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1. CTpykTypa u 001Iasi TPYI0€MKOCTh JUCIUILTUHBI

Bcero uacon/
Bup yuyeOHoi padoTbl 3aYeTHBIX
eINHHII

9 cemecTp

72

AyauTopHbIE 3aHATHS (BCeEro),
B TOM YHCJIE:

Jlexumu (JI) 18

[Ipaktrueckue 3anarus (JI3), 54

CamocrositesbHas padora cryaenra (CPC): 72

144
4 3.E.

3a4er +

Bcero:

Bupa npomexyrouHoit
arrecTanuu

yac

2. Ilesiu ocBOEHUSI AMCHUILINHBI
[enb M3y4yeHus: AUCHUILIMHBI — MOJyYEHUE CTYJICHTaMU 3HaHUM, (OpPMUPOBAHUE

YMEHUM M HaBBIKOB IO OOILIENPUHATON B MHMPOBOW NPAKTUKE METOJ0JIOIHU
pa3pabOTKH JIEKapCTBEHHBIX MIPENAPATOB, X UCIIBITAHUSI, OCHOBaM (hOPMHUPOBAHMUS
PErHCTPALIMOHHOTO I0CHE U BHEJIPEHUIO PE3YJIHTATOB B POU3BOICTBO.

3agayamMu IUCHUILIHHBI SIBJISIOTCH:

» lloaroroBka oOydaromuxcss K TPUHATHIO Y4YacTHsl B  KOMIUIEKCHBIX
HKCIIEPUMEHTAJIbHBIX ~ HUCCJENOBAHMSIX,  HANpPABJICHHBIX HAa  HAy4dyHOE
00OCHOBaHME COCTaBa JIGKapCTBEHHOTO  Ipemapara B  KOHKPETHOM
JIEKapCTBEHHOM (popMe, MPOU3BOACTBEHHOTO MPOIIECCa U €r0 KOHTPOJIs, BIOOpa
YHaKOBOYHBIX MaTEpHUaJioB, a TakXke Ha H3ydeHHe (UBUKO-XUMHUECKUX,
OMOJOTMYECKUX U MUKPOOHOJIOTUYECKUX CBOMCTB.

» IloaroroBka oOydaromuxcs K Y4YaCTHIO B HCCIICJOBAHHSX, MPOBOAMMBIX B
TEYEHUE KU3HEHHOI'O LMKJIa IIPOTYyKINN CLIEJIBEO CO3JaHus
KaueCTBEHHOIONpernapara, €ro perucTpalvu M oOecrnedyeHus: KadyecTBa IpHU
CEpHUIHOM ITPOM3BOJICTBE.

» IlpuoOpereHne CTyIeHTaMH 3HAHWA HIIPUMCHEHHE TEOPETUICCKUX OCHOB
onodapmaneBTruueckux acnekroBco3ganus JIC  k  (apmaneBTHUECKOM
pa3zpabotke Buga JIC, ero cocraBa, TexHojoruu, mnocraHoBke JIC Ha

IPOU3BOJICTBO U (DOPMUPOBAHUIO PETUCTPAIMOHHOTO JTOCHE.



Hns  peanuzaumu  paboyel mporpaMMbl B TeueHHE  OOy4YeHUs

MnpeayCMOTPCHEBI JCKIOMOHHBIC u Ha60paT0pHO-HpaKTI/ILI€CKI/IC 3aHATHA,

OTBEYArOMIHE 3a (POPMHUPOBAHUE COOTBETCTBYIOITNX KOMITCTCHITHIMA.

<

<

B pe3ynbrare u3yueHus: AUCUUILIIMHBI CTYJAEHT JOJIKEH

3HamMy:
METOJI0JIOTHIO Pa3pabOTKH JIEKAPCTBEHHBIX CPEICTB;
NPUHLIUIIBI U TIpaBUiia 00eCreYeHNs KauecTBa MpU pa3pabOTKe JIEKapCTBEHHBIX
CPEICTB;
KJIACCU(PUKALIMIO U OCHOBHBIE XapaKTEPUCTUKH JIEKAPCTBEHHBIX POpPM
COBpEMEHHbIE TpPeOOBaHMUA K TPOBEACHUIO BATUAALUNA METOIUKKOHTPOJIS
KauyeCTBAa JIEKAPCTBEHHBIX CPEJICTB;
COBpEMEHHbIE TpPEOOBaHUS K IMPOBEJICHUIO BaJIUJAIMM IPOU3BOJCTBEHHBIX
IIPOLIECCOB;
TpeOOBaHMS K M3YUYEHUIO CTAOMJIBHOCTH JIEKAPCTBEHHBIX CPEICTB, K OLIEHKE
0e30MacHOCTH u  3pdexTuBHOCTU OPUTMHAJIIBHBIX  HUTCHEPUYECKUX
JIEKapCTBEHHBIX CPEJCTB;
TpeboBaHust GXP k npoueccy oOpaieHus IeKapCTBEHHBIX CPECTB;
TpeOOBaHUS K COCTaBY U MOPSIKY (POPMUPOBAHUS PETUCTPALIMOHHOTO JJOCHE.

ymemup:
IJIAHUPOBAThH MPOBEJICHUE pa3pabOTKHU JIEKAPCTBEHHOTO CPEJICTBA;
pa3pabaThiBaTh TEXHOJOTUUECKUE CXEMBbI MTOTYUEHHUS JICKAPCTBEHHBIX(DOPM;
OMpEeNeNATh MOKa3aTeIi U MapaMeTpbl KOHTPOJISI KauyecTBa JJISIBKIIOUCHUS B
HOPMATUBHYIO JJOKYMEHTAIIMIO Ha TOTOBOEJIIEKAPCTBEHHOE CPEJICTBO;
MPOBOJIUTH BAJIUIAIMIO METOJIUK KOHTPOJIS KaueCTBA JIEKAPCTBEHHBIXCPE/ICTB,;
COCTaBJISATh IUIAHBI U3YUCHHS CTAOMILHOCTH JICKAPCTBEHHBIX CPEJICTB;
PYKOBOJICTBOBaThCS TpeOoBaHusIMU GXP mpm opraHuW3anmumpon3BOICTBEHHBIX
MIPOIIECCOB.

6/1a0emo:

v MeTomaMu ompenencHus Ouosnorndeckoir goctynHoctH JIC M OLEHKHMX

KauyeCTBa,

v HaBBIKAMH COCTABIIEHUS PETHCTPAIIMOHHOIO JOChe HadapMaleBTHUECKYIO

cyOcrannuto u rotosbii JIIT.

3. MecTo mucuuiuiaebl B cTpykrype QOII

2.1. Jlucrunnuna «Pa3paboTka W peructpanusi JEeKapCTBEHHBIX IPErapaToBy

OTHOCUTCS K JAMCIMIUIMHAM Y4Y€OHOTro MJIaHa 4acTd, GopMUpyeMol ydyacTHUKaMHU

oOpa3oBaTenbHBIX OTHOIIEHUH. M3yuaeTcs B 9 cemecTpe.



2.2. Jlns w3ydeHHs JAHHOW JAMCUMIUIMHBI HEOOXOAMMBI CIICAYIOIIME 3HAHWSA,
YMEHWSI U HaBBIKH, (POPMUPYEMBIC ITPEAMICCTBYOIUMHA AUCIIHILTNHAMH:
- Qunocogus

3Hanus: QuiIocopCcKod METOJOJIOTMH W aHalu3a Mpo0JieM HAay4YHOIro MO3HaHUS,
CHUCTEMaTHU3UPOBaHHBIC TPEACTABICHUS O MHOT000pa3uu (OPM UYEIOBEUECKOTO
3HAHWS, O COOTHOIIICHUU UCTUHBI U 30Ty KICHUS, 3HAHUS W BEPHI, PAIIHOHAITBHOTO
¥ UPPAIMOHATBHOTO B YEJIOBEYECKON JACSITEITLHOCTH.

YMeHus: apryMEHTHPOBAHO BECTH TUCKYCCHMM W OOCYXKIEHUS, u3JaraTbh |
00OCHOBBIBAThH CBOM B3TJISIIIBI TIO PYHIAMEHTAIBLHBIM BOIIPOCAM HAYKH, COITHATEHOM
XKU3HA W  Tpodeccuu, WCMOIb30BaTh 3HaHUSA 10  (umocobhun s
po(hecCHOHATFHOTO POCTAa U CAMOBOCITUTAHHSL.

HaBbiku: BBICOKOpPa3BUTOrO  (UIOCO(MCKOTO ¥ HAYYHOTO MHPOBO33PEHUS,
HaBBIKAMH apTYMEHTAIIMH M OMPOBEP)KCHUS, BEICHUS TUCKYCCHH M TTOJIEMHUKHU 10
MHPOBO33PEHYECKUM U STHIECKUM BOIIPOCAM.

- Ilpasosedenue

3HaHUA: OCHOB 3akoHozaTenbcTBa Poccuiickoil @enepannn o0 OXpaHe 310POBbs
TpaK/JaH, HOPMAaTUBHO-TIPABOBOE pEryaupoBaHue oOpatieHus
JEKapCTBEHHbIX CpPEACTB M  (hapMalleBTUUECKOH JESTEIbHOCTH B
Poccuiickonn ~ ®epepaunu;  IOPUIAYECKHX,  3aKOHOJATENBHBIX U
aJMUHHUCTPATUBHBIX MPOLIEAYP U CTPATErHH, KACAIOIIUXCS BCEX aCHEKTOB
(dapmaleBTUYECKOM JeSTEIBHOCTH.

YMeHusa: MOJb30BaThCS JIEUCTBYIOIIMMH HOPMATUBHO-TIPABOBBIMU  aKTaMH,

pEerIaMeHTHPYOINMHA MEIULMHCKYIO " (hapManeBTUYECKYIO
NEATEIBHOCTb.
HaBpIkn: apryMEeHTUPOBAHHOIO PpELICHUS NpOOJIEMHBIX 3THUKO-TIPaBOBBIX

BOMPOCOB  (papMaIleBTUYECKON TMPAKTUKH W  3alIUThl HMHTEPECOB
NOTpeOuTENe JEKapCTBEHHBIX CPEACTB U JAPYTUX (hapMareBTUUECKUX
TOBApOB.

- Unocmpannuwlil A3biK

3HaHUA: JIEKCHYCCKOTO MHUHHMyMa OOIIEro W TEPMHHOJOTHYCCKOTO XapaKTepa,
METOJIOB W TPHUEMOB JIMHTBHCTHYECKOTO M TIEPEBOJYECKOTO aHaIM3a
CTHIEIUATTM3UPOBAHHOTO TEKCTA.

YMenust: oOMeHuBaTbcst UHPopMalen u mpo(ecCHoHaTbHBIMU 3HAHUSIMH YCTHO U
MUCBMEHHO, 00JaJaTh CMOCOOHOCTBHIO K IEPEroBOpaM Ha H3y4yaeMOM



A3bIKE, YUTaTh OPUTMHAIBHYIO JIUTEpaTypy IO CHEUUaTbHOCTH Ha
MHOCTPAHHOM $I3bIKE JJIs OJTy4YeHUs: He00X0AUMON nH(OpMaLnu.
HaBbiku: BiageHUs] WHOCTPAHHBIM SI3BIKOM B 0O0BEME, HEOOXOIUMOM IJis
BO3MOXXHOCTH Tpo(eccnoHaibHOM W OBITOBOM KOMMYHHUKAllUU C
WHOCTPAaHHBIMU KOJUIETaMU W TIOJy4YeHHs] UHPOpPMALUU U3 3apyOeKHBIX

HMCTOYHUKOB.

- Mamemamuxa

3HAaHUA: OCHOB TEOPUM BEPOSITHOCTU, METOJOB CTAaTHUCTUYECKOTO YIIPaBJICHUS
KayeCTBOM, METOJOB MAaTeMAaTUYECKOM CTAaTHCTUKH, MPUMEHSEMBIX IPH
OLIGHKE TMOJIyY€HHBIX pPE3yJbTaTOB HCIBITAHUN M HKCIEPUMEHTaIHLHOU
paboThI

YMenus: uccneaoBaTh (PYHKIUU C MOMOIIBIO MPOU3BOJHBIX U CTPOUTH IpaduKu
(GyHKIUI;  BBIYMCIATH  OCHOBHBIE  XapaKTEPUCTUKU UM OLICHKH
pacnpeneNneHnss  JUCKPEeTHOW  CIy4alHOM  BEJNMYMHBI;  BBIYMCIATH
aOCOJIIOTHBIE M OTHOCUTENbHBIE MOIPEIIHOCTH Pe3yJIbTaTOB M3MEPEHUIL;
IIPOBOJUTH AIIEMEHTAPHYIO CTaTUCTHUYECKYIO 00paboTKy
OKCIIEPUMEHTAIBHBIX ~ JAHHBIX B XHUMHUYECKMX U OHOXUMHUYECKUX
IKCIIEPUMEHTaX.

HaBbIku: HCIOJIB30BaHUSA OCHOBHBIX MOHSTHA M METOJOB MaTeMaTHUYECKOTO
aHaJln3a U OOBIKHOBEHHBIX (D (pepeHIINaIbHBIX YPABHEHUN IPU U3YUEHUN
($U3NYECKUX, XUMUYECKMX U OHOJOTMYECKHX IPOLECCOB; MPUMEHEHUs
METOJIOB MaTeMaTUYEeCKOM CTAaTUCTUKU Il OOpabOTKH, aHaiau3a MU
MPABIJILHOM OIEHKH CTATUCTUYECKUX JaHHBIX.

- Ungpopmamuxa

3HaHMA: COCTaBa M HA3HAYEHHUS OCHOBHBIX DJJIEMEHTOB TE€PCOHAIBHOTO
KOMIBIOTEpA, HMX XapaKTEPUCTHKH, OCHOB HOBBIX HWH(OPMAIMOHHBIX
TEXHOJOTMM, METOJUKU MPUHATUS pELICHHS Ha OCHOBE HMEIOIEHCs
uHbopMaIuu

YMmenusi: paboTaThb Ha NEPCOHAIBHOM KOMIBIOTEPE B KAauye€CTBE IOJIb30BATENs;
OCYIIECTBISATH MOUCK MH(OPMALIUU B C€TH VIHTEPHET U JOKAIBHBIX CETSIX;
UCIIONIb30BaTh KOMIBIOTEPHBIE CUCTEMBI B TMpoliecce MpodeccrnoHaIbHOMI
JESITEIBHOCTH

HaBbiku: 0a30BbIX TEXHOJOTMH mpeoOpa3oBaHusi WHGOPMALMHU: TEKCTOBBIX,
TaOJIMYHBIX PEJAKTOPOB; TEXHUKHM paboThl B cetu WHTepHer s
poeCCHOHAIIBHON JICSITSIBHOCTH; METOJI0B OO0pPaOOTKHM TEKCTOBOH U
rpagudeckoit  uWHOpMAIMK; METOIUKH  O0OpabOTKHM  pe3yJbTaTOB
CTaTUCTUYECKUX HAOIIOICHUH C TIOMOIIIBbI0 KOMITBIOTEpA.



- Dapmayesmuueckas 6UOMEXHONOSUS

3HaHUA: OCHOB OMOTEXHOJIOTMYECKUX WU OMOMEAMIIMHCKHX MPOU3BOJCTB,
TeHHON MH)KEHEPUU, HAHOOUOTEXHOJIOTUH, MOJIEKYJISIPHOTO MOJICJIMPOBAHHS;
MHHOBAIIMOHHBIX IyTEH CO3JaHUS U COBEPIICHCTBOBAHUS JIEKAPCTBEHHBIX
CPEIICTB Ha OCHOBE JIaHHBIX T€HOMHKHU, IPOTEOMUKH U OMOMH(POPMATHUKH;
TpeOOBaHMI 1O MPOU3BOACTBY, CTaHAAPTU3AIMU, KOHTPOJIO KayecTBa M
COOJIIOJICHUIO DKOJIOTUYECKOW 0e30MacHOCTH JIEKAPCTBEHHBIX CPECTB,
MOJIy4aeMbIX OMOTEXHOJIOTUYECKUMHU METOIAMHU.

YMeHus: peryimpoBaTh U COBEPLIEHCTBOBATH OMOTEXHOJIOTUYECKUI MPOLIECC
C LEJBIO MOJyYEHUS BBICOKOKAYECTBEHHOTO KOHEYHOTO MMPOAYKTA; MTOJIy4daTh
TOTOBBIE JIEKApCTBEHHbIE (OPMBI W JAMATHOCTUYECKUE TMpemapaThl U3
JIEKapCTBEHHOT'O CHIPbS JII000T0 MPUPOTHOTO MPOUCKOKIACHUSI.

HaBobiku: BnageHuss (HU3MKO-XUMHUYECKUMHU, MUKPOOUOJIIOTUUECKUMHU U
OMOXUMHUYECKUMH METOJIaMU aHallM3a I TOJTBEPKICHUS] YHCTOTHI
OpOAYyIEHTa, TMOJIMHHOCTA JICKAPCTBEHHBIX CPEJICTB, OOHApYKEHUS
IPpUMECE M  KOJMYECTBEHHOM OLICHKH, METOAAMHU  JKCIUTyaTaluu
OMOpPEakTOpOB M  KOPPEKTHPOBAaHUSA TEXHOJIOTMYECKMX IapaMeTpoB
dbepMeHTaImu.

- Qapmayesmuueckas mexHoaI02Us

3HaHua: HopMaTtuBHO# TOKyMeHTalui, periiaMeHTHPYIOIIel MPOU3BOACTBO U
Ka4yeCcTBO JIEKAPCTBEHHBIX IPEnapaToB Ha (hapMalleBTUUECKUX MPEIIPUATUSX;
OCHOBHBIX TpeOOBaHUI1 K JIEKAPCTBEHHBIM (pOpMaM U MoKazaTesei ux KauyecTna;
HOMEHKJIaTyphl COBPEMEHHBIX BCIIOMOTaTENbHBIX BEIIECTB, WX CBOICTB,
Ha3HAYEeHUs, MPHUHLMIIOB M CHOCOOOB TIOJYYEHHs JIEKAPCTBEHHBIX (QOpM,
CHOCO0OB JIOCTaBKH; TEOPETHUECKUX OCHOB OHodapmMarnu, papMareBTHIECKUX
(akTOpOB, OKa3bIBAIOUIMX BIMSHME Ha TepaneBTUYeCKUil 3((dEKT; HOBBIX
HampaBJI€HUM B CO3JaHUM COBPEMEHHBIX JIEKApCTBEHHBIX (QOopM H
TEPANEBTUYECKUX CUCTEM.

YMeHus: npoBOIUTH MOAOOP BCIIOMOTaTeNIbHBIX BEIIECTB IMPH pa3paboTke
JIEKapCTBEHHBIX ()OPM C y4eTOM BIUSHUS OnodapMalieBTHYecKnX (aKTOpOB;
BBISIBIISATH,  MpeAoTBpamiath (0 BO3MOXXHOCTH)  (hapMalieBTHUECKYIO
HECOBMECTUMOCTb;, BBIOMpaTh ONTHMAJBHBIA BapHaHT TEXHOJIOTUU H
U3TOTaBINBATh JICKAPCTBEHHBIE (DOPMBI; BHIOMPATh YIAKOBOYHBIA MaTepuai u
OCYIIECTBIISITh MAaPKUPOBKY B 3aBUCHUMOCTH OT BHJA JEKAPCTBEHHOH (POPMBI,
OyTH BBEACHUS U  (QU3UKO-XMMHUYECKHX CBOMCTB JIEKAPCTBEHHBIX W
BCIIOMOTaTeJIbHBIX BEIIECTB; OLIEHUBATh KAYECTBO JIEKAPCTBEHHBIX MPENapaToB
[0 TEXHOJOTMYECKHUM IIOKa3aTesIIM: Ha CTagusX HW3TOTOBJIEHHUS, TOTOBOTO
NPOJYKTa U MpPH OTIYCKE; COCTABIATh MaTEpUAJIbHbIA OallaHC HA OTIEIbHBIC
KOMIIOHEHTBI TEXHOJIOTMYECKOTO Mpoliecca.



HaBbiku:  COCTaBJICHUS TEXHOJOTMYCCKHX  Pa3JClIOB  MPOMBIIUICHHOTO
periiaMeHTa Ha MPOM3BOJCTBO T'OTOBBIX JICKAPCTBEHHBIX (OPM, B TOM UHCIIC
TEXHOJIOTHUECKUX U allapaTypHbIX CXeM IPOU3BOJICTBA JICKAPCTBEHHBIX (HOpM;
COCTABJICHHSI MATEPUAILHOIO OallaHCca M IMPOBEICHUEM PACueTOB C yUYETOM
PacXoHBIX HOPM BCEX BUJIOB TEXHOJOTMUYECKOTO MPOIECCa MPH MPOU3BOICTBE
pa3IMYHbIX JICKAPCTBCHHBIX MPENapaToB MO CTAAUSAM; TOCTATUHHOTO KOHTPOJIS
Ka4eCcTBa MPH MPOU3BOJICTBE M JICKAPCTBEHHBIX CPEICTB.

-Obwas hapmayesmuueckas Xumus

3HaHUs: O CBOMCTBaX M aHANM3€ JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBUHU C
COBpEMEHHBIMH TPEOOBAHUSAMH K KQUECTBY; OOIIMX METO/IOB OIICHKH Ka4eCTBa
JIEKapCTBEHHBIX CPEICTB, BO3MOXKHOCTEH HCIIOJIb30BAHMS KaXKIOTO METOlA B
3aBUCHMOCTH OT CIOCO0a MOJYYCHHUS JICKAPCTBEHHBIX CPEICTB, HMCXOIHOTO
CBIPbSI, CTPYKTYPbI JICKAPCTBEHHBIX BEIIECTB; PU3UKO-XMMHUYCCKHUX MPOIIECCOB,
KOTOpbIE MOTYT TIPOMCXOAHWTH BO BpeMs XpaHEHHs ¥ OOpalieHus
JICKaApCTBCHHBIX CPEACTB; (haKTOPOB, BIMSIOIINX HA KAYECTBO JICKAPCTBEHHBIX
CpPE/ICTB Ha BCEX dTarax OOpaIieHus: B 3aBUCHMOCTH OT CBOWCTB JICKAPCTBEHHBIX
BEIIECTB; (PU3NKO-XUMHUYECKHE KOHCTAHT JICKAPCTBEHHBIX BEIIECTB, CIIOCOOOB
ONpENeNICHUs]  TeMIepaTypbl IUIABJICHHS, yIJla BpalleHHs, YICIbHOrO
TI0Ka3aTeJsl MOTJIOIICHUS, TEMIIEPATyPhl KHITCHUS.

YMeHuUs: onpenensiTh O0IIUe MOKa3aTed KaueCcTBa JIEKAPCTBEHHBIX BEIICCTB:
pacTBOPUMOCTh, TEMIIEPATypy IUIABJICHHS, IUIOTHOCTb, KHCIOTHOCTh U
IIEJIOYHOCTh, TPO3PAYHOCTh, I[BETHOCTh, 30JIy, IOTEPI0 B Macce IIpU
BBICYIIIMBAHHH.

HaBbiku:  ycTaHOBJEHHMS  MOJJIMHHOCTH, JOOPOKAYeCTBEHHOCTH U
KOJMYECTBEHHOTO COJICPIKAHMS JICKAPCTBEHHBIX BEIIECTB.
-Dapmayesmuyeckull aHaiu3 U KOHMPOIb KAYeCmea J1eKapcme

3HaHUA: OOIMX  3aKOHOMEPHOCTEH  (papmMaleBTUYECKOro  aHaju3a
JICKapCTBEHHBIX BEIICCTB U JIEKAPCTBEHHBIX (DOPM; MOHATUH pacraJiaeMOCTH,
pacTBOpPEHMsI, MPOYHOCTH, OCOOCHHOCTH aHajM3a MSTKAX JICKAPCTBEHHBIX
bopM; TOHATHI BaaMIAIMH, BATUJAMOHHBIX XapaKTEPUCTUK METOMK
Ka4eCTBCHHOTO M KOJMYECTBEHHOTO aHalli3a, B3aUMOCBS3U IPOILIECCOB MPH
pa3pabOTKe HOBBIX M COBEPIICHCTBOBAHWH, yHU(DUKAIMK W BaIHUIAIAN
CYILIECTBYIOIIMX METOJIOB KOHTPOJISI KauecTBa JIEKAPCTBEHHBIX CPEJCTB Ha
sTane ¢apMareBTUIECKON pa3paboTKu

YMeHuUs: TUIaHUPOBATh aHAM3 JICKAPCTBEHHBIX CPEJCTB B COOTBETCTBHH C MX
¢GopMOii TI0O HOPMATHBHBIM JIOKYMEHTaM W OIICHUBaTh HMX Ka4yeCTBO IIO
MOJTYYCHHBIM PE3YJIbTaTaAMH.

