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1. CTpykTypa u 001Iasi TPYA0eMKOCTh JUCITUIJINHBI

Bup yueOHoi1 padoThI Bcero yacos/ CemecTpbl
3a4€THBIX 6
eIMHHI
AyauTopHbIe 3aHATHA (BCero), 72
B TOM YHCIIE:
Jlextum (JI) 18
JlabopaTopusie 3austus (JI3), 36
CamocrosiTesibHas padoTa 18
crynenra (CPC)
Buja npomexxyTouHoii 3AUET (3) 3
aTTrecTanun
HUTOI'O: O6man yac. 72
TPYA0E€MKOCTh 3ET 2

2. Ilean ocBOEGHHSA TUCIUILIHHBI

Heabro OCBOCHHSI JTUCLUIUIHBI «TexHonornueckui MEHEDKMEHT
(bapmaneBTUUECKON MPOIYKIUI» SBJSETCS MEPBUYHOE (POPMHUpPOBAHUE 3HAHUN, YMEHUHN U
HaBBIKOB B 00JIaCTU YIIPaBJICHYECKON JEATENbHOCTH B 00JacTH (papMaleBTUUYECKON
pa3pabOTKH, MOJYyYEHHs, KOHTPOJIS KAyecTBa M BCEro >KU3HEHHOTO IMKJIA Pa3Iu4HbIX
JIEKapCTBEHHBIX IIPENApaTOB W MEAULMHCKUX M3JEIUHA, OCHOBHOW HOPMHPYIOIIEH
JOKYMEHTAIlMM; a TakKKe TIIOJy4YeHHE OOIIero MNOHUMAaHUsl ajropuTMa yIpPaBICHHS
poeKTaMu B o0siacTu (hapMalieBTUUECKON HAyKU U MPAKTUKU B COOTBETCTBUU C CUCTEMOM
TpeOOBaHMI M CTaH/IAPTOB, a TaKke (OPMHUPOBAHME CUCTEMHBIX 3HAHUU MO OOpPAICHHUIO,
BKJIIOYAsl XpaHEHUE U TPAHCIIOPTUPOBKY, MOJIb30BaHKE HHPOpMAIUEH.

B pe3ynbpTaTe 0CBOECHUS JUCUUILUIMHBI CTYACHT JTOJIKEH:
3Harth:

- KitoueBbie onpeneneHrs U TEPMUHOJIOTHIO TUCLIUIUIUHBI;

- OCHOBHBI€ ACTEKThI HAJUJISKAIIUX MPAKTUK U UX CelU(PUUECKUE 3a/1auu;

- TUITMYHBIE MPOOJIEMbI KaYECTBA JIEKAPCTB;

- CTaHAAPThI KOHTPOJISI KaueCTBa JIEKApPCTBEHHBIX CPEJCTB M KPUTEPUH UX BBIOOPA;

- OCHOBHBIE IOCTYJIAThl YNPAaBJICHHWsS KaueCTBOM HA IPOU3BOJCTBEHHBIX M HHBIX
(bapMalleBTUUECKUX YUPEKACHUSIX;

- Tallbl )KU3HEHHOTO YMKJIa JIEKAPCTBEHHBIX MPENapaToB;

- 3Tambl CO3IAHUS TEXHOJIOTUHU ITPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB.

Ymern:

- IPUMEHATH HA MPAKTUKE KOHUEMIMIO KaueCTBa JIEKAPCTBEHHBIX CPEJICTB;

- MOJb30BaThCAd PETYIUPYIOIIMMH HAlUWMOHAIBHBIMA CTaHAApTaMH KadecTBa
JIEKapCTBEHHBIX CPEJCTB;



- pa3pabaThiBaTh OTHEIBHBIC pa3lelibl TEXHOJIOTHYECKUX TPOU3BOJICTBEHHBIX
PErJIaMEeHTOB, CTAHAAPTHBIE ONIEPALIMOHHBIE TPOLEIYPHI U T.I1.
Baaners:

- HaBBIKAMHU TPAKTUYCCKON pabOTHl C HAIMOHAIBHBIMH CTAaHAAPTAaMU B OOJACTH
KauecTBa, MPOU3BOCTBA, TPAHCIIOPTUPOBAHUS, XPAaHEHHS (U T.I1.) JIGKAPCTBEHHBIX CPE/CTB;

- HaBBIKAMHU COCTAaBJICHHS WJIM Pa3pa0OTKU OTIAEIBHBIX Pa3feiiOB TEXHOJIOTMYECKUX
MIPOU3BOJCTBEHHBIX PETVIAMEHTOB, CTAHIAPTHBIX ONEPAIMOHHBIX MTPOLEYP U T.II.

Mecto nucunmiuabl B cTpykrype OIIOII no cnenunanasuocT 33.05.01
dapmanus

Huctumnuaa  b1.0.32  «TexHonmormdyeckuii MEHEIKMEHT (hapMalieBTHUYECKON
IPOAYKIMI» OTHOCUTCS K 0053aTeIbHON YacTu AUCUMILTNH bioka 1. yueOHoro miaHa.

«TexHOoIornuecknii MEHEKMEHT (hapMalleBTUUECKON IPOAYKIMWY SBIISAETCS OAHON
U3 IMCUUIUIMH, KOTOpas B3aUMOCBs3aHa ¢ (apMalleBTUUECKON TEXHOIOTHEN, METULIMHCKUM
U (dapMaleBTUYECKUM  TOBApPOBEAEHHEM,  (papMaleBTUYECKON  MHpOpMaLMeH,
(bapMalleBTUUECKUM MEHEIKMEHTOM, (apMalleBTUUECKONM XUMUEH, yHOpaBlIeHUEM U
HKOHOMUKOH (hapMaluu.

OcHOBHBIE TIOJIO’KEHUS (hapMalleBTUUECKON pa3pabOTKH HEOOXOAUMBI AJIsl U3YUEHHUSI
(apMaleBTUYECKOW TEXHOJOTUH, (HhapMaleBTUYECKOI0 MEHEIXMEHTa, MEJUIIMHCKOTO H
(apMaleBTUYECKOTO MEHEIKMEHTa (PapMalleBTUUECKOM XUMHUU U YOPABJICHHUS H
SKOHOMUKH (papMarvi.



3. TpeﬁoBaHnﬁ K pe3yjdabTaTaM 0CBOCHHUA TUCIHUIIJINHBI (KOMHeTeHIII/II/I oﬁyqammerom, cbopanyeMble B pe3yJjbTarte
OCBOCHHUA JUCHHUIIIMNHBI «TexHonornyeckuu MEHCIKMCHT q)apMaIIeBTI/I‘IeCKOﬁ l'IpO)IyK]_lI/II/I»)

N3yuenne quciumInHbl « TeXHOIOTHIECKU MEHEHKMEHT (hapMarieBTUIeCKON MPOAYKIINI HAIIPABJICHO Ha POPMUPOBAHUE

y 0OyYaromuxcs CICTYIOMUX KOMIETEHITUN:

Y4YE€TOM HX 3aMEHAEMOCTH

CbI/IHaHCPlpOBaHI/m TPOEKTOB. CI’IOHCOpCTBO, KaMITaHHUH 110 TIPUBJICYEHUIO CPEACTB,
HHBIE TEXHOJIOTUH U IIPUEMBI d)aH}Ipa!‘/‘ISI/IHF& CTpaTeFI/HO d)aHllpaﬁ3MHl‘a.

Buasr ¢ougos, rpantoB u mporpamm. Ilpuopurerst ¢onmoB. CTpyKTypsl
TPAaHTOJAIOIMX MHCTHUTYTOB M OpraHusaumid. Mx xiraccuuKamuio, HCTOYHUKH
HH(OPMALHH O HUX
IIpumepHyto  cTpyKTYpYy
(HUHAHCHPOBAHUS

3a4BOK Ha TIpaHTbl WJIM JpPYyru€ HUCTOYHUKHU

d)apMaL[eBTVI‘-IeCKVIX u l'lapaq)apMaL[eBT"‘leCK"X TIPOAYKTOB
OCyU.IeCTBJTHTL TIOUCK, aHaJIn3 U BBI60p HUCTOYHHUKOB d_)"HaHCI/IpOBaHVIH
HPOEKTOB B chepe 0OpalleHHs IEKAPCTBEHHBIX CPEICTB U Pa3paboTKu
(apmaneBTHIECKHX U apahapManeBTHYECKHX IPOLYKTOB
HpHHPlMaTb y4JacTue B COCTABJICHUM U 110JAa4€ 3asABOK HA I'PAHTHI WK
JIPYyrue HCTOYHUKH (HHAHCHPOBAHMS

HMCTOYHHMKOB (pMHAHCHPOBAHHS MPOEKTa B chepe
06pameHm{ JIEKapCTBEHHBIX CpeacCTB "
paspaboTki (hapManeBTHIECKHX u
napadapManeBTUYCCKUX IPOLYKTOB

ToTOBHOCTBIO K  NpPUHATHIO  y4acTus B
COCTaBJICHUHM M I10Ja4€ 3asABOK Ha I'PAHThl WIN
JAPYyrue€ HCTOYHUKH CpVIHaHCHpOBaHHH

N Homep/ C B pe3yabTaTe H3yyeHus y i TNCHMILTHHBI 00y JIOJKHBI:
HMHJEKC
n/ KOMIIeTeHI M (WU ee OneHoYH B!
KOMIETeHIH 3HaTh Ymern Baajgers
n " 4acTH) e cpejicTBa
YK-2 C €H YNPABJSITH IPOEKTOM HA BCEX ITANAX €ro iKH 0 HKJIA
o OOCmMe MOHATHS O HAyYHBIX HCCIEAOBAHMAX, PA3HOBUAHOCTSX HAYyYHO- o Upentndunmponats nmpodaeMy, TpeOyIOILyio IPOSKTHOTO PeIIeHMs ToTOBHOCTBIO K HaeHTH(HKamuK mpobnemsl B | TecToBble
HCCTIE/IOBATENbCKOH  JICATENBHOCTH, HAyYHO-HCCIENOBATEIbCKAX M ONBITHO- 1 (HOpMyIHPOBATH HAa OCHOBE MOCTABIICHHON MPOOIEMbI MPOSKTHYIO cdepe obOpameHHss JTeKapCTBEHHBIX CPEACTB M | 3alaHus,
KOHCTPYKTOpCKHX pabotax (R&D) B cdepe obpaliienust 1eKapcTBEHHEIX CPEACTB 3aj1auy Ppa3paboTKi (hapmaneBTHIECKHIX U | ycTHBIH
® 1 pa3paboTku (hapManeBTHYECKHX H MapahapMaleBTHIECKHX POIYKTOB e Ompenenarb THI pelIaeMoil 3ajayd, COOTHOCHTh C OONACTSIMH napadapMaleBTHIECKUX MPOTYKTOB onpoc,
no(::I')r Zgﬁ:fzz; 1;;;)60;:;; * OOliKe HOHATHS O IIPOSKTHOM IesATeNIbHOCTH B chepe 00palleHH s JIeKapCTBEHHbIX HCCIeoBaHNI B chepe oOpallieHHs JICKApCTBEHHBIX CPEICTB U HavanbHbIMH HaBBIKAMH (dbopMmynupoBanus Ha | CHTYallMOH
CpPEICTB U pa3paboTku (hapMaLEeBTHYECKHX U HapahapMaleBTHICCKUX IPOIYKTOB paspaboTke  (papmaneBTHUECKUX M napadapMaleBTHYCCKUX OCHOBE IIOCTaBJICHHOH mpobieMbl B cdepe | HBIE
1. |VK-2.1 :sgszgziﬁzzfea:gﬂ"qepez * CriocoObl OCTAHOBKM IPOEKTHBIX 337124 M MOHATHE O pealH3allii IPOCKTHOrO THPOAYKTOB oOpareHus JIEKApCTBEHHBIX CPEICTB " 3aaHus
PEATM3ALIIO POCKTHOTO YIpaBlieHUs KaK O croco0e pelIeHus MPOSKTHBIX 3a7ad, B TOM uucie B chepe e BriGuparh crioco peleHus NPOEKTHBIX 3a1a4 B cepe obpaiieHus pazpaboTku (bapmarieBTHIECKHX "
—— oOpaIlieHHs JIeKapCTBEHHBIX CPEACTB M pa3paboTKM  (hapManeBTHYECKHX M JIEKApCTBEHHBIX CPEACTB M pa3paboTke (hapMaleBTHYECKHX H napaapMaleBTHIECKMX TPOAYKTOB MPOECKTHBIX
napagapManeBTHIECKHX POIYKTOB napad)apMarieBTHIECKNX MPOAYKTOB 4epe3 Peaan3aluio MPOEKTHOTO 3a7a4 M CIOCOOOB WX  pelIeHHs — depes
o Obmme mnoHATHS 00 OCOOEHHOCTSX pBIHKA (pApMAIEBTHYECKAX HHHOBAIUH. yIIpaBIeHAS. Ppeanu3aniio NPOEKTHOTO yIPaBICHHS
JlekapCTBEHHBIE — Tpemaparbl, Kak MPOAYKT — HAYYHO-HCCIIE0BATENbCKOM
JIeATEIbHOCTH.
CocTaBHbIC JIEMEHTBI CUCTEMbI YIIPaBJICHUs! (papMaLeBTUUCCKUMH IPOCKTAMU o PaspaGaTbiBaTh KOHLENUMIO (apMALEBTUYECKOrO MPOEKTa B pamMKkax | I'OTOBHOCTBIO K MPHHSATHIO yuacTHs B paspaborke | Tectopbie
PaspaGaThiBacT KOHUEMIHIO * OCHOBBI COBPEMEHHO! KOHLETILIUH POSKTHOrO MEHEDKMEHTA, METO/I0B aHAJIN3a 0003HaYCHHON POOIEMbI } KOHIIENIMIO MPOEKTa B PaMKax O0GO3HAUCHHOM sazanis,
M CHHTE3a, Ul pelUeHHs yNpaBleHYecknx 3agau B cdepe obpaiieHus (o POpMyIMpPOBATh LENU MPOBEACHHS POSKTHO JeATeNbHOCTH B chepe | MPoOieMbr:  Gopmyaupyer — uenmb,  3ajaud, | YCTHbIHA
ngoeKTa 5 panimax G . JIEKApPCTBEHHBIX CpeacTB Hu pa3paboTku (hapmaneBTHYECKHX u o0palleHNs JeKapCTBEHHbIX CPEICTB M Pa3paboTKH (hapMalleBTHUECKHX 000CHOBBIBaET AKTyalIbHOCTb, 3HaYMUMOCTb, onpoc,
O00O3HAMCHHONU NPOBIEMBI: napagapManeBTHYECKUX MPOLYKTOB 1 napagapMaleBTHYECKUX TPOTYKTOB OKHMJIaEMBIE PE3yTILTAThl H BO3MOKHBIE CHEPBI X CUTYyallHOH
2. lvK-2.2 ;ba(;i]ﬁﬁ?ggﬁzls;;:aﬁ l* OCHOBHBIE HCTOYHHKH HH(OPMAIIUK JUIS PEIICHHs 33/1a4 B MPOLECCe MOArOTOBKM (@ Y4acTBOBaTh B IOCTAHOBKE 3aJa4, COOTBETCTBYIOIIMX  IIEJH TIpUMEHEHUS B Cd)ege o0pareHus JIEKapCTBEHHBIX ,HHe
AKTYABHOCTS, SHATHMOCTS, U pealu3alMM TNpoekTa B cdepe oOpalleHHs JEKapCTBEHHBIX CPEACTB M peann3alm; npoeKTa B cepe OOPAIIEeHHs JIeKaPCTBEHHBIX CPEACTB M | CPEACTB M paspaboTku (apMaucBTHYECKMX U | 3ajaHus
ONPEACMBIC PE3YIETATH B Ppa3paboTKH (papMaLeBTHIECKUX U NapadapMaleBTHIECKUX IPOLYKTOB paspaGoTKH (hapMALCBTHUCCKHX | NapaapMaLieBTHICCKHX IPOAYKTOB | 11apadapMaleBTHIeCKuX NPOAYKTOB
BOSMOKHBIE CHEpHI HX » OGOCHOBBIBACT AKTYalbHOCTH, 3HAYUMOCTb, OXKUJACMbIC PE3yJIbTATh
P— [POEKTa U BO3MOXHBIC Chepbl UX MPHMEHEHHS B chepe oOparieHus
JICKAPCTBEHHBIX ~CPEACTB U pa3paboTKi  (HapMaLEeBTUYECKHX U
napagdapMalneBTHIECKHX MPOIYKTOB
* OcHOBHBIE WHCTOYHMKM (PMHAHCHPOBAHMS Ul pelIeHHs 3ajad B Tipouecce (¢ Mcrmonb30BaTh OCHOBHBIE HCTOYHHMKN HHGOPMAIMH IS PEIICHNUS 32124 TOTOBHOCTBIO K  NPHHATHIO  ydacThs B | TecToBble
MOJTOTOBKH M peajn3allii MPoeKTa B cepe oOpalieHus JeKapCTBEHHBIX CPEJICTB B TIpoIlecce MOATOTOBKM M Pean3allii MpoeKTa B cdepe oOpamieHus TUIAHAPOBAHMM ~ HEOOXOIMMBIX PEecypcoB Ha | 3ajaHms,
¥ pa3paboTky hapMaleBTHYECKUX U napadapMaleBTHUECKUX IIPOIYKTOB JICKAPCTBEHHBIX ~CPEACTB M Pa3paboTKu  (apMaleBTHYCCKUX K peaM3aLMIO [IPOEKTA, B TOM YUCIE C YYETOM MX | YCTHBIA
¢ OOmue moHsTHS 00 OLEHKE CTOMMOCTH IPOEKTA, YIPABICHHH CTOMMOCTBIO M napadapMareBTHIECKIX MPOTYKTOB 3aMEHIEMOCTH ompoc,
[POJOJDKHTEIBHOCTBIO IIPOeKTa B (hapmarui. brokeTe WM cMeTe pacxonoB Kak [¢ IIpHHMMATh ydacTHE B OLEHKE CTOUMOCTH MPOCKTA, yIPABICHHU TOTOBHOCTBIO K  NpPUHATHIO  yd4acTHs B | CHTYaUHOH
KJIIOYEBOr0 3Tam pa3paboTku mpoekTa. OOmiue TpeGOBaHHS K COCTABICHHIO CTOMMOCTBIO U IPOIOJKHTEIBHOCTHIO MPOCKTA B (hapMarfHiL. OIOKETUPOBAHHHI pOeKTa u BbIOOpe | HBIE
ITnannpyer HeoOxomuMbIe G1o/pKeTa ¢ IIpuHMMATH ydacTHE B COCTABJICHMM OIOIDKETa MM CMETHI PacXojoB ONTHMANLHONH CTOMMOCTH 3TaIloB 3a/laHust
3. |[VK-2.3 Ppecypebl, B TOM 4HCIIE C  Ilonstne «bpaHmpaif3mHr», Kak CHOCOO  NpPHBICYEHHS  CPEJACTB  JUIS npoekra. B cepe oOpalieHnst JEeKapCTBEHHBIX CPEJICTB U Pa3paboTKn T'OTOBHOCTBIO K TNIPHHATHIO y4acTHs B TIOMCKE




