCTEMbI KOHTPOJISl U 00€CTIeUeHHs KaueCTBa Ha IPOU3BOCTBE.

4.OcHoBHBIE TpeOOBaHUs, TOIpa3eiacHus, GOPMHUPOBAHUE CTAHJAPTHBIX OMEPAMOHHBIX
IpoUeAyp ISl KOHTPOJISL BCEro Npou3BoAcTBa. Bogonoaroroska.

5. U3yuenune anropuTMoB pa3pabOTKHU U yNPaBICHUS ITPOSKTaMHU B 00J1acTh (hapMaliuu.

6. CoBpemeHHbIE TpeOOBAaHUA K OOECIEUEHUIO AHAIUTUYECKOTO COMPOBOXKIEHUS BCEX
TEXHOJOTHYECKHUX CTaINi MPOU3BOACTBA CYyOCTAHIIMN M TOTOBBIX JIEKAPCTBEHHBIX (HOPM.

7. Texnomornyeckue mporiecchl Ha (papMareBTUIECKOM MTPOU3BOICTBE.

8. [IpaBuia opranu3anuy MPOU3BOICTBA U KOHTPOJIS Ka4eCTBa JIGKAPCTBEHHBIX CyOCTaHIIHI
Y TOTOBBIX JIEKapCTBEHHBIX popM. MTHHOBanuu B TexHosoruu JIC.

9. KoHTponbHbIE TOYKH TPOU3BOACTBA.

10. [IpoMbITIIEHHBIE PETIIAMEHTHI POU3BOJICTBA.

11. TpebGoBaHusi K COCTABICHUIO MPOMBIILIEHHOTO PErjiaMeHTa MPOU3BOJICTBA, KOHTPOIb
MPOU3BOJICTBA, KOHTPOJb MPOMEKYTOUHBIX CTaJAMM U ONEpalHii, KOHTPOJIb BCEX
MOJIYPOAYKTOB M UCXOJTHOTO ChIPbSL.

12. OcobeHHOCTH OpraHu3aldd ¥ TUIAHUPOBAHMS IKU3HEHHOTO IMKJIA TMPOAYKIIHH,
IUTAHUPOBAaHME 3aKyIoK, 3arpaT. [Ipouecchl, cBsi3aHHble ¢ moTpeduTenem. IIpon3BoacTso
MPOTYKIIUH.

8.2.4. Ilpe3enTanum (MpuMepHAasi TeMATHKA)

1. OCHOBHBIE PUHIIAIIBI YIIPABIICHUS COBPEMEHHBIM (papMarieBTHIECKUM ITPOU3BOJICTBOM.
2. KnroueBble TpebOoBaHMS K pa3pabOTKe HAYYHOTO MPOEKTa: CTPYKTypa, YIpaBlICHUE,
Mpe/ICTaBICHUE PE3YIHbTATOB.

3. UcnonwszoBanue COII Ha mpeanpusaTusx.

4. OCHOBHBIE JOKYMEHTHI CHUCTEMBl MEHEDKMEHTa KadecTBa Ha (apMaleBTHUECKUX
MIPEANPUATHSX.

5. [IpoBeaeHne HAyYHBIX IKCIIEPUMEHTOB: dTallbl, TPEOOBAHUS, TOKYMEHTAIIHS.

8.2.5 Kpyruaslii croa (mpumep).

Tema: PaspaboTka cucTeMbl MEHEKMEHTa KadecTBa Ha (apMaleBTUYECKOM
MIPOU3BOJICTBE.

Ili1an MeponpusiTus:

1. Onpenenenuie Beayiiero (Moaeparopa).
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2. OnpeneneHue y4acCTHUKOB (IKCIIEPTOB).

3. CocTaBiieHue BOMPOCOB (TEMATHK) IKCIIEPTaM.

4. IToaroToBka mpe3eHTALMI U BHICTYILICHUM.

5. MeToanueckoe 3aceaHue.

6. AHKETHUPOBAHHUE/TIOATOTOBKA BBIBOJIOB (PE3OTIOLIHH ).

7. OnienuBaHue pabOTHl YUaCTHUKOB M BEYIIETO.

8.2.6 OueHo4HbIe CpPeCTBA, PEKOMEHyeMble ISl BKJIKYEeHUSI B (OHI OLEHOYHBIX
CPeACTB /Il IPOBEACHUS MTOTOBOM roCy1apCTBEHHOM aTTecTalMu (MpUMep):

1. IlpuBenuTe OCHOBHBIC TPEOOBAHUS K YIIPABJICHUIO MpOIlecCaMu Ha apMaIieBTUIECKOM
npou3BojicTBe. KakoBbl MNPUHIMIBI CUCTEMBI MEHEIKMeHTa KaudecTBa? IlpuBemgute
MIPUMEPHYIO CTPYKTYPY PYKOBOJACTBA IO KAYECTRY.

8.2.5 llIkajbl OleHUBAHHUSA.

IIIkana oleHUBAaHUSA YCTHOIO ONpoca (codece0BaHMS) HA 3aHATHUAX

«l ©Gamm» - chopMyIMpOBaH TIOJHBI OTBET Ha OCHOBE COBPEMEHHBIX
KJaccu(ukanuii, HOPMaTUBHBIX JOKYMEHTOB U JOCTIKEHUUW HAYKH M TPAKTUKHU, OTBET
MPUBEJEH MOJHO, CHCTEMHO U MOCJIEIOBATENBHO.

«0,8 OanmnoB»- 0TBET CHOPMYJIMPOBAH YACTUYHO, OTBET MPOBEJCH HE MOJHOCTHIO,
WJIM TIOJTHOCTBIO, HO HE MOCJIEI0BATEIBHO.

«0,5 OamioB» - OTBET MNPUBEACH IUI0X0, chopmynupoBaH 0e3 NPUMEHEHUS
KJ1accu(uKaui, OTBET JIaH XaOTUYHO, 0€CCUCTEMHO.

«0 6aysIoB» - OTBET HE CPOPMYIIMPOBAH.

IlIkaJia oleHUBAHMS TECTOBBIX 3aJaHUM
TecToBbIC 3a1aHU NJIA IPOBeIeHUS PYOCKHON aTTeCTALMHA
«25 6amnoBy» - 100% npaBUIbLHBIX OTBETOB, U T.]I.

IIkaJjia OeHUBAHNUS YYACTHA B KPYIJIOM CTOJI€e

«3 Oamta» - chopMyIHpPOBaH MOJHBIN TIJIaH PEIICHUs 3aJlaHus TI0 TEME KPYIJIOTO
CTOJJA HAa OCHOBE COBPEMEHHBIX KJIacCHU(UKAIMK, HOPMATHUBHBIX JTOKYMEHTOB U
JTOCTIKCHUM HAyKW W TPAKTHUKHA, OTBET TMPUBEACH TIOJHO, MPEIJIOKCHHBIH BapHaHT
pEIICHUS 3aJaHus OTIPE/ICIICH CHCTEMHO U TTOCIIEIOBATEILHO.