HaBpiku: BBI60pa HauoOoee palrOHAJIbHBIX MCTOAbI dHAJIN34d JICKAPCTBCHHBIX
CpCaACTB, B TOM 4YHCJIC C IPUMCHCHUCM CI)I/ISI/IKO'XI/IMI/I‘—ICCKI/IX MCTOOOB.



4. TpeOoBaHusi K pe3yabTaTaM OCBOCHHUSl IMCHHMILUIMHBI y OO0yYarOIUXCS
ciaenyroumux yausepcaabHbIX (YK) u npogeccnonanbubix (IIK) komnerenumia:

B pesynbTate OCBOEHUS AMCHUIUIMHBI Y BBIMTYCKHUKA JOJDKHBI OBIThH
chopMHUpPOBaHBICIEIYIOIUETPOPECCHOHATIbHBIE KOMITETEHIIUU:



Homep/ B pe3yabrare n3yvyeHusi y il TUCIMILTHHBI 00y JIOJIKHBI:
Ne MHAEKC Conepikanne KoMIeTeHIHH
OneHoYHbI
n/n Kommere (nm ee yacTh) 3HaTh Ymers Buaajgers
e cpecTBa
HIHH
Tun 3aga4 npod. aesiTeIbHOCTH IKCIIEPTHO-AHAJIMTHY eCKU
IK-10 | CnocodeH BBIIOJIHATH MEPONPHATHS N0 BATHAANMH(KBATHPHKAINHN) apManieBTHYECKOr0 NPOH3BOACTBA
o [lpuHUMIBI BalMAALMH TEXHOJIOIMYECKHX IIPOLECCOB M aHAIUTHYECKUX (o IIpuHMMaTh ydacTue B BbIOOpE THIIA BalHmaluH (KBaIM(UKALHN)OOBEKTa IPH ForoBHocThio Kk  BhIGOpY — THma | TectoBble
METOMHK, KBATH(PUKALNH ITIOMELIECHHI H 000py10BaHNUs, HHKEHEPHBIX CHCTEMHU pa3paboTKe JIEKApCTBEHHBIX PEIAapaTOBH IIOATOTOBKE PETHCTPALIHOHHOIO 0Che BaMAalMK  (kBatupuKauu)oObeKTa | 3ajaHus,
COBpPEMEHHBIC TPEOOBAHMA K TNPOBEACHHIO BATMAALMH METOAMK KOHTPONA (e [IpuHMMATh ydacTHe B pa3pabOTKe MPOTOKONA BaluAalMM (KBATM(UKAIHH) U pa3paboTKe MPOTOKONA BANMIALMN | YCTHBIH
Ka4yecTBa JICKAPCTBEHHBIX CPEJICTB W MPOU3BOJCTBEHHBIX IMPOILECCOB MpH 00beKTa, TNPOXOJAIIETO BanmuAaluio (KBaTM(HKALMIO) TpH  pa3paboTke (kBanuduramn) o0Onexra, onpoc,
pa3paboTKe JTEKApCTBEHHBIX MPENapaToB M MOJATOTOBKE PErHCTPAIMOHHOTO JIEKapCTBEHHBIX MPENapaToOBH MOATOTOBKE PETMCTPALMOHHOTO J0ChE NPOXOAAIIETo BAMIANHNIO ( CHTyalHOH
J0Che @ IlpuaumaTe yuacTne B pa3pabOTKe W COTNIACOBAHMU PETJIAMEHTHPYIOIEH H (kBanUpHKALUIO)IPH paspaboTke HbIC
e Merogsl M MHCTPYMEHTbl yHPaBICHHs NPOCKTAMH 10  BaluIaluu PErHCTpUpYIOIIEil JOKYMEHTAlUH [0 MOHUTOPHHIY OOBEKTOB H IIPOLECCOB, JICKapCTBECHHBIX [penaparos M | 3a7aHMA
(kBanudukanum) MPOLIEINX BAIMAAUMIO M KBAIM(HKALMIO HPU pa3paboTKe JeKapCTBEHHBIX TIOJIrOTOBKE PETHCTPALIHOHHOTO J10Che
e TpeboBanuss CornamieHus O CIMHBIX HPUHLHIAX M NPABHIAX OOpalleHHs MperapaToBH MOArOTOBKE PErHCTPALHOHHOIO 10ChE
JIEKapCTBEHHBIX CPEICTB B paMkax EBpa3suiickoro KOHOMHYECKOro coi03a, (e [IpMHMMATh y4acTHE B KOOPAMHALMH IIPOBOAMMBIX PaboT 10 BaIMIALMH
BhiGHpaeT THI BATHIALHH NPaBHJI Ha/UTeXKaIlel POM3BOJCTBEHHOM NMPAKTHKH, HOPMATHBHBIX [PABOBBIX (kBanudukauun) ¢ npgmmn nozipasjieiecHusAMH  (hapMareBTHIECKOro
aKTOB M CTaHJapTOB
(kBaTHUKALII)OGBEKT ¥ nap MPOM3BOACTBA TNpH Pa3paboTKe JIEKAPCTBEHHBIX MPEMapaTOBH IOATOTOBKE
paspabaTsEacT  MDOTOKO e [IpuHIMIBI MacIITabMPOBAHMS M IEPEHOCA TEXHONOTMYECKHX MPOLECCOB PErHCTPAIMOHHOTO 10Cke
NPOU3BOJICTBA  JIEKAPCTBEHHBIX CPEJACTBIPH  Pa3pabOTKE JIEKAPCTBEHHBIX [0 [IpMHMMATb y4acTHE B OLEHKE COCTOSHHS OOBEKTOB M MPOLECCOB, MPOLICALINX
1. IK-10.1 BaJMaLMH (KBaau(HUKALMK)

npenaparos

'BEKT: HPOXOJISILIIET .
obekTa, POXOMMIIETO | J1enonpomn3BoACTBO U JOKYMEHTOO0OPOT, B TOM YHCIIE SIEKTPOHHBIN, B 4acTH
BaIJaLKIO COIPOBOKJIEHHS IIPOLECCOB, TPOXOAALIMX BATMAALUIO

(KBaNM(pUKALHNIO)

BAIMJALMIO U KBAIM(DUKALHUIO IPH Pa3paboOTKe JICKAPCTBEHHBIX IIPEIapaTOBH
MOJArOTOBKE PErMCTPALIMOHHOTO J10Che

TIpuHMMAaTh yYacTHe B OLICHKE M3MEHEHHIl B IpoleccaX U 00bEKTaX, BIHSIOLINX
HAa CTaTyC Bauujauuy (KBaIM(UKALMK) [OPH pa3pabOTKe JIEKApCTBEHHBIX
TNpenapaToBy MOATOTOBKE PETUCTPALIMOHHOTO JOCHE

IlpurumaTe yyacTHe B KOHTpPONE BBINONHEHHS pPaboT, TPETyCMOTPEHHBIX
MPOTOKOJIOM BalMualnK (KBaNIM(UKALMK) TpH pa3pabOTKe JIeKapCTBEHHBIX
TNpenapaToBy MOATOTOBKE PETUCTPALIMOHHOTO J0CHE

IpuHuMaTh ydacTHe B ONpEICICHUM HEOOXOAMMOCTH H OOBEMOB IIOBTOPHOIR
KBaTM(HKALME ¥ BaIMJALMM IPU M3MCHEHHAX B IpoleccaXx H O00bEeKTax,
BJIMAIOLIMX HA CTAaTyC BaJIMAALUU

Ucnonb3oBath METOAbl M HHCTPYMEHTHI aHajlW3a PHUCKOB i1 KaydecTBa
JIEKApCTBEHHBIX CPEACTB IIPH OLEHKE PE3yJIbTaTOB MOHHTOPHHIA 00BEKTOB M

CHCTEM, MPOIIE/IINX BATHIALNIO (KBATH(HKALHIO)
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Homep/ B pe3yabrare n3yvyeHusi y il JUCIUILTHHBI 00y JIOJIKHBI:
Ne MHAEKC CopnepikaHue KOMIIETEHIUH O
n/n KOMIIeTe (m1a ee yacTH) 3HaTh Ymers Buaagers
€ cpeicTBa
HIHH
4 HPI/IHHI/IHLI Bamuaanud TEXHOJIOTMYECKHX TIPOLECCOB M  AHATUTHYCCKHUX o TectoBsie
" ® JlefictBoBaTh IpH pa3pabOTKe JEKApCTBEHHBIX IPENApaToOB B COOTBETCTBHH C
MCTOJIUK, KB&J’H/IQJI/IK&LU/IPI TIOMCHICHUHU U 060pyzlosam/m, HMHXCHEPHBIX CUCTEMH 3aJaHus,
5 npaswiaMi GXP, npaBmiami oOpalieHHs JIGKAPCTBEHHBIX CPEJCTB B PaMKax crbii
COBPEMCHHLIC TPEOOBAHMA K NPOBCACHMIO BAIMIAUMM METOMMK KOHTIpOILL EBpasuiickoro 5KOHOMHYECKOrO COI03a, HOPMATHBHBIX MpPABOBBIX AaKTOB H ¥
KayecTBa JIEKAPCTBEHHBIX CPEICTB M IPOM3BOJACTBEHHBIX IPOLECCOB IPU cTangapTos ornpoc,
pa3paboTKe JIEKAPCTBEHHBIX MPENapaToB M INOATOTOBKE PErHCTPALIHOHHOIO CHTYAIOH
oche 4 I/IHTCPHPETI/IPOB&ITB TIOKa3saHusa ABTOMATUYCCKHUX JaTYUKOB KOHTPOJIA HBIE
a TIPOU3BOJICTBEHHOI Cpejibl, PabOThI 000PYI0BaHHS, HHKEHEPHBIX CHCTEM
e Tpebopanus CormameHus O €AMHBIX NPUHIHIAX M TNPABHIAX OOpameHHs . 3a1aHus
- o IlpuHMMaTh yyacTHe B aHaJIM3¢ YCTOMYMBOCTH M HAJIEKHOCTH IIPOLECCOB,
JICKApCTBCHHBIX CPEACTB B paMKax EBpaZI/II/lCKDFO SKOHOMHYECCKOTO COmO3a,
< o 000py/IOBaHNs 1 HH)KCHEPHBIX CHCTEM
TIpaBHJI HAAJICKALICH NMTPOU3BOACTBEHHON NMPAKTHUKH, HOPMATHUBHBIX IIPABOBBIX -
@ IIpou3BOAUTH OLIEHKY M3MEHEHMH MpPOLECCOB C ILEJNbI0  OUpeIesIeHUs
aKTOB U CTaHJAPTOB M T'OTOBHOCTBIO K ITPOBEICHUIO
HEOOXO0AMMOCTH U 00BEMOB IIOBTOPHOM Baiuaaluu (KBaiuduKaimm) .
[posoauT HMCTbITAHUSA e IIpuHIMIBI MAcIITAOMPOBAHMA M IIEPEHOCA TEXHONOIMYECKHX IIPOLECCOB HCIIBITAHUI OOBEKTOB M IPOLIECCOB,
00BEKTOB ¥ HPOLECCOB NPOM3BOJCTBA IIGKAPCTBEHHBIX CPEACTBIPH ~DA3PAGOTKS JICKAPCTBEHHBIX | TIpHHHMATE  y4aCTHC BMACUITAGHOBAKMH 1 NIEPEHOCE  TEXHONOTUHCCKHX ’
2 IK-10.2 PeyCMOTPEHHBIX ' [PEnapaToB U MOArOTOBKE PErHCTPALIMIOHHOIO J10Che TpOICCCOB  NIPOW3BOZICTBA  JICKADCTBCHHBIX  CPCACTB  mpu  paspaGotke | [PCAYCMOTPCHHBIX NPOTOKOJOM
. . Doty . e OCHOBBI (hapMaLEBTHYECKOH TEXHOIOTHH B 4aCTH Pa3paGOTKH JEKapCTBEHHBIX JICKapCTBEHHBIX MPETIapaTOB  MOJArOTOBKE PETHCTPALMOHHOTO A0CHE BannauuH (KBamMQHKaLHK)IpH
MPOTOKOJIOM BaJINJIALIMH M
POTOKOJIO! aman] P pasp P 4 an/IMeHﬂTL 3HaAHUA Q)apMaueBaneCKon TEXHOJIOTUK B 4YaCTH paBpaGOTKl/I pa3pa60TKe JIEKapCTBCHHBIX
(KBaﬂMq)l/IKaLll/IM) TpenapaTtoB U IMOANOTOBKE PETHCTPALIMOHHOTO JOCHE TIpenapaToBU MOIATrOTOBKE
o JICKapCTBEHHBIX npenapatoBIIpu HCIIBITAHUAX 00BEKTOB u TpOoLECCOB, p p L
. HpI/IHHI/IHBI q)apMaLIeBTH'—ICCKOI/I MI/IKPO6MOJ'IOFI/H/I, ACCNTHKH U TOKCHUKOJIOTHH B
MPElyCMOTPEHHbIX HPOTOKOJIOM BaIMAalUH (KBaTH(UKALIMN) PErucTpanuoHHOro 10CHe
yacTH OOBEKTOB H TIPOLECCOB, MPOXOAAIIMX BaJlMAALUIO TIpU paspaﬁoTKe I 6
JIeKaPCTBEHHBIX MPENApaToB 4 PUHHUMATh Y4aCTHE B CTaHAAPTHU3ALMU U pa3spaOO0TKE HOPM KOHTPOJIA Ka4eCTBa
JICKAPpCTBCHHBIX 'TB B 4YaCTH TCXHOJIOTUYCCKHX II| B, TPOXOJAIINX
e [IpUHIMIBI CTAHJAPTH3AUMH W Pa3pabOTKH HOPM KOHTPOJs KayecTBa ckapeTse cpenc C CXHOJIOrHHCC POLCCCOB, MPOXOAAIL
BaJIMaaIlH;
JICKapCTBEHHBIX CPEIACTB B YACTH TEXHOJIOIMYECKUX IIPOLECCOB, MPOXOIAALINX AaLio .
BaIMJ1alMoO d HPHHI/IMQTL ydJactue B pa3p360TKe METO/10B aHaJIu3a B YaCTH METO/JIUK UCTIBITAHUH
- o JIEKapCTBEHHBIX CPEICTB
. (DapMaKOl'ICI/IHLIC METOIBI aHalisa B 4acTtu METOIMK HUCIBITAHUH I 6 .
JIeKapCTBEHHBIX CPEICTB d PUHUMATh Y4acTHE B l/ICvCJ'le,JJOBaHMﬂX 1o OV CCIICYCHUIO d)l/l3l/lK0'Xl/lMld‘ieCKOM,
o o CTPYKTYPHO-MEXaHHYECKOW, aHTUMHKPOOHOH CTaOWIIBHOCTH JIEKAPCTBEHHBIX
. HpI/IHHI/IHBI obecrieueHust q)H'SHKO-XI/IMPl‘IeCKOI/I, CTPYKTYPHO-MEXaHUYECCKOH,
M (bopM 1pu uX pa3paboTKe U MOArOTOBKE PETHCTPALIHOHHOTO JI0ChE
aHTI/IMI/IKpO6HOI/I CcTabMIBHOCTH JICKapCTBEHHBIX Cl)OpM TIpH UX pa3pa60'n<e
® Merogbl  CTATHCTMYECKOrO  YNPABICHHMS — KAaueCTBOM, — METOABI | [IpHIHMATS YHACTHE B PACIETAX H OGPAGOTKE JAHHBIX, MPEAYCMOTPEHHbIX TecroBbie
MaTeMaTH4YecKoi CTaTUCTHKH, NPUMEHSIEMbIE TIPU OLIEHKE pe3yJIbTaToB HpOTOKOJ'IOMyBaJ'H/l/ILaLll/llE (xpanndica If)l/ll/l)l'l o asna 60’TK§ ne}ll<a CTieHHHX T'0TOBHOCTBIO KITPOBE/ICHUIO 3a/1aHu,
[poBomut  pacuetsl U HCTIBITAHMIT H BaTHIAIHE Hi eHAPATOBH TOAOTOBKE perHCTPAIIIONHO FP:) Hg C:; P pacueToB 1 06paboTKe JAHHBIX, YCTHBII
06paboTKy JaHHBIX, | ® MeToAuKM  OpOBEJCHHS  pacyeToB M 00pabOTKM  JaHHBIX, TpCAy CMOTPEHHBIX MIPOTOKOIOM ompoc,
o Ilpunumars ywacte BOGOPMIEHHM M COIVIACOBBIBAHMM OTYETa IO BaHAALIH (KBaTuuKaL)
MPeyCMOTPEHHBIX HpEyCMOTPEHHBIX TPOTOKOJIOM  Bamuaauuu (KBanuduKalMu) IpH J1an] 1HH), CHUTYallMOH
BanugaLuy (KBanndukanum) npu paspaboTKe JeKapCTBEHHBIX IPENapaToB DOpMITEHHIO 1 COT. BBIBAHI
3 K-10.3 TIPOTOKOJIOM BaJIMIaLMN pazpaboTke JIEKapCTBEHHBIX IpenapaToBu MOJTrOTOBKE I 5 OQOPMIICHHIO U COTTIACOBBIBAHUIO HbIC
. -10. J MHHMAaTh Y4YacTHe B aHauM3e O0030pPOB KauyecTBa MHPOIYKLHH IIPH
(kBanuukan), PETHCTPALHOHHOTO 10Che p . y P POIYKIL p OTYET MO BaNHIALUN 3a/1aHus
o a3paboTKe JIEKAPCTBEHHBIX NPENapaToBU IOATOTOBKE PErHCTPALIMOHHOTO
odopmser u | e J[eONPOM3BOJCTBO M AOKYMEHTOOOOPOT, B TOM YHCIIE DJICKTPOHHBIN, B i OCI:) o P penap p P (xBanmdpuKarmm)pH paspaborke
COIJIACOBHIBAET OTYET MO YaCTH CONPOBOXKAECHHS IIPOLIECCOB, POXOASIINX BATHAALHIO - JICKapCTBCHHBIX NPENapaToBU
J UMEHATh CTATUCTHMYECKME METOJbl aHaJiM3a JUls OLEHKH 3HAuMMOCTH
Banujauuu (Kanudukanun) e JIpuMHIMOBI M TpaBUIa COCTABJICHUS W COIJIACOBAHHMS OTYETOB IO P . . HOArOTOBKE pErHCTPaliHOHHOTO
(akTopoB, BIMAIONMX HA YCTOWYMBOCTb M HAAEKHOCTb IPOLECCOB, nocke
BaMIAlMK  (KBaIMpUKALMKM) TpH  pa3paboTKe  JIEKapCTBEHHBIX
000py10BaHHsI U HHXXEHEPHBIX CUCTEM
NpEenapaToBy MOJArOTOBKE PErHCTPALIHOHHOIO 10Che
o
Tun 3agau l'[pO(l). ACATECJIBbHOCTH: HAYYHO-UCCIEA0BATCIbCKHU
MK-18 | Cnoco6en NpHHUMATDH y4acTHe B MPOBEIeHUH HCCIET0BAHUIA B 00,1aCTH OLIEHKH 3 ()eKTHBHOCTH U (€30IaCHOCTH JIEKAPCTBEHHBIX CPEICTB
o IlpaBuna GXP, mnpaBuma oOpauieHusi JI€KapCTBEHHBIX CPEACTB B pamkax (e JleficTBOBaTh HpH pa3paboOTKe JIEKapCTBEHHbBIX MpenapatoB B cooTBercTBUM ¢ | [OTOBHOCTBIO mpuHumarh ywactue B | TecToBble
EBpasmiickoro 3KOHOMHYECKOTO COI033a, HOPMATHBHBIE NPABOBBIE aKTBHl H npaswiami GXP, npaBwiamu OOpAIEHHs JIEKAPCTBEHHBIX CPEJACTB B paMKax | IPOBEIECHMH MCCIEOBAHMH B 00acTM | 3ajaHus,
[posoaut H3ydyeHue CTaH/APTHI, PerJIaMeHTHPYIOIIHE Pa3paboTKy JIEKapCTBEHHEIX MPENapaToB EBpasniickoro 5KOHOMHYECKOTO COI03a, HOPMATHBHBIMH ITIPABOBBIMH aKTaMH H OILICHKH 2 heKTHBHOCTH M | ycTHBIH
(apmakoorn4eckoii o IlpumeneHnne MeTon0B (apMmakosorud, OuodapMaluu M KIMHHYECKOH CTaHAapTaMH, PErIAMEHTHPYIOMINMH Pa3paboTKy JIeKapCTBEHHBIX NIPENapaToB 6e301acHOCTH JIEKAPCTBEHHBIX CPEJICTB ompoc,
4. K-18.1 AKTUBHOCTH W JIPYTUX BUJIOB (apmakooruu B pa3paboTKe JIeKapcTB l» HuTepnpernpoBath pe3yﬂBT§TLI (hapMaKoIOrHYecKux u | B 4acTh ) m}iqe}mﬂ cHTYaLHoH
AKTUBHOCTH pasnuuHBIX (¢ MeTozb! H3yueHUs HapMaKOIOrHIECKOH aKTHBHOCTU H APYTHX BHIOB aKTUBHOCTH 6rodapMaLeBTHICCKUXUCCICIOBAHHINIPH Pa3pabOTKe JICKapCTB (apmakonoruyeckoi aKTMBHOCTH U HBIE
COEJIMHEHUH Ha PA3NMUHBIX COGAMHEHHIl NpH pa3paboTKe JEKapCTBEHHBIX MpernapaToB Ha [o IIpuHMMAaTh ydacTHe B M3ydeHMM (DapMakoIOrM4eCKOM aKTMBHOCTH M Apyrux | APYTHX BUIOB aKTHBHOCTH PasiMYHBLIX 3a1aHus
Na6OPaTOPHBIX KUBOTHBIX 11a00paTOPHBIX JKUBOTHBIX BUJOB AKTUBHOCTH PAa3IHYHBIX COCAMHEHMH NP Pa3pabOTKe JIEKapCTBEHHBIX COCIMHCHIH Ha 1a60paTopHbIX
mperapaToB Ha J1a0OPATOPHBIX JKMBOTHBIX, HHTCPIPETHPOBATH MOMydeHHple | KUBOTHBIX W HHTEPNPETHPOBATH
Pe3yJIbTaThl Ppe3yJsIbTaThl
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Homep/ B pe3yabrare n3yvyeHusi y il JUCIUILTHHBI 00y JIOJIKHBI:
Ne MHAEKC CopnepikaHue KOMIIETEHIUH
n/n KoMIere (nM ee yacTH) 3HaTh Ymern Baaners O
o e cpecTBa
o IlpaBuna GxP, mpaBmma oOpauieHHsi JICKapCTBCHHBIX CPEACTB B pamkax | JleiicTBoBaTh mpy pa3paGOTKe JIGKAPCTBEHHBIX HpenapatoB B coorBerctBuu ¢ | Ilpunnmare yuactue B onpenenenuu | TecToBble
EBPaSHﬁCKOFO OKOHOMHYECKOIO CO03da, HOPMAaTHBHBIC IIPABOBBIC AKTBI H NpaBUIaMH GXP, NpaBUIaMu 06pau_{em/m JICKApCTBCHHBIX CPEACTB B paMKax d)apMaKOKHHeTH'leCKI/IX napaMeTpoB 3a7aHus,
Onpeznensier CTaHAAPThI, perJIaMeHTHPYIOIIHE Pa3paboTKy JIEKapCTBEHHBIX MPEIapaToB EBpa3Hiickoro KOHOMHYECKOrO COI033, HOPMATHBHBIX TPABOBBIX AKTOB W | BEIIECTB Y JAGOPATOPHBIX XKHBOTHEIX | yCTHBI
5. MK-18.2 (bapmakokuHeTHYECKHE * MeTo/bl H3ydeHHsAGpapPMAKOKHHETHYECKHX TTapAMETPOB BEIIECTB Y J1a00PaTOPHBIX CTaHJapToB npu paspaboTKe  JIEKapPCTBEHHBIX ompoc,
napaMeTpbl BCIIECCTB y JKMBOTHBIX IIPH pa3paboTKe JIeKapCTBEHHBIX IIPEIapaToB ¢ IlpuHuMaTh ywacTHe B oONpeAeiIeHHH (HapMAKOKMHETHUECKHX I1apaMeTpoB TipenapaToB " TIOArOTOBKE CHTYAIHOH
11ab0PaTOPHBIX KUBOTHBIX BENIECTB Yy JAaOOpPAaTOPHBIX JKMBOTHBIX IPH pa3pabOTKe JIEKApCTBEHHBIX | PErMCTPALMOHHOTO AOCBE, | e
MpEerapaToB U HHTEPIPETUPOBATD ITOIYUCHHbIC PE3yIbTATHI HMHTEPIPETUPOBATH TOJTy4CHHBIC 3anaHus
pe3yJIbTaThl
o IlpaBuina GXP, mnpaBuna oOpauieHusl JIEKapCTBEHHBIX CPEACTB B paMmkax (e JlefictBoBaTh HpH pa3paboTKe JEKAapCTBEHHBIX NPENaparoB B cooTBeTCTBHH ¢ | [OTOBHOCTBIO mpuHMMarh y4actue B | TecToBble
EBpazuiickoro 3KOHOMHYECKOIO COl03a, HOPMAaTHUBHBIE IPaBOBbIE aKThl M npasuwiamMu GXP, mpaBuiamMu oOpalieHHs JEKapCTBEHHBIX CPEICTB B paMKax H3ydeHHE OUOIOCTYIHOCTH BEIIECTB 3a/1aHu,
Iposoaut H3y4eHUe CTaH/apThl, PErJIAMEHTHPYIOIIHE Pa3paboTKy JICKapCTBEHHBIX [IPEIAPaTOB EBpasuiickoro 5KOHOMHYECKOrO CO03a, HOPMATHBHBIX IIPABOBBIX aKTOB H HA PasMYHBIX  MOJENAX invitro u YCTHBII
6. [1K-18.3 OMOIOCTYITHOCTH ~ BEILIECTB |0 MeTo/bl 6uodapmannu B pa3paboTKe JeKapcTB, B TOM YHCIIE H3ydCHHE CTaH/1apToOB inVivo mpu pa3paboTke 1eKapCTBEHHBIX ompoc,
Ha  pasiIM4YHBIX  MOACIX GHOI0CTYITHOCTH BELIECTB HA PA3JIMUHBIX MOJIE/IAX invitro u invivo @ IlpuHuMaTth yyacTHe B M3ydeHHE OHMOJOCTYMHOCTH BEIIECTB HA pa3M¥HbBIX | MPENapaToB u TOATOTOBKE | ¢pryanpon
invitro u invivo MojienaX invitro u invivompum pa3paboTke JIEKapCTBEHHBIX MNpenapaTtoB M | PETHCTPAMOHHOTO mocwe, | e
MHTEPIPETHPOBATH MOJIyYEHHbIE PE3YJIbTATHI HMHTEPIPETHPOBATH noTy4eHHBIC 3a/aHus
pe3yJIbTaThbl
o IlpaBuna GxP, mnpaBuma oOpauieHusl JI€KapCTBEHHBIX CPEACTB B pamkax (e JleficTBOBaTh HpH pa3paboTKe JIEKApCTBEHHbBIX MPENapaToB B COOTBETCTBUU C [0 ['OTOBHOCTBIO K  craructuyeckoil | TecToBble
EBpa3suiickoro 95KOHOMMYECKOIO COI03a, HOPMATHBHBIC IIPABOBBIC AaKTBI U npasuwiamMu GXP, npaBuiamMu oOpaleHUs JEKapCTBEHHBIX CPEJCTB B paMKax obpaboTke pe3y/bTaToOB | 3aJaHusd,
CTaHapThI, PETJIAMECHTHPYIOIIHE pa3p360TKyJ'I€KapCTBEHHLIX npenapaToB EBP&SMﬁCKOTO OKOHOMHYECKOTO COI03a, HOPMaTHBHBIX IIPABOBBIX AaKTOB H HCCHEHOB&HMﬁ B obOmactu OIICHKHA yCTHbIF[
Odopmusier pesynbtathl ° Mertoas! craTHcTHYeCKOl 00pabOTKH B 0OTacTH OHEHKHM d()PEKTHBHOCTH M CTaHJ1apToB ; spdexTHBHOCTH M 6€30MaCHOCTH ompoc,
; MCCHIEOBAHMI,  IPOBOAUT 6€30MMacHOCTH JTeKapCTBEHHBIX CPEICTB ) » IlpoBomuTH cTaTHCTHYECKYIO 00pabOTKY Pe3ylbTaToB HCCIEAOBAHMI B 001aCTH JIEKApCTBEHHBIX CPEJCTB CHTYaLHOH
. MK-18.4 CTATHCTHUCCKYIO 06paGoTky |° IIpaBuna u cnocoOs! 0popMIICHHS Pe3yIbTaTOB HCCIIEOBAHUIT B 00JIACTH OLICHKH OLEHKH 3P HEKTUBHOCTH H 0E€30IIaCHOCTH JIEKapCTBEHHBIX CPEICTB ¢ 'oTOBHOCTBIO K ohopMIIEHHIO HbIE
pesyIsTaTOB y P Y 9(GEKTHBHOCTH M 0€30MACHOCTH JICKAPCTBEHHBIX CPEACTB Ml BKIIOYeHHs B [0 IIpuHMMaTh ydacTue B O(OPMICHHH pE3y/IbTaTOB HCCIEIOBaHWI B 00JacTH Pe3yJIbTaToB MCCIIC/IOBAHMI B 00IaCTH 3aaHus
PETrHCTPALMOHHOE 10ChE oLeHKH 3G (HEKTHBHOCTH 1 0€30M1aCHOCTH JIEKAPCTBEHHBIX CPEICTB ISl BKIFOUYCHHUS. OLICHKH a¢dexTuBHOCTH "
B PETHCTPALIMOHHOE 0ChE 6€3011aCHOCTH JICKAPCTBEHHBIX
CPENCTB IS BKJIFOUCHHS B
PErHCTPALIHOHHOE 10Che
o TlpaBuna GXP, mpaBmia oOpauleHHsi JIGKapCTBEHHBIX CPEACTB B pamkax | JleficTBoBaTh mpy pa3paGoOTKe JIEKApCTBEHHBIX MpenapaToB B cooTBeTcTBHM ¢ | ['OTOBHOCTBIO K oOcBoeHHMIO MeTOAMK | TectoBble
Cnocoben OCBOHUTH EBpa3niickoro 3KOHOMHYECKOrO COI033, HOPMATHBHBIC MPABOBBIC AaKThl M npasmwiamMu GXP, mpaBmiamMy oOpalieHus JEKapCTBEHHBIX CPEJCTB B paMKax HCCae0BaHMH (HapMAKOKHHETHKH Ha 3aaHus,
METOIUKH Hccie10BaHUH CTaHAAPThI, PErJIAMEHTHPYIOIIHE Pa3paboTKy JICKAPCTBEHHBIX MPEIApaTOB EBpasuiickoro 5KOHOMHYECKOIO COI033a, HOPMATHUBHBIX IIPABOBBIX aKTOB M JOKJIMHUYECKOM M KIMHUYECKOM YCTHBII
8. IK-18.5 (hapMaKkOKMHETHKA Ha |* Meroauku uccnenoBanuii papMaKOKHHETUKU HA JOKIMHHYCCKOM H KIMHHYECKOM CTaHJapToB YpOBHE npu paspaboTke ompoc,
JIOKITMHAYECKOM " YpOBHE o IlpuHuMaTh yyacTHe B MCCICHOBAHMAX (HapMAKOKHHETHKH HA JOKIHHUYCCKOM U JICKapCTBCHHBIX MPENapaToB CHTYAIHOH
KIIMHHYECKOM YPOBHE KIHHHYCCKOM YPOBHE HbIE
3aJaHus
IMK-20 Cnoco0eH NPUHUMATH YYaCTHE B HCCJIEIOBAHMSIX M0 MPOEKTHPOBAHMIO COCTABA JIEKAPCTBEHHOI0 NMpenapara
o Ilpasuna GXP, npaBuna oOpalleHus JEKapCTBEHHBIX CPEJACTB B pamkax [o JleiicTBoBaTh npu pa3paboTKe JeKapCTBEHHBIX IPENAPaTOB B COOTBETCTBUM | | OTOBHOCTBIO K nposenennio | TecToBble
EBpa3sniickoro 3K0OHOMHYECKOTO COI03a, HOPMAaTHBHBIE MPABOBbIE AKTHI U ¢ mpaBwiamn GXP, mpaBuiiamn oOpalieHHsi JICKapCTBEHHBIX CPEJCTB B MEpONpUATHIi 1o TMOATOTOBKE | 3anaHus,
CTaHAPThI, PEMIAMEHTUPYIOIIKME Pa3pabOTKy JIEKAPCTBEHHBIX IPENAPATOB pavkax EBpasMiiCKOro 5KOHOMHYECKOrO COI03a, HOPMATHBHBIX NPaBoBpix | DPab0ueroMecta, BhiGOpY M IOATOTOBKE | yermprii
ITposoaut meponpusaTus 1O |o [IpueMbl M METOAbI MOATOTOBKH paboOvero MecTa B COOTBETCTBUH C aKTOB ¥ CTaHJIapTOB TEXHOJIOTUYECKOr0  060pyloBaHmA B onpoc,
TIOArOTOBKE pa60'-ler0 npaBujIaMu GxP, npaBujIaMu 06pamel-u/m JIEKapCTBEHHBIX CPEACTB B paMKax (o [IpoBOANTH MEPONPHATHS 1O MOATOTOBKE pa60qer0 MecTa JUIsl IPOBEACHUS :{00:;61-?;:"“ ¢ npaannavgu G:‘f; CUTyallHOH
9. [IMK-20.1 MecTa, BBIOODY u EBpa3sniickoro 3KOHOMHYECKOTO CO3a, HOPMATUBHBIX NMPABOBHIX aKTOB U (hapMaKOTEeXHONIOrNYECKUX HCCIIE0BAHUIT IPH Pa3paboTKe JIeKapCTBEHHBIX J'lep:ap:TaBeHHHX p— OB p?:;mx HBIE
TOArOTOBKE CTaHAAPTOBIIPH pa3pabOTKe JIEKAPCTBEHHBIX MPENapaToB TpenapaToB Espasniickoro HKOHOMHYECKOTO 3a/anus
TEXHOJIOIH4ecKoro ® Buasl M TUmBI TEXHONOrMYECKOro 00OpY/0BaHHUA, MPUMEHSEMOTO B [0 BbiOMpaTh THIBI TEXHOIOTHYECKOTO OOOpYNOBAHUS, NPUMEHAEMOTO B | coposa, HOPMATHBHBIX [IPABOBBIX AKTOB
060pynoBaHHs pa3paboTKe JIEKapCTBEHHBIX PENapaToB pa3paboTke JIGKapCTBEHHBIX MpENapaToB € Y4eToM JaibHEHmero | u CTaHIaPTOBIPU paspaboTke
MacImTabupoOBaHHs MPOLECCOB JICKapCTBEHHBIX MPENapaToB C y4eTOM
JanbHeiero MacIITabupOBaHHs
MPOLIECCOB
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Homep/

