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1. IlepeyeHpb NIaAHUPYEMBIX Pe3yabTATOB 00y4YeHUs MO IMCUHUIJIMHE, COOTHECEHHBIX €

IVIAHMPYeMbIMH pe3yabTaTamu ocBoeHust OIIOIT

Kon
HaumenoBanue Pe3yabTarnl 00y4yeHus,
Kon HHANKATOPA
HanmenoBanmue HHIUKATOPA COOTHECEHHbIE C
KOMIIeTEH AOCTHKECHUS
KOMIIETCHIM U AOCTHKECHUS HHINKATOPAMH J0CTHKECHUS
110701 KOMIIETEeHIH N
" KOMIIeTeHI[UN KOMIIeTeHIUil

[1K-2 Cnocoben pemars | MJIIK-2.1. [[IpoBoaut Ha ypoBHe 3HaHmMii:
3a1a4u TOBapOBEIYECKUI -3Haer TpeOoBaHUs
npodeccnoHaTbEHOMI AHAIM3 MEIMIMHCKUX [3aKOHOHArelbcTBa P®D K
NEeSATEIbHOCTH npu 1 (apmareBTHUECKHX [00pALEHUIO JIEKaPCTBEHHBIX

OTIyCKE U pean3aluu TOBapOB U [CPEIICTB

JIEKapCTBEHHBIX OpraHu3yeT XpaHEHUe Ha ypoBHe ymMeHuii:

CpeICTB U  TOBapOB METUIIUHCKUX U |-YMeer  NpUMEHSATh  Ha
anTE4YHOro (bapMaleBTUUECKUX  [IPAKTHUKE MOJIOKEHUS
acCOpPTHMEHTA TOBApOB. HOPMAaTHUBHBIX MIPaBOBBIX

aKTOB  Ipu  OOpalieHuH

JIEKApCTBEHHBIX CPEJICTB

OIIK-6 Cnocoben nonnmats | MJIOIIK-6.1. | OcymectBusiet Ha ypoBHe 3HaHwmii:
MPUHIIUIIBI paOOTHI s heKTUBHBIN -3HaeT  rocyJIapCTBEHHbIE
COBPEMEHHBIX Mouck mHdopmaiuu, MHPOPMAILIMOHHBIE CUCTEMBI
MH(OPMALIMOHHBIX HEoOXoIuMOM  AJs U nH(pOpPMaILMOHHbBIE
TEXHOJIOTUH 1 perieHus 3a/1a4 [TEXHOJIOTUHU B chepe

WCII0Jb30BATh UX AJIA npoecCHOHANBHOM  [3APaBOOXPAHEHUS u

pelieHus 3aaa4y JIeATETbHOCTH C |oOpateHust JIEKapCTBEHHBIX

npodeccnoHaTEHOM HCIIO0JIb30BaHUEM CpE/CTB

JeATETbHOCTH MIPaBOBBIX Ha ypoBHe ymeHmii:

CIPaBOYHBIX CHUCTEM
1 podeccroHanbHbIX
0a3 JaHHBIX

-Ymeer IIPUMEHSATH Ha
pakTUKe HWH(POPMAalMOHHbIE

CUCTECMBI U TCXHOJIOTUU U
HCII0JTb30BaTh ux st
peLICHHS 3ajay|
npodeccnoHaNbHOM
NeSITeIbHOCTH

2. O0beM u MecTO AUCHUILIMHBI B cTpyKTYype OITOII
JucuumniuuHa 1O BBIOOPY OTHOCUTCS dYacTd, (OpMHpyeMOH ydacTHUKaMU O0O0pa30BaTENIbHBIX
OTHOIIIEHUH, OcBauBaeTcs Ha 5 Kypce (9 cemecTp), B COOTBETCTBHMM C Yy4€OHBIM IUIaHOM, OOIIas

TPYJAOEMKOCTb AUCHMILIMHBI B 3a4€THBIX €IMHUIAX cOocTaBiseT 2 3. €. (72 akan. yaca).

3. Conep:kanue M CTPYKTYpPa IAMCHUILIHHBI

3.1. CrpykTypa AUCHUILINHBL.
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3.2. ConeprxaHue TUCHUILIIUHBI.

Pazgen 1. 'ocynapcTBeHHas moyiMTHKA B chepe mpon3BoAcTBa PoccHiickuX IeKapcTBEHHBIX MPENapaToB.

1.1.  ®dapmaneBTryeckas pa3paboTKa — OT MOMCKA OMOJIOTMYECKH aKTHUBHBIX BEIIECTB JO BHIBOJA HA

PBIHOK JIEKapCTBEHHBIX MpernaparoB. Mcropus u myTH co3faHus JEeKapCTBEHHBIX cpencTB. PazpaboTka u

uccnenoanus HoBbIX JIC (Research & Development — R&D). [TatenTs! Ha nekapctBa. OO11e cBeeHUs




0 MAaTEHTOBaHWHM JIEKAPCTBEHHBIX IperaparoB. TepaneBTuyeckas, Ouonorudeckas u ¢papmareBTHIecKas
SKBUBAJICHTHOCTH KaK KPUTEPUN OLIEHKHU KaueCTBa JICKAPCTBEHHBIX MPENapaToB.

1.2. OcCHOBHBIE aCNEKTBbl TOCYJAapCTBEHHOI'O PETYJUPOBAHUSA  JEATEIBHOCTH  OTEYECTBEHHBIX
NPEINPUATHI-PON3BOIUTENCH HA COBPEMEHHOM JTare pa3BUTH Cepbl oOpalieHus JIeKapCTBEHHBIX
CPEICTB.

1.3.  Ilpuopurer rocyJapCTBEHHOHN MOJMTHUKH B OOJACTH JIEKAPCTBEHHOI'O OOECIeueHUs: MOJIepiKKa
OTEUECTBEHHBIX IIPOU3BOIUTEIIEH JIEKAPCTBEHHBIX CPECTB.

Pa3nes 2. BriOop nekapCcTBEHHBIX MIPENapaToB Ui pa3padoTKy.

2.1.  MapKeTHHIOBbIE HCCJICIOBAHMS, MPEANICCTBYIONIAE BHIOOPY JCKAPCTBEHHBIX IpErapaToB s
pa3paboTKu.
2.2.  Pa3paboTka KpuTepreB 0TOOpa JICKAPCTBEHHBIX MPEMAapaToB s pa3pabOTKH.

Pa3nen 3. ®apmarieBTrdeckas pazpaboTka.

1.4. Bsenenue B Teopuio ¢apmarieBTUYECKON pa3paObOTKu. JDTtarbl (hapMaleBTHUYECKOW pa3pabOTKH.
TpeboBaHus K CTPYKType U 00beMy (papMareBTHUECKON pa3paboTku. MeToaonorus pa3padoTKiu HOBOTO
Y BOCIIPOHM3BEJICHHOI0 JIEKAPCTBEHHOTO Mpernapara.

1.5. Pa3zpaboTka TeXHOIIOTMM CHHTE3a CyOCTaHUMH Ha craguu (apMaleBTHUECKOW pa3paboOTKH.
Pa3paboTka TeXHOJIOTHM CXeMbl OYAYIIEro MPOU3BOJCTBA. TEXHOJOTHYECKOe O00OpYydOBaHUE IS
IpolLecca CUHTE3a.

1.6.  Ilepenoc TexHOJIOTUU B (papMalleBTUUYECKO pa3paboTKe.

Pa3nen 4. Hannexxamias nabopatopHas npaktuka u Hajnexaias KTuHu4ecKas MpakTHKa.

4.1.  JlokIuHUYECKHE HCCIIEOBaHUs JIEKapCTBEHHbIX IpenapatoB. Mcropus Bompoca. [lonstue GLP
KaK CHCTeMbl HOpM, MpaBWJI M YKa3aHWil, HANpaBICHHBIX Ha OOECIEUEHUE COTIACOBAHHOCTU H
JIOCTOBEPHOCTH PE3yJIbTaTOB JJAOOPATOPHBIX UCCIIEI0OBAHUI.

4.2.  HopmaTuBHBIE TMpaBOBBbIE AaKThl, pErJaMEHTHPYIOIIUE JIOKIMHUYECKHE  HCCIEIO0BaHUs
6e3onmacHocTH U 3()(PEeKTUBHOCTH JIEKaPCTBEHHBIX CPeaCTB B PO.