«2 Oammay- MIaH penieHus 3adaHus M0 TeMe KPYTJIoro CTOJIa ONMPEACIICH YaCTHYHO,
pericHue 3amaHus CHOPMYITMPOBAHO YACTUYHO, OTBET IMPOBEACH HE IOJTHOCTHIO, WIIH
MTOJTHOCTHI0, HO HE MCTOIB30BaHBI BCE METOIbI MJIH TAITbl PEIICHUS 3a/1aHUS.

«l Oamm»y - TUTaH pemieHus 3aJaHus  KPYTJIoro CToja OMNpeAesieH IIJI0XO,
chopMmynupoBaH 0e3 TpPUMEHEHUs KilacCUUKAIMi, HOPMATHUBHBIX JOKYMEHTOB U
JTOCTIKCHUH HAYKH U MMPAKTHKHU, OTBET MPOBECH TUIOX0, OTBET HA TIOCTABJICHHYIO 3a7a9y
JlaH XaOTUYHO, OECCHUCTEMHO.
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«0 6amnoBy - MJIaH pelIeHNs 3a/1aHus IO TeMe KPYTJIoro CToJia HE ONpeieieH, OTBET
HEe cOpMyYIMpPOBaH, AHAJIU3 CUTYyallUu HE MPOBEJEH, OTBET Ha IOCTABJICHHYIO 3aJauy He
OIIpe/ieIICH.

IIkaJjia oneHUBaAHUS NPe3eHTALNH

«1-2» - mpuBeaeHa nonHas UH(PpOpPMAaIHSI HA OCHOBE COBPEMEHHBIX KJIacCU(DUKAIIHIA,
HOPMATHBHBIX JIOKYMEHTOB M JOCTH>KEHUI HAyKH W MPAKTUKHA, OTBET MPHUBEIEH IOJHO,
MPEIIOKEHHBI BapUAHT OCBEILIECHHUS TEMATUKHU MPE3EHTALMU ONPENEIEH CUCTEMHO U
[IOCJIEJOBATENBHO.

«05-1 OGamma»- wuHpopManus NpUBEJEHA YacCTUYHO WM IOJHOCTbIO, HO HE
MCII0JIB30BaHbI BCE METObI UJIU ATAIBI PEIICHUS BOIIPOCOB I10 TEME ITPE3CHTALINH.

«0,3-0,5 Oamma» - wHbOpMANMSA TPHUBEIACHA ILIOX0, CHOPMYIUPOBAHBI TE3UCHI
claiiioB 0e3 MpUMEHEHUsl KJIacCHU(PUKALMA, HOPMATUBHBIX JOKYMEHTOB M JOCTHKEHUU
HayK{ U TPAKTUKH, OTBET MPOBEJEH IJIOXO, OTBET HA MOCTABJIEHHBIE BOIPOCHl TEMATUKH
MPE3EHTAlUU JaH Xa0TUYHO, OECCUCTEMHO.

«0 GannoB» - MjaH pELIEHUS HE ONpPENENEH, OTBET HE C(hOpPMYIMpOBaH, aHAIN3
npo0JIeMaTUKU 10 TEME MPE3EHTALUU HE POBEIECH, OTBET HAa MOCTABJICHHbBIE BOIIPOCHI HE
OIIPEJEIIEH.

IIkaJjia oueHUBAHHUS CUTYANIMOHHOM 3a1a4n

«0,5 GamnoB» - chopMylIHpOBaH TOJHBIA TUIAH PEHICHUS CHUTYyallMd Ha OCHOBE
COBPEMCHHBIX KJIacCH(PHUKaIi, HOPMATHUBHBIX JTOKYMEHTOB W JOCTIDKCHHH HAyKd |
MPaKTUKHW, OTBET MPUBEACH IIOJHO, IPEIOKCHHBIM BapUaHT PEIICHUS CHUTyaluu
OTpeJeieH CUCTEMHO M TOCJIEOBATEIHLHO, OTBETHI Ha BOIPOCHI MO 3a7ayde MPOBEICHBI
MIPaBHIJIBHO U TOYHO.

«0,4 Gannay- TUIaH PEIICHUs CUTYallud OMPEETIeH YaCTHYHO, PEIICHUE CUTYaIlluH
c(hOpMYIUPOBAHO YACTHYHO, OTBET MPOBEJICH HE IMOJHOCTHIO, WJIM TIOJHOCTBIO, HO HE
WCITOJT30BaHbl BCE METOBI MJIM ATAlbl PEIICHUS CUTYyallMd, B OTBETC Ha BOMPOCHI €CTh
HEOOJIbIIINE HETOYHOCTH.

«0,3 Gamra» - MJaH pelIeHHs] CUTyallud OIpeJeieH IoXo, chopmynupoBaH 6e3
MPUMEHEHUS KJIacCU(HUKAIMK, HOPMATHUBHBIX JOKYMEHTOB M JOCTH)KCHUN HayKH U
MPaKTUKH, OTBET NPOBEJCH IJIOXO, OTBET Ha IOCTaBJIEHHYIO 3a/ladyy JaH XaoTHYHO,
OeccCUCTEMHO, B pacdeTaxX €CTh CYyIIECTBEHHBIC HEJIOUETHI.

«0 GamroB» - TUTaH pEIICHUS CUTYaIlMd HE OINpeelieH, OTBET He CHOpMyYTUpOBaH,
aHaJIM3 CUTYAIlMH HE MMPOBECH, OTBET HA TTOCTABJICHHYIO 3a7a9y HE OMPEICIICH.

IIkana oneHUBAaHUA YCTHOTO ONPoca (codece0BaHMS) HA 3a4eTe
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«50 ©OamnoB» - cOpMYIUPOBAH TOJHBI OTBET HAa OCHOBE COBPEMEHHBIX
Ki1accuuKanuii, HOPMaTUBHBIX JOKYMEHTOB U JOCTHKEHHHA HAYKH U MPAKTHKH, OTBET
HPUBEACH MOJHO, CHCTEMHO U MOCIIEI0BATEIBHO.

«40 GanoB»- 0TBET CHOPMYIMPOBAH YACTUYHO, OTBET IIPOBEJICH HE MOJHOCTHIO, UITH
MOJIHOCTBIO, HO HE MOCIIEA0BATEIHHO.

«30 OGammoB» - OTBET MPHUBEACH IIJI0XO0, CchOpMynupoBaH Oe€3 MNPUMEHEHHS
KJaccu(puKaIuii, OTBET IaH XaOTHYHO, 0€CCUCTEMHO.

«0 6amnoB» - OTBET HE CHOPMYITUPOBAH.