B pesyubTate H3ydeHusi y

il JUCIUILTHHBI 00y

JOJIZKHBI:

Ne MHAEKC CopnepikaHue KOMIIETEHIUH
OueHouHbI
n/n KOMIIeTe (m1a ee yacTH) 3HaTh Ymers Buaagers
€ cpeicTBa
HIHH
o Ilpasuna GXP, npapuia obpalieHMs JeKapcTBEHHBIX CPEICTB B pamkax |¢ JleiicTBoBaTH mpu pa3paboTKe JeKapCTBEHHbIX IIPENapaToB B COOTBETCTBUU | 1 OTOBHOCTBIO K onpeneneuuio | TectoBble
EBpasuiickoro 3KOHOMHYECKOIr0 COI03a, HOPMATHBHbIEC IPABOBBIC AKThl U ¢ npaBuiamu GXP, mpaBuiiamu o6palieHusi JICKapCTBEHHBIX CpeJCTB B | ONTHMAILHOrO cocraBa | 3ajaHus,
CTaH/APThl, PErJIAMEHTHPYIOLINE Pa3paboTKy J1eKapCTBEHHBIX IIPENapaToB pamkax EBpasuiickoro 5KOHOMHYECKOrO COK03a, HOPMATHBHBIX IPaBOBbIX | BCTIOMOTATCIBHBIX BEIICCTB C Y4CTOM | yCTHBIA
o . CBOHCTB JICHCTBYIOIIEr0 BEMECTBA H | ornoc
® MeTo/bl MIAHUPOBAHMS HCCIICI0BAHMUH, UCIIBITAHUI U SKCIIEPUMEHTANILHBIX | AKTOB M CTaHapTOB HasHACHA CKADCTBCHHONO poc,
Ornpenensier  ONTHMaNbHbI pabot, npuMeHseMbIX npu (apmaieBTHyeckoil paspaborke (B oTHomeHuH [0 [IpuHMMAaTh ydacTHEe B IUIAHHPOBAHMM HCCIICIOBAHHM, HCIBITAHHI U benanaTaB coomercgaun . CUTYallMOH
COCTaB  BCHOMOIAaTCIbHBIX pa3pabaThIBAEMBbIX JIEKAPCTBEHHBIX CPEACTB) B YACTH ONPEAENCHHS 9KCIEPHMEHTANBHBIX Pa0OT, TNpPUMEHSEMBIX IIpH  (hapMaleBTHYECKOIT ngasnzaw; GxP — HBIE
BEILIECTB C YYETOM CBOWCTB i ' 3a/1aHus
10. |MK-20.2 e]flc " Zo e ONTHMAJILHOIO COCTaBa BCIIOMOIaTeJbHBIX BEIIECTB C YYETOM CBOMCTB | pa3paboTKe (B OTHOLIGHMH pa3pabaThiBAEMBbIX JICKAPCTBEHHBIX CPEICTB) B OBPAILICHIT TEKAPCTBEHHEIX CPEICTE B ot
HCTB! ro B TBAa M it .
A YOI i JeCTBYIOIIETO BEIECTBA M HA3HAYCHHS JIEKAPCTBEHHOTO Mpernapara UACTH ONPEC/ICHHs ONTHMAILHONO COCTABA BCIOMOIATENbHBIX BEIIECTB C | payiax EnpasHiickoro
Ha3HACHHA YUYETOM CBOMCTB JEHCTBYIOIIETO BEIIECTBA M HA3HAYCHUS JIEKAPCTBEHHOTO | 5xOHOMHYECKOTO coro3a,
JICKapCTBEHHOTO NpeTiapata npenapata HOPMATHMBHBIX IIPAaBOBBIX aKTOB M
CTaH/[apTOBIIPH paspaboTke
JICKapCTBEHHBIX MPENapaToB C y4ETOM
JlanbHeiIero MacImTabupoBaHUs
IPOILIECCOB
IK-22 Cnoco0eH NPUHHUMATDB Y4YaCTHE B IIPOBECACHUH UCC/ICI0OBAHHUSA MO0 ONITUMHU3ALMHA COCTABA M TEXHOJIOTHH JIEKAPCTBCHHBIX IPENnapaToB, B TOM YHUC/I€ € YY€TOM PAa3/IMYHBIX BO3PACTHBIX
rpynmn nanueHToB
o TIpaBuna GXP, mpaBuia oOpaiuieHHsi JEKapCTBEHHBIX CPEICTB B paMKax Tecroseie
EBpasuiickoro 5KOHOMHYECKOro CO03a, HOPMATHBHbIC IPABOBbIC AKThl M [0 JleiicTBOBATH MPH pa3pabOTKe JEKAPCTBEHHBIX MPENAPATOB B COOTBETCTBHU 3a1aHIA,
CTaH/IapThl, PErJIAMEHTHPYIOLINE Pa3paboTKy JIEKapCTBEHHBIX MPENapaToB ¢ npaBuiamu GXP, mpaBuiiaMu oOpalieHusi JIEKApCTBEHHBIX CPEACTB B L OTOBHOCTRIO MALOTABIMBATE BCe YCTHBIH
HsroraBnuBaeT Bce BHBI o IlpaBuia ¥ METOABI W3rOTOBICHHS JIEKAPCTBEHHBIX (OPM ISl PasiMYHBIX | pamkax EBpasuilckoro S5KOHOMHYECKOIO COI03a, HOPMATMBHBIX MPABOBBIX BUJBL ICKADCTBOHHBIX (opM 15 orpoc,
i CUTYallMOH
JIEKapCTBEHHBIX (HOPM ISt BO3PACTHBIX TPYNI TAlMEHTOB IIPH MPOBEJCHUH HCCICIOBAaHUH II0 | aKTOB M CTAHIApTOB P P yau
11. [IK-22.1 pasIMYHBIX ~ BO3PACTHBIX  TPYMI | Hble
Pa3IMYHBIX BO3PACTHBIX ONTHMHM3ALMH COCTaBa M TEXHOJOIMH JIEKapCTBEHHBIX NpenapatoB npH (e [IpUHHUMATH y4acTHE B U3TOTOBIECHUH JEKAPCTBEHHBIX (POPM JUIS PA3IMIHBIX [ pu paspaGorke | sanamms
TPYIII MalUCHTOB pa3paboTKe JIGKapCTBEHHBIX IPENapaToB BO3PACTHBIX TIPYyNIl TALMEHTOB TP IPOBEACHHH HCCICAOBAHUIT IO S U
o TlpuHimnel  MaclTabUpOBaHMS — pa3pabaThIBAGMbIX  JICKAPCTBEHHBIX ONTHMH3ALMM COCTaBA M TEXHOJIOTHMH JIEKAPCTBEHHBIX IPENapaToB IIPH
[penapaToB HPHU MPOBEICHHH HCCIICIOBAHUS [O ONTHMH3ALMH COCTaBA U | Pa3pabOTKe JIEKapCTBEHHBIX MPENapaToB
TEXHOJIOTHH JICKAPCTBEHHBIX IPEHapaToB
o TIpaBuna GXP, mpaBuia oOpaiueHHsi JEKapCTBEHHBIX CPEICTB B paMKax TecroBbie
EBpa3uniickoro 3KOHOMHYECKOr0 CO03a, HOPMATHBHBIC MPABOBBIC AKTHI M . 3a/1aHusl,
OcyuecTBisieT BEIOOp JleficTBOBaThH NMpH pa3pabOTKe JEKAPCTBEHHBIX MPENAPATOB B COOTBETCTBHI CTHBII
M CTaH/APThl, PETJIAMEHTHPYIOLINE Pa3pabOTKy J1e€KapCTBEHHBIX NPENapaToB TOTOBHOCTBIO OCYIIECTBIIATH BbIGOP | V!
ONTHMAJIBHOM o . ¢ mpaBuiamu GXP, mpaBuaamu OOpalleHHsl JEKapCTBEHHBIX CPEICTB B M = | ompoc
o TpuniunsiBeIOGOpa ONTUMAJIBHOM JIeKapCTBEHHOI hopmsl " M ONTUMAJIBHOI JIeKapCTBEHHO# >
JICKapCTBEHHOI (OPMBI 1 pamkax EBpa3niickoro 3KOHOMHYECKOTO CO03a, HOPMATHBHBIX IPaBOBBIX CHTYAIOH
BCIIOMOTaTE/IbHBIX BEIIECTB IUIs JIGKAPCTBEHHOIO MperapaTta ¢ y4eToM bopmbI " BCIIOMOTaTEIbHBIX
BCIIOMOTAaTe bHBIX BELIECTB M AKTOB M CTAHJIAPTOB Hble
12. [IK-22.2 BO3DACTHOM TPyl TMALMEHTOB HpH  pa3paboTKe JIEKapCTBEHHBIX . . BEIIECTB A JIEKAPCTBEHHOIO |
JJISL JICKapCTBEHHOT'O IIpuruMare ydactie B BbIOOpE ONTHMAIBHOW JE€KapCTBEHHOW (OPMBI U o 3a7aHus
npernaparoB mpernapara ¢ Y4eTOM BO3DPAacTHOH
npenapara ¢ yueTom BCIIOMOTATEIbHBIX BELIECTB Ui JIEKAPCTBEHHOIO Mpernapara ¢ y4eToMm
o o TlpuHiMnel  MaclTabUpOBaHMS — pa3pabaTBIBAGMbIX  JICKAPCTBEHHBIX M TPYIIBI IALMEHTOB TIPU pa3paboTke
BO3PACTHOM IPYIIIBI 6 M i BO3PacTHOM TIpyNmbl IALMEHTOB IpPH  pa3paboTKe JIEKapCTBEHHBIX JICKAPCTBCHHbIX NPETIAPATOR
IpernapaToB IMpH  BbIOOpE ONTUMAJIbHOW JIEKAPCTBEHHOH (GOpMBI 1
MalHUEHTOB periap P P P P npenaparoB
BCIIOMOTaTe/IbHBIX BEIIECTB I JIEKAPCTBEHHOTO MpenapaTta € y4eToM
BO3PACTHOMN IPYIINBI MALIUCHTOB
o IlpaBuna GXP, npaBuia oOpalieHHsl JTE€KapCTBEHHBIX CPEJCTB B PaMKax TecroBbie
OcymecTsser BbiGO EBpa3suiickoro 5KOHOMHYECKOTO COl033, HOPMATHBHBIE MPABOBbIE aKThl U |e J[eificTBOBATH NPH pa3pabOTKe JEKAPCTBEHHbIX PENApaToB B COOTBETCTBUN 3ajiaHns,
omynmam,noro P CTaH/IAPThl, PErJIAMEHTHPYIOIINE Pa3paboTKy JIeKapCTBEHHBIX IIPEapaToB ¢ npaswiamu GXP, npaBuiamu 0GpalleHHsl JIEKAPCTBEHHBIX CPEACTB B | ['OTOBHOCTBIOOCYWIECTBIATH BbiGop | YCTHRIA
LEXHONOMIYECKON o TIpHHIAITBIBEIGOPAONTHMATEHOTO TEXHONOTHIECKOrO MPOIEcca ¢ ydeToM | paMKax EBpasHilcKoro 5KOHOMHHYECKOro COi03a, HOPMATHBHEIX TPABOBBIX | ONTHMANBHOrO —TexHoiormdeckoro | OMPOC:
o o CUTyalUHMOH
13. [IK-22.3 HpoILecca ¢ yaeToM BO3DACTHOH ~ IPYNINbl NALMEHTOB NpH  pa3paboTKe JIEKapCTBEHHBIX aKTOB M CTaH/1apTOB mmpouecca € y4eToM BO3PacTHOM HbICy a
BsispaCTHOI\/'[}l,'pyHHLI npenaparoB o IIpuHMMaTh yyacTue B BHIGOPEONTUMAIBLHOIO TEXHOIOTHYECKOTO TIpoliecca | TPYIIbI MAlMeHTOB NpH pa3paboTke sanamms
o Ilpuniunel  MacmTabMpOBaHMS — pa3pabaThIBAEMbIX  JIEKAPCTBEHHBIX C y4eTOM BO3PAaCTHOI IPYIIIIbI NAIMEHTOB NPH Pa3paboTKe JIEKApCTBEHHBIX | JICKAPCTBEHHBIX NIPENapaTon