4.3. OObeM JOKIMHUYECKUX HUCCIIEOBAHMN IJII PETUCTPAIMU BOCIPOU3BEACHHBIX U OPUTHHAIBHBIX
JIEKapCTBEHHbIX  IpenaparoB. [lnmaHupoBaHuWe  JOKJIMHUYECKOTO  MCCIENOBAaHUS, COCTaBJICHHE
MIPOTOKOJIA/TIaHa UCCIIEJOBAHUS.

4.4. OOpaboTka JaHHBIX pE3YyJIbTATOB JOKIMHUYECKOro wuccienoBanus. CocTaBiIeHHUE OTYETA.
KoHTposb kauecTBa MpoBeAEHUS TOKIMHUYECKOTO UCCIIEIOBAHUS.

4.5. KiuHuueckue UCCIEOBaHMS: HCTOpUYEcKas crpaBKa. Pojp KIMHUYECKUX HCCIETOBaHHUM
JIEKapCTBEHHBIX CPEJICTB B COBPEMEHHOH cHcTeMe OOeCleYeHMsl KadecTBa JIEKAPCTBEHHBIX CPEACTB.
[TonsitTue o GCP kak 0 MeXAyHapOAHBIX NpPaBUJIAX CO3/1aHUS, BHEIPEHUS M IPOU3BOJACTBA HOBBIX
JIEKapCTBEHHBIX cpelicTB. OCHOBHBIE HOPMATUBHO-TIPABOBBIE M METOJUYECKHE TOKYMEHTHI 10 MpaBUiIaM
Ka4€CTBEHHOUN KJIIMHUYECKON MPAKTUKH.

4.6. llenu u BUABI KIMHUYECKUX HCCIIEIOBAHHI JIGKAPCTBEHHBIX CPENCTB. METObI MIIAaHUPOBAHUS U
TpeOoBaHUs K 00beMy KIIMHUYECKUX UCCIIEJOBAaHUM JIEKAPCTBEHHBIX CPE/ICTB.

4.7.  CTOpOHBI-y4YaCTHUKM KIMHUYECKUX HCCIENOBaHUIN, WX TpaBa U OO0SI3aHHOCTU. ODTHYECKUE
aCMeKThl MPOBEACHMS KIMHUYECKUX HCCIEAOBAHUNA. DTHUECKHE MPOoOJIeMbl MPOBEACHUS HCCIIEI0BaHUMN
Ha 0c000 YS3BUMBIX T'pyMNIax MAIlMeHTOB (JIETH U MOJIPOCTKH, >KCHIUHBI PEIPOIyKTHBHOTO BO3pacTa,
MOKUJIbIE JIFO/IM, TAI[UEHTHI B 0€CCO3HATEIbHOM COCTOSIHUU U TIp.).

4.8. Pa3zpaboTka [MOKyMEHTallUW [UIsl KIMHHYECKUX HccienoBaHuii. [IpoTokon wuccrnegoBaHus u
opommtopa uccnenosarenss u CRF. MudopmupoBanHoe coriacue mHanydeHTa W BEACHHE TEPBUYHOU
MEIUIIMHCKONW JOKYMEHTAIlMH B XOJ€ uccienoBaHus. Pa3paboTka MHIWBUIYaTbHOW PETHCTPAIMOHHON
KapThl MPH KIMHUYECKUX HCCIIEIO0BAaHUAX JIEKApCTBEHHBIX cpeAcTB. [IpaBuia ee 3amoiHeHMs, BHECEHUE
W3MEHEHUM.

4.9. OO6paboTka JaHHBIX KIMHUYECKUX HCCIIETOBaHUI JeKapcTBEHHbIX cpencTB. CocTaBiieHne oT4yeTa
0 pe3yJibTaTaM KIMHUYECKUX HCCIIE0BaHUN JIEKapCTBEHHBIX CPEJCTB.
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4.10. KoHTponb 3a IpOBEACHUEM KIMHMUYECKHUX HCCIIEAOBAHUN JIEKAPCTBEHHBIX CpeACTB. IIpuHIMIIEBI
o0ecrieyeHrs KayecTBa M TMOPAJOK (PYHKIMOHUPOBAHUS CHUCTEMBl MEHEIKMEHTa KadecTBa B
HCCIIEA0BATENBCKOM OPraHU3allUu.

4.11. VYnpapinenue 0€30MaCHOCTHIO TPHU TMPOBEACHUU KIMHUYECKHX HcchenoBaHuii. TpeOoBaHus K
npoBeseHuIo  (papmakoHaazopa. lloCTMAapKeTHHIOBBIE HWCCIICAOBAHHUS  JIEKAPCTBEHHBIX  CPEJNCTB.
HexenatenbHble sIBIEHUS, TPEPhIBAHUE U OKOHUAHUE HCCIIEA0BAHUS, BBIXO/I U3 UCCIICIOBAHMUSL.

Paznen S. OOecneyeHue O€30MaCHOCTH JICKAPCTBEHHBIX MperapaToB. [IpeAnochulkyu OpraHu3anuu
dapmakoHazopa

5.1. HopmartuHo-npaBoBas 06a3a U TepMUHOJOIUs (apMmakoHaa3opa: Kak onpenensiorcs: Kito4eBble
noHATUS  (apMakoHag30pa B  poccHwiickoM 3akoHogarenbcTBe (P3-61) W MeXAyHApOIHBIX
pexomenpauusax (GVP)? B uém 3aiitouaercs CONOCTaBUMOCTb M Pa3iMuusl B TPAKTOBKE TEPMHHOB
MEXy TOKyMEHTaMu?

5.2. Krnaccuduxanus PHCKOB MPUMEHEHUS JIeKapCTBEHHBIX MpernapaToB: Yro
Takoe WICHTU(UIIMPOBAHHEIE, MOTCHIIMALHBIC PUCKH U HepocTaromas nHpopMmaiusa? Kak ux BBISBIATH
Ha OCHOBE UHCTPYKIIUU 1o MEAUIIMHCKOMY MPUMEHEHHIO? Kakue PHUCKHU

CUHMTAIOTCSI CEPhE3HBIMU U HETIPEABUICHHBIMU? [IpakTHUECKU aHAIN3 PUCKOB Ha MPUMEPE KOHKPETHBIX
npemapatoB. Kak pabotaTe ¢ HHCTpyKIHeH (pasfenbl: MOOOYHBIE MAEUCTBUA, OCOOBIE YyKa3aHUS,
MIPUMEHEHHE C OCTOPOXKHOCTHI0)? Kak ompenernsaTh u KiacCu(UIMpOBaTh PUCKHU st KOHKpeTHOro JIC?
['te uckatp AOMOIHUTENBbHYIO HH(POPMAIUIO (MCCIeA0BaHUs, CTaTbU, METa-aHAIU3bI)?

5.3.  XapakrepucTuka U OleHKa pHucKoB: Kakue mapameTpbl UCHOJB3YIOTCA [Jsl ONMCAHUS PUCKA
(uacToTa, CepbEe3HOCTh, MPENOTBPATUMOCTh, 00paTUMOCTh U Jp.)? Kak oleHuBaTh BIMSHHE pUCKA Ha
nanueHTa u oOuiecTBeHHoe 370poBbe? Kak npeiarats Mephl 110 CHUKEHUIO PUCKOB?

5.4. Pabora ¢ ucrounukamu wuHpopmanuu: Kak ucCnonb3oBaTh HaydHbIE MYyOJUKALUM W JIaHHBIC
WCCIICTIOBAHMM JUTsl OIICHKU pucKoB? Kak mHTEepIpeTnpoBaTh HHOOPMAIHIO U3 OTKPBITBIX HCTOYHUKOB B
KOHTeKcTe ¢apmakoHan3opa? Kak Mcronb30BaTh MONyYEHHBIE 3HAHMS JUIS MOBBIIICHUS 0€30MacHOCTU
JIEKAPCTBEHHOW Tepanuu

Pasnen 6. Perncrpauus jJekapcTBeHHBIX NPeNapaToB.

6.1. HopmaruBHo-mpaBoBasi 0a3a, perjJaMEeHTUPYIOILAs 3KCIEPTU3Y M PETUCTPALMIO JICKAPCTBEHHbBIX
cpexncts B Poccuiickont @enepannu. [IpaBuia 1 nopsI0K pErUCTpalliy JEKapCTBEHHBIX CPECTB.