8.2.6 B coorBerctBMH ¢ OamuabHO-peiiTuHroBoi COI'Y cucrema mnopsjaka
OCYIIECTBJICHUS PY0eKHOT0 KOHTPOJISI M MOICYETA UTOTOBOM OLIEHKH CJIeAyI0NIas:

1 —s1 pyOexxHas arrectauus - MakcuMaiabHO 50 0anioB; U3 HUX:

Ot 0 no 25 6amnoB (P1) — arrecrarimonHas (pyOekHasi) KOHTpOJIbHAs paboTa;

Ot 0 1o 25 6amnoB (T1)— Texyimas padoTa cTy/IeHTa B TeUCHUE pyOeka

2 -5 pyOexkHas aTTecTanus — MakcuMaibHO 50 6anioB; U3 HUX:

Ot 0 no 25 6anmnos (P2) — arrecranmonnas (pyoeskHasi) KOHTpOJIbHAs paboTa

Ot 0 1o 25 6amnos (T2) — Texyiias paboTa CTyIeHTa B TeUECHUE pyOexa

Ok3ameH (J) — makcumaiibHo 50 6aoB.

3auert (3) — makcuMaiibHO 50 OaIoB.
KPUTEPUU OLUEHKU YCTHBIX OTBETOB IIPU ITPUEME 3AUYETA

1. Kak npaBuio, 10 Tpex BonpocoB. Bo3moxkHa KoMOUHAIUS TEOPETUUECKUX BOIPOCOB C
3a/1ayeil WM CUTYallMOHHBIM 331aHUEM.

2. OTBET WUCHBITYEMOTO OIICHHBAeTCS B Oaiuiax, WTOTOBBIA Oalil BBICTABISETCS B
KOMILJIEKCE IO COBOKYITHOCTH OTBETOB Ha BCE BOMpOckl Omiera. [Ipu oTcyTcTBUM OTBETa
Ha OJIMH U3 BOIPOCOB OMJIETA MOJIOKUTENIbHAS OLICHKA HE BBICTABIISIETCA.

3. Ilpu cocraBieHNM PEHTHHTOBBIX CHHCKOB PE3YIbTAaThl UCIIBITYEMBIX PAHXHPYIOTCS B
YMEHbUIEHUS 0aIIOB.

4. HeynoBieTBOPUTENHHON CUMTAETCA OLEHKA 55 0aioB U HUXKE.
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XapaKkTepHCTHKA 0TBeTa

Banna
no
HIKaJie
100
(%
0TBETA)

Banaa mo
mkaJje 100
(% oTBeTa)

Onenka

1

2

JlaHbl TONHBIE, Pa3BEpPHYTHIE OTBETHI Ha BCE IOCTABJICHHBIE BOIPOCHI,
MOKa3aHa COBOKYITHOCTh OCO3HAHHBIX 3HAHUN 00 00BEKTE, MPOSIBIISIONIASICS
B CBOOOJTHOM OTIEPUPOBAHUY MOHITHSIMU, YMCHHUHU BBIJICIIUTH CYIIECTBCHHBIC
Y HECYIIECTBEHHBIC €0 MPU3HAKH, IPUIUHHO-CIICICTBCHHBIC CBSI3H. 3HAHHE
00 00BEKTE AEeMOHCTpUpYeTCsS Ha (JOHE TOHMMAHUS €ro B CUCTEME JaHHOM
HAYKH M MEXJIUCIUIUIMHAPHBIX CBsi3ei. OTBET GOPMYITUPYETCS B TEPMHUHAX
HAYKH, W3JOXKEH JINTEPaTYpHBIM SI3BIKOM, JIOTHYCH, JOKa3aTescH,
JIEMOHCTPHUPYET aBTOPCKYIO TIO3UIHIO CTY/ICHTA.

3amaya WIM CHUTYallMOHHBIC 3aJIaHUs PEIICHBI, BEPHO, JaHO TIIOJIHOS
Jioruueckoe oObsicHeHue. PacueTHas yacTh BeINOJIHEHA O0e3 omnOok. OTBeT
OoQOpPMJICH THCHMEHHO, JIMTEPATYPHBIM SI3BIKOM, C HCIOJb30BaHUEM
TepMI/IHOB HayKI/I, JIOTUYCH, JOKAa3aTCJICH, COOTBGTCTByeT HpI/IHHTBIM HOpMaM
U crienduke NpeAMETHOH 001acTH.

48-50

96 — 100

JaHbpl monHbBIe, pa3BEpPHYTbIE OTBETHl HAa BCE IOCTABJICHHBIE BOIPOCHI,
MIOKa3aHa COBOKYIHOCTh OCO3HAHHBIX 3HaHWH 00 OOBEKTe, AOKa3aTeIbHO
PAaCKpPBIThI OCHOBHBIC ITOJIOKCHUA TEMbI; B OTBETC IPOCICKUBACTCA YCTKAA
CTPYKTypa, JIOTHYECKas TOCIE0BaTeIbHOCTh, OTPaXKAroIIasi CYIIHOCTh
pacKphIBaeMbIX TOHATHH, TEOpWUH, sBIeHWH. 3HaHWE 00 O0OBeKTe
JIEMOHCTpHUpYeTCsl Ha ()OHE MOHMMAHHUS €r0 B CUCTEME JaHHOW HAayKu U
MCKAUCHUITIIMHAPHBIX cBsa3eil. OTBET M3JIOKEH JIMTCPATYPHBIM A3LIKOM B
TEPMUHAX HAayKd. Moryt OBbITh [OITYLICHBl HEAOYETHl B OINpPElCICHUH
MOHSTHH, UCIIPABICHHBIE CTYICHTOM CaMOCTOSTENILHO B IIPOLIECCE OTBETA.
3ajaua WM CUTYallMOHHBIC 3a/aHUsl PEUICHBI, BEPHO, JaHO IOJHOE
norudeckoe oObsicHeHne. PacueTHas gacte BoIonHEHa 6e3 ommbok. OTBET
0QOpMIIEH NHCBMEHHO, JHMTEPATYpPHBIM S3BIKOM, C HCIOJIb30BAaHHEM
TEPMUHOB HAayKH, JIOTUYCH, JOKA3aTCJICH, COOTBETCTBYCT NPHUHATHIM HOPpMaM
U crienduke NpeaMeTHOH 001acTH.

46-47

91-95

Janpl TONHBIE, pa3BepHYThIE OTBETHI HAa BCE IIOCTaBJICHHBIE BOIPOCHI,
JIOKA3aTeNIbHO PACKPBITHl OCHOBHBIE IIOJIOKEHUS TEMBI; B OTBETax
MPOCIICIKUBACTCST YETKas CTPYKTypa, JIOTHYECKas IOCIIe0BaTeIbHOCTb,
OoTpaxkarolllasg CYIIHOCTb PpacKpbIBAEMbIX IOHATHHA, TEOPHM, SABJICHUMH.
OTBETHI U3J0XKEHBI INTEPATYPHBIM S3IKOM B TepMUHAX Hayku. B oTBerax
JIOMYIIEHbl ~ HEJOYEThl, HCIPABJIICHHbICE CTYJICHTOM C  IIOMOIIbIO
MpernoaBaTers.