NalUCHTOB

HpenapaToB HPH BHIOOpPE ONTHUMAIBHOIO TEXHOJIOIMYECKOro MPOIEcca C
YUETOM BO3PACTHO# IPYIIIBI ALHEHTOB

npenapaToB
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Homep/ B pesysibTaTe H3yuenns y i AMCHHILINHBI 00y JOJIKHBI:
Ne MHAEKC CopnepikaHue KOMIIETEHIUH
n/n | Kommere (m1a ee yacTH) 3HaTh VMeTs Baagers OueHouHbI
— e cpeacTBa
Ocymectaaser BIGOp J HpaBl/lﬂji GxP, mpaBuia oOpalleHus JEKapCTBEHHBIX CPeICTB B pamkax [o JleiicTBoBaTh mpH paspaboTKe JEKapCTBEHHBIX MPerapaTtoB B COOTBETCTBHU | I OTOBHOCTBIOOCYIECTBIATE BoiGop | Tecrosbie
OITHMATBHOH YNAKOBKH 41151 EBpasuiickoro 3KOHOMHYECKOIr0 COI03a, HOPMATHBHbIEC IPABOBBIC AKThl U ¢ npaBuiamu GXP, mpaBuiiamu o6palieHusi JEKapCTBEHHBIX CPEJACTB B | ONTHMAJbHOM YIaKOBKH s | anannsd,
CTaHJAPThI, PEIVIAMEHTUPYIOLIHE Pa3pabOTKy JIEKAPCTBEHHBIX MPENapaToB pamkax EBpasuiicKOro 3KOHOMHYECKOIO COI03a, HOPMATHBHBIX IIPABOBBIX | JICKAPCTBEHHOro  mpemapara ¢ | YCTHBIM
14. [1K-22.4 JICKApCTBEHHOTO Npenapara |, TIpuHIMIBIBEIOOPAONI TUMAIBHON YIIAKOBKH JUIsl JISKAPCTBEHHOTO Ipenapara AKTOB M CTaHJapTOB yuerom ocobenHocTeit ero | Ompoc.
C y4eTOM OCOOEHHOCTEH ero o . ! CHTYAILIHOH
[IpEMEHCHIA H BO3PACTa C y4eToM OCOOCHHOCTEH ero NpPUMEHEHHs M BO3pacTa NalMeHTa npu |¢ I[IpuHMMaTe ydacTHe B  BBIOOpE ONTHMANLHOA  YMAKOBKH Ul | NPMMCHCHM M BOSDACTA NAUMEHTA | -7
[—— pa3paboTKe IeKapCTBEHHBIX IPEIapaTOB JIEKapPCTBEHHOTO TIpenapara ¢ y4eToM OCOOGEHHOCTeH ero NMpUMeHeHHs ¥ | TpH  pa3paboTke JeKapCTBEHHBIX saxans
BO3pAcTa NALMEHTA IPU Pa3pabOTKe JICKAPCTBEHHbIX MPENAapaToB [penaparos
o IlpaBuna GXP, mpaBuia oOpaiieHus JIEKapCTBEHHBIX CPEICTB B pamkax |¢ JleiicTBoBaTh npH pa3paboTKe JEKAPCTBEHHBIX [PENAPATOB B COOTBETCTBUH Tecrosbie
TIpOBOAIT KOHTPOI EBpa3uniickoro 3KOHOMHYECKOT0 CO03a, HOPMATHBHBIC NPABOBBIC AKTHI M ¢ mpaBwiamu GXP, mpaBuiamm oOpalleHHs! JIGKAPCTBEHHBIX CPEACTB B | ['OTOBHOCTBIO KIIPOBEZICHHIO 'ﬁﬂaﬂﬂvﬂ,
CTaH/ApPThl, PErIAMEHTHPYIOLINE Pa3paboTKy JIeKapCTBEHHbIX MIPEapaToB pamkax EBpa3HiicKOro SKOHOMHYECKOrO COK03a, HOPMATHBHBIX MPABOBBIX | KOHTPOJS KA4eCTBA JIEKAPCTBEHHbIX | YCTHBIM
15. [K-22.5 za:ez':a Eikaap;:;szzz‘;:x o TIpuHIUIBIPa3pabOTKK HOPM KOHTPOJIS KauecTBa JIEKAPCTBEHHBIX CPEJACTB | AKTOB M CTAHIapTOB cpencTs gns  pasmmuEeix  rpymm | OMPOS
rg yf'lm n;unes o8 IUIs  PaslMYHBIX TPYHI [AlUEHTOB IIpH pa3paboTke JeKapcTBeHHbIX [o [IpMHMMAarh ydacTHe B  pa3pabOTKe HOPM  KOHTPOJIS — KadecTBa | MHALMEHTOB npu paspaboTke ::eyau“%
npernaparoB JICKapCTBEHHBIX CPEACTB IS PA3IMYHbIX TPYII MALMEHTOB MPH pa3paboTke | JEKapCTBEHHBIX MPENapaToB sanans
JIGKaPCTBEHHBIX [PENapaToB
o o o <
Hepequb OﬁOﬁll.[CHHI)IX TPYAOBLIX (l]yHKIII/II/l H TPYAOBLIX (l)yHKIII/II/I, HMEIIIUX OTHOIICHUE K HpO(l)eCCHOHaJ'ILHOI/I
ACATCIbHOCTH BBINTYCKHHUKA
Crenenb
OTHOLIEHUS K
Hnpaexc HaumenoBanne Komnerenuuu TpedoBanus Kk 00pa30BaHHIO Oco0ble ycoBHsi A0NMycKa K padore npodeccHoHATLHOMH
JAEeATCIbHOCTH
BbINYCKHHKA
VK-2; YK-8; OIIK-1; YacTtuuHo
OIIK-2; IIK-9; K-
02.010 CIIEUAJIUCT l'lp IPOMBIILJIEHHOM DPAPMALIMA B OBJIACTH 27; IIK-17; TIK-18;
: HUCCIEJOBAHUU JIEKAPCTBEHHBIX CPEJICTB MK-19; IIK-20; K-
21; TK-22; TIK-23;
IK-24; TIK-25
Hpoxom}lenue 00s13aTeIbHBIX YacTHYHO
YK-2; YK-8; OIIK-1; NnpeABAPUTENbHBIX (IPH MOCTYIVIEHUH HA
OIIK-2; 1K-9; IK- Bbiciiee odpazoBanue — PadoTy) M NepHOANYECKNX MeIHIHHCKHX
A IpoBeaenne padoT MO UCCAEIOBAHUSAM JEKAPCTBEHHBIX CPEACTB 27; TK-17; TIK-18; GakanaBpuar ocMOTpoB (00cTe10BanMil), a TaKKe
MK-19; IIK-20; K- Bricuiee o0pazoBanue - BHEOYEepeIHbIX MeIUIIMHCKAX 0CMOTPOB
21; TIK-22; TIK-23,; crenuaanTeT, MarucTpaTypa (o0cnenoBanuii) B nopsiike,
IIK-24; IIK-25 YCTAHOBJIEHHOM 3aKOHOJATeJIbCTBOM
Poccuiickoii @enepannn
VYK-2; YK-8; OIIK-1; YacTHYHO
OIIK-2; TIK-9; K-
A/01.6 | IIpoBeaenue padoT no papmManeBTHUECKOIi pa3padoTke f‘:]}g;c,_]l':ﬁgoK,_ﬁk—
21; TK-22; TK-23;
MK-24; TIK-25
. TIK-19.1; TIK-19.2;
TA.1 PazpaboTka mporesyp 10 MpoBeACHHIO (apMaleBTHIECKOI pa3pabOTKH K-20.1
T2 Pa3paboTka IIaHOB U POTPaMM MPOBEICHUS OTAENIBHBIX IEMEHTOB (hapMaleBTHICCKO TK-19.1; TIK-19.2;
i pa3paboTku 11K-20.1; T1K-20.3
TpoBeneHHe HCCIIEJOBAHHN, UCTIBITAHUIT H SKCIIEPUMEHTAIBHBIX PaboT 1Mo TIK-18; ITK-19; TIK-20;
T3 ~
(apmareBTHYECKOiT pa3paboTKe B COOTBETCTBHHU C YTBEPI)KICHHBIMH IUIAHAMHI TK-21; TIK-22; TIK-25
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Crenenb
OTHOILIEHHUS K

Hnpexe HaumenoBanune Komnerenuuu TpedoBanus Kk 00pa3oBaHHIO Oco0ble ycioBHsl 10NycKa K padore npogecCHOHATBHOM
JAeATCIbHOCTH
BBIINIYCKHHKA
IpoBeneHne HaOIIOACHHUI U H3MEPEHHIl, COCTABICHHE HX ONMHCAHMIT 1 (OPMYIHPOBKA TIK-18.4; TIK-19.4;
T1.4 BBIBOIOB ’ I1K-20.3; T1K-21.3;
IIK-25.2
M . OIIK-1.4; OIIK-6.3;
CraTuctuyeckas 00paboTKa I10JIyYeHHBIX PE3yJIbTaTOB HCCIIEI0BAaHUM, HCIIBITAHUI 1 . .
TIS 9KCIIEPUMEHTOB 110 (hapMaLeBTHIECKOH pa3paboTke TIK-18.4; TIK-19.4;
MK-21.3; IK-23.1
TI.6 Pa3paboTka IpOeKTOB HOPMATHBHOI JIOKYMEHTALIMU HA JIEKAPCTBEHHbBIE CPeJICTBA I1K-19.5; I1K-20.3
PaspaboTka MpOeKTOB TEXHOJIOTHYECKOM JOKYMEHTALMH Ha JIEKapCTBEHHBIC CPE/ICTBA, TIK-17.1; TIK-18.4;
TA.7
BKJIFOYAst HEOOXOIMMYIO JOKYMEHTALIMIO JUISl PETHCTPALMOHHOTO JI0Che TK-19.5; TIK-20.3
TO.8 Benenne foKyMeHTAIMH 110 (hapMaleBTHYECKOM pa3paboTke TIK-17.1; TIK-18.4;
TK-19.5; TIK-20.3
I1K-18.4; I1K-19.5;
v PaspaGarbiBaTh 1 AHAIM3HPOBATD TEXHOJIOIHUECKYIO 1 OTUETHYIO IOKYMCHTALIMH 11O [1K-20.3: TIK-21.3;
(apmareBTHYECKOIT pa3paboTKe (B Mmpenenax J0JKHOCTHBIX 00S3aHHOCTEH) [K-22.3
OIIK-1.1; OIIK-1.2;
Hcnonp30BaTh CPEACTBA H3MEPEHHUS, TEXHOJIOTHIECKOE M UCTIBITATEIbBHOE 000pY0BaHHE, TK-19.4: TTK-21.2:
v.2 NpUMEHsieMblIe TIpH (apMalleBTHYECKON pa3paboTke (B OTHOILICHUH pa3pabaThIBaeMBbIX o o
JIEKapCTBEHHBIX CPEICTB) TIK-22.1; TIK-22.3;
1K-22.5
V.3 BBINONHATE HCIIBITAHUS JICKAPCTBEHHBIX CPECTB (KAHINIATOB B JICKAPCTBEHHBIC CPEICTBA) TIK-18; TIK-19; TIK-20;
TK-21; TIK-22; TIK-25
va OnpeznensiTe TPYA0EMKOCTh TEXHOJIOIMYECKOT0 MPoLecca, MaTepualbHbli OanaHc u OIIK-1.4; OIIK-6.3;
) TEXHOJIOTHYECKYIO Ce0ECTOMMOCTb TIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB TK-20.3
V5 Pa3pabarbiBaTh IIaHBI YIPABICHUS PUCKaMU Ka4eCTBa pa3pabaThIBACMbIX JICKAPCTBEHHBIX MK-27.1; TIK-27.2
CpeacTB
Pa3pabarbiBaTh JOKYMEHTBI JUIsl XHMHYECKHX, (hapMAIIeBTHUYCCKHX U OHOJIOTHYECKHX
v.6 pa3/ienoB PEerucTPaMOHHOTO JOChe U HOPMATHBHYIO JOKYMEHTAIMIO Ha JIEKAPCTBEHHBIE [1K-19.5; I1K-20.3
CPEJCTBA, IPOU3BOJUTH HX IKCIIEPTH3,
v7 OcCymIecTBISTh MOUCK M aHAIIM3 PETYJIITOPHON, HAY4YHOI U Hay'-lHO-TCXHH'—IeCfOI\/'[ OTTK-6.2: TIK-24.1
HHPOPMALIMH JUISl peLICHHs MPO(eCcCHOHAIBHBIX 3a/1a4 M0 (papMaleBTHUECKON pa3paboTke
3.1 Otansl hapMaleBTHICCKOIH pa3paboTKu VK-2; TIK-27.1
302 TpeboBanus k 00beMy (GapMaleBTHUECKON pa3pabOTKH 110 OTACIbHBIM IPyNIaM K-27.1
) JICKAPCTBEHHBIX CPEJICTB U JICKAPCTBEHHBIX (pOpM '
OIIK-1; INK-18.2; INK-
DU3NKO-XUMHYECKHE, GHOIOrHYECKHe U MHKPOOHOIOTNYECKHE CBOMCTBA H3y4aeMOro 18.3; TTK-20.2; TTK-
323 JIEKapCTBEHHOTO CPQE:CTBa 20.4; ITK-22.2; IIK-
22.3; IIK-22.4; TIK-
22.5
3u.4 CoBpeMEHHBIIf aCCOPTUMEHT BCIIOMOTATENNbHbIX BELIECTB U MX (PYHKIMOHATIbHbIE CBOWCTBA 11K-20.2; T1IK-22.2
3n.5 Bujibl ¥ XapaKTEPUCTHKU yNAKOBOYHBIX U YKYTIOPOYHBIX CUCTEM TK-22.4
IK-20.4; TIK-22.4;
3n.6 Mertozpl mpeaynpekaAeHHs] KOHTAMUHALUN U NePeITyThIBAaHUs MPOLYKIIUH [1K-25.2
MeTo/1bl CTATUCTHYECKOTO YIPABJICHUS KAUECTBOM, METO/Ibl MATEMAaTHUECKON CTATUCTHKH, OIIK-1.4; OIIK-6.3;
3n.7 MPUMEHSEMBIE TIPH OLICHKE MOTy4YEeHHBIX Pe3YJIbTATOB HCIBITAHUN U SKCIIEPHUMEHTAIBHON T1K-18.4; T1K-19.4;
paboThl 1K-21.3; IK-23.1
3u.8 MeTo/1bl M MHCTPYMEHTBI YIIPABICHHS PHCKaMH KaueCTBa JICKAPCTBEHHBIX CPEICTB [1K-27.2
TexHooruyM NonydeHus hapMarieBTHIeCKHX CyOCTaHIHIA, BCIIOMOTaTeIbHBIX BEIECTB 1 TIK-20.2; TIK-20.3;
3.9 JIeKapCTBEHHBIX (HOPM, OIepaluii 10 yIakoBKE U MApPKUPOBKE B OTHOLICHUH T1K-22.1; T1IK-22.2;
pa3pabaThIBaeMbIX JICKAPCTBEHHBIX CPEJCTB 11K-22.3; IIK-22.4
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JAeATCIbHOCTH
BBINYCKHHKA
TpuHIMIEI pa3pabOTKK U HOCTAHOBKH Ha IPOU3BOACTBO HOBBIX JIEKAPCTBEHHBIX CPEACTB OIIK-1; IIK-18; TIK-
31.10 (dpapmaxonornyeckue, hapMaleBTHICCKHE ACHIEKTHI U TEXHOJIOIHYECKUE aCIIeKThl) U 19; TIK-20; I1K-21;
KOHTPOJISi BHECEHHS] M3MEHEHHH B IIPOM3BOIMMBbIE JICKAPCTBEHHBIE CPEJICTBA IK-22; TTIK-25
TK-18; OIIK-2.1; IK-
3n.11 ®dapmakosiorus 1 6Mopapmanus, KIMHHYECKas HapMaKoIorus 16
o . TK-18; TTIK-19; TK-21;
3n.12 ®dapmakorneifHble METO/Ibl aHAJIH3A, HCTIONIb3yEMBbIe JULS HCIIBITAHHIT IeKapCTBEHHBIX CPEJICTB [1K-25.2
313 o TK-18.1; TIK-18.2;
H. apMaLeBTHYECKast TOKCHKOJIOTHS TIK-18.3: TIK-18.4
o . IK-23; I1K-24; TIK-
MeTozbl IUIAHUPOBAHUS HCCIICOBAHHI, UCTIBITAHNI M SKCIIEPUMEHTAIBHBIX PaboT, 18.5: TIK-19.1: TTK-
3n.14 IPUMEHAEMBIX TPH (apMaLeBTHUECKOl pa3paboTke (B OTHOLICHHHU pa3padaThiBaeMbIX 19'2f HK—ZO'IT K-
JIEKapPCTBEHHBIX CPEJICTB) 22‘3’ o
315 TpebGoBaHUs CAHUTAPHOTO PEXKUMA, OXPAHBI TPY/IA, TIOKAPHOH OE30MACHOCTH, YKOJIOTUH VK-8; ITIK-9; OIIK-3.3;
H- OKPY’KaroIIeH cpeibl, MOPsA0K AeHCTBHUIA NPU Ype3BbIYAHHBIX CUTYaLUIX IK-27.1
VK-4; YK-5; VK-8;
02.011 CIIEIMAJIUCT 110 BAJIMJALIMHA (KBAJTUDUKALUN)PAPMAIEBTUYECKOI'O OIIK-6; I1K-9; TIK-10;
’ IMPON3BOJACTBA TK-11; TIK-27; TIK-17;
IK-19
TpoxoxaeHne 00s3aTenbHbIX
VK-4: YK-5; VK-8: npgasapmenbublx (TIpH NIOCTYIJICHUH HA
OTIK-6: TIK-9: TIK-10: Bhiciee o6pasoBanie paboTy) U HEPHOANYECKUX MEANLMHCKHX
A Ipoenenue pabot no Banuaauuu (kBaaudukanum) GapmManeBTHUECKOro NPOM3BOICTBA K-11 N HK—27" HK—17" 0CcMOTpPOB (00CiIe10BaHMIA), @ TAKKE
l'[K-lg’ ’ ! BHEOYEPEIHBIX MEIUIIMHCKMX OCMOTPOB
(oOce1o0BaHMil) B IIOPSJIKE, yCTAHOBICHHOM
3aKoHo/1aTebCTBOM Poccuiickoii ®enepaunn
YK-4; YK-5; YK-8; YacTHYHO
OIIK-6; IIK-9; IK-
Opranu3anusi MOHUTOPHHTA 00HEKTOB H IPOIECCOB, MPOIIEAIHX BAIHIANHIO e S S
A02.6 | P . P POLECCOR, MPOE s IK-19; TTK-10.2; TIK-
(kBasmH(puKanHI0) papManeBTHYECKOT0 IIPON3BOICTBA 10.3: TIK-11.2: TIK-
.35 25
27.1; IK-27.2; K-
274
T Pa3pa6oTka 1 cornacoBaHue periaaMeHTUPYIOIEH U PerCTPUPYIOIIeH TOKYMEHTALHU O MK-10.1; TIK-10.3
MOHHTOPHHI'Y 00BEKTOB M IIPOLIECCOB, NPOIIEINX BATHIALNIO U KBATU(HKALHKIO
T1K-10; OIIK-6.4; ITK-
Koopaunanus npoBoguMbIX paboT 10 BaduAanuy (KBaruUKaILMI) ¢ APYTHMH
TH.2 11.2; IK-27.1; TIK-
oJipa3aeNieHHsIMH papMalieBTHYECKOTO TIPOU3BOCTBA 16.2
TH.3 OreHKa cOCTOSIHHS 00BEKTOB M IPOLECCOB, NPOIIE/IIINX BATHIANNIO H KBATH(PHUKALNIO TIK-10.3
T4 OneHKa H3MEHEHHMIT B IIpolieccax U 00beKTax, BIHSIONIMX Ha CTaTyC BAIMAALMN TIK-10.3; TIK-27.2;
i (kBanudukanum) 11K-19.3
TH.5 KoHTposnb BbIMOIHEHHs paboT, IPeyCMOTPEHHBIX MPOTOKONIOM Banuaauuu (kpaaudukaruu) | I1K-10.3
TJ.6 Anaim3 0630pOB KayecTBa MPOIYKIUH MK-10.3; IK-27.1
7 Onpenenenre HeOOXOAMMOCTU U 00BEMOB MOBTOPHOI KBAIH(GUKALIMH U BATHAALUU IPU MK-10.3; TIK-16.3
M3MEHEHHMSIX B Mpoleccax M 00beKTax, BIHSIOIINX Ha CTATyC BAJTMAALMI
Vcrosp30BaTh METO/II M MHCTPYMEHTBI aHAJIH3a PUCKOB JUISl KAYeCTBa JIEKAPCTBEHHBIX [IK-10: [IK-9.4: [IK-
V.1 CPEICTB IPH OLEHKE Pe3yJIbTATOB MOHUTOPUHTA OOBEKTOB H CHCTEM, MPOLIEIINX 271 ﬁK—27 2 ’
BAIMAALIMIO (KB HKALHIO) = )
v MHTeprpeTnpoBaTh MOKa3aHNUA aBTOMATHYECKHX JaTYMKOB KOHTPOJIS MPOU3BOJCTBEHHOMN T1K-9.4; T1K-10.3; TIK-
| cpelbl, paboThl 000PyI0BaHHs, HHKEHEPHBIX CHCTEM 27.1; TIK-17.3
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JAeATCIbHOCTH
BBINYCKHHKA
v3 IIpou3BOAUTE aHATN3 YCTONYMBOCTH U HAIKHOCTU MPOLIECCOB, 000OPYAOBAHUS 1 [K-10
HHKEHEPHBIX CUCTEM
va IIpou3BouTh OLEHKY M3MEHEHHH MPOLECCOB C LEJIbI0 ONpeIelIeHHs] HE0OX0IUMOCTH 1 K-10
) 00bEMOB MOBTOPHON BaINJaLMH (KBATH()HKALIHHN)
ITpuMeHATH CTATMCTHYECKHE METOIbl aHAJIM3A JIJIsl OLEHKH 3HAYMMOCTH (aKTOpOB, . .
. OIIK-6.3; TIK-10.3;
V.5 BIIMSIOIINX HA YCTOIHYNBOCTD U HAIEKHOCTD MPOLIECCOB, 000PYIOBAHHS M HHKCHEPHBIX [K-23.1
CHCTEM
Tpeboanust CorialeHus 0 €ANHBIX MPUHIUIAX U IPaBUIaX 0OPAICHNUS JIeKapCTBEHHbIX
3u.1 cpeacTB B paMKax EBpasniickoro sKOHOMHYECKOT0 COI03a, paBHJI Ha UIeKaIei OIIK-3.1; [IK-27.1
[IPOM3BOJICTBEHHON NPAKTUKU, HOPMATUBHBIX IIPABOBBIX AKTOB M CTAHJIAPTOB
32 TIpUHIMIIBI BaTHAALHN TEXHOJOHHECKHX NPOLECCOB 1 AHATHTHYECKHX METOHK, IK-10; [K-19.3
KBAIM(UKALMK IOMEIIEHHI 1 000py10BaHHS, MHXKEHEPHBIX CHCTEM
3n.3 MeTozibl H HHCTPYMEHTBI yIIPABICHHS IPOCSKTAMH 110 BaJIHAALHH (KBaIU(UKALINN) TK-10
34 IpuHnunel MacTabUpoOBaHUS U MEPEHOCA TEXHOJIOTMYECKHUX IPOLECCOB IIPOU3BOACTBA IK-10.1; T1K-16.2;
i JIEKAPCTBEHHBIX CPEJICTB 11K-16.3
305 dapmareBTHUECKast TEXHOJIOTHS B YACTH TEXHOJIOTHYECKUX IPOIIECCOB, MTPOXOISAIINX TIK-17; TIK-1 .6; TIK-1
i BaJIMIALHIO 7, 1IK-1 .8
TK-10; TIK-19; OIIK-
MeTozbl CTATHCTHYECKOTO YIIPaB/ICHHs KAUECTBOM, METO/Ibl MATEMATHYECKOI CTATHCTHKH, 1.4; OIIR-6.3; TIK-
3u.6 MPUMEHSIEMbIE IIPH OLICHKE Pe3yJIbTaTOB uanITaHu’ﬁ 1 BaJIMAALHN ’ 16.2; TIR-17.3; TIK-
23.1; IIK-23.2; TIK-
23.3
o TK-9; OIIK-1.1; TIK-
3n.7 Ipunnmne! GpapmaneBTHYECKOi MUKPOOHOJIOTUH, ACENTHKH H TOKCUKOJIOTHH 173
3n.8 IpuHIMIIBI CTAHAAPTH3ALUK U KOHTPOJIS Ka4eCTBA JIEKAPCTBEHHBIX CPEJICTB TIR-19; TTK-4.1; TTK-
4.4; IIK-16.2; IK-17.3
3n.9 @dapmakoreifHble METO/Ibl aHAJIM3a B YaCTH METOHMK UCIBITAHNIH JIEKAPCTBEHHBIX CPEICTB TIR-19; TTK-4.1; TTK-
4.4, IIK-16.2; I1K-17.3
3610 Ipunnunet 06evcneqe1-m;l (DU3MKO-XMMUYECKOH, CTPYKTYPHO-MEXaHH4YECKOH, MK-16.2; TIK-17.3
AQHTUMHKPOOHO# CTaOHIbHOCTH JICKAPCTBEHHBIX (DOPM IIPH HX IIPOM3BOJCTBE
31l Hopmbl nes10Boro o0IIeHUs ¥ KyJIbTypbl, IPO(eccHnoHaNbHON NCHXOI0TUH, STHKH H VK-4: YK-5
JICOHTOJIOTHH
. YK-4; OIIK-6.1; OIIK-
3u.12 Jlenonpon3BoACTBO U JOKYMEHTOOOOPOT, B TOM YHCIIE 3IEKTPOHHBIN 6.4
3113 TpebGoBanust CaHHTAPHOTO PEKHMA, OXaHbl TPYA2, nomipuoﬁ 6€301aCHOCTH, SKOJIOTHI VK-8 [IK-9; OITK-3.3
OKpYKaIOIeil CpeJibl, IOPAI0K ACHCTBUI MPH YpEe3BBIYANHBIX CUTYALHAX
VK-4; YK-5; YK-8; YacTuaHO
OIIK-1; OIIK-2;
02.013 CIHEUMAJIMCT IO TPOMBIIIJIEHHON ®APMAILIMA B OBJIACTA :),1}[%?6’,(;11}5;,6}[1:([(-
KOHTPOJISIKAYECTBA JIEKAPCTBEHHBIX CPEJICTB 10; TIK-27; TK-16:
MNK-17; IIK-19; K-
24
VK-4; YK-5; VK-8; ITpoxozkaenne 00s3aTeIbHBIX YacTuuHo
OIIK-1; OTIK-2: Bhicmee oGpasoBanne - npeaBapUTEIbHBIX (IIPH NOCTYIUIEHHH HA
OIIK-3; OIIK-6; K- OakaiaBpuar pabory) n TePHOXMIECKHX MEIMUHHCKIX
A ITpoBeaeHne paGoT Mo KOHTPOJIIO KayecTBa (papManeBTHIECKOr0 IIPOM3BOJICTBA 4; IK-6; MK-9; MK- Bricmee o6pasoBanue - ORTOTPOD (O IO 0 T
10; TIK-27; TK-16: CleNMAINTET, MATHCTPATYPA BHE0epeHbIX METMIHHCKHAX 0CMOTPOB
TK-17; TIK-19; TIK- (o6ci1eroBaHuii) B nopsiike,
24 YCTAHOBJICHHOM 3aKOHOATehCTBOM
Poccuiickoii ®@enepanuu
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JAeATCIbHOCTH
BBINYCKHHKA
YK-4; YK-5; YK-8; MoaHocTHIO
IIpoBeaenue padoT mo 0T60PY M y4eTy 00pa31oB JIeKAPCTBEHHBIX CPEICTB, HCXOAHOIO OIIK-1; OIIK-3; IK-
A/01.6 | cbIpbsi H YHAKOBOYHBIX MATEPHAIOB, POMEKYTOUYHON NPOAYKIUHHE H 00HEKTOB 4; IIK-6; ITK-9; IK-
NPON3BOACTBEHHOMN Cpeabl 10; IK-27; MK-16;
MK-17; IK-19
IMoaroroBka 060pyI0BaHUS M Tapbl 1l 0TOOpa 00PA3LOB IE€KAPCTBEHHBIX CPEICTB, [IK-16: TIK-4.1: TIK-
TH.1 HCXO/IHOTO CBHIPBSI U YIIAKOBOYHBIX MAaTEPUAJIOB, IIPOMEXKYTOYHOH HPOLYKIMU U OOBEKTOB 44 HI’<—17 3 o
IIPOM3BOICTBEHHON CpebI ’ )
o . IK-4.1; I1K-4.4; TIK-
T2 Beinonsenue tpedyeMbIx onepaiuii (MaHUIYJISILHN) 110 0TOOpY 00pa3LoB U UX MapKUPOBKU 27.5: TIK-16.1: TIK-
B COOTBETCTBUH C YCTAaHOBJICHHBIMH IPOLEAYPAMH 173
TI.3 PasieneHne 0TOGPaHHOTO 06pa3la Ha YacTH (TIPH HEOGXOIMMOCTH) l;[GK i4'1’ TIK-4.4; IIK-
Benenne KoIMuecTBEHHOIO yueTa 0TOOpaHHBIX 00Pa3IOB JIEKAPCTBEHHBIX CPE/ICTB, [IK-16: [IK-4.1: IIK-
T1.4 HCXOZHOTO CHIPbSI M YIIAaKOBOYHBIX MaTEPUAJIOB, IIPOMEKYTOUHON MPOIYKIHU H 00BEKTOB 4.4 l'[]’(-17 3 o
[IPOU3BOJICTBEHHOM Cpebl s )
KoHTpoIb yCcII0BHil M CPOKOB XPAaHEHHsI OTOOPaHHBIX 00PA3LIOB JIEKAPCTBEHHBIX CPEJICTB, TK-16: TIK-4.1: TIK-
TH.5 HCXOZHOTO CHIPbSI M YIIAaKOBOYHBIX MaTEPUAJIOB, IIPOMEKYTOUHON MPOIYKIHU H 00BEKTOB 44 l'Hj<—17 3 o
[IPOU3BOJICTBEHHOM Cpebl ’ )
TTob30BaThCS HHCTPYMEHTAMHU U IPUOOPaMH, HEOOXOAUMBIMHE JUIsl 0TGOpa 00pa3LoB [IK-4.1: [IK-4.4: TIK-
v.1 JIEKapPCTBEHHBIX CPEJCTB, HCXOAHOI'O ChIPbsl M YIIAKOBOUHBIX MaTePUAIIOB, IIPOMEKYTOUHON 16.1: i'[i(-l7 3' ’
MPOJYKIMU U 00BEKTOB MPOU3BOICTBEHHON CPEIbl H KOHTPOJIS YCIOBHIT HX XpaHEHHs o )
IK-4.1; ITK-16.1; TIK-
V2 IMponsBoaAMTH MaHUITYJISALUU C 00PA3LAMH B ACENTHYECKHX YCIOBHAX 173
OhopmIIATh IOKyMEHTAIHIO 110 0TOOPY 00Pa3IOB JIEKAPCTBEHHBIX CPEJICTB, HCXOHOTO
v3 CBIPBSI M YIIAKOBOYHBIX MATEPHAIIOB, IPOMEXYTOUYHOH MPOLYKIMU U OOBEKTOB [1K-4.6; I1K-27.5; T1IK-
’ MPOHM3BOJICTBEHHOMN CPE/Ibl B COOTBETCTBUH C YCTAHOBJICHHBIMH TPEOOBAaHUSAMU U 16.2
poLeypamMmu
ObecnieunBaTh XpaHCHHE KOHTPOJIBHBIX 00Pa3I0B JIEKAPCTBEHHBIX CPEACTB, HCXOIHOTO TIK-16; I1K-4.1; TIK-
v4 CBIPBSI M YITAKOBOYHBIX MATEPHAIIOB, IPOMEXYTOUYHOH MPOLYKIIMH U 0OBEKTOB 4.4; TIK-4.6; I11K-10.2;
TIPOU3BOJICTBEHHOM Cpeibl T1K-27.5; TIK-17.3
V.5 OcyuiecTBisTh cO0p AaHHBIX 00 YCIOBUSX XpaHEHHs 00pa3LoB TIK-16; [K-4.1; TIK-
4.4; IIK-4.6; [1K-17.3
Bectn yuer oToOpaHHBIX 00pa3LOB JIEKAPCTBEHHBIX CPEJICTB, HCXOIHOTO CHIPbS 1 [IK-4.6: TIK-16.2: IIK-
v.6 YNaKOBOYHBIX MAaTEPUAJIOB, IIPOMEKYTOYHON MPOAYKIHH U 0OBEKTOB HPOH3BOICTBEHHON 16.3: hi(-17 3 -
cpejibl - )
v.7 Becty 0TYETHYI0 IOKYMEHTAIUIO O KOHTPOJIKO KaueCTBa JICKAPCTBEHHBIX CPEJICTB I1K-4.6; I1K-16.3
BecTn MOHHTOPHHT paboOTOCIIOCOOHOCTH 00OPYIOBaHHS U CPECTB H3MEPECHHS,
vs HCIIOJIL3YEMBIX TIPH KOHTPOJIE KaueCTBa JICKAPCTBEHHBIX CPEJICTB, MCXOIHOIO ChIPhS U TK-10; ITK-4.2; TIK-
: YNaKOBOYHBIX MAaTEPUAJIOB, IPOMEKYTOYHON NMPOAYKINH H 0OBEKTOB IPOU3BOICTBEHHON 4.3; IIK-16.2; [IK-17.3
cpeJibl
Tpeboanust Coryamenus 0 €ANHBIX IPUHIUIAX U IPABUIaX 0OPAIEHNUs JIEKapCTBEHHBIX
3u1 CPEJCTB B paMKax Fspwuﬁcmro 9KOHOMHYECKOTO COI03a <7>, IIPaBHJI HaJUICKAIIeH OIK-3.1; TK-27.1
MPOM3BOJICTBEHHON NPAKTUKM <8>, HOPMATHBHBIX NMPABOBBIX AKTOB M CTAHIAPTOB B
OTHOIICHUH KOHTPOJISI KAUeCTBA JICKAPCTBEHHBIX CPEJICTB
DU3NKO-XUMUUECKUE, XUMUYECKUE, TEXHOJIOTHYECKHE U MHKPOOHOIOTHYECKHE T1K-4; TIK-16; OIIK-
3n.2 XapaKTEPHCTHKN OTOMPAEMBIX JIEKAPCTBEHHBIX CPEJICTB, CHIPhs M MATEPHANIOB, 1.1; OIIK-1.2; OIIK-
MIPOMEKYTOYHOI TPOAYKIMH M 00BEKTOB MPOM3BOCTBEHHOM Cpesibl 1.4
313 Crioco6s1 0TOOpa 00Pa3IIOB JIEKAPCTBEHHBIX CPEICTB, HCXOIHOTO ChIPhS M YITAKOBOYHBIX I1K-4.1; [1K-4.4; T1K-
i MaTepHaJIoB, MPOMEKYTOUHOIH NPOIYKIIHH U 00BEKTOB IIPOU3BOICTBEHHOI CpeJIbl 16.1; TIK-17.3
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Crenenb
OTHOILIEHHUS K