6.2. @®opMHpOBaHHE PETHCTPALMOHHOTO JOChE Ha JIEKApCTBEHHOE cpelcTBO. OCHOBHbIE TpeOOBaHUS
npenbsBiasieMble K 00beMy M OQOPMIIEHHIO JOKYMEHTAIlMM pPETHUCTPALMOHHOTO JI0ChE, BHECEHHUS
WU3MEHEHUH B PETUCTPALMOHHOE JI0ChE HA JIEKAPCTBEHHBIN Mpenapar.

6.3. T'ocynapcTBEHHBIH peecTp JIEKapCTBEHHBIX CPEJCTB. XapaKTepUCTHKA FOCYIapCTBEHHOI'O peecTpa
JIEKapCTBEHHBIX CPENICTB, ET0 POJIb B NIPOLIECCE IKCIEPTU3BI U PETMCTPALIMH JIEKAPCTBEHHBIX CPE/ICTB.

6.4. Ilpomeaypa MexayHApOJHOW TapMOHU3AIMU OOpAIICHHS JICKAPCTBEHHBIX CPEACTB B paMKax
EBpA3DC. TpeboBanus Kk s3xcnepTuse u perucrpauuu B EBpA3dDC.

4. ®oH OLEHOYHBIX CPEICTB MO JUCIHUIINHE
4.1. ®opMbI 1 OLIEHOYHBIE CPECTBA ISl TEKYLIErO0 KOHTPOJISL.
4.1.1. B xoxe peanu3anuu TUCHUILIAHBI HWCIOJB3YIOTCSA CHEAyIOMe (HOPMBI TEKYIIETO KOHTPOJIS
YCIIEBAEMOCTH 00YYAIOIIUXCS: TECTUPOBAHUE.
4.1.2. O11eHOYHBIE CPEJCTBA JUIsl TEKYIIETO KOHTPOJIS yCIIEBAEMOCTH.
Ilpumepvr mecmoswvix 3a0anuil.

1. Bribepute BEPHOE ytBepknenue o nensx u 3amadax dapmakonamzopa B Poccuiickoit denepanun:
A. OcHOBHas 3ajaya — pErucTpalus HOBBIX JIEKAPCTBEHHBIX CPEICTB HAa OCHOBE OIPAaHUYEHHBIX
KIIMHNYCCKNX JaHHBIX.

B. Cucrema HampaBiieHa Ha HENpPEpBIBHBI MOHUTOPUHT Oe3omacHoctu JIII Ha Bcex sramax ux
MPAKTUYCCKOro MpUMCHCHHS.



C. I'1aBHAag oejiab — yCKOpI/ITB BBIBO/JI HpenapaTOB Ha pBIHOK 3a CUCT COKpaH_IeHI/IH aTalla KIMHHUYCCKHUX
HCCIIETOBaHUN.

D. JlesaTenpbHOCTD B TIEPBYIO OYepeb COCPENOTOUCHA HA U3YUeHUH 3(PPEKTUBHOCTH JICKAPCTB B peaTbHON
KIIMHUYECKOU MPaKTHKE.

2. Bwibepure BEPHOE yTBepknenune, oOBACHAOIMIEE HEOOXOIUMOCTh (apMaKoHaI30pa I0Cie
pEeTUucTpaIyu JeKapCTBEHHOTO CPECTRA!

A. KimHnueckue ucciieioBaHUs 00€CIeUnBAIOT MOJIHBIA MPOQHIs O0E30IMacHOCTH Iperapara JUisi BeeX
TPy MalUEeHTOB.

B. Meromonornueckue OrpaHHYCHHs KIMHHYECKUX HCCICIOBAHUN TO3BOJIIOT BBISIBUTH JIMIIh YacTh
MOTCHIIUATBHBIX HEXKENATEIHHBIX PEaKIIUM.

C. Perucrpamusi JIEKapCTBEHHOTO CpEJICTBA SBISETCS 3aKIIOUUTEIBFHBIM OTAllOM KOHTPOJS €ro
0€30MacHOCTH.

D. IlpousBoauTenu JIEKApCTBEHHBIX CpPEACTB OOs3aHbI MPOBOJUTH JIOTIOJHUTEIBHBIC PaCIIUPEHHBIC
KIIMHUYECKHe trials mociie BbIxo/1a mpemapaTa Ha PhIHOK.

3. K xakomy TuIly, corjilacHO mnpuBeneHHON kiaccudukanuu, cienyetr ornectu HEXXEJIATEJIBHYIO
PEAKIIMIO, xotopasi mposiBUIaCh y MallMeHTa 4Yepe3 HECKOJIbKO JIeT MPUMEHEHUs JIeKapCcTBa B BUJIE
Pa3BHUTHUS 3JI0KAY€CTBEHHOTO HOBOOOpa30BaHUS?

A. Anneprudeckas peakuus

B. [TapamenukameHTO3Has peakys

C. Peakuus tuna /[ (otcpouenHas)

D. Peakuus, cBsi3aHHasi ¢ yBETMYEHHUEM J103bI

4. ""PedepenTHOE TOCYNAPCTBO" —3TO:
A. TOCyapcTBO-WwIEH, OCYIIECTBISIONIEE MOJArOTOBKY JKCHEPTHOrO oT4era 00  OIICHKE

Oe3omacHOCTH, H(PQPEKTHBHOCTH W KadecTBa JICKAPCTBEHHOTO Iperapara Ha OCHOBAaHHUH
9KCHEPTU3bI JIEKApPCTBEHHOTO IIpenapara B COOTBETCTBUHU ¢ HacTosAmMMHU [paBunamuy;

B. rocynapctBo-uiieH, B KOTOPOM JIEKApCTBEHHBII IpenapaT 3aperucTpUpoBaH (PErUCTpUpPYETCs)
IPOBEIEHUEM SKCIIEPTU3bI, BKIIIOYAIOIIEH OLIEHKY SKCIIEPTHOrO 0TUeTa 00 OIleHKe 0€30MacHOCTH,
s dexTuBHOCTH 1 KadyecTBa JII1, moaroroBieHHOro peepeHTHBIM roCcy1apCTBOM.

5. Perucrpauus JIII B rocynapcTBax npu3HaHUs TPOUCXOINT:
A. 10 )KeTaHMIO 3asBUTEINS MOCTIe PETUCTPAIMU JEKapCTBEHHOTO Mpenapara B pe)epeHTHOM
roCyAapcTBe MO MPOLEeAYPE B3AUMHOIO PU3HAHUS;
B. o0s3artenbHa Bo Bcex CTpaHax, BXOJAAMIMX B rpaBo Coro3a.

6. Ilepsblil aTan apmareBTHUECKOH pa3pabOTKu:
A. N3yyenue GpU3NKO-XUMUYECKUX U TEXHOJIOTUYECKUX CBOMCTB CYOCTaHIINH.
B. Pa3paboTka cocTaBa JeKapCTBEHHOT'O Ipenapara.
C. Pa3paboTka TeXHOJOTHH JIEKapCTBEHHOI'O Ipernapara.
D. M3y4yeHue cTaOMILHOCTH Npenapara.

7. JloxymeHT, ohopMIisieMblil TepBBIM B X0J1€ (papMalieBTUIECKOi pa3pabOTKH:
1a00paTOPHBIN peTrJaMeHT

JUTEpaTypHBIA 0030p

MPOEKT cHerupUKauu

oT4eT o (hapMaleBTHUECKOM pa3paboTke

oawp

8. Crabunbnocts JIII 310!
A. CIIOCOOHOCTh JIC COXpaHATh  XHWMHYECKHE, ¢busnueckue, MUKpPOOHOJIOTUYECKHE,
O6uodapmareBTUYECKE U (papMaKOJIOTHIECKUE CBOMCTBA Ha MPOTSKEHUU CPOKA FOJJHOCTH.
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B. cnocobHocTh JIC coxpaHATh XMMHYECKHEe M (DU3MYECKHE CBOMCTBA Ha MPOTSDKEHUH CpOKa
TOAHOCTH.