3amaya WM CHUTyallMOHHBIE 33/IaHWs PEIICHbI, BEPHO, IaHO IIOJHOE
jjoruueckoe o0bscHeHue. PacueTHas yacTh BeINOJIHEHA 0e3 omnOok. OTBeT
opopMIIEH THUCHMEHHO, JIMTEPATYPHBIM SI3BIKOM, C HCIIOJIb30BaHUEM
TEPMHHOB HAyKH, JIOTUYCH, I0OKa3aTeJICH, COOTBETCTBYET MPUHATHIM HOpMaM
U cienuke mpeIMeTHON 00IacTy.

44-45

86 - 90

23
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JlaHbl TONHBIE, Pa3BEpPHYTHIE OTBETHI Ha BCE IOCTABJICHHBIE BOIPOCHI,
MOKA3aHO YMEHHE BBIJICIUTH CYIIECTBEHHBIC U HECYIIICCTBCHHBIC MPU3HAKH,
MPUYUHHO-CIICACTBCHHBIC CBsi3M. (OTBETHI YETKO CTPYKTYPHPOBAHHI,
JIOTHYHBI, U3JIOKCHBI JTUTEPATYPHBIM S3BIKOM B TEPMHUHAX HAyKh. Moryt
OBITH JTOMYIICHBI HEAOYETHI WM HE3HAYUTEIIBHBIC OMUOKHU, UCTIPABICHHBIC
CTYJICHTOM C ITOMOIIBIO TIPSO IaBaTEIs.

3ajaua WM CUTYallMOHHBIC 3aJIaHUsl PEIICHBI, BEPHO, JIAHO TMOJHOE
Jjorudeckoe o0bscHeHue. PacueTHas yacTh BhINOJIHEHA O0e3 onook. OTBeT
OopOpMIJICH THUCHMECHHO, JIUTEPATYPHBIM SI3BIKOM, C HCIIOJIb30BaHUEM
TEPMUHOB HAYKH, JIOTUYCH, JIOKA3aTeIICH, COOTBETCTBYET MPUHATHIM HOpMaM
U cienrduke mpeIMeTHON 00IacTy.

42-43

Jansl monHBIE, pa3BepHYThIE OTBETHI HAa BCE IIOCTaBJICHHBIE BOIPOCHI,
IIOKAa3aHO YMeHI/IC BBIJACJIINTH CYH_[CCTBGHHBIC nu HCCYHIGCTBCHHLIC HpI/ISHaKI/I,
MPUYUHHO-CIIEACTBEHHbIE CBsi3M. (OTBETHl UYETKO CTPYKTYPHPOBAHEI,
JOTUYHBI, W3JIOXKEHBI B TepMUHax Haykd. OIHAKO OMyIICHBI
HC3HAUYUTCJIbHBIC OHH/I6KI/I WM HEOOYCTHI, I/ICHpaBJ'ICHHI)Ie CTYI[CHTOM C
MTOMOIIBIO «HABOJISIIINX» BOIPOCOB MPEIO1aBaATEIIs.

3amaya WM CHUTyallMOHHBIE 33/IaHWs PENICHBI, BEPHO, IaHO IIOJHOE
JIOTHYECKOe 00bsicHeHne. PacueTHast yacTh BEITONHEHA Oe3 omubok. OTBeT
O(bOpMJ]CH IIMCBbMCHHO, HI/ITepaTypHBIM SA3BIKOM, C HCIIOJIb30BaHUEM
TEPMHHOB HayKH, IOTHYEH, TOKa3aTeJIeH, COOTBETCTBYET MPUHATHIM HOpMaM
U cienuKe mpeIMeTHON 00IacTy.

40-41

JlaHBl TIOJHBIE, HO HEJOCTATOYHO IIOCeA0BaTEIbHBIE OTBETHl Ha
MOCTaBJICHHBIC BOIMPOCHl, HO MPH OTOM IIOKA3aHO YMEHHUE BBIICIUTh
CYIIIECTBEHHBIE U HECYIIIECTBEHHBIC NMPU3HAKNA W MPUINHHO-CIIEICTBEHHBIE
cBs3u. OTBETHI JIOTUYHBI W HM3IIOKEHBI B TEPMHHAX Haykd. Moryt OBITh
JOTYIIEHb 1—2 OmUOKKW B ONPEACICHUH OCHOBHBIX IOHSTHH, KOTOPHIC
CTYJEHT 3aTPYHSIETCS UCIIPABUTh CAMOCTOSITEIHHO.

3amaya WM CHUTyallMOHHBIE 33/IaHWs PEIICHbI, BEPHO, IaHO IIOJHOE
JIOTHYECKOe 00bsicHeHne. PacueTHast 4acTh BEITTONIHEHA O€e3 omrnook. OTBeT
opopMIIEH THUCBMEHHO, JIMTEPATYPHBIM SI3BIKOM, C HCIIOJIb30BaHUEM
TEPMHHOB HayKH, JIOTUYEH, J0Ka3aTeJIeH, COOTBETCTBYET MPUHITHIM HOpMaM
U crien@uke npeMeTHOH 001acTH.

38-40

JlaHbI HEJIOCTATOYHO MOJHBIE  HEAOCTATOYHO Pa3BEePHYTHIC OTBETHI. Jloruka
Y TIOCJIEJIOBATENLHOCTD M3JIOKEHUSI UMEIOT HapyieHus. JlonyieHs! ommokn
B PACKpBITHHM TOHATHH, yrnoTpeOiieHun TepMuHOB. Her  cmocoOHOCTH
CaMOCTOSITETIbHO BBIJICIHTh CYIIECTBEHHBIE M HECYIIECTBEHHBIC TIPU3HAKH U
NPUYUHHO-CIIEICTBEHHbIE  CBsI3M. He  MOXeT  KOHKPEeTHU3UpOBATh
0000IIeHHbIE 3HAHMS, JOKa3aB Ha IPUMEPaxX MX OCHOBHBIC ITOJIOKEHUS
TONIBKO C TOMOILNBIO mpenoaaBatens. PeueBoe odopmienue Tpedyer
MOITPAaBOK, KOPPEKIIHH.

3ajaua WM CHUTYalOHHBIE 3aJaHUsl PELICHbI, BEPHO, HE3HAUYUTEIHHO
HapyLIeHO JIOTHYECKoe OObsicHeHHe. PacueTHas dYacTbh BbINONHEHa 0e€3
omunbok. OtBer oQOpMIIEH TNHCHPMEHHO, JHUTEPATYPHBIM S3BIKOM, C
UCIIOJIb30BaHHEM TEPMHHOB HayKH, JIOTMYEH, JIOKa3aTeJeH, COOTBETCTBYET
NPUHATHIM HOPMaM M cHeuuguKe MpeaMeTHOH obiacTu, oJHaKo Tpedyer
KOPPEKIIHY.