Hnpexe HaumenoBanune Komnerenuuu TpedoBanus Kk 00pa3oBaHHIO Oco0ble ycioBHsl 10NycKa K padore npogecCHOHATBHOM
JAeATCIbHOCTH
BBINYCKHHKA
3ud Ipunimne! GpapManeBTHYECKO MUKPOOHOIOTHH U aCENTHKH, (hapMaLeBTHYECKOI TK-9; YK-8.1; OIIK-
i TOKCHKOJIOTHU 3.3; [IK-16.2; TIK-17.3
IMpunimnel obecreyeHns KauecTBa UCIIbITAHH JIEKapCTBEHHBIX CPEJICTB, ChIPbs H TK-4: TIK-10: TIK-16:
3n.5 MaTepHaJIoB, IPOMENYTOUHOI NPOAYKIIMH H 00BEKTOB IIPOU3BOACTBEHHOIT CpeIbl Ha HK—1’9' HK—1’7 3 !
(apmarnieBTHYECKOM IIPOM3BOJICTBE ’ )
306 TMopsimok BeeHHs MPEAMETHO-KOJIMYECTBEHHOTO YUeTa JIEKAPCTBEHHBIX CPEICTB B [1K-6.6
i COOTBETCTBHH C YCTAHOBJICHHBIMH TPEOOBAHUSIMU |
XapakTepucTHKU 000pyA0BaHUSA U CPEICTB M3MEPEHHU, UCIIOIb3YOIIUXCS IPH 0TOOpe U TIK-16; I1K-19; IIK-
3n.7 XpaHeHH! 00pa3LoB, PaBUiIa €ro SKCILTyaTallH, TTOPSIOK MPOBEICHUS KalnOPOBKH, 4.1; TIK-4.4; TIK-4.6;
IPOBEpPKH paboTOCHOCOOHOCTH IK-17.3
308 XapaKTepHCTUKN MOMEIIECHHI, UCTIONb3YIONIMXCS IPH 0TOOPE M XpaHEHNH 00pa3IoB, TIK-10; I1K-9.4; TIK-
[OPSIIOK KOHTPOJISL HX pabOTOCIIOCOOHOCTH 16.2
TpaBuiia MapKUPOBKH 00PA3LIOB U KOHTSHHEPOB C JIGKAPCTBEHHBIMH CPEJICTBAMH, CHIPHEM H IIR=4.1; [TK-4.4; TIK-
3n.9 M ’ 16.1; IIK-16.2; IIK-
MarepHaJaMu, IIPOMEKYTOUHON POy KIHH 173
3110 TTopsioK H3MEHEHHS CTaTyca HCXOAHBIX MaTepHaloB, MPOMEKYTOUHOMN MPOTYKIIHH, [1K-16.2
NOMEILIeHUH 1 060py10BaHus
311 HopMbI 1€710BOT0 OOIIEHHUS ¥ KYJIBTYpPbI, IPO()ECCHOHATBHOM CHXOIOTHH, STHKH 1 VK-4; YK-5.2; YK-5.3;
JICOHTOJIOTHH YK-5.4
312 Tpe6GoBaHUs CAHUTAPHOTO PEXKKMMA, OXPAHBI TPY/Ia, TIOKAPHOK 6€30MaCHOCTH, FKOTOTUU VK-8: TIK-9.4
i OKpY?Kaloleil cpeJibl, IOPAI0K AEHCTBUI PH Upe3BbIYANHBIX CUTYALHAX ’
YK-4; YK-5; YK: YacTruuHo
- OIIK-1; OIIK-2;
IlpoBeaenne ucnbITaHMii 00pPa310B JTEeKAPCTBEHHBIX CPEJCTB, HCXOJHOIO ChIPbS H ? :
A/02.6 | ymakoBOYHBIX MaTEPHAIOB, MPOMEKYTOUHON MPOXYKINH H 00HEKTOB @ILLESR QUL L
NPOM3BOJCTBEHHOIi cpe/ibl <BULEBIIERIIE
10; IIK-27; MK-16;
MK-19; TIK-24
IoxroroBka UCHBITYeMBIX 00PA3I0B JEKAPCTBEHHBIX CPEACTB, UCXOHOTO CHIPbS U T1K-4.1; 11K-4.2; T1K-
TH.1 YNAaKOBOYHBIX MAaTEPHAJIOB, POMEXKY TOUHOMN NPOAYKLMH K NPOBEICHUIO HCITBITAHUS B 4.3; TIK-4.4; TIK-16.1;
COOTBETCTBHH C YCTAHOBJICHHBIMH MPOLIETypaMU 11K-17.3
IMoaroroska 1a6opaTopHOro 060pyI0BaHUS, MATEPHAIIOB H 0OBEKTOB, IPUTOTOBICHHE
T2 PacTBOPOB JUISl HCTIBITAHH JIEKAPCTBEHHBIX CPEJICTB, HCXOJHOTO ChIPhS M yHAaKOBOYHBIX MK-4.1; IIK-4.2; TIK-
: MaTepHalioB, IPOMEKYTOUHON MPOAYKINH U 0OBEKTOB MPOU3BOICTBEHHOM CPEIbl B 4.3; [IK-4.4; [1K-16.1
COOTBETCTBUHM C YCTAHOBJICHHBIMH MPOLIEyPaMH
T3 Beimonxenne tpedyeMbIx onepariii B COOTBETCTBHHU ¢ (hapMaKkONeHHbIMHU TPEOOBAHUAMHU U TIK-16; I1K-4.1; I1K-
i PErUCTPAlIMOHHBIM JIOChE Ha JIEKAPCTBEHHOE CPEICTBO 4.4;TIK-17.3
Perucrpauns, o6paboTka 1 MHTEpPIpETALHs Pe3yIbTaTOB NPOBEICHHBIX HCIIBITAHHI
T1.4 JIGKAPCTBEHHBIX CPEJICTB, HCXOJJHOTO CBIPbs U yNAKOBOYHBIX MAaTEPHAJIOB, IPOMEXKYTOYHOMH TIK-4.6; TIK-16.3
MPOJIYKIIMU M 00BEKTOB IPOU3BOICTBEHHOM CPeJibl
HndopmMupoBaHue BHIIECTOSLIETO COTPYAHUKA 00 HHIMACHTAX, OTKIOHEHHAX U
TS M3MEHEHHMSIX TIPU [POBEJICHUH HCITBITAHUIT JICKAPCTBEHHBIX CPE/ICTB, HCXOHOTO ChIPbS H MK-4.5; [K-16.3
YMAaKOBOYHBIX MAaTE€PHAIIOB, MPOMEXYTOUHOI NPOAYKIMH H 0OBEKTOB MPOU3BOACTBEHHOI
cpeibl
TIL6 Benenune npejMeTHO-KOIMYECTBEHHOTO y4eTa JIEKapCTBEHHBIX CPEICTB B COOTBETCTBUH C [1K-6.6
YCTaHOBJICHHBIMH TPeOOBaHUSIMU
TTpoM3BOMTE UCTIBITAHNUS JICKAPCTBEHHBIX CPEICTB, HCXOJHOTO CHIPhS H YITAKOBOYHBIX
MaTepHaJIoB, IPOMEXY TOUHOI NPOAYKIMH H 00BEKTOB MPOU3BOACTBEHHOI CpeIbl C OMK-1.1: OTIK-1.2:
V.1 TOMOIIBIO XUMHYECKHX, OHOJIOTHICCKHX W (PHU3NKO-XHMHYECKHX METOJIOB B COOTBETCTBHH C [IK-4 1: lllK— 44 -
(hapmakoneitHpIMH TpeOOBaHUSAMH, HOPMATHBHOM TIOKYMEHTAIUEH 1 YCTAaHOBICHHBIMU o :
npoleypamMmu

19




Crenenb
OTHOILIEHHUS K

HJIEKC auMeHOBaHHe OMIeTeHIHH e0oBaHHus K 00pa30BaAHHIO coOble yc/I0BHsI 10NyCKa K padoTe npodecCHOHAIbHOI
H H: K Tped 1)1} Oco0bie y y pad P
JAeATCIbHOCTH
BBIINIYCKHHKA
DKCIUTyaTHpOBaTh 1a60paTopHOE 060PYI0BAHUE H MOMEIIEHHS B COOTBETCTBUH C
V2 yarip patop PYA e IIK-4.1; TIK-4.4
YCTaHOBJIECHHBIMH TPEOOBaHHAMHU
v3 OdopMIIATh PErUCTPUPYIOLLYIO TOKYMEHTALHIO 110 Y4eTy ONepaluil, CBA3aHHbIX C IK-6.6
) o0palleHHeM JICKapCTBEHHBIX CPECTB, MOUISKAIIHX PEIMETHO-KOJIHUECTBEHHOMY YUeTy )
OdopMIATh 10KyMEHTAIMIO 110 UCIIBITAHUAM JICKAPCTBEHHBIX CPEJICTB, HCXOJHOTO ChIPhS 1 [IK-4.6: TIK-10.3: TIK-
V.4 YNaKOBOYHBIX MaT€PHANIOB, TPOMEIKYTOUHON MPOTYKLHU H 00BEKTOB IPOU3BOCTBEHHON 16.3 o -
cpebl )
Hcnons30BaTh METO/IBI MATEMATHYECKON CTATUCTHKHU, IPUMEHsIEMbIe TIpu 00paboTke OIIK-1.4; OTIK-6.3;
v.5 Pe3yIbTaTOB UCTIBITAaHUH JIEKAPCTBEHHBIX CPEACTB, HICXOIHOTO CHIPhS M YIIAaKOBOYHBIX TIK-4.6; T1K-10.3; ITK-
MaTepHaIOB, IPOMEKYTOUHOM NPOAYKINH U 00BEKTOB IIPOU3BOICTBEHHOM Cpeibl 16.3
BecTu perucTpupyomnyio J0KyMEHTALHUIO TIPU IPOBEICHUH UCIIBITAHUIT JIEKapCTBEHHBIX [IK-4.6: TIK-10.3: IIK-
v.6 CPEJICTB, HCXOJJHOTO ChIPbS M YIIAKOBOYHBIX MAaTEPHAJIOB, IPOMEXYTOUHOM MPOLYKLUHT U 16.3 " -
00BEKTOB MPOM3BOJICTBEHHOMN CPEIb )
OcCyILEeCTBIIATh IOUCK ¥ aHAJINU3 PErYIATOPHON, HAYYHOM U HAYYHO-TEXHUYECKON
V.7 i beryJuiTop Y Y OITK-6.2; TIK-24.1
HHPOPMALIMH JUISL PELICHHS MPO(eCCHOHAIBHBIX 3314 O KOHTPOIIIO KauecTBa
Tpeboanust CorialeHus 0 SANHBIX MPUHIMIAX U IPABUIaX 0OPAILCHUS JIEKapCTBEHHBIX
cpeacTB B paMkax EBpa3niickoro 5KOHOMHYECKOro CO103a, MPaBHJl HaJUIexKaIeH
3n.1 PCACTE B 8P > 11D JUIekalt OIIK-3.1; TIK-27.1
MIPOM3BOJICTBEHHON MPAKTUKN, HOPMATUBHBIX IIPABOBBIX aKTOB U CTAHJAPTOB B OTHOLICHUH
KOHTPOJISl KAYeCTBA JISKAPCTBEHHBIX CPEJICTB
DU3MKO-XUMHYECKHE, XHMUUECCKUE, TEXHOJIOTHYECKHE 1 MHKPOOHOIOTHISCKHE
302 XapaKTEPUCTUKH UCIBITBIBAEMbIX JIEKAPCTBEHHBIX CPEICTB, HCXOJHOTO ChHIPbS U OIIK-1.1; OIIK-1.2;
: YNaKOBOYHBIX MaTePHANIOB, TPOMEKYTOUHON MPOIYKIHU H 00BEKTOB IPOU3BOACTBCHHOI TK-4.1; TIK-4.4
cpespl
IK-4.1; I1K-4.2; TIK-
TexHnka 1a60paTOpHBIX PabOT NMPH UCITBITAHHSX JIEKAPCTBEHHBIX CPEJICTB, HCXOLHOTO CHIPbSI 4.3: TIK-4 4+ TTK-9 1:
3u.3 M yIIAKOBOYHBIX MAaTEPUAJIOB, IIPOMEKYTOYHON IPOIAYKIMH U 00BEKTOB IIPOM3BOICTBEHHOMN - - B
Y P POMENY poyin POHIBOR TK-9.2; [K-16.1; TIK-
cpejibl 173
MK-10; ITIK-16; TTK-19;
3n.4 TpuHIMIIEl CTAaHAAPTH3ALUMM U KOHTPOJIS Ka4€CTBA JIEKAPCTBEHHBIX CPEJICTB MK-4.1; IIK-4.4; TIK-
4.6
®dapmakoreifHble METO/Ibl aHAJIN3a, HCTIOJIb3yEMBbIC JUISl HCIIBITAHHIT JIEKapCTBEHHBIX CPEJICTB TIR-16; TTK-4.1; TTK-
3u5 P A : YEMEIE 2 ; P PEACTE, | 4 4; TIK-4.6; TIK-17.3;
HCXOIHOTO ChIPbSI H YNIAKOBOYHBIX MATEPUAJIOB, TIPOMEKYTOUHON MPOTYKIIHU 1K-19.1
3n.6 OcHoBHBIE (PapMaKOIOTHYECKUE JIeHCTBHS JICKAPCTBEHHBIX CPEJICTB OIIK-2
3u.7 [puHIMNBI BaTWAALNHE AHATMTHYECKUX METOMK T1K-10; I1K-19.3
o TIK-10; TTIK-4.1; TIK-
TMpuHIMIBEl 06ECTIeYeHNs KaueCTBa UCIIBITAHHIT JICKAPCTBEHHBIX CPEACTB, HCXOHOTO CHIPbSI 4.4: TIK-16.2: TIK-16.3:
3u.8 M YNIAKOBOYHBIX MAaTEPUAJIOB, IIPOMEKYTOYHON MPOAYKIIHH U 0OBEKTOB IPOM3BOICTBEHHOM o - o
v IK-17.3; TIK-19.1;
pea I1K-19.2; TIK-19.4
319 Ipunimne! GpapmareBTHYECKO MUKPOOHOIOTUH U ACENTHKH, (papMaLeBTHIECKOI OIIK-1.1; IIK-4.1; T1K-
i TOKCHUKOJIOTHH 16.2; 11IK-17.3
XapakTepucTHKU J1abopaTOpHOro 060PyJ0BaHHS, HCIONIB3YIOLUIEr0Cs B IIPOBOJUMBIX I1K-10; OTIK-1.1;
3H.10 HCHBITAaHUSX, IPABHJIA €r0 SKCIUIyaTaluH, MOPSI0K IPOBEICHHUS KaTHOPOBKH, IPOBEPKH OIIK-1.2; TIK-4.1; TTK-
paboTtocnocobHOCTH 4.4; 1IK-16.2; 1IK-17.3
KoHTpoIb yci10BHil IPOU3BOJICTBEHHOI CPEIBbI B TAO0OPATOPHBIX MOMEIICHHSX, TK-9: VK-8.1: VK-8.2:
HCIOJB3YIOIIMXCSI TIPU KOHTPOJIE Ka4eCTBA JICKAPCTBEHHBIX CPEICTB, HCXOIHOTO CHIPBS H ? Y !
3u.11 ol P P eKap DEAICTB, NCXON pbil 1 VK-8.3; TIK-16.2; T1K-
YMAaKOBOYHBIX MAaTE€PHAIIOB, IPOMEXKYTOUHOM MPOAYKIMH H 0OBEKTOB IPOU3BOACTBEHHO 173
cpetbl '
HopMbI ne510Boro 00IIEHHUs H KyJIbTypbl, IPO()ECCHOHATBHOM CHXONIOTHH, YTHKH 1
3n.12 PMBI A m YALTYPL, P0G g VK-4; VK-5
JICOHTOJIOTUH
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Crenenb
OTHOILIEHHUS K