N Homep/ C B pesyibTare H3yueHus y il IMCIMILIMHBI 00y JIOJKHBI:
HHIEKC -
n/ KOMIeTeHIHH (MM ee OueHOYHBbI
KOMIIETeHIH 3HaTh YMmerb Baagers
n " 4acTu) e cpecTBa
o IloHsTHE O IUIAHMPOBAHWHM TPOCKTHON IESTEIBHOCTH ¥ OCHOBHBIC OJTambl |¢ BriOuparts u pa3paboTaTh OpraHU3ALUOHHYIO CTPYKTYPY YIPaBICHHS TOTOBHOCTBIO K  HPUHATHIO  ydacTus B | TecToBble
[UTaHNPOBaHKs (hapMaLeBTHYECKOIT pa3paboTKi, KaK IMPOeKTa B chepe oOparieHus IPOEKTOM B (apMamui, ero OKPYXKEHHE C YYETOM OCHOBHBIX TUIAHAPOBAHHH PEATN3ALIHN IPOCKTA 3a/1aHus,
JIEKapCTBEHHBIX CpeICTB u Ppa3paboTKH (hapManeBTUYECKHX u TIPUHIIUIIOB YIIPaBJICHHs B (papMaleBTHIECKOI OTPACIIH, B TOM YHCIIE B TOTOBHOCTBIO K BBLIGOPY M HCIOIB30BaHMIO | YCTHBIA
napadapManeBTHYECKUX IIPOLYKTOB (hapManeBTHYECKHX OpraHM3aLHIX " nx CTPYKTYPHBIX MHCTPYMEHTOB IUIAHUPOBAHHS ompoc,
o OpraHH3alMOHHYIO CTPYKTYPY YIpPaBJICHHs IPOEKTOM B (apMaluu, ero HOJpa3JCIICHUSIX CHTYallHOH
PazpaGatsiBaeT m1aH OKPY)KCHHE C yYeTOM OCHOBHBIX IPHHIIMIIOB YNpaBleHUs B (hapMaleBTHYeCKoH |o IIpuHHMATh ydacTHe B NOCTPOCHHH CETEBOH M HH(OPMALOHHO- HbIE
pean3alin IpoeKTa ¢ 0Tpaciu, B TOM 4YHCIe B (hapMaleBTHYECKHX OPTaHM3aLMsAX M MX CTPYKTYPHBIX TEXHOJIOTMYECKOH MOJENHN yNpaBICHAS MPOEKTOM B (apmauun, 3a/1aHus
4. |YK-2.4 HCIOJIB30BAHHEM [OJpa3EICHUSIX pa3spabOTKe  CeTeBOil  MaTpHIBl M MAaTpPULBl  Pa3ielIeHHs
HHCTPYMEHTOB o CpaBHHTEIBHBIC XapaKTEPHCTHKH I[POrPaMMbl, MOPT(EnsT M MPOeKTa Kak aJIMHHHCTPATHBHBIX 3a/1a4 yTPABJICHUs NPOCKTOM B (hapMaLun
UIAHUPOBAHMUS 00BEKTOB TPOEKTHOTO YNpaBJIEHMsS, HX B3aUMOCBA3b B cdepe oOpamenns |e IlpuHuMaTh  ydacTMe B IUIAHHPOBAHMM  OCHOBHBIX  JTaloB
JIEKapCTBEHHBIX CpeJCTB u pa3paboTKu (apmanieBTHYECKUX " (hapmaneBTHYECKOI pa3paboTKH, Kak Mpoekra B cdepe obOpaiieHus
napadapMaleBTHYECKUX IIPOAYKTOB JICKAPCTBEHHBIX CPEICTB M pa3paboTku  (apMaleBTHUCCKUX U
¢ MHCTpyMEHTb! IUIAaHHPOBAHUS IIPOCKTHOW AEATENBHOCTH B cdepe oOparieHHs napahapMaleBTHYECKHX POIYKTOB
JIEKapCTBEHHBIX CpeacTB u pa3paboTKi (hapmaneBTHYECKHX "
napagapMaleBTHIECKHX POYKTOB
* OCHOBBI TPOEKTHOro MeHemkMeHTa. COBpeMeHHBIE MOJENM ymnpasieHus (¢ [IpHHMMAaTh ydacTHe B yOpaBICHHS [POCKTOM B  (apMarum. TOTOBHOCTBIO K TPHHATHIO B ydacTus B | TecToBble
npoektoM. CeTeBble ¥ HHPOPMALMOHHO-TEXHOJIIOTHIECKAE MOJIECIH B IIPOCKTHOM WnentuduupoBaTs cereBble W HH()OPMAIMOHHO-TEXHOJIOIHYECKHE OCYIIECTBICHHH MOHHTOPHHTA XOfa pealn3aui | 3aJaHus,
MEHE/DKMEHTE, MX onTuMu3anus. OCHOBBI YIPaBICHUS HPOSKTOM B (apMaruy, MO/ICIIH B IIPOCKTHOM MEHEPKMEHTE, X ONTHMHU3ALIHS. NpOeKTa ¥ KOPPEKLMH OTKIOHEHHWil [myTeM | YCTHBIA
PA3HOBMHOCTH  IIPOEKTHOrO  ympapjieHus. OpraHM3allMOHHYIO —CTPYKTYPY [e IIpMHHMATh ydacTHe B MOCTPOEHMHM CETEBOH M HMH(OPMALMOHHO- BHECEHHs [ONOJIHMTENIbHBIX U3MEHEHHH B IUIaH onpoc,
OcyuiecTBIAET MOHUTOPUHT CHCTEMBI YIIPABICHUS IPOCKTOM B (hapMariuy. TEXHOJIOTMYECKOHl MOJEIH yIpaBIEHHs NPOEKTOM B (hapMaii, peanu3aluy IpoeKTa CHTYaLHOH
X0Jla pealn3allu IpoekTa, |¢ IIOHATHE O CeTeBBIX MaTpHIax. MaTpHIB! pa3aeeHNs aIMUHICTPATHBHBIX 3a1a4 paspaboTke  CETeBOl ~ MaTpuibl M MATPULBl  pa3ielIeHHs T'OTOBHOCTBIO K  NpPHHATHIO  ydacThs B | HBIE
KOPPEKTUPYET OTKIOHCHHS, ympaBiieHHs TIPOoekToM B (apmannn. [TOHATHE 30HHPOBAHHS OTBETCTBEHHOCTH aIMHHHCTPATHBHBIX 3324 yIIPAaBICHHUS IPOCKTOM B (hapmarin MEHE/DKMEHTE PHCKOB KadecTBa BBIIOJHEHHS | 3alaHMA
BHOCHT  JOMOJHHTEIbHBIE YYaCTHHKOB TIPoeKTa. BriGop poneii ucnonuuTeneii NpoeKkTa B COOTBETCTBHH C MX |0 [IpuHMMATh ydyacTMe B aHalu3e W MPOTHO3UPOBAHHH COCTOSHMS mpoekTa B (apMaIeBTHIECKONH OTPACid, B TOM
5. [YK-2.5 HM3MEHEHUs B nnaH KOMIICTEHIIUEH. MPOEKTa HAyYHBIX UCCICA0BAHUH B (PapMalleBTHUECKOH OTpaciiy, B TOM yucie B (papMaleBTHYECKUX OPraHU3alMAX U UX
peanusanun mpoekTa, (¢ MeTonpl aHandW3a ¥ NPOTHO3HPOBAHUS  COCTOSHUS IPOEKTA  HAyYHBIX gyucie B (papMaleBTHYCCKHX OPraHM3aUMsAX M HX CTPYKTYPHBIX CTPYKTYPHBIX [OJPa3eICHHAX
YTOUHsIET 30HBL HCCIIeI0BaHUH B (hapMaLleBTUYECKOH OTPACIIH, B TOM YHCIE B HapMaLeBTHYECKHX HOJPA3JENCHUSIX [0 CTOMMOCTH, NPOJODKHTEIBHOCTH, KauyecTBY U
OTBETCTBEHHOCTH CTOHMOCTH,

YYaCTHHUKOB ITPOEKTa

OpraHM3aluMsX M HUX  CTPYKTYPHBIX
NPOAOJDKUTEIIBHOCTH, KAYECTBY U PUCKaAM
OCHOBHBIE TTOHSTHS MEHE/DKMEHTa PHCKOB Ka4deCTBa BBIIIOJIHEHUSA IIPOCKTa B
(apManeBTHYECKOH 0Tpaciy, B TOM YHclIe B hapMaleBTHUECKNX OPTaHn3aliaX U
HUX CTPYKTYPHBIX ITOAPA3ACIICHUAX. anaBnel—me Ka4yeCTBOM M pUCKaMH IPOEKTa B
tapmarmn.