36-37

3
81-85
76 —80
71-75
66 — 70
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XapaKkTepHCTHKA 0TBeTa Baaa Bana no Onenka
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JlaHBI HETIOTHBIE OTBETHI, JIOTHKA H TTIOCIEI0BATEIFHOCT N3JI0KEHHS HMEIOT
CylLIeCTBEHHbIC HapyleHus. JlonymieHs! rpyOble OIIMOKHM MPH ONIpeaeNICHHN
CYUIHOCTH pAacKphIBAEMBIX TOHITUH, TEOpUH, SBICHHUH, BCICICTBHE
HETIOHUMAaHHs CTYJCHTOM HX CYIIECTBEHHBIX U HECYIIECTBEHHBIX
MPU3HAKOB U CBs3el. B 0TBeTax OTCYTCTBYIOT BBHIBOJBI. Y MEHHE PACKPBITH
KOHKpPETHbIE MposiBIeHUs O0OOIIEHHBIX 3HAaHMK He TokazaHo. PeueBoe | 33-35 56 — 65 3
odopmiieHne TpedyeT MONpPaBOK, KOPPEKIIHH.
3amavya WM CUTYallMOHHBIC 3aJaHUS PEIIeHBl YacTHYHO. PacueTHas 4acTh
BBITIOJTHEHA C HE3HAYUTENLHBIMH omnOKaMu. OTBET 0(opMIIeH MMCHhMEHHO,
CTHJIb M3JIOKEHUS TpeOyeT YTOYHEHHUS, JOMYIIEHBI OIHOKH B 0OPMIIECHUN
pE3yJIbTATOB.
JlaHBI HETIOTHBIE OTBETHI, IPEJICTABIISIOIINE COOOH pa3pO3HEHHbIE 3HAHMUS 110
CyTU BOIPOCOB C CYIECTBCHHBIMU OHII/I6KaMI/I B OIIPCACICHUAX.
[IpucyTcTBYIOT (hparMeHTapHOCTb, HEJIOTMYHOCTh H3JIOKeHHs. Her
OCO3HAHHMS CBSI3H IJAHHOTO OHSTHUS, TEOPHH, SIBICHUS C IPYTUMHU 00BEKTaMU
JUCHUITIINHBI. OTCYTCTBy}OT BbIBOABI, KOHKPETHU3AllUAd U NOKa3aTCIIbHOCTDH 30-32 41 -55 2
n3NokeHus. Peun HErpaMoOTHas. I[OHOHHI/ITGJ'H)HI)IC 1 YTOUHATIOIUEC BOIIPOCHI
HperoaBarTels He MPUBOIIT K KOPPEKIMU OTBETA CTYJCHTAa HE TOJBKO Ha
MOCTaBJICHHBIN BOIIPOC, HO U HA APYTHUEC BOIIPOCHI AUCIUIIIINHBI.
3ajaua WM CUTYallMOHHBIC 33/IaHUsI DPELICHBl HEBEPHO, OTCYTCTBYET
OTHMCaHWE W/VITN O0bSICHEHHE aNTOpUTMa PEIICHNSI.
He nomydens! oTBeTH 10 6a30BBIM BOIPOCAM JAUCIUTUIHHBL <29 < 40 1

33)121‘13 W CUTYAalITMOHHBIC 3a1IaHWs HC PCUHICHDI.

9. YueOHO-MeTOAMUYECKOE U HH()OPMAITMOHHOE OOecTiedeHre TUCIMTITHHbI

a) OCHOBHAas JiUTeparypa:

benoycog, 0. b. Knuauueckue uccnenoBanus HOBbIX JiekapcTBeHHbIX cpeacTs / HO. b.

benoycos, M. B. JleonoBa, A. H. I'paunanckas - Mocksa : [ 90TAP-Menua, 2011. -

Tekct

: anektponnbit // OBC "KoncynpTaHT cTyneHTa"
https://www.studentlibrary.ru/book/970409169Vv0024.html

12.01.2021). - Pexxum qocTyIa: Mo MOIMKCKE.

[caiiT]. -
(nata

URL
oOpareHus:

bysnama, A. B. JloknuHWYECKHE WCCIEAOBAHHUS JICKAPCTBEHHBIX BEIIECTB: Yy4eO.

nmocobue / A. B. bysznama [u ap. | ; mog pen. A. A. CuctyHosa. - Mocksa : [DOTAP-

Menaua, 2017. - 384 c. - ISBN 978-5-9704-3935-7. - Tekcr :
: [caiT].

"KoHcynbTaHT cryneHra"

anekTpoHHbI // DbC

URL:
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https://www.studentlibrary.ru/book/970409169V0024.html

1.

1.
2.

https://www.studentlibrary.ru/book/ISBN9785970439357.html  (mara  oOparieHwus:
12.01.2021). - Pexxum g0CTyIIA : 110 MOJIUCKE.

Kypaxkosa, H. I'. YnpaBienre "HHOBaIlMOHHBIMU POEKTaMHU B chepe 37paBOOXpaHECHUS
/ Kypakosa H. I'. , 3unoB B. I'. , I[BetkoBa JI. A. , Kypakos ®. A. - MockBa : MeHemxkep
3apaBooxpanenus, 2011. - 100 c. - ISBN 978-5-903834-17-4. - TekcT : 31eKTpOHHBIH //
9BC "KoncynbraHT cryaeHra" : [caiiT]. - URL :
https://www.studentlibrary.ru/book/ISBN9785903834174.html (mata oOpaleHus:
12.01.2021). - Pexxum 0ocTyIIA : IO TIOJIITUCKE.

Jlauyra, KO. @®. HHHOBalMOHHOE TBOPYECTBO - OCHOBA HAYYHO-TEXHUYECKOTO
nporpecca. / Jlauyra FO. @. , HlapurynoB B. A. - Mocksa : KomocC, 2013. - 455 c.
(YaeOuuku 1 yuel. mocoOus i CTYACHTOB BBICIIL U CpeIHUX yueO. 3aBeaeHuil) - ISBN
978-5-9532-0821-5. - Tekcr : anexrponnsiii / IBC "KoncynbTaHnT cTyaeHTa" : [calt].
- URL : https://www.studentlibrary.ru/book/ISBN9785953208215.html  (mara
obpamenus: 12.01.2021). - Pexum goctyna : 1o MoAmnucke.

TpyxauéBa, Huna BacunpeBHa. Maremaruyeckass CTaTUCTUKA B MEIUKO-
OMOJIOTUYECKUX UCCIIEIOBAHUSAX C MPUMEHEeHHeM nakera Statistica / Tpyxauésa, Huna
BacunbeBHa. - M. : I DOTAP-Menua, 2012. - 384c. : nin.

dapmarieBTHYECKHE MPOIIECCH : CETEBOE MIaHUpoBaHue U ynpasienue / Exmukees T.
K. - Mocksa : [D0OTAP-Menua, 2020. - Tekcr : anextponnsiit // IbC "Koncynbrant
cryaenra" : [caiit]. - URL : https://www.studentlibrary.ru/book/01-C0OS-3484.html
(mata oopamenus: 15.01.2021). - Pexxum noctyna : o HOAMKUCKE.