Hnpaexce HaumeHoBaHue Komnerenuuu TpeboBanusi K 06pa30BaHUIO Ocobble ycJ10BHs J0NycKa K padore npodeccHoHATLHOMI
JAeATCIbHOCTH
BBINYCKHHKA
313 TpebGoBanus CalHTAPHOrO PEIKHMA, OXPAHBI TPYAQ, nomzzpﬂoﬁ 6€301aCHOCTH, YKOJIOTHI VK-8: TTK-9; OTTK-3.3
OKpY?Kalollei cpejibl, IOPAI0K AeHCTBUI IIPH Upe3BbIYaNHBIX CUTYaLHUAX
YK-8; OIIK-1; OIIK- YacTtnuHo
02.016 CHEIAAJMUCT IO IMPOMBIILIEHHOA ®APMAIIMHA B OBJIACTH 3; IK-1 ; ITK-4; ITK-
’ MMPOU3BOJACTBAJIEKAPCTBEHHBIX CPEJICTB 9; IK-10; ITK-27;
IK-16; IIK-17
TIpoxozxaenne 00s13aTeIbLHBIX YacTuyHo
Bbiciuee 06pasoBanue - NpeBAPUTEIbHBIX (IIPH NOCTYIVIEHHH HA
VYK-8; OIIK-1; OIIK- GakaiaBpuar padoTy) M NEepUOANYECKUX MeTHIHHCKAX
A BrinoJjiHeHne pa0doT Mo BHEJAPEHHIO TEXHOJIOTHYECKHX NP TPH MPOMBIII 3; IK-1 ; ITK-4; K- Boicuiee 06pa3oBanue - 0cMOTPOB (00c/1e10BaHMIT), 2 TAKKe
NPOU3BO/JICTBE JIEKAPCTBEHHBIX CPEICTB 9; IIK-10; IK-27; ClleUUaINTeT, MATHCTPATYPa BHEOYepPeHbIX MeJUIMHCKUAX 0CMOTPOB
IIK-16; IMK-17 (o6c1eroBaHmii) B nopsike,
YCTAHOBJIEHHOM 3aKOHOAATEIbCTBOM
Poccuiickoii Peepanun
YK-8; OIIK-1; OIIK- YactnuHo
BeneHue TeXHOJ0rH4eCKOro npouecca npyu NpoMbILLIEHHOM IPOH3BOACTBE 3; IIK-1 ; [IK-4; K-
A/02.6 ’ X
JIeKaPCTBEHHBIX CPEICTB 9; IK-10; IK-27;
MK-16; IK-17
v4 O1eHnBaTh 3HAYUMOCTH OOHAPYKEHHBIX OTKJIOHEHH H HECOOTBETCTBUIT TEXHOJIIOTHYECKOTO TIK-10.2; TIK-27.2;
| nporecca 1K-17.3
319 AHaJIUTHYECKHE METOJMKH, UCIIO/Ib3yeMble [P BHYTPHIIPOU3BOICTBEHHOM KOHTPOJIE [IK-10; [K-17.3
TEXHOJIOTHYECKOT0 Iporecca
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5. Coaep:xanue U y4eOHO-MeTOAUYECKAS] KAPTA IMCUUILIMHBI
Pa3geqbl QUCHMIVIMHBI U KOMIIETEHIIUH, KOTOPble (DOPMHUPYIOTCA NPH HX

N3Yy4YCHUH:
Ne Kon
HaumenoBanue pasaesa
n/ | Kommnere CopepixaHue pa3jena B IHAAKTHYECKHX eIHHHIAX
U CITHILIMHBI
n HIMH
PazpaGoTka m perucTpanusi JIeKapCTBEHHbIX IpenapaToB. HopMaTHBHBIE OCHOBBIPA3pabOTKH U
PEeruCTpaluK JICKAPCTBEHHBIX IIpernapaTtoB. AHAIU3 PEryJsTOPHOH, HAaydHOM M Hay4YHO-TEXHHYECKOU
HopmatuBHsie 1 MH(pOPMALMH JIS PeIIeHHs] TPo(ecCHOHATBHBIX 33a1ad 1Mo (apMaLeBTUYECKOil pa3paboTKe M pEerucTpanuu
IIK-20.1 | peryJsTopHbIe OCHOBBI JIEKapCTBEHHBIX TpenapaToB. [IpoBeneHue paboT o MCCiIe0BAaHUAM JIEKapCTBEHHbIX cpeacts. [IpoBenenne
1.| TIK-20.2 | pa3pabGoTKu M pEerHCTpaLHI pabot no QapmaneBTHUECKOl pa3padoTke. IIpHHIHIBI Pa3pabOTKH M MOCTAHOBKH Ha MPOM3BOJICTBO HOBBIX
I1K-10.3 | sekapcTBEHHBIX JIEKapCTBEHHBIX CPeACTB ((hapMakosornueckue, hapManeBTHYECKHE aCIEKThl U TEXHOJIIOIHYECKUE aCIIEKThl) U
HpenapaToB. KOHTPOJISI BHECEHHs] M3MEHEHHIl B MPOU3BOJMMBIC JEKAPCTBEHHbIE CPEACTBA. DTambl (hapMaleBTHUECKOMH
pa3pabotku. TpeboBaHus k 00beMy (apmarieBTHUECKOM Pa3pabOTKU O OTAIbHBIM IPYIIaM JEKapCTBEHHbIX
CPEJICTB U JICKApCTBEHHBIX (hOPM.
[1K-20.1 Pa3paboTka mpoueayp 1o HpoBEJECHUIO d)apMaHeBTH‘I?CKOﬁ paspabotku. Pa3paboTka mnaHOB 1 HporpaMm
[1K-20.2 TIPOBE/ICHHS! OT/IEMBHBIX SIEMEHTOR (bapmarieBTHYECKO# pa3paboTki. MeTozb TUIAHHPOBAHHS HCCIIE0BARMI,
K-22.1 UCHBITAaHUH U DKCIIEPHMEHTAIBHBIX PaboT, IPHMEHAEMBIX NPH (hapMaIeBTHIECKOI pa3r3a6on<e (B OTHOLICHHH
2| nK-22.2 dapmareBTHYECKAS pa3padaThiBaeMbIX  JIEKAPCTBEHHBIX cpeﬂcmu). IlpoBenenue  McclelOBaHUH,  MCHObITAHMH M
K-22.3 pazpaboTka. 9KCIIEPUMEHTAIIBHBIX paG?T o d)apMaL[fBTl/l‘IeCKOH pazpaboTke B COOTBETCTBHH C YTBEPIHICHHBIMH IUIAHAMI.
[K-22.4 IIpoBenenne HaOMIOACHUI U U3MEPEHUH, COCTaBICHHUE UX onucaHuil U GpopMynupoBka BeIBOIOB. McnbiTanus
[IK-22.5 JIEKapCTBEHHBIX CPEeJICTB (KAaHAUAATOB B JICKAPCTBEHHBIE cpeacTBa). CTaTucTHYecKast 00paboTKa MOy YeHHBIX
PEe3yJIbTATOB MCCIICIOBAHHM, HCIIBITAHMIT M SKCIIEPUMEHTOB 110 (papMaLeBTHYECKON pa3paboTke.
Bamupanus meroauk Banuaanusi METOAMK HCCIICOBAHUH, MCIIBITAHUI M 9KCIEPHMEHTOB 10 (papMalleBTHYECKOil pa3paboTke,
IK-10.1 | wuccienoBaHMii, HCIIBITAHHI MOArOTOBKA OTYeTa MO Bamuaanuu. Paspaborka Oyaymmx HOpM KadecTBa. Pa3zpaGoTka mpoexToB
3.| TIK-10.2 | u 9KCHEpHMEHTOB 110 HOPMATHBHOI1 IOKYMEHTALIN Ha JIGKAPCTBEHHBIEC CPEICTBA.
TK-10.3 | dapmaueBTHUeCKOM
pa3pabotke
Perucrpannontoe gocse. [ToAroToBKa perncTpalioHHOro 10cke. Pa3paboTka TOKyMEHTOB Ml XHMHYECKHUX,
Paspaboria MpoexToB (bapmareBTUYeCKHX i OUOIOrHYECKUX Pa3eIOB PErHCTPALMOHHOIO J0ChE i HOPMATHBHOI JOKYMEHTALIHI Ha
. JIEKapCTBEHHBIE CPECTBA, IIPOBEACHNE UX SKCIIEPTU3BI IOKYMEHTOB. Pa3paboTka NPOEKTOB TEXHOJIOTHYECKOI
IK-22 TEXHOIOTHHCCKOM JIOKYMEHTAIIUU Ha JICKAPCTBEHHBIE CPEICTBA, BKIIOYAs HCOOXOAUMYIO JOKYMEHTALHIO I PETHCTPALIOHHOTO
[IK-20.1 | ACKYMCHTalumi Ha nocee. Beenne nokyMeHTaIMu 1o apmareBTrueckoil paspaborke. Pa3paboTka 1 aHaIM3 TEXHOJIOTHUSCKOM
4. [IK-20.2 | “ICK@PCTBCHHbIC cpeactsa, U OTYETHYIO JOKYMEHTAallMK N0 (papMaleBTHYECKOil pa3paboTke (B Ipe/enax DOKHOCTHBIX 00SI3aHHOCTEH).
MK-10.3 | Bmosat ueobxonumyio CpencTBa  W3MEPEHHs, TEXHOJIOTHMYECKOE U MCIBITATENbHOE 00OpyDOBaHWE, INPHMEHSACMbIE IIPH

JAOKYMEHTALUIO JUIA
PErHCTPALMOHHOIO 10ChE.

(apmaneBTHYECKOIT pa3paboTke (B OTHOLICHHH pa3pabaThiBa€MBIX JICKAPCTBEHHBIX CPEICTB). YIpaBleHHE
PpUCKaMH KadyecTBa pa3pa6aTbIBaeMle JICKapCTBEHHBIX CPEACTB. TexHomornyeckasi cebeCTOMMOCTh
TIPOU3BOJCTBA JICKAPCTBEHHBIX CPECTB.
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Y4eOHo-MeTOAUYECKAS KAPTA TUCHUIIIMHBI

JIMCUMIUTUHBL, BXOJAUIME B y4eOHBIH IIaH Mo crenuanbHocTH 33.05.01 dapmarusipeanusyiorcss B paMKax OalbHO-

peﬁTHHFOBOﬁ CHUCTCMBI, 4YTO IMOAPA3yMEBACT ITOCTPOCHUC MeTOI[quCKOﬁ KapTbl AUCOUIIIIMHBI B COOTBETCTBHH C HpeﬂCTaBHeHHOﬁ

y4eOHO-METOIMYECKON KapTOM.

bannbHas cTpyKTypa OLIEHKU

DopMa KOHTPOJIA MuHMMaJIbHOE K0JI-BO 0QJJ10B MaxkcuMabHOe KOJI-BO 0aJI10B
Texymas paboTa CTyIeHTOB B TeueHue 1-7 Hemenn,
B TOM YHCIIE 0 o5
- ayIuTOpHAas pabora
- CaMOCTOSITENbHAS paboTa
1-s pyOexHast KOHTpOJIbHAs paboTa (TECTUPOBaHHE) 0 25
Texymast paboTa CTyIeHTOB B TeueHue 9-16 Henenu,
B TOM YHCIIE 0 o5
- ayIuTOpHAas paboTa
- caMOCTosITeNIbHas padoTa
2-51 pyOeskHasi KOHTPOJIbHAs paboTa (TeCTHPOBaHHE) 0 25
HUTOI'O 0 100

Cemectp 1

Dopm Konmyectso | Jlut
TemaTnka JIeKIHii o CamocTosiTe1bHast padoTa bl 0asoB epart
TemaTnKa NPAKTHYECKUX 3aAHATHIH
CTYAEHTOB KOHTP ypa
oJIst
Home
p Yac Yac Ya .
HeJesl Copaepxanue o Copaepixanne o Copepixanne cnt min max
"
IpaBuna GxP, mnpaBuna
oOpareHus
PaspaboTka m  perucrpamus — JI€KapCTBEHHBIX
JICKapCTBEHHBIX CPEJCTB B
Pa3paboTka 1 perucTpaiusi JICKapCTBEHHBIX IIPENapaToB. npernapatoB. HopMaTHBHBIC OCHOBBI pPa3pabOTKH H - . TectoBbI
HopmatuBHEIE  OCHOBBI ~ pa3pa0OTKM M PETHCTPALUH PETHCTpaliy JICKApCTBEHHBIX IIPENapaToB. AHAIN3 pamKax BpasHICKOTo e
JIEKapCTBEHHBIX IPENapaToB. AHAIIN3 PETYISTOPHOM, HAyIHOH PETYJSITOPHOH, Hay4HOH W HayYHO-TEXHUYECKOM SKOHOMHYECKOrO  COMH3a, 3ajianns, ;a
o CTHBIH a
1 M HAayYHO-TEXHMYCCKOH  WH(OpMAmMM I pelICHHUs 2 uHGOpPMAIIMH U PELICHHS NPO(ECCHOHAIBHBIX 3 HOPMATHBHBIC ~ TPAaBOBBIC | 6 znpoc 0 3 1
npo¢ecCHOHANBHEIX 3aa4 0 (apMareBTHIEeCKOit pa3paboTke 3ajad 1o  (apmareBTHUECKOH  pa3paboTke WU AKTHI n CTaH/apTHI, cutyaun
U PErucTpaly JIeKapcTBEHHBIX mpernapartoB. PaspaboTka u perucTpanuu JIEKApCTBEHHBIX IpenaparoB. peraMeHTHpyIOIIHe OHHBIE
perucTpanys JeKapCTBeHHbIX HpernapaTtos B cucteme GxP. PazpaboTka ¥ perucTpanusi  JEKapCTBEHHBIX paspaGoTky 3a1aHusA
npenapartoB B cucteme GxP.
JIEKapCTBEHHBIX
MpenaparoB
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®opm | Kommuecrso | Jlnt
TemaTnka JeKIHii . CamocrosiTe1bHas padora bl 0217108 epar
TeMaTHKa NPAKTHYECKUX 3aHATHI
CTY/AEHTOB KOHTP ypa
oJist
Home
P Yac Yac Ya ;
HeaeJa Copepxanue o Copepixanue o Copepixanue cnt min max
"
[Iposenenue pabot 1o HCCIIeIOBAaHUSAM MesxayHapoJHble 0
IlpoBeneHre paboT MO HCCICAOBAHMSAM JIEKAPCTBEHHBIX JIGKapCTBEHHBIX cpeAcTB. IIpoBenenue padoT 1O PYKOBOJICTBA o
cpenctB. Ilposenenme paboT mo  QapMmaneBTHIECKOU (hapmaneBTHIECKOI paspaboTke. Ipunnune apMaLeBTIIeCKO .
€CTOBBI
paspaborke. IIpuHUUIIBI pa3pabOTKM W IIOCTAHOBKM Ha pa3pabOTKH M MOCTAHOBKH HA IPOU3BOJCTBO HOBBIX paspaGoTie R
HPOU3BOJICTBO HOBBIX JIEKapCTBEHHBIX CpEICTB JIGKAPCTBEHHBIX ~ CPEeACTB  ((papMakosioruyeckue, B— la
2 (papmakonornueckue,  (QapMmameBTHUECKHE  aCNeKTBl U 2 (apManeBTHUECKHE ACIEKTHl U TEXHOJIOTMYECKHUEe 3 g | yormi 3 2a
' TEXHOJIOTHYECKHE aCHEKThI) H KOHTPOJIs BHECEHUs] U3MEHEHUH aCMeKThl) M KOHTPOJII BHECEHHMS H3MEHEHHUH B omnpoc, 4a
B NPOW3BOJAMMBIE  JIEKAPCTBEHHBIE  CPEACTBA.  JTallbl [POU3BOMMBIE JIEKAPCTBEHHBIE CPEACTBA. ITarlbl (C)z;i‘?:”
(apmaneBTHUecKOil pa3zpaboTku. TpeOoBaHust kK 00BeMy (apmaneBTHUeCKON pa3pabotku. TpeOoBaHus K sananms
(hapManeBTHUECKON pa3pabOTKM MO OTHEIbHBIM TI'pyIIam o0beMy  (apmaneBTHYECKOH  pa3paboTKH 1O
JIEKAPCTBEHHBIX CPEICTB U JICKAPCTBEHHBIX (HOpM. OT/JCJIBHBIM TIpyIIaM JIGKAPCTBCHHBIX CPEICTB U
JICKapCTBEHHBIX (hOpM.
HUccnenoBanus o Tecrosst | 0
€
MIPOCKTUPOBAHUIO COCTaBa B—
JIEKaApCTBEHHOTO YCTHBIH
. Paspaborka HpoLeayp o HPOBEIEHUIO npenapata  [IpumeHeHue orpoc,
PazpaboTka npouenyp no mnpoBeieHUIO (apMaleBTHYECKON . cHuTyanu
pazpabotku. Pa3paboTka IUIAHOB M IpOrpaMM IIPOBENCHUS (bapvanesTieckoii paspaGoriu. Paspabotia miaos MeTozioB  (apmakornorny, OHHEIC
’ . U TporpaMM IPOBEIEHHS OTAENBHBIX DJIEMEHTOB 6robapmary u 3azianms la
OT/JEJBHBIX 3JIEMECHTOB  (hapMalieBTHYECKON  pa3pabOTKH. (bapMaLeBTHUCCKOT A3Da6OTKH Merozet -
3. Metonpl IUIaHMPOBAHUS  UCCIEIOBAHWM, WCIBITAaHUH U 2 HHSHH N Hccnez[or;ax—rl)nﬁ H'CHHTaHHﬁ H 3 KIUHAYECKOM 6 3 2a
JKCIIePHMEHTAIILHBIX pabor, [IPHUMEHSEMBIX npu SKCHC}TEJPIMGHTB,JIBHBIX pator lzlpI/IMeHSIeMBIX pu (bapmaxosioruu B
- >
s popsbon (o oowenn | | SIS BRL PO I ot open
pasp P PEACTS). pa3pabaThIBaeMBIX JIEKapCTBEHHBIX CPEJICTB). Hcnerranns
JICKApCTBEHHBIX  CPEACTB
(xaHIMIAaTOB B
JIEKapCTBEHHBIE CPEJICTBA).
HccenenoBanus o NpoeKTUPOBAHHIO COCTaBa JICKAPCTBEHHOTO Perucrpanmonnoe  nocke. Tecropbt 0
npernapara IIpumenenue METOZIOB (apmaxosoruy, [Moaroroska :aﬂaﬂm
OonodapMamyi 1 KIMHIYECKOH (apMakoioruu B paspaboTke HccnenoBanuss 1Mo HPOEKTHPOBAHUIO — COCTaBa N ——— ycmmﬁ,
JeKapcTB McnbiTaHmst TeKapCTBEHHBIX CPEICTB (KaHANIATOB B JIEKapCTBEHHOro mperapara [IpuMeHeHHE METOHO0B COBPEMCHERIS TEXHONOTHA onpoc, la
4 JeKapCTBeHHBIE  cpezncTsa).llpoBeneHne  MccieqoBaHMIA, 2 ¢dapmaxosiorny, OwodapMamyM M KIMHHIECKOH 3 g | crmyam 3 2a
' WCTIBITAHUI u IKCIIEPHMEHTAIBHBIX pabot o (apmakonornu B paszpaboTke JiekapcTB Vcmbrtanus (bopmuposarus OHHbIC 4a
o 3aaHus
(apmaneBTHUYECKOH ~ pa3paboTke B COOTBETCTBHH  C JIEKapCTBEHHBIX CpeicTB (KaHIUIATOB B PETHCTPAlMOHHOTO I0CKHE.
YTBep)KACHHBIME IaHamu. [lpoBeneHume HaOMOneHUH | JIEKapCTBEHHEIE CPE/ICTBA).
HM3MEpEHHUil, COCTAaBICHHE WX ONMCAaHWH U (QOpMyIHpOBKa
BBIBOJIOB.
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®opm | Kommuecrso | Jlnt
TemaTnka JeKIUi . CamocrosiTesibHasi padoTa bl 0aL10B epat
TeMaTHKa NPAKTHYECKUX 3aHATHI
CTY/AEHTOB KOHTP ypa
oJist
Home
P Yac Yac Ya q
HeaeJa Copepxanue o Copepixanue o Copepixanue cnt min max
"
Cpencraa U3MepeHusl, Tectoser | 0
€
TEXHOJIOTHYECKOe u saans,
HCIBITATEIIbHOE YCTHBIH
BriGop  onTuManbHOM ONTHMAILHOTO  TEXHONOMHYECKOro oBopyoBaHHe, ompoc, la
mporecca,  JIKApCTBEHHOW — (OPMBI,  BCIIOMOTaTEIbHBIX Buodapmarus. M3yuenne OHOIOCTYIHOCTH BEILECTB CHTyall 3a
5. M 2 .. 3 TIpUMEHSIEMbIE npu 6 OHHBIE 3
BCIIECTB M ONTUMAJbHON YNAKOBKM I JICKAPCTBEHHOTO Ha Pa3IMYHbIX MOJEIISIX invitro N 4a
o (apManeBTHIECKOH sanauus
Ipernapara ¢ y4eTOM BO3PACTHOH IPYIIIBI AIEHTOB.
pa3paboTke (B OTHOIICHUH
pa3pabaTbiBacMbIX
JIEKapPCTBEHHBIX CPEJICTB).
Vnpasienue puCcKaMu Tecroe | 0
KauecTsa ::;aHm .
Craructuueckas  00pabOTKa  MOJyYEHHBIX €3yJIbTaTOB g a
o P o Y pesy buodapmanust. M3ydeHne OHOZOCTYIHOCTH BEILECTB paspabarbiBaeMbIX yCTHBII 3a
6. UCCIICIOBAaHUH,  WCIBITAHMH W OKCIEPUMEHTOB IO 2 - 3 6 3 2
o 6 Ha Pa3IMYHbIX MOJEIIIX inVivo JIEKapCTBEHHBIX CPE/ICTB. ompoc, a
(apmarieBTHYECKOIT pa3paboTKe. cuTyam
OHHBIC
3aJaHHs
. . TectoB 0
. . [lpoBeneHHe  MCClICOBAaHWil,  WCHBITAHUH U bie
Bamupmamys  METOOMK — HMCCIENOBAaHWH, HUCIBITAaHUH U .
. JKCIIEPUMEHTANBHBIX PaboT 1o (hapMameBTHIECKOH 3amanms
9KCIHEPUMEHTOB 10  (hapMaleBTHYECKOW  pa3paboTKe, o la
pa3paboTKe B COOTBETCTBUM C YTBEPXKICHHBIMU YCTHBIH
7. [OJrOTOBKA OTYETA 110 Banugauuy. PaspaboTka Oyayux HopMm 2 %, . 3 3 4a
o waHaMu. [IpoBeneHue HaOMIONEHWI M M3MEpEHUid, omnpoc,
KadecTBa. Pa3paboTka MPOSKTOB HOPMATHBHOM TOKYMEHTAIIUH N CHTYAI
COCTAaBIIGHHE WX ONHUCAaHWA W  (OPMYIMPOBKA yat
Ha JIeKapCTBEHHBIE CPEICTBA. OHHble
BBIBOJIOB.
3aJaHusA
Perucrpanmonnoe nocbe. IloaroToBka perucTpanyioHHOTO Tecrosbt
nocke.  PazpaboTka  JOKYMEHTOB Ul XHMHYECKHX, :a;[am/m
(hapManeBTHYECKIX u OHMOJIOTUYECKUX pasnenos a—
PETHCTPAaMOHHOTO J0Che M HOPMATHBHOW JOKYMEHTAIMH Ha ompoc,
JIEKapCTBEHHBIE CPEJCTBA, MPOBEJICHHE HX OKCHEPTH3EI . . cutyauu
P p o TP P Bribop ontuManbHOH J1eKapcTBEHHOH (HOpMBIAIISL OHHBIC la
JOKyMEHTOB.  Pa3pa0oTka NpPOEKTOB  TEXHOJIOTMYECKON o 3a
8. 2 JIEKapCTBEHHOTO IIperapaTa ¢ Y4eTOM BO3PacTHOM 3 3a1aHus 0 4 2
NOKYMEHTallUM Ha JIeKapCTBEHHBIE CPEICTBA, BKIIOYAs a
TPYIITBI TAIHEHTOB.
HEOOXOMMYIO JOKYMEHTAIHIO JUTSl PETHCTPAIIMOHHOTO JIOChE.
Benenue noxkymeHtanuu no (apmarneBTHYeCKOH pa3paboTKe.
PaszpaboTka ® aHaNM3 TEXHOJIOTHYECKOH ¥ OTYETHYIO
JMOKyMeHTanuu 10 (apmameBTHUECKOH paspadotke (B
npeenax JODKHOCTHBIX 003aHHOCTEN).
Tecro!
CpezncTBa M3MEPEHMs, TEXHOJIOTMYECKOE M HCIBITATENHHOE e“ ToBH
obopynoBaHHE, HpPHMEHSIEMBIE IPU apMareBTHICCKON
Py » TP P apmar Bri6op ONTHUMAJILHOTO TEXHOJIOTUYECKOT O sazianis, la
pa3paboTke (B OTHOIICHNH pa3padaThIBAEMbIX JICKAPCTBEHHBIX 3 YCTHBII 3a
9. 2 TpoIeccassl JISKapCTBEHHOTO MpenapaTa ¢ y4eToM 0 3 2
cpeAcTB). YIpaBlieHHE PUCKAMU KauecTBa pa3paldaThIBaeMbIX . omnpoc, a
BO3PACTHOM IPYIIIBI MAI[UCHTOB. cutyaun
JIEKapCTBEHHBIX CpPENCTB. TexHoyornueckas ceGecTOMMOCTD P,
MIPOU3BOJICTBA JICKAPCTBEHHBIX CPEICTB. sananms
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®opm | Kommuecrso | Jlnt
Temaruka sekuuit . CamocrosiTeJbHast paGoTa bl 62108 epar
TemaTnka NPaKTHYECKHX 3aHATHI
CTY/AEHTOB KOHTP ypa
0JIst
Home
P Yac Yac Ya
HeaeJa Copepxanue o Copepixanue o Copepixanue cnt min max
"
3 TecToBsI
€
Bpi60op ONTHMANBHBIX BCIOMOTATEIbHBIX BEIIECTB ajanui, ;a
CTHBIN a
10. JUId  JIGKAapCTBEHHOI'O0  Ipernapara ¢  y4ETOM znpoc 0 3 4a
BO3PACTHOH TPYIIIBI TAIIHEHTOB. CmyaL’m
OHHBIC
3aJaHus
Br100p onTUManbHON yakoBKHU IS JIEKAPCTBEHHOTO 3 Tecrosst
Ipernapara ¢ y4eToM BO3PAaCTHOM I'PYIIIBI HAI[HEHTOB. N
3aJaHusl, la
11 YCTHBIH 0 3 3a
: ormpoc, 4a
CuTyauu
OHHBIC
3aJaHus
CrarucTuueckas obpaboTtka MOJTyYE€HHBIX 3 Tecrosst
pe3yIbTaToOB WCCIICIOBAHUH, HCITBITAaHUIA u ¢ |
o 3a/jaHusl, a
1 9KCIIEPUMEHTOB 110 (hapMalleBTHYECKON pa3padoTke. yernii o s 3a
' ompoc, 4a
CuTyaunu
OHHBIC
3aJIaHus
Banupanust MeTonK HCClIeOBaHUN, UCTIBITAHUN M 3 Tecrosbt
9KCIIEPUMEHTOB 10 (hapMalEeBTUUECKOH pa3paboTke, N .
3aJ1aHusd, a
MOATOTOBKA OTYeTa IO Bamupanuu. PaspabGoTka yoTHEH 3a
13. Oymymux HOpM KadecTBa. Pa3paboTka IpPOEKTOB ompoc, 0 3 4a
HOPDMAaTHBHOM IOKyMEHTAallUd Ha JIeKapCTBEHHbIE cutyanu
CpeJICTBa. OHHbIE
3aaHus
Bamnanust 00BEKTOB " MIPOLECCOB, 3 Tecrossr
IIpeyCMOTPEHHBIX IIPOTOKOJIOM BaJIUALHU ¢ .
3aaHus, a
1 (KkBayM(UKAIMK) TpH pa3pabOTKe JEeKapCTBEHHBIX yerHbii 0 s 3a
. MpernapaToB orpoc, 4a
CUTyanu
OHHBIC
3aaHus
Peructpannonnoe JIOChE. IToaroroBka 3 Tecrosb!
PETHCTPAlMOHHOTO Joche. Pa3paboTka JTOKyMEHTOB N )
3a/1aHus, a
5 TUISt XUMHYECKUX, (hapManeBTHIECKIX u S o . 3a
' OHOTOrHIecKuX pa3/eloB PErUCTPALOHHOTO J0ChEe onpoc, 4a
U HOPMATHBHOH JOKYMEHTAIlMM Ha JIEKapCTBEHHbIE cuTyamm
CPEJICTBA, IPOBEJEHUE UX DKCIIEPTU3EI JOKYMEHTOB. OHHBIC
3alaHus