NOJpa3eNeHusAX 110

pucKam
ledHPlMaTb y4JacTue€ B MCHCKMEHTE PHCKOB KAa4y€CTBA BbIMOJIHCHHUSA

npoekta B (hapMalleBTHYECKOH OTpaciu, B TOM 4YHCIEe B
(apmaneBTHIECKIX OpraHu3aLHUsIX u HxX CTPYKTYPHBIX
T0Jpa3IeIeHUsIX




HpO(l)eCCHOHaJIbHLIe CTaHIapThI U TPYAOBLIC (l)yHK]_lI/II/I, KOTOPbI€ MOJHOCTHIO WJIN YaCTUYIHO OﬁyanOHIHﬁCH MOKET
NMPOACMOHCTPHUPOBATH B MMpPoHECCEe N3YUCHUA TUNCHUIIIMHDBI:

Ilepeyenb 0000EHHBIX TPYAOBBIX QYHKIIMIA W TPYAOBBIX QYHKIIMA, MMEIONIMX OTHOLIEHUE K MPOdeCCHOHATIBLHOM
AeSITeJIbHOCTH BBIILYCKHUKA

Crenennb
OTHOLLIEHHUS K
Hnpexc HanmenoBanue Komnerenuuu Tpe6oBanusi K 00pa30BaHNI0 Oco0ble yCJI0BHS J0NyCKa K padoTe npogeccHoHATLHOM
JIeSITeJIbHOCTH
BBIITYCKHHKA
02 3APABOOXPAHEHUE
YK-2; YK-8; OIIK- Yactuuno
1; OIIK-2; MK-9;
02.010 CHEOMAJIMCT IO IMPOMBIILIEHHOM ®APMAILIMH B OBJIACTH MK-27; NIK-17; K-
’ HNUCCJEJOBAHNU JJEKAPCTBEHHBIX CPEICTB 18; TIK-19; TIK-20;
MK-21; NIK-22; K-
23; TIK-24; TIK-25
ITpoxo:kaenne 00s13aTeIbHbIX YacTuuno
NpeBaPUTEIbHBIX (MPH
YK-2; YK-8; OH.K— Boicmiee 06pasoBanme — MOCTYIUIEHHH HA PadoTy) U
1; OIIK-2; MK-9; GaKanan NEePUOANYECKUX MeIHIMHCKUX
puar o
TK-27; IIK-17; IIK- 0CMOTPOB (00c/1eJ0BaHUI), 2 TAKIKe
A IIpoBeaenue padoT Mo UCCJIEOBAHNSM JIEKAPCTBEHHBIX CPEACTB 18: TTIK-19: TIK-20: BHEOUYEDEIHEIX MeANIHHCIIX
HI,C—ZI‘ HI,C—ZZ‘ l'll’(— LTy W TR - OCMOTpI())B)](OGCJ]e)](I)lB:Hl/lﬁ) B
23; IIK-24; IK-25 CHEMUATHTET, MATHCTpATypa MOpsi/IKe, yCTAHOBJIEHHOM
3aKOHOJATEeILCTBOM Poccuiickoit
Denepanun
YK-2; YK-8; OIIK- YacTuuHo
1; OIIK-2; IIK-9;
. MK-27; NIK-17; K-
AJ01.6 | IIpoBenenue pagoT mo papManeBTHYECKOI pa3padoTKe 18; TIK-19; TIK-20:
TIK-21; TIK-22; TK-
23; IIK-24; TIK-25
N N TIK-23; TIK-24; TIK-
Mertopl MIIaHUPOBAHUS UCCIICOBAHUM, HCTIBITAHUI U SKCIIEPUMEHTAIBHBIX ; )
. 18.5; 1IK-19.1; TIK-
3n.14 paboT, NPUMEHSIEMBIX IPH (apMaieBTHIECKON pa3paboTKe (B OTHOIECHHI 19.2: TIK-20.1: TIK-
pa3pabaTbIBaeMbIX JEKapCTBEHHBIX CPEACTB) 22'3’ "




CreneHb
OTHOLLEHHUS K

Hupexc HaumeHoBaHue Komnerenuun Tpe6oBanusi K 00pa30BaHNIO Oco0ble ycJI0BHS I0NyCKa K padoTe npodeccHoHATbHOM
JeITeJIbHOCTH
BBIITYCKHHKA
YK-2; YK-4; YK-5; YacTuuHo
YK-8; OIIK-2;
02.012 CHEOWAJINCT B OBJIACTH YIIPABJIEHUSI OIIK-3; OIIK-4;
’ DOAPMALEBTUYECKOU JEATEJIBHOCTBIO OIIK-6; ITK-1 ; ITK-
2; IIK-3; IIK-4; [IK-
6; IK-15; IK-27
IIpoxoxaenue 00A3aTeILHBIX YacTtuuHo
NMpeIBAPUTEIBHBIX (MPH
MOCTYIUIEHU! HA padoTy) 1
NMEePUOANYECKUX METHIHMHCKUX
0cMOTPOB (00c/1e10BaHNI), a TAKIKe
VK-2; VK-4; VK-5: BHe0Yepe/HbIX MeAHIHHCKHX
VK-8; OTK-2; Bhiciree 06pazoBame - 0CMOTPOB (00c/1e10BaHuIi) B
A Opranu3anus 1 pyKOBOACTBO (hapManeBTHYECKOH 1eATeIbHOCTbIO OIIK-3; OIIK-4; CHeNUATUTET Z:I?:}T:e;z:;::::;];*:)ocfnﬁcxoﬁ
¢apmaneBTHYECKOI OpraHu3anuu OIIK-6; IMK-1 ; K- | Cpeanee npodeccuoHaibHoe @ A
2; IIK-3; IK~4; [IK- | obpasosamme H;ﬁil;;:;::me 00y4yeHHs MO OXpaHe
BN BT TPy/A, NOKAPHOIi (€30 ACHOCTH,
MOATOTOBKA B 00,1ACTH 3ALIATHI OT
Ype3BBIYANHBIX CHTYAIUH
Hanuuue cBuaeTeILCTBA 00
aKkpeanTanuu/cepTudurara
CHeUATUCTA
YK-2; YK-8; OIIK- IToanocTBIO
A/01.7 | TliaHupoBaHHMe JeSITEILHOCTH (hapMaeBTHIECKON OPraHN3aHH o QILCE LI
' TIK-2; IK-6; ITK-
15; IK-27
Onpenenenue 1esel 1 3a1a4 JeaTelbHOCTH (hapMaleBTUUECKOH OpraHnu3aium YK-2; I1K-27; OIIK-
T3 M ’ 3.2; TIK-6.1; T1K-6.8;
KOHTPOJIBHBIX NOKa3aTeseil NX JOCTIXEHUS ¥ PeLICHHs TK-6.10; TTK-6.11




4, Couepmaﬂne U y‘l@ﬁHO-MeTOIlI/I‘leCKaﬂ KapTa TUCHUIIJINHBI

Tabnuua 4.1
Ne HanmeHoBaHMe TeM U3y4aeMbIX MO JAHHOM CamocrositeapHast padora KosmuectBo
ILIIL JUCHUILTTHHE bas108 Hepeuenn
Jluteparty
Conep:xanue Yacebl ®opma | Mun. | Make. KOMHeuTeHH pa
IpakTHUeckue . . uu
Jlekuuu Yacsl P Yacel Kontpo | Kox Ko
3aHATHSA (Tema) s 6ana | Gaasos
(1))
1 [Tonsitue 2 [Tonsitue 2 Usyuenne HJI, YK-21
(hapMaIeBTHYECKO (dhapmaIeBTHYECK PCTIAMCHTHPYIOIHE VK-2.2
) o MMpOU3BOACTBO U KOHTPOJIb '
i 1eITeIbHOCTH U O JIeATEIIBHOCTH
kauectsa JII1 B CILIA u EBpone VK-23
KOHTPOJIA Ka49€CTBa 1 KOHTPOJLA (pasuna FDA CUIA wu [Ipasuna YO '
JICKapPCTBEHHBIX KauecTBa GMP EC). 3 C3 0 3 VK - 2.4 M.n.9
MIpENapaToB B JIEKapCTBEHHBIX I
npolecce ux Hpenaparos B X YK-25
MIPOU3BOJICTBA U MIPOIIECCe UX
U3TOTOBJICHHUS. MIPOU3BOJICTBA U
W3TOTOBJICHHSI.
2 Kounenmus 4 HOJ‘[yquI/Ie 2 N3yueHne ocHOB Baluganuu Ha VK-2.1
HaUIeXanmX JINIIEH3UN Ha tapmaneTIIeCKHX
HPOH3BOCTBEHHBIX YK-22
MPAKTUK B MIPOU3BOJICTBO vO
MIPEIIPUATHSIX.
dapmaruu (GxP). JIEKapCTBEHHBIX 3 C3 0 3 VK -2.3 M. 9
MIPEenaparos.. I
TK YK-24
YK-25




OcHoBHbIE CrpykTtypa YK-2.1
MIPUHLHUIIBI 1 CHUCTEMBI VK-22
acriektsl GMP. KOHTPOJIS U VO
o0ecrieueHus Wzydenne 0CHOB BaJIHIAIIH C3 VK-23 M. 9
KauecTBa HA IIPOLIECCOB NMPOU3BOCTBA. II
MIPOM3BO/ICTBE. TK VK-24
YK-25
Crpykrypa OcHOBHbIE YK-21
CUCTEMBbI KOHTPOJIS TpeboBaHus, VK- 22
u o0ecnievyeHus M0/Ipa3IesIeHus,
Ka4eCTBa Ha (opmuposanue U3ydeHne OCHOB BaJHIAlUK vO VK-2.3
IIPOU3BOJCTBE. CTaHJIApPTHBIX OYHCTKU Ha (apMalleBTUUECKHX C3 ILo. 9
OIEePAITMOHHBIX TPOU3BOICTBEHHBIX I1 YK-24
TIpoLeyp I MIPEAIPUATHAX. TK VK- 25
KOHTPOJI BCETrO
IIPOU3BO/ICTBA.
Bononoaroroska.
Crpareruu u Nzyuenue YK-21
WHHOBALIUHU B aIrOpUTMOB VK- 22
(bapManeBTHUECKO pa3paboTku u VO
i oTpaciu. yIPaBJICHUS CprKL?;i:;‘?Pi?{THHOFO C3 VK-2.3 M.n.9
pOEKTaMu 11
B oOnacTu TK yK-24
apmarun. VK-25

10




CoBpeMeHHbIE YK-21
TpeOOBaHUS K 3 VK- 22
o0ecrnedeHuno
AHAJIUTHYCCKOI'O VK -2.3
COIIPOBOKACHUA CocraBneHue BaluAalOHHBIX
Bcex OTYETHBIX IOKyMEHTOB. RS
TEeXHOIOHUECKIX OCHOBHBIE ACTIEKTEHI YO VK- 25
o MEHEHKMEHTHI KaueCcTBa Ha C3 M. 9
cTaui
(hapMareBTHIECKIX I
1IPOU3BOJICTBA TIPOM3BO/ICTBEHHBIX TK
cyOcTaHIMii 1 npennpuATHAX. Pa3merns
TOTOBBIX PYKOBOJCTBA IO KAYECTBY.
JICKapCTBCHHbIX
dopm. 25
Py6exnas
arrecrauus |
TexHonornuecku VK-2.1
€ IPOLECCHI HA VK - 2.2
(hapmarieBTHUECK
oM YK -23
YO
INpOn3BOACTBE.
p C3 3 VK -24 .o 9
IT
K VK- 25

11




8 IIpaBuina VK-2.1
OpraHH3aIiH VK. 22
MIPOU3BOJICTBA U
KOHTPOJIS VK-23
KadecTBa
Yo VK-2.4
JICKaPCTBCHHBIX 3 L. 9
cyOcTaHuil u I VK-25
TOTOBBIX TK
JICKapCTBEHHBIX
dhopm.
Nunosanuu B
Texuonoruu JIC.
9 KoHTponbHbIE VK-21
TOYKH VK. 22
MIPOM3BO/ICTRA. vo
c3 YK-23 ILn. 9
11 2
TK VK - 2.4
VK-25
10 [TpOMBIIITIEHHBIE VK-2.1
periiaMeHThl VK. 2.2
MIPOU3BO/ICTRA.
Vo VK-2.3
C3 VK.24 | WO
I1
K VK -25

12




11

TpeGoBanust k
COCTaBJICHUIO
MPOMBIIIIICHHOTO
perimameHTa
MIPOU3BO/ICTBA,
KOHTPOJIb
MIPOU3BO/ICTBA,
KOHTPOJIb
MIPOMEKYTOUHBIX
cTaguii u
onepauui,
KOHTPOJIb BCEX
MOJTYTIPOTYKTOB H
HCXOJHOTO
CBIPBSI.

YO
C3

TK

VK-21

YK-2.2

YK-23

VK-24

YK-25

II.n. 9

12

OcoGenHoctu
OpraHu3aIuu u
TUTAHUPOBAHUS

KU3HEHHOTO

UKIIa
PO TYKITHH,
TUTAHUPOBAHHE
3aKyIoOK, 3aTpart.
[Ipoueccsl,
CBSI3aHHBIE C
noTpeOuTENneM.

[IpousBoacTBo

MPOIYKIIUH.
Py6exnas
aTTecTanus 2

YO
C3

TK
KC

VK-21

VK-22

YK-23

YK-24

YK-25

25

II.n. 9

Hroro

18

36

18

100

13




5. PacnpeaesieHue TPyA0eMKOCTH AMCUMIIJIUHBI.

Paznen 5.1. Pacnipenenenue Tpy10€MKOCTH JUCIUTUIMHBI M BUJIOB y4eOHOM pabOTHI 11O
ceMecTpaM:

Bun yuyeOHo# padoThI Bcero yacos/ CemecTpsl
3a4eTHBIX eANHHILL 6
AyauTopHble 3aHATHS (BCEro), 12
B TOM YHUCIIE:
Jlexumnm (JI) 18
JlaGopaTtopusie 3ansTus (JI3), 36
CamocrosiTesibHast paboTa CTyaeHTa 18
(CPO)
Bua npoMeKyTo4HO# aTTeCTAalNu 3AYET (3) 3
HUTOI'O: Oémast TpyA0€MKOCTH 13112;1“ 722

Pazpen 5.2. Pa3pensl nuCUMIUIMHBI, BUABI y4eOHON pabOThl U (HOPMBI TEKYILIETO
KOHTPOJIS:

Ne Ne HaumenoBanue Bujpl yueOHoii padotsl (B AY) OneHouyHble
n/n | cemecTpa | paszzena JUCHMIIIMHbI JI JI3 CPC | Bcero cpeAcTBa
1 3 OO0riiee noHsATHE 2 4 2 8 YO — ycTHBIH
(hapmareBTHUECKOn ompoc, €3 —
eSITETTLHOCTH U CHIYALHOELLIC
A 3amaun, TK —
KOHTPOJISl KauecTBa TeCTOBEI
JICKapCTBCHHBIX KOHTpOIIb, I1-
nperapaTtoB B MPE3CHTANA
IpoLecce ux
IPOM3BOJICTBA U
W3TOTOBIICHHS.
2 3 N3yueHue cTpyKTyphl 16 32 16 64 YO — ycrbrid
CHCTEMBI KOHTPOJIS 1 onpoc, €3 —
CUTYAallUOHHBIC
obecrieyeHus: KayecTBa
3amaun, TK —
Ha npoussozcTae JIII. TECTOBLII
KoHTpoJb, KC-
KpYTJIbIU CTOJ
Uroro: 18 36 18 72
Paznen 5.3. Pacnipenenenue TeM JIEKIUN 110 CEMECTPAM:
No HawnmMmeHoBaHMeE TeM JIEKITHHA O60wem B AU
/1 6 Cemectp
1 | IlonsTHe dapManeBTHUECKON JCATEIHHOCTH H KOHTPOJIS KauyecTBa 2
JIEKapCTBEHHBIX NpenapaToB B IpoIlecce MX IPOM3BOJCTBA U
W3TOTOBIICHHSL.
2 | Konmerus Hauiexxanmx npakTuk B papmarmn (GxP). 4
3 | OcHoBHBIE TpUHIHTIIEI U actiekThl GMP. 4