C. cnocoOHocTh JIC coxpaHsATh XuUMHYeckue, (pusnueckue M (apMakoJIOTHYECKHE CBOICTBAa Ha
HPOTSHKEHUH CPOKA TOAHOCTH.
D. cnocobHocTh JIC coxpaHsATh MHKpOOMOJIOTMYECKHE U (papMaKoJIOrMyecKue CBOWCTBA Ha

IMPOTAXKCHUU CpOKa 'OAHOCTH.

9. Ilpasuna GLP ycraHaBIuBarT TpeOOBaHHS

A. K opranuzauuu npou3BOJACTBAa U KOHTpoJs kadecTBa JIC st MEAMIIMHCKOTO MPUMEHEHUS U
BETEPUHAPHOTO TPUMEHEHUS

b. K mianupoBaHuio, opraHu3aiuu, TPOBEACHUIO, MOHUTOPUHTY, ayJIUTy, JTOKYMEHTUPOBAHHUIO
KIMHUYeCKnX wuccnenoBanuii JIII ¢ ydacTueM denoBeKka B KaueCTBE CYOBEKTa KIMHUYSCKUX
KCCIICIOBAHUH, aHAJIM3Y U MPEACTaBICHUIO PE3YIbTATOB KJIMHUYECKUX UCCIEIOBAHUMN

B. K npoueccam opranu3anuu, IUIAHUPOBAHUS, HOPSAKY MPOBEACHUS M KOHTPOJISI KayecTBa
TOKIMHUYECKUX uccienoBanuii JIC, ohopMIIeHHIO MX PE3YIHTATOB U apXUBHUPOBAHUIO.

10. [IpaBuna GCP ycranaBnuBaroT TpeOOBaHUS

A. K opranuzanuu npousBojacTBa U KoHTpodsi kadecTBa JIC g MEIUIIMHCKOTO MPUMEHEHUS U
BCTCPUHAPHOI'O IPUMCHCHUA

b. K muanupoBaHuI0, OpraHU3aIiy, MPOBEICHUIO, MOHUTOPUHTY, ayIuTy, JOKYMEHTHPOBAHUIO
KIIMHUYCCKUX I/ICCJIGI[OBaHI/Iﬁ JIIT ¢ ydqaCTUEM YCJIOBCKa B KAa4YCCTBC CY6T)€KTa KIIMHUYCCKUX
WCCIICIOBAHMI, aHATIN3Y U TPEJICTABICHUIO PE3YJIbTaTOB KIMHUYCCKUX UCCIICIOBAHHUN

B. K nmponeccam oOpraHu3alvu, IUIAaHUPOBAHUSA, HNOPAAKY MNPOBCACHUA W KOHTPOJIA KadCCTBa
JnokIuHuYeckux uccienoBanuii JIC, opopmieHno Ux pe3yabTaToB U apXUBUPOBAHUIO.

4.1.3. llIxana oneHMBaHUsA A7 TEKYILEro KOHTpousd. TecToBble 3a1anHus - AU pepeHInpoBaHHas OLICHKA:
v" 91 -100 % npaBUILHBIX OTBETOB — OLEHKA «OTIHYHOY,
v 76 - 90 % npaBWILHBIX OTBETOB — OLIEHKA «XOPOIIOY,
v 51- 75 % npaBUIIBHBIX OTBETOB — OIIEHKA «yIOBIETBOPUTEIHHON,
v" 0 - 50 % npaBUIILHBIX OTBETOB — OI[EHKA «HEYIOBJIETBOPUTEILHON.

4.2. ®opMBbI ¥ OLIEHOYHBIE CPEICTBA ISl IPOMEKYTOUHOM aTTECTALNH.
4.2.1. Kpurtepun ouieHKH COPMHPOBAHHOCTU KOMIIETEHIIMHA B paMKax MPOMEXYTOYHOW aTTeCTalllM IO
JTUCLUTUINHE

Ko CTpyKTYpHBI
Kon A PYKTYP Kputepum oneHkn ¢(popMUPOBAHHOCTH KOMIIETEHIIUHN
HHAMKaTOpa € 3JIeMeHTBhI
KOMIIeTeH
AOCTHUKEHUS OLIEHOYHBIX
nu He copmupoBana Cdopmuponana
KOMIIeTEHIN U CcpeacTB
He 3maer TpeboBanus | 3Haer TpeOoBaHHS
3akoHomarenbcTBa P® K | 3aKOHOIATENILCTBA PO K
obOpareHuro oOpareHnio  JIeKapCTBEHHBIX
JIEKapCTBEHHBIX CPEICTB CPEJICTB
[K-2 NATIK-2.1. Tect He ymeer npumeHsaTh Ha | YMEET NPUMEHSTh HA MPAKTHKE
MPaKTUKE MIOJIOKEHUS | MOJIOKEHUS HOPMAaTHUBHBIX
HOPMATHBHBIX  MPABOBBIX | MPAaBOBBIX aKTOB npu
aKTOB Tpu  oOpalieHuu | oOpalieHnu JIEKApCTBEHHBIX
JIEKaQpCTBEHHBIX CPEICTB CPEJICTB




He 3HAeT
rocyJIapCTBCHHBIC
“H(OPMAITUOHHBIC
CUCTEMBI 1%
nHpOpMaITHOHHBIC
TexHoJoTMH B cepe
3JIpaBOOXPaHCHHUS u
oOparteHus
JICKApCTBCHHBIX CPEJICTB

3Haer TpeOOBaHUS
He ymeer mnpumeHsTh Ha

3aKOHOIATEILCTBA PO K
MPaKTUKE

oOpareHuo  JIEKapCTBEHHBIX
nHpOpMaITHOHHBIC

CPEJICTB
YMeeT NMpuMeHATh Ha MPAaKTHKE

CHUCTEMBI W TCXHOJOTHUU H

OIIK-6 NAOIIK - 6.1.
UCIONb30BaTh  UX  JJ

pereHust a4 TTOJIOKCHHUA HOPMATHUBHBIX

o MPABOBBIX aKTOB npu
npodeccuoHambHON

oOpareHnn JIEKapCTBEHHBIX
NEeSITebHOCTH TpeOOBaHUS

3aKoHojarenscTBa PO Kk cpeacts
oOparteHnro
JICKApCTBEHHBIX CPEICTB
He ymeer npumensats Ha
MIPAaKTUKE MIOJIOKEHUS
HOPMAaTHUBHBIX IIPaBOBBIX
aKTOB TpH  OOpalieHuu

JICKapCTBEHHBIX CPEIACTB

Kommerennust cuutaercss cGHOPMHPOBAHHOW HAa YpOBHE TpeOOBaHMA K JUCHUIUIMHE B
COOTBETCTBUHM C 0O0pa30BaTEIbHON MPOrPaMMOM, €CIHM 0 WUTOraM TNPUMEHEHHS OLCHOYHBIX CPEICTB
MIPOMEXKYTOUHOM aTTECTAlMd WM MX OTACIbHBIX 3JIEMEHTOB pPE3yJbTaThl, JAEMOHCTPUPYEMbIE
00y4arouMcsi, OTBEYAIOT KPUTEPHIO CHOPMUPOBAHHOCTH KOMITETEHITHH.

Ecnu mo uroram nmpoBeeHHON MPOMEXYTOYHOU aTTECTAllUM XOTS OBl OJHA M3 KOMIETCHINI He

copMHpOoBaHa Ha YpOBHE TpeOOBaHM K TUCIMIIIMHE B COOTBETCTBUU C 00pa30BaTEeIbHON MPOTpaMMOi,
pe3yNIbTaThl 00Y4arOIIErocs He COOTBETCTBYIOT KPUTEPHUIO CPOPMUPOBAHHOCTH KOMIIETEHIIUH.