0) 10MOJIHUTEILHAS JIUTepaTypa:
[Mpombinuiennas ¢apmanus. Ilyte cozmanust mpoaykra: Mororpadus [/ K.,

AnanpiieBa, B.B. Beperoesix, H.b. Jlemuna [u np.]; mox pea. A.JI. Xoxmosa u H.B.
[Taturopckoii. — M.: 2019. — 394 c.

I'opbatkoB, C. A. Marematnueckue METOJbl B YIpPaBICHUU MPOEKTaMH : ydyeOHOe
nocobue / ['opbaTtkoB C. A. , ®apxuesa C. A. , Jlyanukosa H. U. - Mocksa : [Ipomereid,
2018. - 86 c. - ISBN 978-5-907003-33-0. - Tekcr : anexkrponnsiii / ObC "KoHcynpTanT
cTyaeHra" : [caiT]. - URL
https://www.studentlibrary.ru/book/ISBN9785907003330.html ~ (mara  oOpamieHus:
12.01.2021). - Pexxum g0CTyIA : IO TOJIITUCKE.

B) IporpaMmMHoe odecneuenne u UHTepHeT-pecypebl

www.rusvrach.ru — Crateu u3 )xypHajioB. M3gaTenbekuit oM «Pycckuit Bpauy.

locynapctBennass  ¢apmakoness  Poccuiickort  ®epepammu X1V uzganus

http://www.femb.ru/femb/pharmacopea.php
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https://www.studentlibrary.ru/book/01-COS-3484.html
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http://www.femb.ru/femb/pharmacopea.php

3. T'ocynapcTBeHHbIH HMHCTUTYT JIEKAPCTBEHHBIX CPEACTB M HAJUICKAIIUX MPAKTUK

http://gosgmp.ru

4. T'ocynapCTBEHHBIN peectp JIEKapCTBEHHBIX CpEJICTB

http://www.qgrls.rosminzdrav.ru/Default.aspx

HupopmanronHo-mpaBoBoi mopTai «I apant» http://www.garant.ru/

Hayunas snekrponnas 6uodauoreka http://elibrary.ru/defaultx.asp

Caiit «Poccuiickas papmareBtuka» http://pharmapractice.ru

© N o

Caiit «®DenepanbHas dJEKTPOHHAs MEIUIIMHCKas Oubiamorexka» MUHHCTEpCTBA

3npaBooxpaneHus Poccuiickoit ®enepammu http://femb.ru/feml

9. Caiir UH(OPMAIMOHHO-TTPABOBOM CHUCTEMBI «KoncynbranT ILITEOCY.

http://www.consultant.ru

10.Caiit MunucrepcTBa 31paBOOXPAHECHUS Poccuniickon denepanuun

https://www.rosminzdrav.ru

11.Caitt HoBoctu GMP http://gmpnews.ru

12.Caiit 0 perucTparuu JiekapcTBeHHBIX cpeacTs B Poccuu. Site about registration of Drugs
in Russia and EAEU (CIS) http://pharmacopoeia.ru/

13.Caiitr  ®I'BY «DepepanbHbIi  HHCTUTYT IPOMBINIJICHHOH  COOCTBEHHOCTH.
NudopmarnimoHHO-110uCKOBas cUcCTEMA.
http://www..fips.ru/wps/wcm/connect/content ru/ru/inform resources/inform retrieval

system/

14.Cneninanu3upoBaHHBINA TOUCK 110 (hapMaIleBTUYECKUM CaiiTaM MHTEPHETA, CBA3AHHBIN C

JIEKApCTBEHHBIMU  CPEJICTBAMHU, MPOU3BOACTBOM JIEKapCTB, (apMarleBTUUECKUMHU
KOMIIaHUSAMH, anTeKkamu, jJaboparopusimu, ctangapramu GMP, GLP, GDP, GCP u ap.

http://pharmika.ru

15.91ekTpoHHas OMOIMOTEKa IeproaArUecKoit muTeparypsl: http://dlib.eastview.com

16.Crnenunanu3upoBaHHBINA TOUCK TIO (PapMaIleBTUIECKUM CaliTaM WHTEPHETA, CBSI3aHHBIH C
JIEKapCTBEHHBIMU ~ CPEICTBAMH, TIPOU3BOJICTBOM JIEKAPCTB, (hapMaleBTHUECKUMU
KOMITAaHUSIMHM, arTekamu, jabopatopusimu, ctangapramu GMP, GLP, GDP, GCP u np.

http://pharmika.ru
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http://gosgmp.ru/
http://www.grls.rosminzdrav.ru/Default.aspx
http://www.garant.ru/
http://elibrary.ru/defaultx.asp
http://pharmapractice.ru/
http://femb.ru/feml
http://www.consultant.ru/
https://www.rosminzdrav.ru/
http://gmpnews.ru/
http://pharmacopoeia.ru/
http://www1.fips.ru/wps/wcm/connect/content_ru/ru/inform_resources/inform_retrieval_system/
http://www1.fips.ru/wps/wcm/connect/content_ru/ru/inform_resources/inform_retrieval_system/
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http://dlib.eastview.com/
http://pharmika.ru/

17.Caiit «@enepanbHas 5>JIEKTPOHHAs MEAMLMHCKAas Oubamoreka» MuHuCTEpCTBA

3npaBooxpaneHus Poccuiickoit ®enepanuu http://femb.ru/feml

18.T'ocynapcTBeHHBIN peectp JIEKapCTBEHHBIX CpEJICTB

http://www.qgrls.rosminzdrav.ru/Default.aspx

19.T'ocynapctBennas  ¢apmakoness  Poccuiickoit  @egepamu  XIV  uzganus

http://www.femb.ru/femb/pharmacopea.php

[Ipn peamusamuu oOpazoBarenbHO mnporpammbl COI'Y 1o  cnenualbHOCTH
«®Dapmanusny, B 4acTH AUCHHMIUIAHBL «[IpoekTHOEe 0OydeHHe» B KayecTBE IUIOIIAIKH
METOIUYECKOro OO0CCIeUYeHHsT MO0 BCEM JMCIHUILUIMHAM M MPaKTHKaM, OCBaHBaEMbIM
00YYaIOIIMMUCS, UCIONB3YeTCSl YHUBEPCUTCTCKUI MOPTai JUCTAHIIMOHHOTO OOYYeHWUS,
pacrioyararonuiics B cetu «HTepHE™ 110 aapecy: http://Ims.nosu.ru/.

) MeTOAWYECKHe YKa3aHus, pa3paboTaHHble COCTABUTEJsIMH padoueii
MpPOrpaMMblI.