4 | CTpykTypa CHCTEMbl KOHTPOJsI M OOECIeYeHHMs KadecTBa Ha 6
IPOM3BOJICTBE.
5 | Crparerun u HHHOBAMH B (DapMalleBTHUECKOM OTpaciy. 2
HUroro: 18
Paznen 5.4 Pacnipenenenue TeM J1abOpaTOPHBIX 3aHATUH IO CEMECTPaM:
Ne HaumenoBanue TeM 1a00paTOPHBIX 3aHATUN O6bem B AY
/i 6 Cemectp
1 | IlonsaTtue papmaneBTHUECKON NESTEIBHOCTH U KOHTPOJIS KayecTBa 2
JIEKapCTBEHHBIX MpenapaToB B IPOIIECCE X MPOU3BOICTBA U
U3TOTOBJICHMSL.
2 [TonmyyeHnue IUIEH3UN HA TIPOU3BOJICTBO JIEKAPCTBEHHBIX 2
IIperapaTosB.
3 CtpyKTypa cucTeMbl KOHTPOJIS U 0OeclieueHus KauecTBa Ha 6
MIPOM3BOJICTBE.
4 OcHoBHBIE TpeOOBaHMSI, TOpa3IeNeHus, popMUpoOBaHHE 4
CTaHJAPTHBIX ONEPALMOHHBIX IPOLELYP U KOHTPOJIS BCErO
npou3BojicTBa. Bogonoaroroska.
5 W3ydenue aaropuTMoB pa3pabOTKH U yIIpaBJIEHUs IPOEKTaMH 2
B obnactu papmaruu.
6 CoBpemenHbIe TpeOOBaHUA K 00ECTICYCHUIO aHATUTHYECKOTO 2
COITPOBOKACHHUS BCEX TEXHOJOTHUECKUX CTaIUi MPOU3BOJICTBA
cyOcTaHIUI U TOTOBBIX JIGKAPCTBEHHBIX (POPM.
7 TexHomornyeckue nporecchl Ha (hapMaleBTHIECKOM 2
IIPOM3BOJICTBE.
8 [IpaBuia opraHu3anuy NPOU3BOJCTBA U KOHTPOJIS KauecTBa 4
JIEKapCTBEHHBIX CYOCTaHIIMI U TOTOBBIX JIEKAPCTBEHHBIX (HOPM.
WuHoBanuu B TexHosoruu JIC.
9 KoHTposbHbIE TOUKH IPOU3BOCTBA. 2
10 [TpoMBILITIEHHBIE PETVIAMEHTHI IPOU3BOJICTBA. 4
11 TpeboBaHMs K COCTABIECHUIO IPOMBIIIJICHHOTO periiaMeHTa 2
MIPOU3BOJICTBA, KOHTPOIb IIPOU3BOJICTBA, KOHTPOJIb
IPOMEXYTOUHBIX CTQAMN U ONepaIii, KOHTPOJIb BCEX
TIOJTYTIPOAYKTOB M UCXOJIHOTO CBIPbSI.
12 Oco6eHHOCTH OpraHu3alMy U MJIaHUPOBAHUS KU3HEHHOT O IIUKJIA 4
NPOAYKIINH, TUTAHUPOBAHHE 3aKyTOK, 3aTpart. [Iporeccsl,
cBsizaHHbIE ¢ moTpeduTeneM. [Ipon3BoACTBO MPOAYKIIMH.
HUroro: 36
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6. O0pa3oBaresibHbIE TEXHOJIOTHU

B mpouecce

HU3y4YCHUS  JHUCHHUIIIMHBI

«TeXHOJIOTUYECKUIT MEHEHKMEHT

(apManeBTUYECKON MPOIYKIIUNY» HCHOJB3YIOTCA Cleayromue (OpMbl aKTHBHBIX U
VHTEPAKTUBHBIX 3aHITHM:

No/m.

Tema

Bupn
3aHATHA

KoaunuecTtBo
4acoB

AKTHBHbDIE
(¢opmbl

HNHTepakTHBH
bI¢ (POPMBI

[NonsTre GapmaneBTHUECKON
JIeSATENIBHOCTH U KOHTPOJISL Ka4eCTBa
JIEKapCTBCHHBIX [IPENapaToB B
IIpoLecce UX IIPOU3BOJICTBA U
U3TrOTOBJICHMUSL.

IIpaxTuueckoe

1

IIpesenTanus

[MosydeHne TUIEH3NH Ha
MPOM3BOJICTBO JICKAPCTBEHHBIX
MPenaparos.

IIpaxTuueckoe

IIpesenTanus

CrpyKTypa CHCTEMBI KOHTPOIIS U
obecrieueHns KadecTBa Ha
MIPOM3BOJICTBE.

[IpaxTnueckoe

IIpe3enTanus

OcHoBHBIE TpeOOBaHNS,
HoJpa3AeneHus, JOpMUpPOBAHKE
CTaHJApTHBIX ONEPalMOHHBIX
IIPOIIeTyp I KOHTPOJIS BCETO
IPOM3BOJACTBA. BoIOMOArOTOBKA.

IIpakTnueckoe

IIpe3enTanus

W3y4eHue aropuTMOB pa3pabOTKH U
YIIPaBJICHUSA IIPOCKTaMHU
B oOnactu hapmanuu.

IIpakTnueckoe

IIpesenTanus

CoBpeMeHHbIe TPeOOBaHUS K
00€eCIIeYeHHI0 aHATTUTHIECKOTO
CONPOBOXICHHSA BCEX
TEXHOJIOTUYECKUX CTaIii
NPOU3BOJCTBA CyOCTaHIMI U
TOTOBBIX JIGKAPCTBEHHBIX (HOpM.

IIpakTnueckoe

IIpesenTanus

TexHOMOTHYECCKIC IpoHecChl HA
(bapMa].[CBTI/I‘{eCKOM IIPOU3BOJACTBC.

IIpakTnueckoe

IIpe3enTanus

[IpaBuna opranuzanuu
MPOM3BOJICTBA ¥ KOHTPOJISI KauecTBa
JIEKapCTBEHHBIX CYyOCTaHIMN U
TOTOBBIX JIEKAPCTBEHHBIX (HOPM.
Wunosarun B TexHosoruu JIC.

[IpaxTnueckoe

IIpe3enTanus

KoHTpoIbHBIE TOYKH IPOU3BOACTBA.

IIpakTnueckoe

IIpe3enTanus

10

HpOMLIIHJ'IeHHLIe PErIaMeHTBI
IIpOU3BOACTBA.

[IpakTnueckoe

IIpe3enTanus

11

TpC6OBaHI/IH K COCTaBJICHUIO
MNPOMBIIIJICHHOT'O peTJIaMEHTa
MNpOnU3BOACTBA, KOHTPOJIb
MMpOU3BOACTBA, KOHTPOJIb
MMPOMEIKYTOYHBIX CTa,I[I/Iﬁ u
onepaum‘/i, KOHTPOJIb BCEX
TIOJIYITPOAYKTOB Y UICXOJHOT'O ChIPhA.

[IpakTnueckoe

IIpe3enTanus

12

OcoOeHHOCTH OpraHu3auy 1
TJTaHUPOBAHUSA Y KU3HECHHOTO TUKJIA
MPOAYKIIWH, IIITAaHUPOBAHUE 3aKYIIOK,
3atpar. [Ipoueccel, cBsI3aHHbIE C
notpeburenem. IIponsBoacTso
MPOAYKIIHH.

[IpaxTnueckoe

Kpyraslii cton
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7. YueOHO-MeTOAMUYECKOE oOeciedeHne caMoCTOSITeJIbHOI padoThI
Pacnipenenenue camocrositenbHoi paboTtel cryaenta (CPC) mo Bunam u cemectpam

No Haumenoanue Buga CPC Ob6bem B AY
n/m Cemectp 6
1 | PaGora ¢ ntuTepaTypHbIMH U HHBIMHA HCTOYHMKAMHU HH(OpMAITUH. 6
2 | PaboTa c 2eKTPOHHBIMH PECypCcaMu, pa3MELICHHBIMH Ha TUCTAHIMOHHOM 6
00pa3oBaTeIbHOM TIOPTaJie Y HUBEPCUTETA.
3 | IloaroToBka K y4acTHIO B 3aHATHIX B aKTUBHOW M MHTEPAKTHBHOH (hopme. 6
HUTOTI'O (Bcero - AY) 18

8. OueHounble cpeacTBa AJIsl TEKYIIEro KOHTPOJISA YCIeBaeMOCTH, Py0e:KHOi
ATTECTAIIMU U MPOMEKYTOUYHOI ATTECTAIMH M0 UTOraM OCBOEHUS THCIUTIIHHBI.

8.1. ®opmbI TeKylIero KOHTPOJISA U MPOMEKYTOYHON ATTECTAUMM IO JMCHUILIMHE
«TexHOTOrMYEeCKUIT  MEHEAKMEHT  (papMaleBTHYECKON  MPOXYKLIHUH,

BU/IbI
OLCHOYHBIX CPEACTB:
No No O1ieHOYHBIE CPEACTBA
HaumeHnoBanue pasnena
n/ | cemecTp @dopMbI KOHTPOJIS
0 N JUCIUATUTHHBI Busr
1 2 3 4 5
1 6 Texymmii u Oo01iee moHsATHE YO — ycrubiit onpoc, C3 —
POMEKYTOUHBIN (dhapmareBTHUECKOM CHTyalMoHHbIe 3afay, TK —
TECTOBBIN KOHTPOIIb, I1-
KOHTPOITb (KOHMPOIb NeSITETLHOCTH U
. npe3eHTalys
CAMOCMOSIMENbHOU KOHTPOJISl KauecTBa
ayoumopHou u JIEKapCTBEHHBIX
8HeayOUMopHOU IIPENapaToB B IIPOLECCe
pabomul cmyoeHma) WX TIPOU3BOJICTBA U
W3TOTOBJICHHUS.
2 6 Texymmii u N3ydenue cTpyKTyphl YO — ycruprit onpoc, C3 —
IPOMEKYTOUHBIN CHCTEMBI KOHTPOJIS U cutyauuonHsie safam, TK —
TECTOBBIN KOHTPONb, KC-Kpyribrit
KOHTPOJIb (KOHMpob | 0OecrieueHHs KauecTBa Ha cron
CamocmosmenbHou npousBoactse JIIT.
ayoumopHotul u
8HeayOUmopHoU
pabomul cmyoeHma)
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8.2. IIpumepnbl OLIEHOYHBIX CPEACTB:

8.2.1 TecroBbie 3aganus AJs pyOe;KHOU aTTecTanuu (MpUMepbI)

1. COI'JTACHO 3AKOHOJATEJIBCTBY P® K OBPAIIIEHUIO JIEKAPCTBEHHbBIX
CPEJACTB HE OTHOCUTCA

A) pacnpoctpanenue JIC

b) pa3paboTka, JOKIMHUYECKUE UCCIIEN0BAHNS, KIMHUYECKUE UCCIEA0BaHMS, IKCIIEPTU3A,
roCcyJIapCTBEHHAsl PErUCTpanusl, CTaHIapTU3alus U KOHTPOJIb KaueCcTBa

B) npou3BoACTBO, U3TOTOBJICHHUE, XPAHEHHE

I') nmepeBo3ka, BBO3 Ha Tepputopuio PO, BeiB03 ¢ Tepputopun PO, pexnama

2. TOCYJAPCTBEHHASA PEITUCTPALIMA JIII, BEAEHUE I'OCYJAPCTBEHHOI'O
PEECTPA JIC OTHOCATCA K ITIOJIHOMOYMAM

A) Munzapasa Poccun

b) Poc3npaBHanzopa

B) PocniotpeOnanzopa

I') opranuzanuii-npoussoaureneit JII1

3. TOCYJIAPCTBEHHOW PETUCTPALIMM TTOJJIEXXAT BCE JITT, KPOME

A) JIT1, u3roToBICHHBIX B allTeKax

b) Bocnipon3BeIEHHBIX JTEKAPCTBEHHBIX MPENapaToB

B) HOBBIX KOMOMHaIUI 3aperucTpupoBaHHbIX paHee JIIT

') JIII, 3apeructpupoBaHHBIX paHee, HO MPOU3BEACHHBIX B JPYIHX JIEKAPCTBEHHBIX (op-
Max, B HOBOU JIO3UPOBKE

4. OOUIIIAJIbBHBIM HNCTOYHUKOM HMHOPOPMAIIMUA O JIC, IPOLIEIINX
I'OCYJAPCTBEHHVYIO PETUCTPALINIO, ABJISAETCA

A) 'ocynapctBennsiit peectp JIC

b) peructp JIC Poccun

B) sanuknoneaus JIC

I') 'ocynapctBennas gpapmakornes

5. BEBOITACHOCTD JIEKAPCTBEHHOI'O CPEJICTBA - 9TO...

A) CooTBeTCTBHE JIEKAPCTBEHHOT'O CPEICTBA TPEOOBAHUSIM (PapMaKONEMHON CTaThHU TMOO B
Clly4yae ee OTCYTCTBUSI HOPMATUBHOM TOKYMEHTAlMU WM HOPMATUBHOIO JJOKYMEHTA.

b) Xapakrtepuctuka  BIAMSHHS ~ JIGKAPCTBEHHOTO  Mpemapara Ha  TEYEHHE,
MPOJIOJDKATENBHOCTh 3a00JI€EBaHUS WJIM €ro MNpeAOoTBpallEHUE, peadWIUTaluIo, Ha
COXpaHEHUEe, MPeJOTBPAllCHUE WIH ITpepbIBaHIUE OEPEMEHHOCTH.

B) Xapakrepucrtrka JIEKapCTBEHHOTO CPEICTBA, OCHOBAHHAS HA CPABHUTEIILHOM aHAJIU3€
ero 3G(}EeKTUBHOCTH W pHUCKAa MPUYMHEHUS Bpela 3/I0pOBbIO, a TaKXKe CTENEHU
MTOJIOKHUTENBHOTO BIMSIHUS 3TOTO Mpenapara ¢ UMEIOIIMMCS aHAJIOTOM.

I') XapakTepucTuka CTENEHU MOJOKHUTEIBHOIO BIUSHUS JIEKAPCTBEHHOI'O Ipernapara Ha
TE€YEeHHE, MPOIOJKUTEIbHOCTH 3a00JIEBaHUS UJTU €T0 MPEJ0TBpalleHNe, peadInTaIIIo, Ha
COXpaHEHUe, MPEJOTBPAILCHHUE WU NPephIBAaHUE OEPEMEHHOCTH.