26




Paspaborka TPOEKTOB TEXHOJOTHYECKOH 3 Tecronbt
JIOKYMEHTalldM  Ha  JICKapPCTBEHHbIE  CPEJCTBa, :ammm
BKJIIOYass ~ HEOOXOIUMYI0  JOKYMEHTALHMIO IS yermbii I
16, PETHCTPALIMOHHOIO 10Che. BeneHue nokyMmeHTanuu ompoc, 3 4a
mo (apmaneBTHIECKOH pa3paborke. Paszpabotka u CHTyalH
aHaIm3 TEXHOJIOTHIECKOH u OTYETHYIO OHHBIC
%1 3a/1aHust
JIOKYMEHTALMH 110 (hapMaLeBTHUECKOH pa3padoTke (B he
npejienax J0JLDKHOCTHBIX 0053aHHOCTEH).
CpezictBa  M3MEPEHHs,  TEXHOJNOTHYECKOE W 3 Tecrosbt
HCIIBITATENIbHOE 000pYI0BaHHE, IPUMEHSIEMBIC IIPU :anaHm
(apmaineBTHYECKOI pa3paboTke (B  OTHOIICHHH o la
. YCTHBIH 3 4a
: pa3pabaThIBaeMBIX JIEKapCTBEHHBIX CPEJICTB). ompoc,
CHTyalH
OHHBIC
3a/1aHus
VYnpasienne puckamu KadecTBa pa3padaTbiBaeMbIX 3 Tecrost
JIEKapPCTBEHHBIX CpEJCTB. TexHonornyeckas :anaHm
,
18 ce0ecTonMOCTh  TIPOM3BOACTBA  JIEKAPCTBEHHBIX yoTHBIH . .
: CPEACTB. onpoc, a
CHTyalHl
OHHBIC
3aJaHus.
HUTOTO 18 54 36 50
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5.1. Pacnpenenenue TpyJAOEMKOCTH IUCIMIUIMHBI U BHJAOB y4eOHOU palOOThI

CCMECTpaM:

I10

Bup yueOHoit paboTbl

Bcero yacos/
3aYeTHBIX
(1070307011

9 cemecTp

AynuTopHbIe 3aHATHS (BCEro),

B TOM YHCJIC:

72

Jlexumnm (JI)

18

[Ipaktrueckue 3anarus (JI3),

54

CamocrositesbHas padora cryaenra (CPC):

72

144

Bcero:
4 3.E.
N +
Buj IpoMe;KyTOUHOi 3aver
aTTecTalun wac

5.2. Pa3nensl AUCIMILTUHBL, BUABI yUeOHOU pabOTHI M POPMBI TEKYIIETO KOHTPOJIS:

Bujabl yueOHOI 1eATeILHOCTH,
Ne Ne BKJII0YAsl CAMOCTOSITEJIbHYIO
n/ | ceme HaumeHoBaHue pa3jena JUCHUILIHHBI padoTy cTy1eHTOB (B Yacax) OuneHo4HbIe cpeACTBa
" crpa J Hl_’raK CPC | Bcero
1. 2 HopmaruBHbIe M peryssTopHble OCHOBBI pa3paboTKH M 2 6 18 20 TecToBbIe 3a1aHUs1, YCTHBIN OIpOC,
PErucTpanyu JCKapCTBCHHBIX NPEMapaToB. CUTYallMOHHBIE / pacYeTHbIE 3a/1a41
2 2 DapwanesTeckas paspadoTKa. 8 33 18 53 TecToBbIe 3a1aHust, yCTHBII OIIPOC,
CHUTYallIOHHbIE / pacyeTHBIE 3a/Ja4H,
3. Banuganuss MeTOIHMK Hccne;{osaHuvﬁ, WCMBITAHUH U 4 6 18 10 TecToBbIE 3aJlaHusd, yCTHbIl‘/'I omnpoc,
9KCIIEPUMEHTOB 110 (hapMaLeBTHYECKOi pa3paboTke CUTYaIlOHHBIC / paCUCTHBIC 33/1a4H,
4. retapememine.apoorie  wemous - seotounsyo | 4 | 9 | 18 | 25 | Tectoswesammus yemmi onpoc,
JAOKYMEHTALMIO JJISI PETUCTPALIMOHHOT'O 10ChE. CI/ITyaIlI/IOHHI)IC / paC'—IeTHbIC 3ajain
nToro: 18 54 | 72 | 144
5.3. Pactipenenenue Nekium no ceMecTpam:
Ne Oo0bem B
n/ HaunMeHoBaHHE TeM JIEKIHA AY
n 2 cemecTp
PazpaboTka 1 peructpanys JIeKapcTBEHHBIX MpenapaToB. HopMaTHBHBIE OCHOBBI pa3pabOTKU U PETHUCTPAIUH JIEKAPCTBEHHBIX
1 MpenaparoB. AHaJIN3 PEryJSITOPHOM, HAYYHON U HAYYHO-TEXHUYECKOH HH(pOpMaIMY I peeHus mpoQeccuoHaIbHbIX 33134 2
" | mo dapmaneBTHUECKOI pa3paboTKe N pernCcTpaliy JEKapCTBEHHBIX IpenapaToB. Pa3paboTka u perucrpanys JIeKapCTBEHHBIX
npenapatoB B cucteme GxP.
IIpoBeneHne paboT IO HCCIIENOBAHHSAM JICKAPCTBEHHBIX cpencTB. IIpoBenenme paboT mo (apManeBTHYECKOH pa3paboTke.
IlpuHIMOel  pa3pabOTKM ¥ IIOCTAaHOBKM Ha IPOM3BOJCTBO HOBBIX JIEKAPCTBEHHBIX CpeAcTB  ((apmaxosornueckue,
2. (hapManeBTHUECKHE ACTIEKTHI U TEXHOJIOTHYECKUE ACTIEKThI) M KOHTPOJISI BHECEHHS M3MEHEHHUH B POU3BOJUMBIE JIEKAPCTBEHHbIC 2
cpencrBa. Dramsl (papMalieBTHIECKOH pa3paboTku. TpeOoBaHms k o0beMy (hapManeBTHYECKOH pa3pabOTKU IO OTAENBHBIM
TpyHIIaM JIKApCTBEHHBIX CPEACTB M JICKAPCTBEHHBIX (POPM.
PazpaboTka mpouenyp mno mnpoBeneHuro (apmaneBTHYeCKON pa3paboTku. Pa3paboTka IUIaHOB M HpPOrpaMM IMPOBEICHUS
3 OTHENBHBIX  3JIEMEHTOB  (hapMaleBTHYECKOH pa3paboTKu. MeTonpl IUIaHHPOBAHWS —HCCICAOBAaHMIl, HCIBITAHHH U 2
" | OKCHEepHUMEHTAJbHBIX pPabOT, NPUMEHSEMBIX MpH (apMaleBTHIECKOH pa3paboTke (B OTHOIICHWH pa3pabaThIBaeMBIX
JICKAPCTBEHHBIX CPEJICTB).
VcenenoBanus 10 MPOSKTHPOBAHMIO COCTABA JICKAPCTBEHHOTO IpenapaTa [IpuMeHeHne MeTo1oB GpapMakoIoruy, Onodapmauu
M KIMHUYECKOH (hapMakosoruu B pa3paboTke jekapcTB VICTBITaHMS JIEKApCTBEHHBIX CPEACTB (KaHIUIATOB B JICKAPCTBEHHBIE
4. | cpencrsa).llpoBenieHne HCCNEOBAaHUI, HCIBITAHUH M AKCIIEPUMEHTAIBHBIX Pab0T 1O (apMaleBTUUECKOH pa3paboOTKe B 2
COOTBETCTBHM C YTBEp)KACHHBIMHM IUTaHaMH. IIpoBeieHWe HAOMIONCHWH M W3MEpPEHHH, COCTaBICHHE WX OIUCAHUH U
(opmyspoBKa BBIBOIOB.
5 BriOop onTHManbHOW ONTUMAIBHOTO TEXHOJOTHYECKOTO IPOIIECcca, JIEKapPCTBEHHOH (OPMBI, BCIIOMOTATENBHBIX BEIIECTB U 2
ONTHMAIBLHOU YIIAKOBKH JUISl JIEKAPCTBEHHOT'O IpenapaTa ¢ y4eToM BO3PaCTHON IPYIIIBI HAIICHTOB.
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Ne Oo0bem B
n/ HauMeHoBaHHE TeM JIeKIHIA AY
n 2 cemecTp

6 Craructuueckast 06pab0TKa IOJyUeHHBIX Pe3yIbTaTOB HCCIESIOBAHUI, UCIBITAHUHA U DKCIIEPHMEHTOB IO (papManeBTHUECKOI 2

" | paspabortke.
Banunamus METOIUK HCCIIEOBAaHMUMN, UCTIBITAHUI M IKCIIEPUMEHTOB 110 (papMaleBTUYECKOI pa3paboTKe, MOArOTOBKA OTYETa 10
7. | Bammpmanuu. PaspaboTka Oymymmx HOpM KadecTBa. Pa3paboTka NMpPOEKTOB HOPMATHBHOI JOKYMEHTAIlMH Ha JIEKApCTBCHHEIE 2
CpeJcTBa.
Peructparnuonnoe gocke. [loarotoBka perucTpalioHHOro A0che. Pa3paboTka JOKYMEHTOB AJIsS XUMUYECKHUX, (papMalleBTHUECKUX
1 OHOJIOTHYECKUX Pa3AeNIOB PETUCTPALIOHHOTO JOChEe M HOPMAaTHBHOM IOKyMEHTAIlUH Ha JISKAPCTBEHHBIE CPE/ICTBA, IPOBEICHIE
8 UX SKCHEPTU3bl TOKYMEHTOB. Pa3paboTka IMPOEKTOB TEXHOJIOIMYECKON JOKYMEHTALlMH HA JICKAPCTBEHHBIC CPECTBA, BKIIOYAs 2
" | HeobOXomuMyI0 NOKyMEHTALMIO Il PEerdCTPAallMOHHOIO Joche. BeneHue NokyMmeHTaluy o (hapMaleBTHUECKOH paspaboTke.
Pa3paboTka M aHamM3 TEXHOJIOTMYECKOH M OTYETHYIO JOKYMEHTanuH II0 (hapManeBTHUECKOH pa3paboTke (B mpesenax
JIOJDKHOCTHBIX 00sI3aHHOCTE).
CpejcTBa H3MEPEHUs, TEXHOJIOTHYECKOE U UCHBITATENIbHOE 000pyI0BaHKe, IIPUMEHIEMbIC IIPH (papMalieBTHYECKOI pa3paboTke

9. (B OTHOIICHUH pa3pabaThIBaeMbIX JICKAPCTBEHHBIX CPE/ICTB). YIIpaBIeHNE PHCKAMH Ka4ecTBa pa3padaThIBAEMbIX JICKAPCTBEHHBIX 2

cpenctB. TexHosornyeckas ce06eCTOMMOCTh IPOU3BO/ICTBA JICKAPCTBEHHBIX CPE/ICTB.

HUTOI o 18

5.4. Pacnipenenenue npakTUKyMoB 1o cemectpam/{O:
5.4. PacnipenienieHre MPAaKTUYECKUX 3aHATHIA:
No Oobem B

I /;[ HauMeHoBaHMe TeM NPAKTHYECKUX 3aHATHI AY

2cemecTp
Pa3zpaboTka 1 peructpanys JeKapcTBEHHBIX penapaToB. HopMaTHBHBIE OCHOBBI pa3pabOTKH U PETHCTPALNY JIEKapCTBEHHBIX
1 IpenapaToB. AHAJIM3 PETyIITOPHON, HAyYHO! M HayYHO-TeXHUYECKOH HH(OPMALINH JUTS pelIeHns TPOo(ecCHOHANBHEIX 3a1a4 3
' 1o (papmareBTH4ECKOI pa3paboTKe U pEruCcTpaluu JIEKApCTBEHHBIX NpenaparoB. Pa3paboTka 1 peructpanus J1eKapCcTBEHHBIX
npernaparoB B cucteme GxP.

2. TIpoBeneHue paboOT MO MCCIEAOBAHUSM JICKAPCTBEHHBIX CPeACTB. IIpoBenieHne paboT mo (hapMaleBTHUECKOM pa3paboTke. 3
IIpuHiunsl pa3paboOTKM W IMOCTAaHOBKM Ha IPOM3BOJCTBO HOBBIX JIEKAPCTBEHHBIX CPEICTB ((hapMaKoJIOrnuecKue,
(apManeBTHYECKHE aCNeKThl W TEXHOJOTHMYECKHe acIeKTh) M KOHTPOJS BHECCHHS HM3MEHEHHH B IIPOM3BOIMMEIS
JIeKapCTBEHHBIE CPEACTBA. JTalbl (hapManeBTHIEeCKoi pazpaboTku. TpeboBanus kK 00beMy (apMalleBTHIECKON pa3padoTKU
10 OT/IC/IbHBIM IPYIIIAM JIEKAPCTBEHHBIX CPEACTB U JICKAPCTBEHHBIX (POPM.

3. Pa3paboTka mpouexyp Mo NpoBeAeHHI0 (hapMaleBTHUECKOH pa3paboTku. Pa3paboTka IUIaHOB M MPOrpamMM IPOBEICHUS 3
OTIEJbHBIX 3JEMEHTOB (hapMalleBTUYECKOH pa3paboTKH. MeToabl IUIAHMPOBAHUS MCCIIEAOBAHUN, WCIBITAHUH U
IKCMIEPUMEHTANIBHBIX PabOT, MPUMEHSAEMBbIX OpH (apMaleBTHYECKOH pa3paboTke (B OTHOIICHHH pa3pabaThIBaeMBIX
JIEKapCTBEHHBIX CPEJICTB).

4. VccnenoBanuss 1O HPOEKTUPOBAHHIO COCTABa JICKApCTBEHHOrO Ipenapara I[IpuMeHeHHe METOAOB (hapMaKOJIOrHH, 3
6uodapManiy 1 KIHHAYECKOH (hapMaKkoIoruu B pa3pabotke jgexapcts VicnbITaHus JeKapCTBEHHBIX CPEACTB (KAaHIUAATOB B
JICKAPCTBCHHBIE CPEJICTBA).

5. Buodapmanus. M3ydyeHne OMOIO0CTYITHOCTH BEIIECTB HA PA3IMYHBIX MOAECIAX invitro 3

6. buodapmars. M3ydeHne OHOIOCTYITHOCTH BEIIECTB Ha Pa3iIMYHBIX MOJISIIIX invivo 3

7. IIpoBeneHue ucciaeOBaHUM, HCIIBITAHUN U SKCIIEPUMEHTAIBHBIX Pa0oT 1Mo (hapMaleBTUUECKOH pa3paboTKe B COOTBETCTBUU 3
C yTBEep)KICHHBIMH IUTaHamu. [IpoBeneHne HaOMIOJACHHI M W3MEPEHHM, COCTABICHHE WX OMHMCAHHNA WU (HOPMYIHPOBKA
BEIBOJIOB.

8. Bpi6op onTuMansHOM JIeKapCTBEHHON GOPMBLILIS JIEKAPCTBEHHOTO MpenapaTa ¢ y4eTOM BO3PACTHOU IPYIIITBI MAIMEHTOB. 3

9. Br160p ONTHMANBEHOIO TEXHOJOTHYECKOTO IIpOLEeccalyis JISKAPCTBEHHOTO IIpenapara ¢ Y4eTOM BO3PACTHOH TIpyIIIBI 3
TIAIUECHTOB.

10. BbI0Op ONTHMANbHBIX BCIHOMOTAaTeNbHBIX BEHIECTB JUIS JICKApCTBEHHOTO Iperapara C YYeTOM BO3PACTHOH TIPYIIIBI 3
TIAIIUECHTOB.

11. Be160p onTHMaIbHON YHAaKOBKH ISl JIEKaPCTBEHHOTO Iperapara ¢ y4eTOM BO3PacTHON IPYIIbI MALMEHTOB. 3

12. Craructuueckas 00paboTKa HOIyYEHHbIX PE3yJIbTaTOB UCCIIEIOBAHNH, UCTIBITAHUI 1 SKCIIEPUMEHTOB M0 (hapMalleBTUUECKOM 3
pa3paboTKe.

13. Banupaiiist METOMK HCCIICAOBAHMUIA, HCIIBITAHUI H DKCIIEPUMEHTOB MO (hapMaleBTHUECKO# pa3paboTKe, MOAr0TOBKA OTYETa 3
no Bamuianuu. Paspabotka Oyaylmimx HOpM KadecTBa. Pa3paboTka NPOEKTOB HOPMATHMBHOH JOKyMEHTAILlMH Ha
JIEKapCTBEHHBIE CPE/ICTBA.