4.2.2. TlpomexyTouHasi aTTECTaIMs IPOBOAUTCS B hopMe: 3aUeTa.
4.2.3. OueHouHbIe CPECTBA AJI IPOMEKYTOUHOM aTTECTallK: TECT.
IIpuMep TUIOBBIX 3aJaHUN:

Bapuanm 1

1. B Me:xkayHapoaHBIH KOMILJIEKC CTAaHAAPTOB HaJjIeKalMX (papManeBTHYecKHX NpakTuk GXP
BXOJAT BCe, KpoMe
A. Hannexamast nabopaTopHasi IpakTHKa
b. Hapnexamas kIuHU4ecKas MpakTUKa
B. Hagnexamias mpon3BOJACTBEHHAsS TPAKTHUKA
I'. Hapnexamas npaktuka xpaneaus JIC
. Hapnexamas npaktrka yHruuToXeHus JIC
E. Hapnexxamas npakTuka AMCTPUOBIOIUH
K. Hapnexxaiast anteyHasi IpakTHKa
3. Hapnexaias nmpakTuka papMakoHaa3zopa

2. CucreMa KayecrBa — dTO
A. Kowmriekce Mep, HanpaBiIeHHBIX HA MOBBILIEHHE TOBAPOOOOPOTa aNTeKH
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B. Kommnekc Mmep, HampaBlIeHHBIX Ha COOJIIOJICHHE YCTAaHOBJCHHBIX NPAaBMWJI IOCPEICTBOM
YTBEPKACHHUS JOKYMEHTOB (CTaHIAPTHBIX ONEPAI[MOHHBIX MPOILENyp) U OpPraHu3aluyd KOHTPOJIS
3a COOJII0JIEHUEM CTaHAAPTHBIX ONEPALlMOHHBIX IPOLEAYD

C. Kowmmuekc mep, HalpaBJIE€HHBIX HA YIIyYIIEHHE YCIOBUHI TpyAa

Ycemanosume coomsemcmeue

TEPMHUH ONPEJEIEHHE B COOTBETCTBUM C
HAJUIEKALIEN IPAKTUKOI ®APMAKOHA30PA
EBPA3HUIICKOIO 9 KOHOMHYECKOI'O COI03A

3. Oummoka NpUMeHeHus | A. npumenenue JIII 3a 1 mpuem nubo B TedyeHue AHS B
JIEKapCTBEHHOI'0 KOJINYECTBE, KOTOpO€e IIPEBBIIIACT PEKOMEHTYEMYIO
Npenapata MaKCHMAaJIbHYIO CYTOUHYIO /03y B COOTBETCTBUH C JIEHCTBYIOIIEH

obmeit xapakrepuctukoit JIIT

4. IIpumenenune Jgn "BHe | B. mobas HempeaHaMepeHHas ommobka pabOTHUKA CHUCTEMBI
uncerpykuun' (off-label) 3IpaBOOXpPAHEHHUS, TAIMEHTAa WIM IMOTpeOUTenss B Ha3HAYCHUH,
OTIIyCKE, I03UPOBKE, BBeAeHUU Win rpueme JIIT

5. IMepenosuposka JIII C. HAaMEpeHHOe W HeHaexaiiee npuMenenue JIII, koropoe
HE COOTBETCTBYET JIeHCTBYIoIIeH obmel xapaktepuctuke JIIT nmm
WHCTPYKUUU 110 MEAUIIMHCKOMY PUMEHEHUIO

6. HenpasuibHoe D. IIOCTOSIHHOE WJIM pa3oBoe upe3smepHoe ynotpedsenue JIII,

npumenenue JIII KOTOpOE COTIPOBOKIAETCS HEOIATrONPHATHEIMH
(U3NOTOTHYECKUMU UITH TICUXOJIOTHIeCKUMU d(PdekTamu

7. 3so0ynorpedenne E. HaMmepeHHoe npumeHenue JIII ¢ MenuuMHCKON LENbIo HE B

JIEKapCTBEHHBIM COOTBETCTBUM C 00mieit xapakrepuctukoit JIII win uHCTpYyKIHEH

npenapaTom

10 MEAUIIUHCKOMY IPUMCHCHHIO

8. HazoBuTe rpynmny BcIoOMOraTejbHbIX BeleCTB, KOTOPYIO 100aBJSIIOT B Ta0JeTOYHYI0 Maccy ¢
[eJIbI0 YMEHbIICHHS IEPOX0BATOCTH I'PAHYJI U NMOBBIIICHUA UX TEKYYeCTH:

A. cmaspIBaromue

b. paspeixisromue

B. cBasbIBaromue

I'. cxonp3smme

J. pazbaBuTenu
9. MacmrabupoBanne — SBJAETCS YacTbI0 IEPEHOCA TEXHOJOIMH M NOoJpa3syMeBaer
CTAHAAPTHU3ALHIO:

A. pa3mepa cepun

b. cnenugukanum Ha rOTOBBIM MPOIYKT

B. npon3BOACTBEHHON PELIEITYPBI

I'. cunTe3 akTUBHOM QapMarieBTHUYEeCKON CyOCTaHIIUN

J1. KpUTUYECKUX NTapaMETPOB TEXHOJIOTMYECKOI0 IIpoLecca
10. O6mmii cpok perucTpanyu JeKapCTBEHHOI0 NpPenapara MCYUCIsieTcs:

A. ¢ J1aTel NOJa4M 3asBJICHUS HA PETUCTPALMIO IO JIEHb BBIJJAYM PETUCTPALMOHHOIO YI0CTOBEPEHUS;

B. ¢ naTel mogauu 3asBI€HUS Ha PETMCTPALIMIO TIO A€Hb OKOHYAHUS MPOBEICHHS BCEX HEOOXOAUMBIX

JKCIIEPTHU3.

4.2.4. llIkana olleHUBaHUA:
Tecr:
v 91 -100 % npaBUIILHBIX OTBETOB — OI[EHKA «OTIHYHOY,
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v 76 - 90 % npaBWILHBIX OTBETOB — OLIEHKA «XOPOIIO»,
v 51- 75 % mpaBUIIbHBIX OTBETOB — OIICHKA «yIOBICTBOPUTEIHLHOY,
v" 0 - 50 % npaBUIIBHBIX OTBETOB — OI[CHKA «HEYIOBJIECTBOPUTEIILHON.

4.3. CoOTBETCTBUE OLIEHOYHBIX CPEICTB IPOMEXKYTOUYHOM arTecTalud 10  JUCLMILIMHE
(bopMUpYyEeMBIM KOMITETSHIUSM

KOI[ KOH HHIHKATOPA OIIeHO‘lHLIe cpeacrea HpOMe)KyTOqHOﬁ aTTreCrTallumn
KOMIICTCH JOCTUKCHUSA Tecr

07051 KOMIIETCHIINHU

TK-2 VJIIK-2.1. +

5. Meroauyeckue MaTepuaJibl 0 OCBOEHHUIO THCHUIINHbBI
Mertoaunueckue matepuansl o nucuuruinne (Ipunoxenue).

6. YueOHas qurepatypa AJs1 00y4ar0mMXCcs M0 JMCHUILIHHE
1. Duge, A.Jx. [Ipon3BoACTBO JIEKAPCTBEHHBIX CPEACTB. XUMHUUecKas TexHosnorus or R & D no
npousBojicTBa [Teker] : mep. ¢ anrn. / Ouge [.JIx. - Caukt-IlerepOypr : IIpodeccus, 2015. - 1280 c. :
wi. - bubmuorp.: ¢. 1278-1279. - ISBN 978-5-91884-071-9 : 2998-00. (¢papmayesemuueckas ompacis,
npoU3800CMEO JIeKAPCMBEHHBIX NPenapamos, hapmayesmuyecKue npou3eo0CmeeHHble NPOYeccyl)

2. YmpaBineHue U 3koHOMHKa (hapmaruu : yueOHuk / mon pen. M. A. HapkeBuua. — Mocksa :
I'DOTAP-Menua, 2024. — 928 c¢. — ISBN 978-5-9704-8840-9. — DnexktpoHHasi BepcUs JOCTYIHA HA
caure 9BC "KoncymnbTant cTyneHnra" : [caiT]. URL:

https://www.studentlibrary.ru/book/ISBN9785970488409.html. - Pexkxum mocTymna: mo MHOAMHCKE. —
TekcT: 3JEeKTPOHHBIN.