6. PABPABOTYMKOM JIEKAPCTBEHHOI'O CPEJACTBA ABJIAETCA:

A) Opranuzanus, o6iajgaromas npaBaMu Ha pe3ysibTaThl JOKIMHUYECKUX HCCIETOBAHUN
JIEKQpCTBEHHOI'O0 CPEACTBA, KIMHUYECKUX HCCIECIOBAHMM JIEKAPCTBEHHOIrO IIpemnapara, a
TaKX€ Ha TEXHOJIOTHIO IMPOU3BOACTBA JIEKAPCTBEHHOI'O CPEICTBA.
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b) Opranuzanus, KoTopas SBISE€TCS CIOHCOPOM MPOBEACHHS JOKIMHUYECKUX H
KJIIMHAYECKHUX MUCCIIEIOBAHNM JIEKAPCTBEHHOTO CPE/ICTRA.

B) Opranuzanus, KoTopas y4dacTByeT B TPOBEICHHH TOKJIMHUYECKHX HWCCIICIOBAHHM
JICKapCTBEHHOT'O CPEICTRA.

I') Opranuzanusi, obnagaroiiasi paBaMu Ha Pe3yJbTaThl JTOKIMHUYECKUX HCCIEAOBaHUMN
JICKapCTBEHHOT'O CPEJICTBA.

8.2.2 Curyauunonnsbie (mpuMepbl)

1. IlpuBeanTe OCHOBHBIEC TPEOOBAHUS K YIIPABIEHUIO MpoleccaMu Ha (hapMalieBTHUECKOM
npousBojacTBe. KakoBbl TPUHIMIBI CHUCTEMbl MeHeIkMeHTa KauectBa? [IpuBenure
IPUMEPHYIO CTPYKTYPY PYKOBOJICTBA IO KAYECTRY.

8.2.3 Bonpochl K 3a4eTy JJIs1 CTYA€HTOB:

1. IlonsTHe ¢apmalleBTUYECKON NEATEIBHOCTH U KOHTPOJIS KadyecTBa JIEKAPCTBEHHBIX
IperapaToB B IIPOLECCE UX MPOU3BOACTBA U U3TOTOBJICHMUS.

2. IlonyyeHue AUIEH3UN Ha TPOU3BOACTBO JIEKAPCTBEHHBIX MPENapaToB.

3.CTpyKTypa CHCTEMbI KOHTPOJISl M 00eCTIeueHUs KauecTBa Ha IPOU3BOCTBE.

4.0OcHOBHbBIE TpeOOBaHUS, NOApa3aeiaeHus, GOPMUPOBAHNUE CTAHJAPTHBIX ONEPALMOHHBIX
MpoLenyp sl KOHTPOJIS BCEro MPOU3BOACTBA. BogonoaroToska.

5. N3yueHune anropuTMoB pa3pabOTKHU U YIIPaBIEHUS IPOEKTaMU B 00J1acTh (papMaluu.

6. CoBpemeHHbIE TpeOOBAaHHUA K OOECIEUEHUIO AHATUTUYECKOTO COMPOBOXKICHUS BCEX
TEXHOJOTMYECKHUX CTaui MPOU3BOACTBA CYOCTaHIUI U TOTOBBIX JIEKAPCTBEHHBIX (HOPM.
7. TexHonorndyeckue nporecchl Ha (papMaleBTUUECKOM ITPOU3BO/ICTBE.

8. [IpaBuia opranu3anuu Npou3BOJICTBA U KOHTPOJIS KaYeCTBa JIEKAPCTBEHHBIX CyOCTaHIHI
Y TOTOBBIX JIeKapcTBEHHbIX (popm. MHHOBanuu B TexHosoruu JIC.

9. KoHTpobHbBIE TOUKH IPOU3BOICTBA.

10. [IpombIIeHHBIE PETIAMEHTHI IPOU3BOJICTBA.

11. TpeboBaHusl K COCTABJICHUIO MPOMBIILIEHHOTO PerjaMeHTa MPOU3BOACTBA, KOHTPOJIb
MPOU3BOJICTBA, KOHTPOJIb MPOMEXKYTOUHBIX CTaJAMid M OMNEpaLMil, KOHTPOJIb BCEX
MOJIYITPOTYKTOB U UCXOJHOTO CHIPBS.

12. OcobGeHHOCTH OpraHW3allMU W IUJIAHUPOBAHUS JKU3HEHHOTO IMKJIA MPOAYKIIHH,
IJIaHUPOBAHME 3aKYIOK, 3arpaT. IIpouecchl, cBsa3anHble ¢ noTpedureneM. IIponsBoacTBo
MPOIYKLHUH.

8.2.4. Ilpe3enTanuu (MpuMepHasi TeMATHKA)

1. OcHOBHBIE IPUHIUIIBI YIPABICHUS COBPEMEHHBIM (hapMalleBTUYECKUM IPOU3BOACTBOM.
2. KiroueBple TpeOoBaHUsA K pa3pabOTKe HAyYHOTO IPOEKTA: CTPYKTypa, YNpaBiICHUE,
IIPEICTABIICHUE PE3YJIBTATOB.

3. UcnonwzoBanue COII Ha peanpusTusix.

4. OCHOBHbBIE JOKYMEHThl CHCTEMbl MEHEPKMEHTa KadecTBa Ha (hapMalleBTUUECKUX
IPEIPUITHSIX.

5. [IpoBegeHne HAyYHBIX IKCIIEPUMEHTOB: ATallbl, TPEOOBaHUS, TOKYMEHTALIUS.

8.2.5 Kpyrusblii croa (mpumep).

Tema: Pa3zpaboTka cuCTEMbl MEHEKMEHTa KauecTBa Ha (apMaleBTUYECKOM
MIPOU3BOJICTBE.

Ili1an MmeponpusTus:

1. Onpenenenue BeayIiero (Moaeparopa).
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2. OnpenienieHne y4aCTHUKOB (IKCIIEPTOB).

3. CocTaBieHue BOMPOCOB (TEMATHK) AKCIEPTaM.

4. IloaroroBka Npe3eHTALMI U BBICTYTUICHH.

5. Meroauueckoe 3acelaHue.

6. AHKETHPOBAHUE/TIOATOTOBKA BBHIBOJIOB (PE30IIOIHH).

7. OuennBaHue pabOTHl YIACTHUKOB M BEAYIIETO.

8.2.6 OueHo4HbIC CpeACTBa, PEKOMEHAyeMble 1Sl BKJIKYEHUS B (OHI OLEHOYHBIX
CpeACTB /Jisl MPOBeIeHUs1 HTOTOBOI rocy1apCcTBEHHOI aTTecTauuu (mpuMep):

1. IlpuBearTe OCHOBHBIE TPEOOBAHUS K YIPABJICHHIO MPOIlecCaMU Ha (papMarleBTUYECKOM
npousBojacTBe. KakoBbl TPUHIMIBI CHUCTEMbl MeEHEIkMeHTa KauectBa? IlpuBenure
IPUMEPHYIO CTPYKTYPY PYKOBOJICTBA IO KAYECTRY.

8.2.5 llIkaabl OLEHUBAHWA.

IIIkaJia OHeHNBAHNMS YCTHOTO ONpoca (codeceJ0BAHUA) HA 3aHATHAX

«l ©Oamm» - chopMyIMpOBaH TIOJHBIA OTBET Ha OCHOBE COBPEMEHHBIX
KiaccupuKanuii, HOPMaTHUBHBIX JOKYMEHTOB M JIOCTIDKEHUN HAYKH M TPAKTUKH, OTBET
IIPUBEJEH TOJIHO, CHCTEMHO U IIOCJIEJOBATENBHO.

«0,8 OamioB»- OTBET CHPOPMYIUPOBAH YACTHUUHO, OTBET MPOBEAEH HE IOJHOCTHIO,
WJIM TIOJTHOCTBIO, HO HE ITOCJIEI0BATEIBHO.

«0,5 OGamioB» - OTBET MNPHUBENEH IUIOXO0, chopmyimpoBaH 0e€3 NPUMEHEHHUS
KJIacCU(PUKALMIA, OTBET JIaH XaOTUYHO, OECCUCTEMHO.

«0 6amnoBy» - OTBET HE CPOPMYTUPOBAH.

[IIkajga oueHUBaHUSA TECTOBBIX 3aJaHUM
TecToBbIE 3a1aHUA NJIA POBeIeHUS PYOeKHOM aTTeCTAlNHU
«25 6amnoy - 100% npaBUIIBHBIX OTBETOB, U T.1I.

IIIxajia OeHUBAHUS YYACTHA B KPYIJIOM CTOJIe

«3 Gamma» - chopMyIHpPOBaH TOJHBIN TIJIaH PEIICHHS 3alaHUs TI0 TEME KPYTJIOTO
CTOJJa HAa OCHOBE COBPEMEHHBIX KJIaCCHU(UKAIHMK, HOPMATHUBHBIX JTOKyYMEHTOB U
JTOCTHKECHUNW HAyKW W TPAKTUKH, OTBET NPHUBEICH IIOJHO, MNPEIJIOKCHHBIM BapHaHT
pelieHus 3aaHus ONpeeeH CHCTEMHO U MOCIE0BATEIIBHO.

«2 Oaiya»- IJIaH PeIICHUs 3aJaHus 10 TeMe KPYIJIOro CToja ONpeeIeH YaCTUYHO,
perieHne 3ananvs cHOPMYIMPOBAHO YACTUYHO, OTBET MPOBEIACH HE IMOJTHOCTHIO, WIIH
MTOJTHOCTBIO, HO HE MCTIOJB30BaHBI BCE METOABI MJIHM TAIThl PEIICHUS 3a/1aHUS.

«l Oamm» - TUTaH pemIeHWS 3aJaHus  KPYTJOTO CTOoja OINpeACNICH III0XO,
chopMyupoBaH 0€3 TPUMEHEHUS KiacCU(UKAIMi, HOPMATHBHBIX JOKYMEHTOB U
JOCTIKEHUN HAYKH U MPAKTUKHU, OTBET MPOBEJICH TIOX0, OTBET HA MOCTABJICHHYIO 3379y
JlaH XaOTUYHO, OECCUCTEMHO.
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«0 6anoBy - MJIaH pelIeHus 3aJaHus 10 TeMEe KPYIJIOro CTOJIa HE OMpeesieH, OTBET
He c(hOpMYIUPOBaH, aHAJIN3 CUTYaIlMH HE TPOBEJICH, OTBET HA MOCTABJIECHHYIO 3a/1ady HE
OINpEJENIEH.

IIkana oueHUBAHUA NMPE3eHTALUU

«1-2» - mpuBeaeHa noyiHasg UH(POpPMaIKs HA OCHOBE COBPEMEHHBIX KiacCUpUKaIIHii,
HOPMAaTUBHBIX JTOKYMEHTOB M JIOCTWKCHUN HAyKW W MNPAKTHUKHU, OTBET MPUBEAECH MOJIHO,
NPEAJIOKEHHBI BAapUAHT OCBEIICHUS TEMATHUKU IPE3EHTAUHUHU ONPENEIEH CUCTEMHO M
IIOCJIEA0BATEIBHO.

«05-1 Oamnma»- wuHOpMmaIus TpUBEACHA YAaCTUYHO WJIM TIOJHOCTBIO, HO HE
HCMOJIb30BaHbl BCE METObI UJIN ATAIbl PEIICHUS BOIPOCOB MO TEME NMPE3CHTALINH.

«0,3-0,5 Oamna» - umHbOpMalMs MPUBEIEHA IUI0X0, CHOPMYJIHUPOBAHBI TE3UCHI
ciaiiioB 0e3 MpUMEHEHUsl KiIacCU(pUKAIMM, HOPMATUBHBIX JOKYMEHTOB M JOCTHXKEHUU
HAaYKU U MPAKTUKHA, OTBET IIPOBEJEH IIJI0X0, OTBET HA MOCTABJICHHBIE BOIIPOCHI TEMATUKHU
MPE3EHTAIlUU JJaH Xa0TUYHO, OECCUCTEMHO.

«0 OamnoB» - MJIaH pELIEHUs] HE ONPEJENEH, OTBET HE CPOPMYIMPOBAH, AHAIIU3
npo0JieMaTHKH 10 TEeME MPE3EHTAlMKU HE MTPOBEJICH, OTBET HA MOCTABJICHHBIE BOIPOCHI HE
OTIPEIEIIEH.

IIIkana oeHUBAHUA CUTYAallHOHHOM 321241

«0,5 6amnoB» - chopMyIMpOBaH MOJHBIA IUIAH PEIICHUS CUTyallud Ha OCHOBE
COBPEMEHHBIX KJIacCU(UKalMH, HOPMATHUBHBIX JOKYMEHTOB M JIOCTH)KEHUH HAyKH U
NPAaKTUKW, OTBET TMPUBEACH TMOJHO, NPEIIOKCHHBIA BapHAHT pEIICHUS CHTyaIllH
OTIpe/ieNieH CUCTEMHO W TOCIEAO0BaTEIbHO, OTBETHl HA BOMPOCHI MO 3ajadye MPOBEACHBI
MPaBIIIBHO M TOYHO.

«0,4 Gannay- MIIaH PEIICHUs CUTYaIlMH OMpEAeNieH YaCTHUYHO, PEIICHUE CUTYaIllH
c(OpMyJIMPOBAHO YACTUYHO, OTBET IMPOBEJIEH HE MOJHOCTHIO, WM MOJHOCTHIO, HO HE
HCIIOJIb30BaHbl BCE METOJAbl WJIM 3Talbl PEIICHUs CUTYyallud, B OTBETE€ Ha BOMNPOCHI €CTh
HEeOOJIbIITNE HETOYHOCTH.

«0,3 Oanmna» - mjaH pelleHUs CUTyaluu ONpelesieH II0oX0, cPopMyIHpoBaH 0e3
NPUMEHEHUs KiIacCupUKaui, HOPMATHUBHBIX JOKYMEHTOB W JOCTHIKCHHMHA HAyKd U
MPAaKTUKW, OTBET MPOBEACH IUIOXO, OTBET Ha MOCTaBIECHHYIO 3aJady JaH XaoTHUYHO,
OeccrucTeMHO, B pacueTax eCTh CYIIECTBCHHBIC HEIOUETHI.

«0 6anmnoB» - MIIaH pelIeHUs] CUTYalluu HE OINpeselieH, OTBET He C(OPMYJIHUPOBaH,
aHaJIW3 CUTYyalluH HE TPOBECH, OTBET Ha MOCTABIECHHYIO 3a/1a4y HE ONpeeIicH.