No HaunmeHnoBanue COIJIACHO OnoanorpaguyecKumM KouinyecTBo 3K3eMILISIpOB
" | TpeGoBaHuAM Ha kadenpe Hocryn

1. | Meroauyeckue yka3aHusl JUisl TIOATOTOBKH K 3aHITHSIM 30 http://Ims.nosu.ru/

2. | Meroauyeckre yKa3aHus 10 CaMOCTOSITENILHOM padoTe 30 http://Ims.nosu.ru/

I) peKOMeHyeMble MepruoaudecKre u3IaHus
Kypnan «Dapmarusy.

Kypuan «HoBas anteka»
Kypnan «HoBoctu GMP»
Kypuan «®apmaneBTuyeckas yrnmakoBKa»

Kypnan «DapmarieBTruecKas IPOMBIILIEHHOCTH)

o 0k~ wbdPE

l'azera «@apManeBTUYECKU BECTHHUK

B) mporpaMmmMHoe ooecnevyenue 1 MHTepHeT-pecypchbl
PexoMenayembie CalThI:
1. Cneumnanu3upoBaHHbBIN MOUCK MO (papMalIeBTUUYECKUM CaliTaM HHTEPHETA, CBSI3aHHBIN C

JICKapCTBEHHBIMU  CPEJICTBAMH, IPOU3BOJCTBOM JIEKAPCTB, (apMaleBTHUECKUMU
KOMITaHUSMH, anTekaMu, Jadopatopusamu, cranaapramu GMP, GLP, GDP, GCP u ap.

http://pharmika.ru
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2. Cair MunucTepcTBa 3IpaBOOXPAHEHUS Poccniickon denepanun

https://www.rosminzdrav.ru

3. Caiir «®denepanbHas JJICKTPOHHAsT MEIUIMHCKass OMOMMOTeKa» MMUHHCTEPCTBA

3npaBooxpaneHus Poccuiickoit ®enepamnmu http://femb.ru/feml

4. T'ocynapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEJICTB

http://www.qgrls.rosminzdrav.ru/Default.aspx

5. Cnpaounuk nexkapcts PJIC http://www.rlsnet.ru

6. T'ocymapctBennas  ¢dapmakomnes  Poccmiickoit ~ Depeparuun XIV  uzpanus

http://www.femb.ru/femb/pharmacopea.php

7. CaliT o permcrpanuu JieKapcTBeHHBIX cpenctB B Poccum. Site about registration of

Drugs in Russia and EAEU (CIS) http://pharmacopoeia.ru/

8. Hayunas snektponHas oubmuoreka http://elibrary.ru/defaultx.asp

10. MaTepuajibHO-TeXHH4YECKOe o0ecredyeHre JUCHUIINHbI

[IpenycMoTpeHbl creluaibHble MOMEIICHUs, YUeOHbIe ayAUTOPUM JJIs MPOBEICHUS
3aHSTUN JIEKIIMOHHOTO THUIMA, TPYNIOBBIX U WHIUBUAYAIBHBIX KOHCYJIbTALUM, TEKYIIETO
KOHTPOJISI U TIPOMEXYTOUHOM aTTecTalliu, a TaK)Ke MOMEIICHUS JJii CaMOCTOSITEIbHOMN
paboThl M TOMENICHMS JJI1 XpaHEHUs U MPOPUIAKTUYECKOTO OOCITYKUBaHUS Y4eOHOTO
obopynoBanusi. CrnenuaibHbIe TOMENICHUS YKOMIUIEKTOBAHBI —CHEIHAIM3UPOBAHHON
MeOeIbI0 U TEXHUUYECKUMU CPEJICTBAMH 00YUYEHUS.

J{nst mpoBeieHrs 3aHATUH JIEKIIMOHHOTO TUIIA UMEIOTCS HAOOPBI IEMOHCTPAIITMOHHOTO
obopynoBaHuss W y4e€OHO-HArJSIHBIX MMOCOOMH, oOecHeurBaIIMe TeMaTUYECKUE
WJUTFOCTPALIMH.

JIeKIIMOHHBIM ~ 3a)1 W ayAUTOpUS  NPUCIOCOOJIEHBl  JUJIi  JIEMOHCTpAIUU
MYJIbTUMEIUNHBIX MPE3CHTAMN U BUJIEO0 MATEPUAOB, MCIIOJIb30BaHUS MPOCKIUOHHOM,
TEXHUKHU, OCBOCHUS U3y4aeMbIX HH(OPMAIIMOHHBIX CUCTEM.

e KOMIIBIOTEPHI C JOCTYIIOM B ceTh MIHTEpHET, NpUHTED;

® KOMIUIEKT Mpe3eHTalMN JeKIUH U HHOOPMALIMOHHBIX MAaTEPUAIOB JUIsSl TPAKTUUYECKUX
3aHSATHM,

e uHpopmanmoHHo-npaBoBas cucrema «Koncynbrant Ilmocy;

VyeOHple Kiacchl OCHAIEHBl KOMIUIEKTAMHA 3aJaHU M METOOUYECKHUX
PEKOMEHIAIMI JIJI1 OCBOECHHS TPAKTUUECKUX HABBIKOB.
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JlaGopaTopun: KOMNBLIOTEPHBbIE KJIACCHI 7151 IPOBEAEHHS TEKYIEero
KOHTPOJI M MPOMEKYTOYHOI aTTecTallUH, a TAK/Ke CaMOCTOSATeIbHOI
padoThI 00yYaOINXCA:

Meb6eis: CTOJBI, APTHI, CTYIbsS ; JOCKa MarHUTHO-MapkepHas Silwerhof,
uHTepakTHBHas gocka 1QB0ardPS080 co BectpoenubM mpoektopom NECU250 X,
MyJIbTEMEINAHBINA ipoekTop BenQ MX 501, kommbrotep st orca B KOMIUIEKT
(moumTop (AOC E2550Sda/crucremubiii 6710k ), ceTeBoit GpuibTp, MEKpOdOH,
KOJIOHKH, KOMIUIEKT MYJIbTUMEIMHHBIX IPE3CHTAINH., JJa3epHas yKa3Ka

Poccuiickas denepanus,
362025, Pecrybomka
Cesepnas Ocerus — AnaHus,
ropox Brnaaukaskas,

ynuma Barytuna, nom 44-46,
yaebHsbIi kopiryc Ne 7, ayn. Ne
7,208, 104

YueGHbIe ayTUTOPHUH 1151 IPOBeIEHUS 3aHATHIl JIEKIIMOHHOTO THIIA,
CEMHHAPCKOr0 THIA, KYPCOBOI0 MPOEKTHPOBAHMS (BBIMOJTHEHUSI KYPCOBBIX

padoT), rpyNNnoBbIX H MHAUBUAYAJIbHBIX KOHCYJIbTALUI, TEKYIIET0
KOHTPOJISI M MPOMEKYTOYHOI aTTeCTAlHU, a TAK/Ke CAMOCTOATEIbHOI
padoThI 00y4aIOIHMXCH:

NIpenoaBaTeNbCKUil CTOJ, CTYJI, CTOJIBI M CTYJIbSI JUIsl 0Oyuaronuxcs, kadenpa,
KJIaCCHAs TOCKa, MHTEPAKTHBHOE 000pyHoBaHNHE (HOYTOYK, IPOCKTOP,
MHTEPaKTHBHAS JTIOCKA)

[Iporpammuoe obecnederne: MicrosoftWindows 7

Professional; MicrosoftOfficeStandard 2016; 7-zip;

WIinRAR; AdobeAcrobatReader; STDUViewer; MozillaFirefox; GoogleChrome;
KasperskySecurityCloud); Cucrema tectupoBanus SunravWEBCIass
(Beccpounoe I10); IIporpamMmmHoe obecrieueHuE IS PEAaKTUPOBAHHUS
xumuueckux popmyn IsisDraw (Beccpounoe I10); Koncynprant mitoc;Crucrema
MIOUCKA TEKCTOBBIX 3aUMCTBOBaHUI «AHTHIIIaruaT.BY3»; Ilporpamma st 9BM
«baHk BonpocoB aist KOHTpoIs 3HaHMI»; ["apanT; CiscoWebex;
JIEMOHCTpAIIMOHHbIE U Y1eOHO-HAIIsAHbIE TT0COOUS (BUICONIPE3ESHTAIHS).

Poccuiickas @enepanus,
362025, Pecriybinka
Cesepnas OceTust — Ananus,
ropoj Braaukaskas,

ynuia Barytuna, nom 44-46,
yueOHbIit kopryc Ne 7, aya. Ne
104

BubanoTeka, B TOM YKCIIC YATAIBHBIN 3aJ1: CTOJBI, CTYNbs; [IK oOygarommuxcs.
Iporpammuoeobecneuenne: Microsoft Windows 7 Professional; Microsoft
Office Standard 2016; 7-zip;

WInRAR; Adobe Acrobat Reader;STDU Viewer; Mozilla Firefox; Google
Chrome; Kaspersky Security Cloud); KoucynsranTiuioc.
OBC"YuuBepcuterckas 6udbmuoreka ONLINE" https://biblioclub.ru

OBC «Koncynprant crymenta» http://www.studentlibrary.ru

3BC «¥Opaiitywww.biblio-online.ru.

Poccuiickas @enepanus,
362025, PecyOmnmka
CesepHas Ocetust —Ananusl,
ropox Brnannkaskas,

ymuna Leperenn/Barytuna,
oM 16/19, yaeOHBII KOpITyC
Ne 6
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https://biblioclub.ru/
http://www.studentlibrary.ru/
https://vk.com/away.php?to=http%3A%2F%2Fwww.biblio-online.ru&post=392944111_228&cc_key=

12. JIucT 00HOBJICHUSI/aKTyaIM3a MU

B cBs13u ¢ peopranuzanueii gakyiabTeTa, peaan3yromero 00pa3oBaTeIbHYIO POrpaMmMy
33.05.01 ®apmarusi.

[Iporpamma paccMoTpeHa U yTBepxkAeHa Ha 3aceAaHuu kadeapsl papmanuu
oT «10» centsiops 2020 r., mpoTokon Ne 2

[IporpamMma o1oOpeHa Ha 3aceJaHUN COBETa MEIULIMHCKOTO (haKynbTeTa
ot «10» centsa6ps 2020 r., mpoTokon Ne 2.

1. | IIporpamma pa3paborana B coorBercTBuH ¢ [Ipukazom MunoOpHayku Poccnn o1 27.03.2018 N 219
"O6 ytBepxkaeHUH (enepanbHOTO TOCYIApPCTBEHHOTO OOPa30BaTENbHOTO CTaHAAPTa BBICIIETO
00pa3oBaHus - CIENUANUTET 1o crenuanbHocTd 33.05.01 Gapmanus”

2. [Iporpamma yTBepkneHa B cooTBeTcTBUM ¢ yrBepkaeHuem OIIOIl cnenmanurera 10
cnerranbHOCTH 33.05.01 ®apmarnus (Pemenne Yaenoro cosera, mpotokos Ne 10 ot 28.05.2019).
3. | BHeceHnpl u3MeHeHN B COOTBETCTBHH C BCTyIUIeHHeM B cuity llprkasa MunoOpHayku Poccun «O

Mepax no peanuzanun Ykasza [Ipesunenrta Poccuiickoit @eneparyu ot 25 mapra 2020 1. Ne 206
«O06 o0bsBiieHnu B Poccutickoit denepanny HepaOOUMX JHEH.

BreceHsr n3MeHeHNs B KaJleHIapHbBIe YaeOHbIe TpadUKU: MpeIocTaBIeHbl KaHUKyIbI ¢ 25.03.2020
r. mo 05.04.2020 r. u cpoku Havajga IPOMEKYTOYHOW U UTOTOBOM TrOCYJapCTBEHHOW aTTECTAIlUU
CIBHUHYTHI Ha 7 JHEH.

4. | BHeceHbl U3MEHEHHUS] B COOTBETCTBHU C IOPSAKOM MPOBENEHHS TOCYJapCTBEHHOM HMTOTOBOM
aTTecTauud 1O 00pa3oBaTelbHBIM INPOrpaMMaM BhICHIErO0 00pa3oBaHMs IporpamMmaM -
OakanaBpuara, TporpamMMmaM CIEIHAIUTETa W OpOrpaMMaM MarucTpaTypbl, YTBEP)KICHHBIH
npuka3oM MuHucTepcTBa 00pazoBaHusi U Hayku Poccuiickoit @exepanun ot 29.06.2015 N 636
(pen. ot 27.03.2020)

5. | Pabouas mporpamMMa akTyamu3upoBaHa B CBs3M U3MeHeHWsiMH, BHocuMbIMH B OIIOII
crenuanuTera no crnenuaabHocTH 33.05.01 dapmarusi, BRI3BAHHBIMU JUHAMHUKON W3MEHECHHS
(hapMalieBTHUYECKOro phIHKA W KaIpOBOIo 3armpoca paboTomarteneil (pemieHne Y4eHOro COBeTa
[Ipotokon 30.04.2020, mpotokos Ne 9).

BHeceHbl M3MEHEHHsI B IIKaly OIEHOYHBIX CPEJCTB, aKTyallM3UPOBAaHbI paboure MporpaMMBbI
JUCIUIUIMH B CBSI3M C W3MEHEHWSMH HOPMATHUBHBIX JOKYMEHTOB B cdepe obOpamieHus
JICKaPCTBEHHBIX CPEJCTB.

6. 10.09.2020 B cBs3u ¢ peopranuzaiueii hakynpreTa, pealn3yoero 00pa3oBaTeIbHyI0 MPOTrpaMMy
33.05.01 dapmarus paboyasi mporpaMMa JUCHUIUIMHBI aKTYaJIM3UPOBAHA.