3. dapmaneBTHUecKas pa3pabOTKa: KOHLEMIMS M IpakTHyeckue pexoMmenaauuu [Tekcr] :
Hay4YHO-NIPaKTHUECKOE PYKOBOACTBO A (hapmaneBTuueckoil orpaciau / nox pexn. C.H. beikosckoro [u
ap.]. - Mocksa : Ilepo : @apMkoHTpakT, 2015. - 472 ¢

4. JIOKTMHUYECKOE  M3Y4YEHHE JIeKapCTBEHHBIX  CpeJICTB  (MpoMbllIeHHas  (apmanus):
y4eOHUK A cTy[. Bbicul. yueOH. 3aBenenuil / B.B. beperossix, H.H. Boabsxun, T.A. I'ycekoBa [u ap.];

mox pen. AJL.  Xoxmoa, H.B. [Ilaruropckoit. — M. : MHWzgso OO0 «I'PVYIIITA
PEMEJINY My, 2021. — C. 400.
https://elibrary.ru/item.asp?id=46653736&ysclid=m6un49b3u7467149991

5. Momnax, A.X. Ynpasnenue puckamu B ¢apmarieBTuueckoM npousBojactse [Tekcr] = Risk

Management Applications in Pharmaceutical and Biopharmaceutical Manufacturing : niep. ¢ anrn. / A. X.
Momnax, M. Jlonr, I'. C. balicmeH. - [2-e u3g., ucnp.]. - Mocksa : BUAJIEK, 2017. - XXIV, 440 c. : un. -
bubnuorp. B koHue kaxaoil riasel. - ISBN 978-5-904723-02-6 (pyc.) : 500-00. (¢papmayesemuueckoe
npouzeoo0cmeo, ynpasienue Kaiecmeom 6 apm. IIpomwiuiiennocmu, npou3e00CmMeo NeKapCmeeHHbIX
cpedcms,  Npou3eoOCmeEo  OUONOSUHECKUX — Npenapamos,  Npou3eoo0Ccmeo  OUOMEXHON02UYECKUX
npenapamos, 6anuoayus 6 @apmayesmuieckom npou3eoocmee, dacenmuieckoe @apmayesmuyeckoe
npouzeoo0cmeo, ynpasienue puckamu ¢ gpapm. [lpouzsoocmee)

6. PykoBO/ICTBO 1O MpPOBEACHHMIO KIMHUYECKHX HCCIEIOBAHUN JIEKapCTBEHHBIX CPECTB
[Texct] . Y.1 / MunucrepctBo 31paBooxpanenust Poccuiickoit @enepanun, Hayunsiii ieHTp SKCHepTH3BI
CPEeACTB MEIUIIMHCKOTo npuMeHeHus ; [penkon A.H. MuponoB [u ap.]]. — Mocksa : I'pu¢ u K, 2012. —
242 c.

7. PykoBOZICTBO O IPOBENEHUIO NOKIMHUYECKHUX HCCIIEIOBAaHUI JIEKAPCTBEHHBIX CPEICTB
[Teker] . Y.1 / MunucrepcTtBo 3apaBooxpanenus Poccuiickoit @enepanun, HaydHblit HEHTp 3KCHEPTU3bI
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https://elibrary.ru/item.asp?id=46653736&ysclid=m6un49b3u7467149991

CPEIICTB MEIUIIMHCKOTO MpuMeHeHus ; [peaxkon A.H. Muponos [u ap.]]. — Mocksa : I'pud u K, 2013. —
942 c.

7. MaTepunanbHO-TeXHH4YecKasi 6a3a, HTHPOPMALMOHHbIE TEXHOJIOTMH, IPOrpaMMHOe o0ecrneyeHue.
coBpeMeHHbIe npodeccnoHaNbHbIe 0a3bl JAHHBIX H HH(POPMALIMOHHbIE CIIPABOYHbIE CHCTEMBI

CemuHapcKue M TPAKTUYECKUE 3aHATHS MPOBOJAATCS B  CICHUATU3UPOBAHHBIX  yUEOHBIX
ayTUTOPHUSX, OOOPYIOBAaHHBIX [UISl MPOBEICHUS Y4E€OHBIX 3aHSATHM, TPYIIMOBBIX U HHAUBHUIYaJTIbHBIX
KOHCYJbTallMil, TEKYILEro KOHTPOJS W NPOMEKYTOYHOM aTTECTAllMM, OCHAIUEHHBIX HAIJISIHBIM
MaTepUajoM U JINTEPATypol, HEOOXOAUMBIMU ISl U3YYEHHUS! BOIPOCOB AMCLMILIUHBL: YTBEPKICHHBIMU
METOAUYECKUMHU  YKa3aHHUSAMH, CHCLHUAIBHOM  JUTEpPaTypod U  COBPEMEHHOM  HOPMAaTUBHOMU
JTOKyMEHTAIMEH, 2JIeKTpOHHON nHpopmarmonHon cucreMoit Koncynprantlliroc.

Ha nekuusax W 3aHATHSAX HCHOJB3YETCSI MYJIbTHUMEIUNHBIA KOMIUIEKC (HOYTOYK, IPOEKTOpP).
Hab6ops! Tabnui/MynbTUMEIUITHBIX HATJISAHBIX MaTEPHAIOB IO PA3IMYHbBIM pa3jieiaM AUCUUIIIUHBL. J{is
OCBOCHHUS U 3aKPEIUICHUS OTJEIBHBIX BOIPOCOB Pa3paboTaHbl CUTYallMOHHBIE 3a/1a41, TECTOBBIC 3aJaHHS
0 U3y4aeMbIM TEMaM.

OOpa3oBarenbHble  TEXHOJIOIMM — KOMMYHHUKAaTHUBHbIE  TexHoJioruu (cobecenoBaHue),
HEUMUTAIIMOHHBIE TEXHOJIOTHH (JICKIIUU, TECTUPOBAHUE).
[Tporpammuoe obecnieuenue obuiero HazHadenus:: Microsoft Windows, Microsoft Office 2007

Suites, Adobe PDF DC.

[TomMernieHus Uil CAMOCTOSTEILHOM paOOThl 0OYYAIOLINXCSl OCHALICHB KOMITBIOTEPHOU TEXHUKON
C BO3MOXXHOCTBIO TMOJKIIOYCHUS K HH(GOPMAIIMOHHO-KOMMYHHKAIIMOHHON cetn «HTepHeT» W
obecrieueHneM JIOCTyIa B AJIEKTPOHHYIO WH(GOPMAIMOHHO-00pa30BaTEeIbHYIO Cpely, ydeOHas MeOelb
111 00yYaroImuXxcs (CTOJBI U CTYIIbS).

OOy4garonuecss 00eCIeUeHbl TOCTYIIOM K COBPEMEHHBIM MPO(ECCHOHATBHBIM 0a3aM JaHHBIX U
MH(GOPMAIIMOHHBIM CITPABOYHBIM CHCTEMaM.

IIpogheccuonanvrvie 6a3vl OAHHBIX U UHDOPMAYUOHHBLE CNPABOUHBLIE CUCHIEMbL:
1. MunucrepctBo 37paBooxpanenus PO https://www.rosminzdrav.ru/

2. MuUHHUCTEPCTBO MPOMBIIIEHHOCTH M ToproBiu Poccum http:// minpromtorg.gov.ru/ministry /
governance/

3. ®enepanbHas ciyx0a 1o Haa30py B chepe 3apaBooxpanenus http:// www.roszdravnadzor.ru/

4. MexnyHapoaHas denepauus papmaneBTHUECKUX Tpou3BoauTenei http://www.aipm.org/

5. CaliT rocy1apCcTBEHHOI'O PeecTpa JEKAPCTBEHHBIX CPeACTB. https://grls.rosminzdrav.ru/grls.aspx

6. Acconmanus Poccuiickux dapmareBTHUeCKUX pou3BoauTeneit http://www.arfp.ru/

7. BceMupHas opranusanus 3apaBooxpasnenus http://www.who.int/ru
8. Cerp E-LEK mis pycckoroBopsmmx crpad OTaena OCHOBHBIX JIEKApCTB M JIEKApCTBEHHOM MOJUTHKH
BO3: nuckyccMOHHBI KiIy0 KIMHMYECKHUX ()apMaKoJOroB, HOBOCTM B 00JAacTH HPUMEHEHHUS
JIEKapCTBEHHBIX CpeNCTB. http://www.essentialdrugs.org/elek/
9. OdurmanpHeIii caiiT EBpazuiickoro s5KOHOMHUYECKOTO coro3a http://www.eaeunion.org/

O6opynoBaHue, oOecleyuBarollee aJanTalui0 d3JIEKTPOHHBIX M MEYaTHBIX 00pa3oBaTEeNbHbBIX

pecypcoB i 00yyaroImuyecs: U3 4ucia JUI C OrpaHMYEeHHBIMU BO3MOXKHOCTSIMU 3/I0POBbsI: MOPTATUBHBIN