IIkaJsia oueHUBaHUSI YCTHOTO ONpoca (codece10BaHMsI) HA 3a4eTe
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«50 OGammoB» - chopmylIMpoBaH TMOJHBIA OTBET HAa OCHOBE COBPEMEHHBIX
Kiaccu(ukanuii, HOPMAaTUBHBIX JOKYMEHTOB W JOCTIKEHUW HAYKH W TPAKTUKHA, OTBET
MIPUBEJEH MOJHO, CHCTEMHO U MOCJIEOBATENBHO.

«40 6amnoB»- 0TBET CHOPMYITHUPOBAH YACTUYHO, OTBET MTPOBE/ICH HE MOJIHOCTHIO, UITH
MOJIHOCTBIO, HO HE MOCJEI0BATENBHO.

«30 OamoB» - OTBET MpPHUBEIEH IUJIOX0, CPOPMYJIMpPOBaH 0€3 NPUMEHEHUS
KJaccuduKanui, OTBET JJaH Xa0TUYHO, OECCUCTEMHO.

«0 6asIoB» - OTBET HE CPOPMYIIHPOBAH.

8.2.6 B coorBerctBMH ¢ OauibHO-peiiTuHroBoii COI'Y cucrema mnopsigka
OCYLLECTBJICHHS] PYy0e:KHOT0 KOHTPOJISA M MOJCYeTa UTOT0BOI OLIEeHKH CJleyIolias:

1 —s1 pyOexxHas arrectanus - MakcuMasabHO 50 0anioB; U3 HUX:

Ot 0 mo 25 6amnoB (P1) — arrecranimonnas (pyoekHasi) KOHTpOJIbHAs paboTa;

Ot 0 1o 25 6amnos (T1)— Tekymas paboTa CTy/ieHTa B TEUEHHE pyOeka

2 -5 pyOexHas aTTecTalus — MakcuMasabHo 50 0ayuioB; U3 HUX:

Ot 0 no 25 6annoB (P2) — arrecraiinonHas (pyOekHas) KOHTpOJIbHAs paboTa

Ot 0 no 25 6amnoB (T2) — Tekyias paboTa CTy/IeHTa B TeUEHUE pyOexa

Dx3ameH (J) — MmakcuMalbHO 50 Oasos.

3auer (3) — makcuManbHO 50 6aIoB.
KPUTEPUU OUEHKU YCTHBIX OTBETOB IIPU IIPUEME 3AYETA

1. Kak mpaBuiio, 10 Tpex BOmpocoB. Bo3mMokHa KOMOMHAIHSI TEOPETUICCKUX BOTIPOCOB C
3a/1a49€H WIIM CUTYaIIMOHHBIM 3aJJaHUEM.

2. OTBEeT WCHBITYEMOro OIIGHMBAeTCsd B OajylaX, WTOTOBBIM Oajll BBICTABISAETCS B
KOMIIJIEKCE IT0 COBOKYITHOCTH OTBETOB Ha BCE BOMPOCHI OuieTa. [Ipu oTcyTcTBUM OTBETA
Ha OJIMH U3 BOIPOCOB OHJIETa MOJIOKUTEIIbHAS OIICHKA HE BBICTABJISCTCS.

3. Ilpu cocTaBieHUH PEUTHHTOBBIX CITMCKOB PE3yJIbTaThl UCIIBITYEMbIX PAHXXKHPYIOTCS B
yMEHBIIIEHUS OAIIIIOB.

4. HeynoBiIeTBOPUTETHHOM CUATAETCA OIIEHKA 55 0aJUIOB U HUXKE.
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XapaKkTepHCTHKA 0TBeTa

Bbanna
no
HIKaJie
100
(%
0TBETA)

Bbana mo
mkaJje 100
(% otTBeTa)

Onenka

1

2

JlaHbl TONHBIE, Pa3BEpPHYTHIE OTBEThI Ha BCE IOCTABJICHHBIC BOIPOCHI,
MOKa3aHa COBOKYITHOCTh OCO3HAHHBIX 3HAHUN 00 00BEKTE, MPOSBIISIONIASICS
B CBOOOJTHOM OTIEPUPOBAHUY MOHITHIMU, YMCHHUHU BBIJICIIUTH CYIIECTBCHHBIC
Y HECYIIECTBEHHBIC €0 MPU3HAKHU, IPUIUHHO-CIICICTBCHHBIC CBSI3H. 3HAHHE
00 00BEKTE AEMOHCTpUpPYETCS Ha (JOHE TOHUMAHUS €r0 B CUCTEME JaHHOU
HAYKH ¥ MEXJIMCIUIUIMHAPHBIX CBs3ei. OTBET POPMYIHUPYETCS B TEPMHHAX
HAYKW, W3JI0KEH JINTEPaTYpPHBIM  S3BIKOM, JIOTHYCH, JOKa3aTecH,
JIEMOHCTPHUPYET aBTOPCKYIO TIO3UIHIO CTY/ICHTA.

3amaya WM CHUTYallMOHHBIC 3aJIaHUs PEIICHBI, BEPHO, JaHO IIOJIHOS
Jjorudeckoe o0bsicHeHue. PacueTHas yacTh BhINOJIHEHA O0e3 o1nbook. OTBeT
OoQOpPMJICH THCBMEHHO, JIMTEPATYPHBIM SI3BIKOM, C HCIOJb30BaHUEM
TepMI/IHOB HayKI/I, JIOTUYECH, JOKAa3aTCJICH, COOTBGTCTByeT HpI/IHHTI)IM HOpMaM
U crienduke npeAMETHOH 001aCcTH.

48-50

96 — 100

JaHbpl monHbBIe, pa3BEpPHYTbIE OTBETHl HAa BCE IIOCTABICHHBIE BOIPOCHI,
MIOKa3aHa COBOKYITHOCTh OCO3HAHHBIX 3HaHWH 00 OOBEKTe, JOKa3aTeIbHO
PAaCKpPLITbI OCHOBHBIC ITOJIOKCHUA TEMbI; B OTBETC IPOCICKUBACTCA YETKAsA
CTPYKTYpa, JIOTHYECKas TOCIE0BaTeIbHOCTh, OTPaXKAIOIIasi CYIIHOCTh
pacKphIBaeMbIX TOHATHIA, TeOpWUd, sBIeHWH. 3HaHWE 00 O0OBeKTe
JIEMOHCTpHUpYeTCsl Ha ()OHE MOHMMAHHUS €r0 B CUCTEME JaHHOW HAayKd U
MCKAUCHUTTIIMHAPHBIX cBsa3eil. OTBET M3JIOKEH JIMTCPATYPHBIM A3BIKOM B
TEpMUHAX HayKd. MoryT ObITh [OIYLIEHBl HEAOYETHl B OINpPElCICHUH
MOHSTHH, UCIIPABICHHBIE CTYyIEHTOM CaMOCTOSITENILHO B IIPOLIECCE OTBETA.
3ajaua WM CUTYallMOHHBIC 3a/aHUsl pPEHICHBI, BEPHO, JaHO TMOJHOE
norudeckoe oObsicHeHne. PacueTHas gacte BhIonHEHa 6e3 ommbok. OTBET
0QOpMIIEH NHCBMEHHO, JHMTEPAaTYpPHbIM S3BIKOM, C HCIOJIb30BAaHHEM
TEPMUHOB HayKH, JIOTHYCH, JOKA3aTCJICH, COOTBETCTBYCT NIPUHATHIM HOPMaM
U crienduke npeMeTHOH 001acTH.

46-47

91-95

JaHpl TONHBIE, pa3BepHYThIE OTBETHI HAa BCE IIOCTaBJICHHBIE BOIPOCHI,
JIOKA3aTeNIbHO PACKPBITHl OCHOBHBIE IIOJIOKEHUS TEMBI; B OTBETax
MPOCIICIKUBACTCSI YETKas CTPYKTypa, JIOTMYeCKas II0CJIeI0BATeIbHOCTD,
OoTpakarolllasg CYIIHOCTb PacCKpbIBAEMbIX IOHATHHA, TEOPHM, SBJICHUM.
OTBETHI U3J0XKEHBI INTEPATYPHBIM S3IKOM B TEpMUHAX Hayku. B oTBerax
JIOMYIICHbl ~ HEJIOYEThl, HCIPABJIICHHbICE CTYJICHTOM C  IIOMOIIbIO
MpernoaBaTers.

3amaya WM CHUTYallOHHBIE 3a/IaHWs PEIICHbI, BEPHO, [aHO TIOIHOE
Jjoruueckoe o0bscHeHue. PacueTHas yacTh BBINOJIHEHA 0e3 omnOok. OTBeT
opopMIIEH THUCHMEHHO, JIMTEPATYPHBIM SI3BIKOM, C HCIIOJIb30BaHUEM
TEPMHHOB HAYKH, JIOTUYCH, IOKA3aTeJICH, COOTBETCTBYET MPUHATHIM HOpMaM
1 crienrduke mpeaMeTHON 00IacTy.

44-45

86 —-90
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XapaKkTepHCTHKA 0TBeTa

Bbanna
no
HIKaJie
100
(%
0TBETA)

Bbana mo
mkaJje 100
(% otTBeTa)

Onenka

1

2

JlaHbl TONHBIE, Pa3BEpPHYTHIE OTBEThI Ha BCE IMOCTABJICHHBIE BOIPOCHI,
MOKA3aHO YMECHHE BBIICITUTH CYIICCTBEHHBIC U HECYIIIECTBEHHBIC MTPU3HAKH,
MPUYUHHO-CIICACTBCHHBIC CBsi3M. (OTBETHI YETKO CTPYKTYPHUPOBAHEI,
JIOTHYHBI, U3JIOKCHBl JTUTEPATYPHBIM S3BIKOM B TEPMHUHAX HAyKH. Moryt
OBITH JTOMYIICHBI HEAOYEThI WIM HE3HAYUTEIIBHBIC OIIUOKHU, UCTIPABICHHBIC
CTYJIEHTOM C ITOMOIIBIO TIPSO IaBaATEIIS.

3ajaua WM CUTYAIlMOHHBIC 3aJIaHUsl PEIICHBI, BEPHO, JIaHO TMOJHOE
Jjorudeckoe o0bscHeHue. PacueTHas yacTh BhINOJIHEHA O0e3 onbook. OTBeT
OopOpMIJICH THUCHBMECHHO, JIUTEPATYPHBIM SI3BIKOM, C HCIIOJIb30BAHUEM
TEPMUHOB HaYKH, JIOTHYCH, JIOKA3aTeJICH, COOTBETCTBYET MPHUHATHIM HOPMaM
1 crienmuHUKe MPEeIMETHON 00JIacTH.

42-43

JlaHbl TONHBIC, Pa3BEpPHYTHIC OTBEThI Ha BCE IMOCTABJICHHBIE BOIPOCHI,
IMOKa3aHO YMCHHUC BBIACINUTL CYIICCTBECHHBIC U HCCYIICCTBCHHBIC ITPU3HAKHU,
NPUYUHHO-CIICICTBCHHBIC  CBsi3U. OTBETBI YETKO CTPYKTYpPHPOBAHBI,
JOTWYHBI, W3J0KEHB B TepMUHAX Haykd. OJHAKO JOMYIICHBI
HE3HAYUTCIIbHbBIC OHH/I6KI/I WKW HEAOYCTHI, HUCHPABJIICHHLIC CTYACHTOM C
MOMOIIIBIO «HABOJISAIIMX» BOIPOCOB MPEIIOIaBaATEsI.

3ajaya WM CUTYAIlMOHHBIC 3aJaHUsl PEUICHBbI, BEPHO, JaHO TIOJHOE
noruyeckoe o0bsicHeHHe. PacueTHas 4acTh BhIMOMHEHA O0e3 ommOoK. OTBeT
O(bOpMJ]CH MUCBbMEHHO, JIUTCPATYPHBIM S3BIKOM, C HCIOJb30BAHUCM
TEPMUHOB HAYKH, JJOTMYCH, JIOKA3aTeJICH, COOTBETCTBYET MPHHATHIM HOPMaM
1 crieni(HUKe MPeIMETHON 00JIacTH.

40-41

JlaHBl TIOJHBIE, HO HEJOCTATOYHO IOCeA0BaTEIbHBIE OTBETHl Ha
MOCTAaBJICHHBIC BOIMPOCHl, HO MPH OTOM IIOKA3aHO YMEHHE BBIICIUTh
CYIIIECTBEHHBIE U HECYIIECTBEHHBIC NMPU3HAKA W MPUINHHO-CIIEICTBEHHBIE
cBs3u. OTBETHI JIOTUYHBI W HM3IIOKEHBI B TEPMHHAX Haykd. MoryT OBITH
JOTYIIEHbl 1—2 OmUOKKW B ONPEACICHUH OCHOBHBIX IOHSTHH, KOTOPHIC
CTYJIEHT 3aTPYyIHSAETCS HCIIPABUTh CAMOCTOSITEIHHO.

3amaya WM CHUTYyalliOHHBIE 3a/IaHWsl PEIICHbI, BEPHO, ITaHO TIIOJHOE
JIOTHYECKOe 00bsicHeHne. PacueTHast 4acTh BEITTONHEHA O€e3 omnook. OTBeT
opopMIIEH THUCBMEHHO, JIMTEPATYPHBIM SI3BIKOM, C HCIIOJIb30BAHUEM
TEPMHHOB HAyKH, JIOTUYEH, IOKa3aTelIeH, COOTBETCTBYET MPUHATHIM HOpMaM
U crienrduke npeaMeTHOH 001acTH.

38-40

JlaHbI HEJJOCTATOYHO MOJTHBIE ¥ HEZIOCTATOYHO Pa3BEPHYTHIE OTBETHI. JIoruka
Y TIOCJIEZIOBATENLHOCTD M3JI0KEHUSI UMEIOT HapyieHus. JlonmyieHb! omuokn
B PACKpBITHHM TOHATHH, ynotpeOieHun TepMuHOB. Her  cmocoOHOCTH
CaMOCTOSITETIHHO BBIICIHTh CYIIECTBEHHBIE M HECYIIECTBEHHBIC TIPU3HAKH U
NPUYUHHO-CIIEICTBEHHbIE  CBsI3M. He  MOXeT  KOHKPEeTHU3UpOBATh
0000IIeHHbIE 3HAHMS, JOKA3aB Ha NPHMEPaX MX OCHOBHBIC ITOJIOKEHUS
TOJIBKO C TOMOILNBIO mpenoaaBatens. PeueBoe odopmienue Tpedyer
MOITPAaBOK, KOPPEKIIHH.

3ajauya WM CHUTYalMOHHBIE 3aJaHUsl PELICHbI, BEPHO, HE3HAUYUTEIHHO
HapyLIeHO JIOTHYECKoe OObsicHeHHe. PacueTHas dYacTb BBINONHEHa 0e€3
ommnbok. OtBer oQOpMIIEH TNHCHPMEHHO, JUTEPATYPHBIM SI3BIKOM, C
UCIIOJIb30BaHHEM TEPMHHOB HayKH, JIOTMYEH, JIOKa3aTeJIeH, COOTBETCTBYET
NPUHATBHIM HOPMaM M cHeuu@uKe MpeaMeTHOH obiacTu, oJHaKo Tpedyer
KOPPEKIIHH.

36-37

3
81-85
76 —80
71-75
66 — 70
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XapaKkTepHCTHKA 0TBeTa Baaa Bana no Onenka
1o mkaie 100
mkaie | (% orBera)
100
(%
0TBETA)
1 2 3 3

JlaHBI HETIOTHBIE OTBETHI, JIOTHKA H TTIOCIEI0BATEIFHOCTD N3JI0KEHHS HMEIOT
CylLIecTBEHHbIC HapylIeHus. JlonymieHsl rpyOble OIIMOKHY MPH ONIpeaeNICHAN
CYUIHOCTH pacKpbIBa€MbIX TOHITUH, TEOpUH, SBICHHI, BCJIEICTBHE
HETIOHUMAaHHs CTYJISHTOM HX CYIIECTBEHHBIX U  HECYIIECTBEHHBIX
NPU3HAKOB U CBsA3el. B 0TBeTax OTCYTCTBYIOT BBIBOIBL. Y MEHHE PACKpPHITh
KOHKpPETHbIE MposiBIeHUs 00OOIIEHHBIX 3HAaHWKA He TokazaHo. PeueBoe | 33-35 56 — 65 3
odopmiieHne TpedyeT MONPaBOK, KOPPEKIIHH.
3amavya WM CUTYallMOHHBIC 3aJaHUS PEIIeHBl YacTH4YHO. PacueTHas 4acThb
BBITIOJTHEHA C HE3HAYUTENbHBIMH omnOKkaMu. OTBET 0(opMIleH MHCHbMEHHO,
CTHJIb M3JIOKEHHUS TpeOyeT YTOUHEHHS, OMYIIeHbI OIMHOKH B 0OPMIIEHUN
pE3YJIbTATOB.
JlaHbI HETIOJHBIE OTBETHI, PEICTABIISIONINE COO0H pa3pO3HEHHbIEC 3HAHUS IO
CyTU BOIIPOCOB C CYIIECTBCHHBIMU OHII/I6KaMI/I B  OIIPCACICHUAX.
[IpucytcTBYIOT — (hpparMeHTapHOCTh, HEJIOTMYHOCTh HW3JIOKeHHs. Her
OCO3HAHHMS CBS3H JAHHOTO OHSTHUS, TEOPHH, SIBICHUS C IPYTUMHU 00BEKTaMU
JUCHUITIIMHBI. OTCYTCTByIOT BbIBOABI, KOHKPETHU3AIUA U OOKA3aTCIbHOCTDH 30-32 41 -55 2
n3NokeHus. Peun HErpaMoOTHas. I[OHOHHI/ITGJ'H)HI)IC 1 YTOUHATIOIIUEC BOIIPOCHI
nperoaBarels He MPUBOIAT K KOPPEKIUH OTBETA CTYJCHTA HE TOJIBKO Ha
MOCTaBJICHHBIN BOIIPOC, HO U HA APYTHUEC BOIIPOCHI AUCIHUIIIINHBI.
3ajaua WM CUTYalOHHBIC 3aJaHUsI DPEHICHBI HEBEPHO, OTCYTCTBYET
OTIMCaHWE W/VITN O0BSICHEHHE aNTOPUTMa PEIICHNSI.
He nomyuenst oTBeTH 10 6a30BBIM BOIPOCAM JAUCIUTUIHHBL. <29 < 40 1

33)121‘13 WJIW CUTYAIIMOHHLIC 3a1aHWsl HC PCHICHDI.

9. YueOHO-MeTOqUYecKOe U MHPOPMAIHOHHOE 00ecTiedeHne TUCIUTIINHBI

a) OCHOBHAas JiUTepaTrypa:

benoycos, 0. b. Knuaudeckue uccienoBanust HOBbIX JiekapcTBeHHBIX cpeacTB / HO. b.

benoycos, M. B. JleonoBa, A. H. I'paumanckas - Mocksa : ' 90TAP-Menaua, 2011. -

Texkct

: anektponnbii // OBC "KoncynpranT cryaenrta
https://www.studentlibrary.ru/book/970409169V0024.html

12.01.2021). - Pexxum 0CTYyIIA: O MOAIMKCKE.

[caifT]. -
(mara

URL
oOpalleHus:

bysnama, A. B. JlokJIMHMYECKHE HCCIEIOBAHUS JICKAPCTBEHHBIX BEIECTB: Yy4eO.

nocobue / A. B. byznama [u ap. | ; moa pen. A. A. CeuctynoBa. - Mocksa : [90OTAP-

Menua, 2017. - 384 c. - ISBN 978-5-9704-3935-7. - TekcrT :
: [caiiT].

"KoHncynbTant cTryaeHra"

anexkTpoHHb // bBC

URL:

25



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

1.

1.
2.

https://www.studentlibrary.ru/book/ISBN9785970439357.html  (mara  oOpareHus:
12.01.2021). - Pexxum 0CTYyIIA : TIO TIOJIITUCKE.

Kypaxosa, H. I'. YnipaBneHne HHHOBallMOHHBIMU ITPOEKTAMU B cpepe 31paBOOXpaHEHUS
/ KypakoBa H. T". , 3unoB B. I'. , lIetkoBa JI. A. , Kypako @. A. - Mocksa : MeHnemxep
snpaBooxpanenus, 2011. - 100 c. - ISBN 978-5-903834-17-4. - Tekcr : 31eKTpOHHBIH //
OBC "KoHcynbTaHT cTyneHra" : [caiiT]. - URL
https://www.studentlibrary.ru/book/ISBN9785903834174.html  (mara oOparicHwus:
12.01.2021). - Pexxum 10CTYyIIA : TI0 TOITUCKE.

Jlauyra, }O. @. VHHOBanmMOHHOE TBOPYECTBO - OCHOBAa HAYYHO-TEXHUYECKOIO
nporpecca. / Jlauyra 10. @. , [llapmynoB B. A. - Mocksa : KonocC, 2013. - 455 c.
(YueObHuku u yuaed. mocoOus I CTYICHTOB BBICIIL. U CpEeIHHUX yuel. 3aBeaeHuil) - ISBN
978-5-9532-0821-5. - Tekcr : anexrponnsiit / IBC "Koncynbrant crygeHTa" : [calt].
- URL : https://www.studentlibrary.ru/book/ISBN9785953208215.html  (mara
obpamenusi: 12.01.2021). - Pexxum noctyna : 1o NoAMUCKeE.

TpyxauéBa, Hwuna BacunbeBHa. MaremaTtnyeckass CTaTUCTHKA B MEIHKO-
OMOJIOTHUYECKHUX HCCIIEOBAaHUAX C MPUMEHEeHHEeM nakera Statistica / Tpyxauésa, Huna
BacunseBHa. - M. : I DOTAP-Menua, 2012. - 384c. : .

dapMmarieBTHIeCKUE TMPOIIECCH | CETEeBOE MIaHupOoBaHue 1 ynpasienue / Exmmkees T.
K. - Mocksa : ['D0OTAP-Menua, 2020. - Tekcr : anexktponnsiii // 9bC "KoHcynbTanT
crynenta" : [caiiT]. - URL : https://www.studentlibrary.ru/book/01-COS-3484.html
(mara obpamenusi: 15.01.2021). - Pexxum goctyrma : 1o mojimucke.

0) ZOMOJIHMTEIbHAS JIUTEepaTypa:
[MpombinieHHas ¢apmanus. Ilyte cosmanus mnpoaykra: Monorpadus / K.,

AnanpimeBa, B.B. Beperossix, H.b. Jlemuna [u mp.]; mox pea. A.JI. Xoxmosa u H.B.
[Taturopckoii. — M.: 2019. — 394 c.

['op6atkoB, C. A. Maremarnyeckie METOIbl B YIPABICHUU IMPOCKTaMHU : ydeOHOe
nocobue / 'opbatkos C. A. , @apxuena C. A. , Jlyunukosa H. U. - Mocksa : [Ipomereid,
2018. - 86 c. - ISBN 978-5-907003-33-0. - Tekct : anexrponssiii / IbC "KoncynpTant
cTyaeHra" ; [caitT]. - URL

https://www .studentlibrary.ru/book/ISBN9785907003330.html ~ (mara  oOpamieHus:
12.01.2021). - Pexum qocTyIMa : MO MOATMUCKE.

B) MporpaMmmMHoe odoecnevyenue 1 MHTepHeT-pecypchbl

www.rusvrach.ru — Crateu u3 )xypHaioB. M3matenbekuii oM «Pycckuii Bpauy.

l'ocynapctBennass  ¢apmakoness  Poccuiickoit  ®enepaumun  XIV  uznanus

http://www.femb.ru/femb/pharmacopea.php
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https://www.studentlibrary.ru/book/ISBN9785970439357.html
https://www.studentlibrary.ru/book/ISBN9785903834174.html
https://www.studentlibrary.ru/book/ISBN9785953208215.html
https://www.studentlibrary.ru/book/01-COS-3484.html
http://www.rusvrach.ru/
http://www.femb.ru/femb/pharmacopea.php

3. T'ocynapcTBEHHBIM MHCTUTYT JIEKAPCTBEHHBIX CPEACTB W HAJUICKAIIUX TMPAKTUK

http://gosgmp.ru

4. T'ocynapCTBEHHBIN peectp JIEKapCTBEHHBIX CPEACTB

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

HNudopmanmonno-npaBoBoi mopran « apant» http://www.garant.ru/

Hayunast snekrponnas 6ubnuoreka http://elibrary.ru/defaultx.asp

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

O N o o

Caiir «®enepanpHasi dSJIEKTPOHHAS MEAWIIMHCKAas OuOmmoTeka» MuUHHUCTEpCTBA

3npaBooxpaneHus Poccuiickoit denepanuu http://femb.ru/feml

9. Caiir uH(OPMAITMOHHO-TIPABOBOM CHUCTEMBI «KoHcynbTaHT TLTIOC).

http://www.consultant.ru

10.Caiit MunucrepcTBa 31paBOOXpaHEHUSA Poccutickon denepaunun

https://www.rosminzdrav.ru

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

12.Caiit 0 perucTpaliu JIekapcTBeHHBIX cpeacTB B Poccuu. Site about registration of Drugs
in Russia and EAEU (CIS) http://pharmacopoeia.ru/

13.Caiitr  ®I'BY  «DenepanbHblii HMHCTUTYT  MPOMBIIUIEHHOW  COOCTBEHHOCTH.
NHpopmanimoHHO-IoMcKoBast cucTeMa.
http://www1.fips.ru/wps/wecm/connect/content_ru/ru/inform_resources/inform_retrieval

system/

14.Cnenuanu3upoBaHHbIA TOUCK N0 (PapMalleBTUYECKUM CaliTaM UHTEPHETA, CBSI3aHHBIN C

JIEKAPCTBEHHBIMH  CPEJICTBAMH, IPOM3BOACTBOM JIEKapcCTB, (hapMarleBTHUCCKUMHU
KOMITAaHUSIMH, anTekamu, jabopatopusimu, ctangapramu GMP, GLP, GDP, GCP u np.

http://pharmika.ru

15.9nexkTpoHHas OMOIMOTEKA TIEPUOIMUECKOM auTeparypsl: http://dlib.eastview.com

16.Crnennanu3upoBaHHbIA TOUCK MO (PapMalleBTUYECKUM CaliTaM UHTEPHETA, CBSI3aHHBIH C
JIEKAPCTBEHHBIMU ~ CPEICTBAaMH, TMPOU3BOJICTBOM JIEKapCTB, (papMalieBTUUECKUMU
KOMIIAaHUSMH, anTeKkaMH, jJaboparopusimu, ctangapramu GMP, GLP, GDP, GCP u ap.

http://pharmika.ru
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http://pharmacopoeia.ru/
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17.Caiit «DepnepasibHasi JJICKTPOHHAST MEIUIMHCKas OubnuoTekay MUHUCTEpPCTBA

3npaBooxpaneHus Poccuiickoit denepanuu http://femb.ru/feml

18.T"'ocynapcTBEHHBIH peectp JIEKapCTBEHHBIX CPEACTB

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

19.T'ocynapctBennass  ¢apmakomness  Poccuiickorr  @epepammm X1V w3panus

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

[Ipu peanuzamuu oOpazoBarenbHo mnporpammbl  COI'Y 1o  cnenualibHOCTH
«Dapmanus», B yactu guciuiuinHbl «IIpoekTHoe OOydeHHe» B KauyecTBE IUIOLIAIKU
METOJMYECKOr0 O0O0ecCreyeHrus MO BCEM AUCHUIUIMHAM U MPaKTUKaM, OCBaWBaeMbIM
00yYaIOIMMUCS, HCIOJIB3YETCS YHUBEPCUTETCKUN TMOPTal AUCTAHIIMOHHOTO OOydYeHWS,
pacnioiaratomuiics B cetn «MHTEpHET» TI0 anpecy: http://Ims.nosu.ru/.

) MeTOAMYeCKHe YKa3aHHMsl, pa3padOTaHHble COCTABUTEJAMH padouei
NMPOrpaMMBbl.

No HaumenoBanue COIJIACHO oudbanorpapuyecKum KouinyecTBo 3K3eMILISIpOB
" | TpeGoBaHuAM Ha kadenpe Hocryn

1. | Meroaudeckue yKa3aHusi Juisl TIOATOTOBKH K 3aHITHSIM 30 http://Ims.nosu.ru/

2. | Meroauueckue yKa3aHus M0 CaMOCTOSITENILHOM paboTe 30 http://Ims.nosu.ru/

I') peKOMeHAyeMble NepuoAuYecKue U3AAHUS
Kypnan «Dapmarus».