PYUHOI BUJICOYBEIIMUUTENb — 2 1T, PaJUOKIJIACC (3ayIIHBIA HHIYKTOP U MHAYKIMOHHAS NeTis) — 1 mT.
Boixon B cerp «UHTepHeT» B Hamuuuu (C BO3MOXHOCTBIO [JOCTyNa B 3JIEKTPOHHYIO

MH(OPMAIMOHHO-00pa30BaTeNbHYIO Cpeny), CKopocTh noaxmoueHus 100 mout/cex.
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http://www.eaeunion.org/

AHHOTAIIUSA PABOYEHN ITPOT' PAMMBI JIUCIIUTLJIAHBI

b1.B.JIB.05.02 ®apmaneprrueckas pa3paboTKa, HCCISIOBAHUE M PETHCTPAIIHS JIEKADCTBEHHBIX
npenaparos

Koa u HaumeHoBanue cnenuaabHocTu: 33.05.01 Gapmanus

KBanupukauus (cTenens) BoImyckHUKA: [[poBusop

®opma o0yuenusi: Ounas

dopmupyemasi(bie) KOMIeTeHuusi(1):

I1K-2 Cnocoben pemaTth 3anaud NPO(PECCHOHANBHON EATENBHOCTH TPH OTIIyCKE W peau3aluu

JIEKApCTBEHHBIX CPEJICTB U TOBAPOB alTEYHOI'0 aCCOPTUMEHTA

NATIK-2.1. TIpoBOoauT TOBapOBETYECKHI aHAIM3 MEAUIHUHCKHX M (apMaIleBTUYECKHX TOBAPOB H

OpraHHU3yeT XpaHEHHE METUITMHCKUX U (DapMaIleBTHYECKUX TOBAPOB.

O0bem 1 MecTO JUCHMILIMHBI B cTpyKType OIIOIL:

JlucuumninuHa 10 BBIOOPY OTHOCUTCS K YacTH, (opMHpyeMol ydJacTHHKaMH 00pa3oBaTelbHBIX

OTHOIIIEHUH, OcBauMBaeTcs Ha 5 kypce (9 cemecTp), B COOTBETCTBUU C YYEOHBIM IUIAaHOM, OOIIas

TPYJOEMKOCTh AUCHUILTUHBI B 3a4ETHBIX €IUHUIIAX COCTaBIsET 2 3. €. (72 akaj. yaca).

Coneprxanue TUCIUILTAHBIL:

Paznea 1. 'ocynapcTBeHHas noiauTHka B chepe mpou3BoacTBa POCCUCKIX JIEKapCTBEHHBIX MTPENapaToB.

1.1.  ®apmaneBTrueckas pa3paboTKa — OT MOMCKA OMOJIOTMYECKH aKTUBHBIX BEIECTB JO BHIBOJAA Ha
PBIHOK JIEKapCTBEHHBIX TMTpenaparoB. McTopus u myTu co3/laHus JIeKapCTBEHHBIX cpencTB. PazpaboTka
u uccnenoanus HOBeIX JIC (Research & Development — R&D). ITarentsr Ha nekapctBa. Obmiue
CBEICHMS O IIaTEHTOBAHMM JIEKAPCTBEHHBIX IpenaparoB. TepameBTuyeckas, OWONOTHYEcKas H
(dapmalieBTHUECKask PKBUBAJIGHTHOCTH KaK KPUTEPH OIIEHKU Ka4eCcTBAa JICKAPCTBEHHBIX MPEMapaToB.

1.2.  OcHOBHBIE AaCHEKThl TOCYJAPCTBEHHOI'O PpEryJUpPOBaHUs JIEATEIbHOCTH OTEUYECTBEHHBIX

MPEAPUATHI-IPOU3BOIUTENICH HA COBPEMEHHOM JTarie pa3BUTHs cepbl oOpaimieHus: JeKapCTBEHHBIX

CPEICTB.

1.3.  IlpuoputeT rocyaapcTBEHHOW MOJUTHUKH B OOJACTH JIEKAPCTBEHHOTO OOECICUYCHHS: TMOMIePIKKa

OTEUECTBEHHBIX TTPOU3BOUTEIIEH JICKAPCTBEHHBIX CPEJICTB.

Pa3nen 2. BeiOop nekapCcTBEHHBIX MPenapaToB i pa3paboTKy.

2. 1. MapkeTHHroBbI€ HCCIEAOBAHUS, MPEIIICCTBYIONINE BBHIOOPY JIEKAPCTBEHHBIX MPEMapaToB s
pa3paboTKH.

2.2.  PazpaboTka kpuTepueB 0TOOpa JEKAPCTBEHHBIX MPENapaToB AJisi pa3paboTKH.

Pazgen 3. dapmaneBTrueckas pazpaboTka.

3.1. Bsenenue B Teoputo (hapmaneBTHUECKON pa3paboTku. DTanbl (apMaleBTUUECKON pa3pabdOTKH.
TpeboBanust k cTpykType U o0beMy (hapmaneBTHUecKkoil pazpaboTku. Mertomosnorus pazpaboTKu
HOBOTO ¥ BOCIIPOHM3BEIEHHOTO JIEKAPCTBEHHOTO TIpernapara.

3.2. Pa3zpaboTka TEXHOJOTHMM CHHTe3a CyOCTaHUMI Ha cTaguu (papmaneBTUUECKOl pa3paboTKH.

Pa3zpaboTka TEXHOJOTMM CXEeMBl OYAyIIEro IPOW3BOJACTBA. TEXHOJOTHMYECKOoe OO0OpyIOBaHHE JUIS

nporecca CUHTE3a.

3.3. Ilepenoc TexHom0THMHU B (DapMaIeBTHUECKON pa3paboTKe.

Pasnen 4. Hapnexarmas maboparopHast mpakTuka 1 Haamexarniass KIMHAYECKast MPaKTHKA.
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a. JloxiMHHYeCcKue MCCIel0BaHus JIEKApCTBEHHBIX NpenapaToB. Mctopus Bompoca. Ilonsatue GLP
KaK CHUCTEMbl HOpPM, NpaBWJ M yKa3aHHH, HaIpaBICHHBIX HAa OOECIEYEHHE COINIACOBAHHOCTH U
JIOCTOBEPHOCTH Pe3yJIbTaTOB Ja0OPATOPHBIX UCCIIETOBAHHIA.

b. HopmaTtuBHble 1paBOBbIE  AaKThl, PEIVIAMEHTHPYIOLIME  JOKIMHUYECKHE  HCCIIEI0BaHMS
6e30macHOCTH U 3P PEKTUBHOCTH JIEKAPCTBEHHBIX cpescTB B PD.

c. OObeM NOKIMHMYECKUX HMCCIEeIOBAaHUN JUIsl PErMCTpalluyd BOCHPOM3BEACHHBIX U OPUTMHAIBHBIX
JIEKapCTBEHHBIX IpenaparoB. [lnaHupoBaHuE JOKIMHUYECKOTO HCCIEJOBAHMS, COCTaBICHUE
IPOTOKOJIA/TIaHa UCCIIEJOBAHUS.

d. OO6paboTka MaHHBIX pPE3yJbTAaTOB JOKIMHHYECKOTO wuccienaoBanus. COCTaBICHHE OTYETa.
KoHTpomb kauecTBa NpoBeAEHUS TOKIMHUYECKOTO UCCIIEOBAHUS.

e. KimHuyeckue wccienoBaHusi: MCTOpUYECKas crpaBKa. Poyib KIMHUYECKHUX HCCIEI0BAaHUM
JIEKapCTBEHHBIX CpPEICTB B COBPEMEHHOH cucTeMe oOecneueHusl KauecTBa JICKapCTBEHHbIX
cpeactB. llonarne o GCP kak o0 MeXIyHapoJIHBIX IIpaBWJIaX CO3/aHUs, BHEAPEHUS U
IPOM3BOJICTBA HOBBIX JIEKAPCTBEHHBIX cpelIcTB. (OCHOBHBIE HOPMAaTHUBHO-IIPABOBBIE U
METOAMYECKHE JJOKYMEHTBI 10 MPaBHIaM KaueCTBEHHOH KIIMHIUYECKON MPAKTUKH.