Kypnan «HoBas anreka»
Kypuan «HoBoctu GMP»
Kypnan «DapmaneBTrueckas yrakoBKa»

Kypnan «DapmanieBTuuecKkas IpOMBIILIEHHOCTD)

o 0k~ w0 D E

lNazera «PapManeBTUYECKUN BECTHUK

B) MporpaMmmHoe odecnevyenue 1 MHTepHeT-pecypcsl
PexomMeH1yeMble CalThI:
1. Cnenmanu3upoBaHHBIN MOUCK MO (papMaIeBTUYECKUM CaiiTaM HHTEPHETA, CBSI3aHHBIN C

JIEKQpCTBEHHBIMU CPEACTBAMH, IPOU3BOJCTBOM JIEKapCTB, (apMaleBTUICCKUMHU
KOMIIAaHUSMH, anTekamu, Jaboparopusmu, ctangapramu GMP, GLP, GDP, GCP u ap.

http://pharmika.ru
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2. Cair MuHucrepcTa 3APaBOOXPAHEHUS Poccuiickon denepannun

https://www.rosminzdrav.ru

3. Caiir «®enepanbHasi dJIEKTPOHHAs MEIUIMHCKas Oubmuoreka» MuHHCTEpCTBA

3npaBooxpaneHus Poccuiickoit denepanuu http://femb.ru/feml

4. T'ocynapCTBEHHBII peectp JIEKapCTBEHHBIX CPEACTB

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

5. CmpaBounuk aekapcet PJIC http://www.rlsnet.ru

6. l'ocymapctBennass  dapmakomest  Poccuiickori  ®denmeparuu XIV  uznmaHus

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

7. CaliT o permcTpanuu JIeKapcTBeHHBIX cpenctB B Poccum. Site about registration of

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

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

10. MaTepuaibHO-TeXHHYECKOe oOecnedeHne JUCHUILTHHbI

[IpexycMoTpeHbl crienuaibHble MOMEIICHHS, YICOHbIe ayIUTOPHUH Uil TPOBEICHUS
3aHATHI JIEKIIMOHHOTO THUIMA, TPYIIOBBIX W UHAMBUIYAIBHBIX KOHCYJIbTAIUM, TEKYIIEro
KOHTPOJII M TPOMEXKYTOYHOM aTTeCTallMi, a TAKXKe MOMEIIEHUs JIJIi CaMOCTOSTEIbHOM
paboOThl U MOMEIICHHS U1 XpaHEHUS U MPOPUIAKTUYECKOTO OOCIYKHUBaHUS y4eOHOIO
obopynoBanus. CrenualibHbIE TOMEIICHUS YKOMIUIEKTOBAHBI —CHEIUATU3UPOBAHHOMN
MeOeIbI0 U TEXHUYECKUMH CPEICTBAMU O0yUEHMUS.

Jl1st mpoBeieHs 3aHATUH JICKITMOHHOTO TUITA UMEIOTCSI HA0OPHI JIEMOHCTPAITMOHHOTO
obopymoBaHus W y4eOHO-HArJSIHBIX IMOCOOMH, OOECTeUMBAIOIINE TEMaTHYSCKUE
WJUTFOCTPALIHH.

JIeKUMOHHBIM  3a71 W ayJUTOpUsl  MPUCTIOCOOJIEHBI  IJIsi  JEMOHCTPAIMH
MYJIbTUMEINHHBIX TPE3CHTAIIMA M BHICO MAaTEPHAIOB, MCIOJB30BAHMS IMPOCKIIMOHHOM,
TEXHUKH, OCBOCHHS N3y9aeMbIX HH()OPMAITMOHHBIX CHCTEM.

® KOMIIBIOTEPHI C AOCTYIIOM B CETh MIHTEpHET, IPUHTED;

® KOMIUIEKT Mpe3eHTalMN JeKIUH U HHOOPMALIMOHHBIX MAaTEPUATIOB JUIsSl TPAKTUUECKUX
3aHSATHUH;

e uHpopmanmoHHo-npaBoBas cucrema «Koncynbrant Ilmocy;

VyeOHplE KjIacChl OCHAIEHBl KOMIUIEKTAMH 3aJaHUil U METOIMYECKHUX
PEKOMEHIAIMI VIS OCBOEHHUS ITPAKTUYECKUX HABBIKOB.
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https://www.rosminzdrav.ru/
http://femb.ru/feml
http://www.grls.rosminzdrav.ru/Default.aspx
http://www.rlsnet.ru/
http://www.femb.ru/femb/pharmacopea.php
http://pharmacopoeia.ru/
http://elibrary.ru/defaultx.asp

JlaGopaTopun: KOMNLIOTEPHBbIE KJIACCHI 17151 IPOBEAEHHS TEKYIIET0
KOHTPOJISI M POMEKYTOYHOH ATTECTAIMH, 2 TAK/Ke CAMOCTOSITETbHOM
padoThI 00y4AIOIMXCH:

Mebernb: CTOJBI, MAPTHI, CTYIbs ; JOCKa MarHUTHO-MapkepHas Silwerhof,
untepaktuBHas qocka IQBoardPS080 co BecTpoennsiM mpoekropom NECU250 X,
MyJIbTUMEANHHBIH poekTop BenQ MX 501, xomnbtotep uist ouca B KOMIIEKT
(monuTop (AOC E2550Sda/crucremubiii 6710k ), ceTeBoil GUibTp, MUKpOdOH,
KOJIOHKH, KOMIUIEKT MyJIbTUMEINHHBIX IPE3CHTANNH., JIa3epHast yKa3Ka

Poccuiickas ®enepanus,
362025, PecriyGnuka
Cesepnas OceTust — Ananus,
ropox Brnanukaskas,

yiuia Barytuna, nom 44-46,
yueOHbIii kopmyc Ne 7, aya. Ne
7,208, 104

YueOHble ayIUTOPHH /I IPOBeACHHS 3aHATHI JTeKIIMOHHOI0 THIIA,
CEeMHHAPCKOro THNA, KYPCOBOI'0 MPOEKTHPOBAHMS (BbINIOTHEHHS KYPCOBBIX
padoT), rPyNNoOBbIX U HHAMBUAYAJIbHBIX KOHCYJIbTAallU, TEKYILLETr0
KOHTPOJISI M IPOMEKYTOYHOI aTTecTallUHU, a TAK/Ke CAMOCTOSATeIbHOI
PatoThHI 00yYaIOIIHXCA:

NIPenoiaBaTeNbCKUIl CTOJ, CTYJI, CTOJIBI M CTYJIbSI JUIsl 0Oyuaromuxcs, kadepa,
KJIacCHasl T0CKa, MHTEPAKTUBHOE 000pynoBaHUE (HOYTOYK, IIPOEKTOD,
WHTEPaKTHBHAS JJOCKA)

[Mporpammuoe obecnieyenue: MicrosoftWindows 7

Professional; MicrosoftOfficeStandard 2016; 7-zip;

WinRAR; AdobeAcrobatReader; STDUViewer; MozillaFirefox; GoogleChrome;
KasperskySecurityCloud); Cucrema TectupoBanus SunravWEBCIass
(Beccpounoe I10); IIporpammaOe obecniedeHue A peIaKTHPOBAHIS
xumuueckux opmyn IsisDraw (Beccpounoe I10); Koncynprant mitoc;Crcrema
[IOMCKa TEKCTOBBIX 3aMMCTBOBaHUHN «AHTUIUIaruaT.BY3»; [Iporpamma nins O9BM
«baHK BOmpocoB 1y KOHTpoIs 3HaHuiY; ['apanT; CiscoWebex;

JIEMOHCTpAIIMOHHbIE U Y4eOHO-HAIIISAHbIC TT0CO0US (BUICONIPE3ESHTAIIHS).

Poccuiickas ®@enepanus,
362025, Pecrrybmmka
Cesepnas Ocerus — AnaHus,
ropox Brnaaukaskas,

yimia Barytuna, nom 44-46,
yuaebHbIi kopiryc Ne 7, aya. Ne
104

Bbu6auorexa, B TOM 4Kclie YATANBHBIN 3a1: CTOJBI, cTyJbs; [IK oOyyatommxcsi.
IMporpammuocobecnieuenne: Microsoft Windows 7 Professional; Microsoft
Office Standard 2016; 7-zip;

WIinRAR; Adobe Acrobat Reader;STDU Viewer; Mozilla Firefox; Google
Chrome; Kaspersky Security Cloud); KoucynsranTruioc.
OBC"Yuusepcuterckas oudbmuoreka ONLINE" https://biblioclub.ru

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

DBC «lOpaiitywww.biblio-online.ru.

Poccuiickas @enepanus,
362025, Pecry6nmka
Cesepnas OceTust —Ananusl,
ropox Brnanukaskas,

yiuna Leperenu/Barytuna,
oM 16/19, yueGHbIi 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 00OHOBJIEHUSI/aKTyaTU3AIUU

B cBsi3u ¢ peopranuzanueil pakynbrera, peaan3yromero oo0pazoBaTeabHy0 IporpaMmy
33.05.01 ®apmanmus.

[IporpamMma paccMoTpeHa U yTBEpiK/IeHa Ha 3acelaHuu Kadeapsl papMaiuu
ot «10» cents6ps 2020 r., mpoTokomn Ne 2

[Iporpamma 0/100peHa Ha 3aceIaHUH COBETAa MEIUITUHCKOTO (paKyIbTeTa
oT «10» centsa6ps 2020 r., mpotokos Ne 2.

1. | IIporpamma pa3paborana B coorBetrcTBuH ¢ [Ipnkazom MunoOpHayku Poccnn o1 27.03.2018 N 219
"O6 yTBepxkmeHUN (enepanrbHOTO TOCYIAapCTBEHHOTO OOPa30BaTENbHOTO CTaHAAPTa BBICIIETO
00pa3oBaHus - CHEHUAIUTET N0 crienuanbHocTd 33.05.01 Gapmanus”

2. [Iporpamma yTBepxkneHa B cooTrBeTcTBUM ¢ yrBepxkaeHueM OIIOIl cnenmanutera 1o
cnermanbHOCTH 33.05.01 ®apmarust (Pemenne Yuenoro cosera, mpotokos Ne 10 ot 28.05.2019).
3. | BHeceHpl u3MeHeHU B COOTBETCTBHH C BCTyIUIeHHEM B cuity [lpuka3za MunobpHayku Poccun «O

Mepax o peanuzanun Ykasza [Ipesunenta Poccuiickoit @eneparuu ot 25 mapra 2020 1. Ne 206
«O06 oObsBiIeHnH B Poccuiickoit Denepaniyiu HepaOouuXx JHEH».

BreceHsr nm3MeHeHNs B KaJeHIapHbBIe yaeOHbIe TpaduKu: TperocTaBleHbl KaHUKYIHI ¢ 25.03.2020
r. no 05.04.2020 r. u cpoku Havajga IPOMEXYTOYHOU U UTOTOBOM rOCyJapCTBEHHOW aTTECTALUU
CIABHUHYTHI Ha 7 THEH.

4. | BHeceHbl U3MEHEHHUS B COOTBETCTBHU C IIOPSAKOM MPOBENEHHS TOCYNApCTBEHHOW HTOIOBOM
aTTecTauud 1O 00pa3oBaTelbHBIM IPOrpaMMaM BbICHIEr0 00pa3oBaHHs IporpamMmaMm -
OakanaBpuara, TporpamMMmaM CIEIHAIUTETa W OpOrpaMMaM MarucTpaTypbl, YTBEp KICHHBIH
npuka3oM MuHucTepcTBa 00pazoBanusi U Hayku Poccuiickoit @epepanun ot 29.06.2015 N 636
(pen. ot 27.03.2020)

5. | Pabouas mporpamMMa akTyaqu3WpoBaHa B CBs3W U3MeHeHHsMH, BHocuMbIMH B OIIOII
crenuanuTera no crnenuanbHocTH 33.05.01 dapmarnusi, BRI3BAHHBIMU JUHAMHUKON W3MEHECHHS
(hapMaleBTHYECKOI0 pPhIHKA W KaJIPpOBOTO 3ampoca padoTonaresneil (perieHue YYeHOro coBeTa
[Ipotokon 30.04.2020, mpotokoi Ne 9).

BreceHbl M3MEHEHHS B IIKaJIy OLIEHOYHBIX CPEJACTB, aKTyaJHU3UPOBaHBl paboune Mporpammbl
JUCIUIUIMH B CBSI3M C W3MEHEHWSMH HOPMATHUBHBIX JOKYMEHTOB B cdepe oOpameHus
JICKAPCTBEHHBIX CPEJCTB.

6. 10.09.2020 B cBs3u ¢ peopranuzaiueii hakynpreTa, pealn3yomero 00pa3oBaTeIbHy0 IPOrpaMMmy
33.05.01 dapmarus paboyasi mporpaMMa JUCHUIUIMHBI AKTYaJIM3UPOBAHA.
7. | Pabouass mporpamMma aKTyanu3MpoBaHa B CBSI3M HM3MeHeHHsAMH, BHocuMbiMH B OIIOIl

cnenmanbHOCTH 33.05.01 ®dapmanys, BEI3BAaHHBIMU JHHAMUKON U3MEHEHHS (papMaIleBTHUECKOTO
PBIHKA U KaJpOBOTO 3a1poca paboroaateneil. Pemenune 06 yTBep aeHNH y4eOHOT 0 IU1aHa Y YeHOTO
coseta ot 29.04.2021, mpoTtokox Ne 11.

8. | Pabouas nporpamma aktyanuzupoBada ¢ 01.01.2021 B cBsi3u u3smMeHeHUsIMU, BHOCUMBIMU B OI'OC
[Ipukazom Munobpuayku Poccun ot 08.02.2021 N 84 "O BHeceHHH W3MEHEHUH B (elepanbHbIe
rOCYJapCTBEHHBIE 00pa3oBaTelbHbIE CTaHJIAPTHl BBICHIErO OOpa30BaHUs - CIEHUAIUTET 10
cnernuansHocTAM" (3apeructpupoano B Muntocte Poccuu 12.03.2021 N 62736) u 0OHOBIIEHHEM
yuebnoro mana u OIIOII cneunansHocTH «Papmanus» Pemenne Yuenoro cosera ot 29.04.2021,
npotokon Ne 11.

W3MeHeHus1, BHECEHHBIE B ITPOTpaMMy 0OCYKICHBI U 0JJOOpEHBI 3ace/laHieM KadeIphbl GpapMaiu,
npotokoi Ne 7 ot 30.04.2021 u 3acenannem CoBeTa MEIUIIMHCKOTO QaKynbTeTa, MpoToKoa Ne 9 ot
30.04.2021.




Pabouas mporpaMmMa akTyanu3upoBaHa B COOTBETCTBHM C [Ipukazom MUHHUCTEPCTBA HAyKH U
BBICITIETO 0Opa3zoBanus Poccuiickoit eneparum ot 26.11.2020 Ne 1456 «O BHeceHUH W3MEHEHMI
B (eaepaibHble TOCYAapcTBEHHBIE 00pa3oBaTeNbHBIE CTAHAAPTH BBICIIETO OOPa30BAHMSD».
(3apeructpupoan 27.05.2021 Ne 63650). l3MeHeHusl, BHECEHHBIE B MPOrpaMMy OOCYKICHBI U
omo0peHs! 3acenanneM Kadenps! Gapmamun, mpoTokod Ne 8 ot 01.06.2021 u 3acemannem CoBeTa
MeIUIIMHCKOTO (haKkynpTeTa, mpoToko Ne 11 ot 01.06.2021.
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