f. Ilenu m BUABI KIMHUYECKUX HCCIEIOBAaHUN JEKapCTBEHHBIX CPeACTB. MeTObl IUIaHUPOBAHUS U
TpeOOBaHUs K 00beMY KITMHUYECKUX UCCIIEIOBAaHUN JIGKAPCTBEHHBIX CPEJICTB.

g. CTOpOHBI-y4yaCTHHKHM KJIMHHUYECKHUX HCCIEI0BaHUM, HX IpaBa U OOSI3aHHOCTU. OTHUYECKHE
aCIEeKThl IPOBEIEHUS KIMHUYECKUX MCCIEAOBAaHUN. OTHYECKHE MPOOJIEMbl IPOBEICHUS
UCCIIEIOBaHUM Ha 0co00 YSI3BUMBIX TpyNNax MalUEeHTOB (J€TH M IOAPOCTKH, >KEHIIUHBI
PEenpoAYKTUBHOIO BO3pacTa, OKUJIbIE JIFO/IU, TALIMEHTHI B 0€CCO3HATEILHOM COCTOSIHUU U TIP.).

h. Pa3zpaGoTka nOKyMeHTauUMu Ui KIMHUYECKMX uccienoBaHuid. IIpoTokosn wuccienoBaHus u
oporurtopa uccnenonarens 1 CRF. UndpopmupoBanHoe cornacue nanueHTa U BeACHUE MEPBUYHOMN
MEIMIUHCKOW  JIOKyMEHTalluh B  XOJe uccienoBaHus. Pa3paboTka MHIMBUAYaJIbHOU
pEerucTpalioOHHON KapThl MPU KIMHUYECKUX HMCCIEI0BAaHUAX JIEKApCTBEHHBIX cpeacTs. IIpaBuia
ee 3aIoJIHEeHUs], BHECCHUE U3MEHEHUH.

i. OOpaboTka JaHHBIX KIMHUYECKUX HCCIICAOBAHUI JEKapCTBEHHBIX cpeacTB. CocTaBlieHHE OTYeTa
0 pe3yNbTaTaM KIMHUYECKUX UCCIIEI0BaHUN JIEKAPCTBEHHBIX CPE/ICTB.

J- KoHTponb 3a mpoBeneHHMEM KIMHUYECKUX MCCIEIOBAaHUI JIEKapCTBEHHBIX cpencTB. [IpuHIMIbI
o0ecrieyeHHss KadyecTBa U MOPAIOK (DYHKIMOHMPOBAHUS CHUCTEMbl MEHEKMEHTa KadecTBa B
HCCJIEI0BATENIbCKOM OPraHU3aluu.

k. VYnpaBieHune 0e30MacHOCTBIO MpPU MNPOBEIEHUM KIMHMYECKUX HccienoBaHuid. TpeOoBaHus K
npoBefeHuto (papmakoHanzopa. [locTMapKeTHUHrOBbIE HCCIIEIOBAHUS JIEKAPCTBEHHBIX CPENICTB.
HesxenarenbHble SiBJI€HUS, IPEPbIBAaHNE M OKOHYAHHUE UCCIIEI0OBaHNS, BBIXOJ] U3 UCCIIEAOBAHUS.

Pasnen 5. OGecneyeHue O€30MACHOCTH JICKAPCTBEHHBIX MpermapaToB. [IpeAnochuUlKd OpraHu3alum

(dhapmakoHaa3opa

5.1. HopmartuBHo-mpaBoBas 6a3a U TepMHUHOJOTHs (apMakoHaa3opa: Kak ompenensiorcs: KitoueBble
MOHATHS  (apMakoHaA30pa B poOccHilckoM 3akoHonarenbcTBe (P3-61) u  MeXIyHapOIHBIX
pexomenaauusax (GVP)? B uém 3akimtodaeTcst COMOCTaBUMOCTh U pa3iMyMsl B TPAKTOBKE TEPMUHOB
MEXy TOKyMEHTaMu?

5.2.  Knaccudpukanus PHCKOB IIPUMEHEHHUS JIEKapCTBEHHBIX IIPENapaToB: Yro
Takoe WICHTU(ULMPOBAHHbIE, TIOTEHIIMAIbHBIE  PUCKU U HelocTaromas uHpopmarusa? Kak  ux
BBIBJIATH HAa OCHOBE MHCTPYKUMM IO MEAMLIMHCKOMY IpuMeHeHuto? Kakume pucku
CUMTAIOTCA CEPbE3HBIMU U HenpeaBuAeHHbIMU?  [IpakTHueckuil aHaiuM3 pUCKOB Ha IMpUMEpe
KOHKpETHBIX mpenapaTtoB. Kak paGoTare ¢ mHCTpyKuueil (pa3gensl: moOOYHBbIE AEWCTBUS, 0COObIE
yKa3aHUs, MPUMEHEHUE C OCTOpPOXKHOCThI0)? Kak ompenensTh M Ki1accuUUUPOBATH PUCKU JUIS
koHKpeTtHoro JIC? I'me uckaTh JIOTOJHUTENbHYIO HHGpOpMAIMIO (HUCCIEIOBaHMs, CTaTbU, MeETa-
aHaJIn3bl)?

5.3.  XapakrepucTHKa M OIEHKa pHUCKOB: Kakue mapaMeTpbl MCHOJB3YIOTCSA JUIsl ONMCAaHUS PHUCKA

(dacToTa, CEpPHE3HOCTh, MPEAOTBPATUMOCTh, 00paTUMOCTh | Jp.)? Kak orneHuBaTh BIUSHUE pUCKA Ha

narueHTa 1 odmiecTBeHHoe 3/10poBbhe? Kak nmpennaratb Mepbl 10 CHUKEHUIO PUCKOB?
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5.4. Pabora c¢ ucrounukamu uH(popmaruu: Kak ucrnosnb30BaTh HaydHble NYOJMKALUU W JTaHHbBIC
UCCIIeIOBaHUM 1)1 OLeHKH puckoB? Kak MHTEprpeTupoBaTh HHPOPMALIUIO U3 OTKPBITHIX UCTOYHUKOB B
KOHTeKcTe (apmakoHan3opa? Kak ucnonp30BaTh MOIYYEHHBIC 3HAHUS JUIS MOBBIIMICHUS 0€30MacHOCTH
JIEKapCTBECHHOM TepaIuu

Pa3znen 6. Perucrpanus jiekapcTBEHHBIX NIPENapaToB.

6.1. HopmaruBHo-mipaBoBasi 6a3a, perJaMeHTUPYIOIIAsi SKCIEPTU3Y M PETUCTPAIMIO JIEKAPCTBEHHBIX
cpenctB B Poccuiickoit @enepannu. [IpaBuina u nopsaI0K perucTpalny J€KapCTBEHHBIX CPELICTB.

6.2. @opMHpPOBaHHE PETHCTPALMOHHOTO JOChE Ha JIEKAPCTBEHHOE cpelcTBO. OCHOBHBIE TpeOOBaHUSA
npenbsBisieMble K 00beMy M O(DOPMIIEHHIO JTOKYMEHTALUU PETUCTPALlMOHHOTO J0ChE, BHECEHHS
W3MEHEHUH B PErMCTPALIMOHHOE J1I0ChE Ha JIEKAPCTBEHHBIN ITpenapar.

6.3. T'ocymapcTBEHHBIH peecTp JIEKapCTBEHHBIX CPEJCTB. XapaKTePUCTHKA FOCYIapCTBEHHOI'O peecTpa

JIEKAPCTBEHHBIX CPEIICTB, €r0 POJIb B IPOLECCE IKCIIEPTU3BI U PETUCTPALUH JIEKAPCTBEHHBIX CPEACTB.

6.4. Ilponenypa MexayHapOAHOW TapMOHM3AIMKM OOpallleHus JEKapCTBEHHBIX CPEICTB B paMKax

EBpA3DC. TpeboBanus k 3xcriepTuse u perucrpauuu B EBpA3dDC.

®opMBI NPOMEKYTOYHOM ATTECTALMM:
dopma MpoMeKyTOUYHON aTTECTallii B COOTBETCTBHH C YYEOHBIM IJIAHOM — 3a4eT.
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