14. Banunanust 0o0bEKTOB M MPOIECCOB, MPEAYCMOTPEHHBIX IPOTOKOJIIOM Banumanuu (KBanudukanuu) mnpu paspaboTke 3
JIEKapCTBEHHBIX TIPEIapaToB

15. Perucrpanonnoe  nocke. IloAroToBKa perHCTPAlMOHHOTO J0Che. Pa3pa0oTka JOKYMEHTOB JUIi XUMHUYECKUX, 3
(bapMaleBTUYECKUX M OHOJIOTHYECKHX Pa3[ENOB PETHCTPAIIOHHOTO JOCheé M HOPMATHBHOW [OKyMEHTAal[MM Ha
JICKapCTBEHHBIE CPEJICTBA, MPOBEJICHHE HX SKCIIEPTU3BI JOKYMEHTOB.

16. Pa3paboTka NPOEKTOB TEXHOJIOTHYECKO [OKyMEHTAl[MH Ha JICKapCTBEHHbIC CPEJICTBA, BKIIOYAs HEOOXOIUMYIO 3
JOKYMEHTAIHIO [UIs PErHCTPALOHHOTO 0Cke. Benenue noKkyMeHTanuu no papmaneBTHieckoi paspaborke. Pazpabotka u
aHaJM3 TEXHOJOTHYECKOH M OTYETHYIO JOKYMEHTAIMH IO (apMaleBTHYECKOHW pa3paboTke (B Hpeneiax JODKHOCTHBIX
00513aHHOCTEH).

17. CpencrBa U3MEpEHHs, TEXHOJOTMYECKOE M HCIBITATENIbHOE O0OpYIOBaHHE, IMpUMEHseMble NpU (hapMaleBTUUECKON 3
pa3paboTKe (B OTHOIICHHHU pa3padaThIBAEMbIX JIEKAPCTBEHHBIX CPEJICTB).

18. VYmpaBneHue pucKaMH KadecTBa pa3pabaTblBaéMBIX JIEKApPCTBEHHBIX CPEACTB. TexHoJormueckas ceOecTOMMOCTh 3
IPOM3BOJICTBA JICKAPCTBEHHBIX CPEICTB.

HUTOI'O 54
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5.5 Pacmpenenenue camoctosaTenbHo padotbl crygaeHta (CPC) mo Buaam u
ceMeCTpaM:

1‘5:1 HaumenoBanne Buga CPC* S m e
Cemectp 2
1 IpaBuna GxP, mpaBuia oOpamieHus JIEKapCTBEHHBIX CPEACTB B paMKax EBPasHilcKOro 3KOHOMHYECKOTO COH3a, 12
) HOpPMAaTHBHBIC IPABOBbIC aKThI U CTAHAAPTHI, PErIaMEHTHPYIOLINE pa3paboTKy JICKapCTBEHHBIX NPEHapaToB
2. MexayHapoaHble pyKOBOACTBA MO (hapMaleBTHYECKOit pa3paboTke 12
HccnenoBanust 10 HPOESKTUPOBAHMIO COCTaBa JICKAPCTBEHHOro Ipenapara IIpuMeHeHHe MeTONOB (hapMaKOJIOTHH,
3. 6rodapManiy ¥ KIMHUYECKO! (hapMaKoJIorHu B pa3paboTke JiekapcTB CnbITaHus IeKapCTBEHHbBIX CPECTB (KaHIUAATOB 12
B JICKAPCTBEHHbIC CPE/CTBA).
4 PerucrpammonHoe pocke. IloproroBka perucrpaioHHOro jocke. COBpPEMEHHBIE TEXHOJIOTUH (OPMHUPOBAHUS 12
PErHCTPALMOHHOTO JI0ChE.
5 CpencTBa M3MEpeHHsl, TEXHOJIOIHYECKOE M HCIBITATENIbHOE 000pYyJOBaHHE, MPUMEHSEMbIC NPH (papMarieBTHIECKOi 12
) pa3paboTKe (B OTHOIICHUH Pa3padaThIBAEMbIX JICKAPCTBEHHBIX CPEICTR).
6. VrpasieHue puckaMu KadecTBa pa3pabaThIBaEMBbIX JIEKapPCTBEHHBIX CPEICTB. 12
Hroro 72

6. O0pa3oBaTejibHbIe TEXHOJIOTHHI

[Ipenycmotpensl, B coorBeTcTBUM ¢ PI'OC 1 10KAIBHBIMA HOPMATUBHBIMU
aktamu COI'Y, mpoBeieHre y4eOHbIX 3aHATUN CIEAYIOIINX BUIOB:

v qiekumu  (3aHATHS ~ JIEKIMOHHOTO  THMA)  —  [PeayCMaTpUBAIOIINe
IPEUMYIIECTBEHHYIO Iiepefady yduyeOHOM HuHGpOopManuu IpernojaBaTesieM
Oo0OyyaroluMcsi, B TOM YHUCJIE C MCIOJb30BAaHHUEM MYJIBTUMEIUIHBIX CPEICTB
nepenauu nHGOpMalny;

v IpaKTHYEeCKUE 3aHATHSA, BKIIOYAIOIIHE B CBOE COJACPXKAHHE OCBOCHHE
HEOOXOJMMBIX HaBBIKOB, YMEHHH M KOMIETEHIM, B BHUAE NPAKTHUYECKUX
3aJlaHuid, B TOM YHCJE C MCHOJb30BAaHUEM HHTEPAKTUBHBIX (OpM OOydeHMS,
IPYNIOBBIX JHCKYCCHM, JEJIOBBIX M POJIEBBIX WIP, TPEHHWHIOB, AaHAJIU30B
CUTyallui W HMMHUTALMOHHBIX MOJICJIEH, KEMC-METOJIOB, METOJIOB T'PYIIIOBOTO
BBIIIOJIHEHHUS 3aHATUH, U T.1.;

v’ TIpeIyCMOTPEHbI WHIWBHAYaJIbHBIC W TPYIIOBbIE KOHCYJIBTAI[MH, OTPaOOTKH
NPONMYUIEHHBIX 3aHATUA W JApyrue (opmMbl BHeEayJUTOPHOM pabOThl B
COOTBETCTBHH C JIOKaJTbHBIMU HOPMATUBHBIMHU aKTaMH YHUBEPCUTETA, IUIAaHAMU U
rpadukamu padboTel Kadeapsl;

v’ caMocTosTeNbHAS paboTa OOyYaroMXCs, B TOM YHCIIE C HCIOJIb30BAHUEM
BO3MOXKHOCTEH nopTana JUCTaHIIMOHHOTO O0YUYEHHUS.

[Ipn peanuzanuy OWCHUIUIMHBI, B KayeCTBE IUIOMIAJKH METOAUYECKOrO
o0ecrnedeHus UCTIONIb3YETCs YHUBEPCUTETCKUM MOPTaJl JUCTAHIIMOHHOTO O0yUYeHus,

pacnojaratomuiics B cetn «MuTepHeT» 1o aapecy: http://Ims.nosu.ru/ .

OO6yuaroiuecss UMEIOT BO3MOXKHOCTh OCBOCHMSI MPAKTUYECKUX HABBIKOB,
YMEHUN U KOMIIETEHIIMM B paMKax ydacThs B CTYJIEHUYECKOM HAay4YHOM OOIIECTBE
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Kageapbl U BBINOJHEHUS  Y4eOHO-UCCIENOBATENbCKMX W HAy4yHO-

HCCIIEIOBATENLCKUX pa0dO0T B HAYUHBIX KPYKKaX.

B cootBerctBun ¢ ®I'OC BO no cnenuansHoctu 33.05.01 dapmanus
OLIEHKAa KadecTBa OCBOCHUSA OOYYAIOIIMMHCS UCHUIUIMHBI BKJIIOYACT TEKYLIU
KOHTPOJIb YCIIEBAEMOCTH, OalbHO-PEUTUHTOBYI0 CHCTEMY, MPOMEXKYTOUHYIO U
UTOTOBYIO FOCYJapCTBEHHYIO aTTECTAIIMIO.

B xonme peanuzanuu AUCIHUIUIMHBI UCIOJIB3YETCS COBPEMEHHBIE METOJIbI
oOy4eHus, IPEICTaBIISAIONINE cobo CUCTEMY MOCJIeIOBATEIbHBIX,
B3aMMOCBSI3aHHBIX  JICWCTBHM, OOECIEUMBAIOIIMX YCBOCHHUE  COJEP KAHUS
o0pa3oBaHMsI, pa3BUTHE CIIOCOOHOCTEH CTYJEHTOB, OBJAJCHHE MMM CPEACTBAMHU
camMmo0o0pa3oBaHus W CaMOOOyYeHHS; OOECIeYMBAIOT IEeJIb OOYy4YeHHs, CIO0CO0
YCBOEGHUS U XapaKTep B3aUMOICHCTBUS MTPENOIaBaTelis U CTYICHTa; HAPaBJICHbI Ha
npuoOpeTeHue 3HaHuM, (OPMUPOBAHHME YMEHHI, HABBIKOB, UX 3aKpPEIJICHHE U
KOHTpousb. Cpeau HUX:

v MOHOJIOTHYECKHUI(M3I0KEHNE TEOPETHUECKOTO MaTeprasia B opMe MOHOJIOTa;

v' TlokazarenbHbIi(M3I0)KEHNE MaTeprala ¢ IpueMaMH [T0Ka3a);

v’ JInanornyeckuii(M3IoxeHne Mmarepuana B (GopMme Oecemsl ¢ BOIPOCAMH U
OTBETaMH);

v’ DBpPHCTHYECKHH (JaCTHYHO TTOUCKOBBIN)(IIOJ] PYKOBOJCTBOM MPETIOIaBaTeIst
CTYIACHTBl pPacCyXJalT, pPEIIaloT BO3HHUKAIOLIUE BOMPOCHI, AHAIU3UPYIOT,
00001Ial0T, 1eNat0T BHIBOABI M PEIIAIOT MIOCTABJICHHYIO 33/1auy);

v' TIpobiemMHOe H3I0KeHHE(IPENOIaBaTelb CTaBUT MpOOJIEeMy W PacKpbIBaeT
JIOKA3aTeJIbHO MYTH €€ PEICHHUS );

v HccnenoBareibCKHii(CTYICHTB CAMOCTOSATEIBHO JTOOBIBAIOT 3HAHKS B MPOIIECCE
paspenieHus NpooIeMbl, CPABHUBAs Pa3IMYHbIC BAPUAHTHI €€ PELICHUs);

v" TIporpaMMHpOBaHHBIN(OpPraHU3aIns ayAITOPHON M CaMOCTOSTEIBHONU pabOThI
CTYICHTOB OCYILECTBISIETCS B WHIUBUAYaJbHOM TEMIIE M TIOJ KOHTpPOJIEM
CHELMANIbHBIX TEXHUYECKUX CPEJICTB);

v/ Pa3bop cuTyanmii ¥ NPakTHYECKMX 3aaad (CTYICHTHI, IMOJ PYKOBOJICTBOM
npenojaBaresns, pa3OoUpaOT CUTyallud W3 TPAKTUYECKON JE€ATEeIbHOCTH,
npeasiarasi COOCTBEHHbIE PEILICHHUS );

HaumeHnoBanue
HWHTepakTHBHBIE
Ne pasaena Bup 3anstus Oobem AKTHBHBIE ()OPMBI dopMe1
JUCHUILIMHBI p
Jlexun 100% [pesenTanuu
Hopmarusitre n [IpaxTrueckue [paxTrueckue Juckyccuun [IpakTHKOoOpHEHTHPOBA
PETYIATOPHBIC OCHOBBI o o
1 pa3paBOTKH H perviCTpAIH 3aHATHA 3aHATHH Pa36op curyauuii u HHBbIE 3a7aHus
JIEKapCTBEHHBIX MPENapaToB. NPaKTUYCCKUX 3a1a4d CMTyauHOHHbIe 3a1a4uu
[TpobseMHOE M3J10KEHUE
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HaumeHnoBaHue
HWHTepakTHBHBbIE
Ne pasneia Buna 3anstus O0Bbem AKTHBHBIE GOPMBI T
JUCHUIIMHBI P
Jlexun 100% IIpe3enTanuu
IIpakTuueckue IIpakTuueckue Juckyccuu [IpakTHKOOpPHEHTHPOBA
2 PapuaiesTiiecias HATUS HATUN Pazbop cu Wi U HHBI HUS
. paspaGoTKa. 3al 3al a300p cuTyai e 3az1a
MPaKTHIECKHX 33124 CuTyanyoHHBIE 331291
TIpo6ieMHOE U3I0KEHHE
Jlexumu 100% Ipe3enTanuu
Bamupnanus meroank
HCCIeTOBAHH, HCTBITARHIT [IpakTuueckue [IpakTuueckue Juckyccuun [IpakTukoopueHTHPOBA
3. H OKCIIEDUMEHTOB 110 3aHATUSA 3aHATUN Paz6op curyanuii u HHBIE 3aJJaHus
d’apM%”eBT”q“KO“ MIPaKTUYECKUX 3a1ad CutyalnoHHbIE 331241
a3pad0TKe
pasp [TpoGieMHOE H3IIOKEHHE
Paspaborka BT Jlexnun 100% IIpe3enTanuu
TEXHOJIOTHYECCKOU
I ——— IIpakTuueckue HpaKTI/E‘IeCKI/Ie Huckyccuu ) TIpaKTHKOOPHEHTHPOBA
4. JIeKapCTBEHHBIE CPECTBA, 3aHATHA 3aHATHN Pazbop curyauuit n HHBIC 3aJ]aHUs
BKIIIOYAs HEOOXOAUMYIO OPAKTUYECCKUX 3a1a4 CuryanroHHbIE 33/1a4H1
PRI EED A TIpoGeMHOE H3TI0KEHUE
PETUCTPALMOHHOIO J10CHE.
HpI/I pealin3alii AUCHUINIMHBI, B Kad4CCTBC IINIOIMIAAKH MCTOAUYICCKOI'O

o0ecrnieuyeHus o BCeM AUCLUIIMHAM U [TPaKTUKaM, OCBauBaEMbIM 00yUYarOIIUMUCH,
ucnonep3yrores 3neMenTel DMMOC COI'Y, B TOM 4uClie YHUBEPCUTETCKAN NOPTAII
JUCTAaHIMOHHOTO O0y4YeHus, pacrnojararomuiics B cetu «MHTepHeT» Mo agpecy:
http://Ims.nosu.ru/.

IIpumeuyanue

— OrtnenpHble BHUJIBI y4eOHOM pabOThl MOTYT TPOBOJUTHCS IUCTAHIIMOHHO Ha
OCHOBAHUU JIOKAJIbHBIX HOPMATHUBHBIX aKTOB.

— B memsx peanuzanuy MHIMBHAYAJIbHOTO MOAXOJa K OOYYEHHUIO CTYACHTOB,
OCYILECTBIISIONMIUX YY€OHBIA MPOIECC MO UHAUBUIYATbHON TPACKTOPUU B paMKax
WHJMBUAYAJIBHOTO paboyero IiaHa, W3YYEeHHE JAaHHOW JUCIUIUIMHBI MOXET
OCYIIECTBIISITECS YEpPE3 UHAUBUAYAIbHBIE KOHCYJbTAIIMUA MPEMOAABATENSI OYHO, B
Yyachl KOHCYJIBTAIIMH, 10 3JIEKTPOHHOM TMOUTe, a TakkKe ¢ ucrnonb3oBanuem Webex,

wiaThopMbl TUCTAaHIMOHHOTO 0o0yueHust Moodle, muuHbIi KaOMHET CTyaeHTa Ha
caiite COI'Y, npyrux snementoB JUOC COTI'Y.

7. YueOHO-MeTOAM4YeCKOe 00ecredeHrne CAaMOCTOSTeIbHO padoThl

[Ipun peanuszanuu odOpaszoBarenbHOM mporpammbel COI'Y mo cneuuanbHOCTH
«®apmanug», B 4acTHM JUCUUIUIMHBI, B KA4eCTBE IUIOIMIAJIKM METOAUYECKOTO
oOecrieyeHus Mo BCEM JIMCLUIIIMHAM U TPaKTUKaM, OCBaMBAEMbIM O0yYarOIIMMHUCH,

HCIIOJIB3YCTCA YHI/IBCPCI/ITGTCKI/Iﬁ noprali AUCTAHIITMOHHOT' O O6yquI/I$I,
pacnosaratonuiics B cetu «MHTEpHET 10 anpecy: http://Ims.nosu.ru/
Cnoco6 opranuzanum /
Obbem B JAOCTYH K
b HaumenoBanne Buga CPC* — METO/IHECKHM
n/n MaTepuajiam
Cemectp
9
TlpaBuna GxP, mpaBuma oOpamieHHs JIEKapCTBEHHBIX CPEACTB B paMmkax EBpasmiickoro
1. 5KOHOMHMYECKOTO COI033, HOPMATUBHBIE TMPABOBBIE AKTHI M CTAHAAPTHI, PETNAMEHTUPYIOIIHE 6 http://Ims.nosu.ru/
pa3paboTKy JIEKAPCTBEHHBIX NPEMapaToB
2 MesxyHapo/IHbIe PYKOBO/ICTBA 110 (papManieBTHYECKO pa3paboTke 6 http://Ims.nosu.ru/
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Crnocod opranuzanum /
Obbem B JAOCTYH K
e HaumenoBanne Buga CPC* £l WA G L
n/n MaTepHajam
Cemectp
9
HccnenoBaHust o IPOSKTHPOBAHUIO COCTaBa JIEKAPCTBEHHOTO Ipenapara [IpuMeHeHne MeTo0B
3. (dapmakonorun, OuodapManuy W KIMHUYECKOH (hapMakoJIoruu B pa3palbOTKe JIeKapCTB 6 http://Ims.nosu.ru/
VcnipiTaHust JIGKAPCTBEHHBIX CPEACTB (KaHIMIATOB B JIEKAPCTBEHHBIC CPEJICTBA).
4 Peructpanuonnoe nocwe. IloaroroBka perucrpanoHHOT0 nocke. COBPEMEHHBIE TEXHOJIOTHH 6 htto://Ims.nosu.ru/
(OpMHPOBaHUS PETHUCTPALIMOHHOTO JOCKE. NUP:/7IMS.NOSU.Iu/
5 CpezcTBa U3MEpeHUsl, TEXHOJIOTHYECKOE U HCIBITATEIbHOe 000pYA0BaHUE, IPUMEHSIEMBbIE MPH 6 htto://Ims.nosu.ru/
) (apManeBTHUECKO pa3paboTKe (B OTHOIICHUH pa3padaThIBAEMbIX JEKapCTBEHHBIX CPEJICTB). Ntp:/7AMS.NOSU.IU7
6. VYnpasrneHne pucKkaMu KadecTBa pa3pabdaThiBaeMbIX JICKAPCTBEHHBIX CPEACTB. 6 http:/Ims.nosu.ru/

8. OueHouyHble CpeACTBA [JIA KOHTPOJIS YCIIEBAeMOCTH M Pe3yJbTaTOB
OCBOEHUSI TUCIHUIIHHBI.

HopMmartuBHo-MeToanuecKoe o0ecrnieueHue TEKYILETO KOHTPOJIA
yCHEBAaEMOCTH U MPOMEXKYTOUHOM aTTeCTallM, 00yJaroUXCsl OCYIIECTBISETCS B
COOTBETCTBHUM C BHYTPEHHUMH JOKadbHbIMH akTamu COI'Y, B TOM umcie B
cootBeTcTBUH ¢ [Tonoxxenrem o BPC onennBanus 00y4aromuxcst 0O4HOM (pOpMBI 11O
oOpa3oBaTeNbHbIM  IpOrpaMMaM  BBICHIET0 00pa3oBaHUsl — Iporpammam
0akanapuata u cnenuanurera B ®I'bOY BO COI'Y (ot 05.03.2018 r., ip.Ne 47)

Metoauka GopMHPOBAHHKS Pe3yJIbTHPYIOIIE OleHKH.
B xoze Tekyiero KoHTpoJisa cTyaeHThl MOTyT HaOpaTh 0-100 6aiu1oB:
1 —s1 pyOesKHAsl aTTeCTAIMS -MaKCHMAJIbLHO 50 0a/1710B; U3 HUX:
Ot 0 10 25 6as10B (pyOeskHas aTTECTaIUsl) — TECTUPOBAHUE B LICHTPE TECTUPOBAHUS
COI'Y wunu yka3bpIBaeTcsl HMCHOJIb3yeMasl MPU HU3YYCHUM JAHHOW JHCIUILIUHBI
dbopma (mucbMeHHas paboTa, KOJUIOKBUYM, 3CCE U T.11.);
Ot 0 mo 25 GannoB (Tekyias OIleHKa) — aKTUBHAsI paboTa 3a TaHHBIA TIEPHO] Ha
CEMUHAPCKUX (MPAKTHUECKUX ) 3aHITHIX
2-51 pyOeKHasl aTTecTalus — MAKCHMAaJIbHO 50 0a/1J10B; U3 HUX:
Ot 0 510 25 GanioB (pyOexkHas aTTecTalus) — TECTUPOBAHUE;
Ot 0 10 25 GanioB (TeKyllas OllEHKa) — aKTUBHAsI padoTa 3a JaHHBIA NEPUO] Ha
Ja00PATOPHBIX U MPAKTUYECKUX 3aHATHUIX
[IpomMexyTOUHBI KOHTPOJIb:
st 3k3ameHa:
3a yCTHBIN OTBET Ha dK3aMeHe CTyAeHT nosydaetr 0-50 6amios.
CTyneHTsI, MOyYHBIIINE B X0JI€ TEKYIIETO U pyOexHoro KoHTposs 56-100 6amion
aBTOMATHYECKU MOIYUYaIOT « IK3aMEHY.
PesynbpTupyromias oneHka ckiaasiBaeTcs mo coorsercryromieir BPC dopmyire.

BAJIVIBHASA CTPYKTYPA OHEHKH

1B cootsercreuu ¢ IMonoxenuem o BPC onenuBanns 00y4aromuxcs 04HON (GopMbI 10 06pa3oBaTeNbHBIM
IporpaMMaM BEICIIETO 00pa3oBaHMS — HporpaMMam OakanaBpuaTta u crerpanurera B ®I'BOY BO COI'Y (ot
05.03.2018 ., ip.Ne 47)
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Dopma konmpons Maxe. KOI"BO
0aJ1JI0B

Tekyuias oueHka crysenta B Teyenue 1-8 Hegesm cocrout u3: 25

* BeinosiHeHus 3aaHuil HAa IPAKTUYECKUX 3aHATHIX 10

* BelnosmHEeHNs JOMANTHUX 3aAaHAN 5

* CaMOCTOATENBHBIX PadoT 10

1-s1 py0Ge:kHasi MUCbMEHHAs1 KOHTPOJIbHAs padoTa 25

Teky1mas oueHka cTyaeHTa B TeueHue 10-15 Hepenn cocTouT us: 25

* BeinmosiHeHus 3aaHuil HAa IPAKTUYECKUX 3aHATHIX 10

* BelnosmHeHNs JOMaNTHUX 3aAaHAN 5

* CaMOCTOATEIBHBIX PadoT 10

2-51 py0ekHasi NHCbMEHHAsi KOHTPOJbHasi padoTa 25

Hroro 100

IIxaJjia NTOroBOM aKaJeMHYECKOM YCIIEBAEMOCTH CTYACHTOB 110 AUCHUILINHE

Cuctema onenok COI'Y

Cymma OamioB Haszpanue YucnoBoi 3KBUBAJIEHT
86 - 100 OTJINYHO 5

71-85 XOPOIIIO 4

56-70 YAOBJICTBOPUTEIHHO 3

AHanoOru4HO JJIA 3a4CTa.

Texkyuuii KOHTPOJIb — 3TO HENPEPHIBHO OCYIIECTBISIEMbI MOHUTOPUHT YPOBHS
YCBOEGHUS 3HaHUN U (HOPMHUPOBAHUS YMEHUN M HABBIKOB B TEUEHUE CEMECTPA WITU
yueOHoro roja. Texkymuil KOHTPOJb 3HAHWM, YMEHUW U HABBIKOB CTYJIEHTOB
OCYIIECTBIISIETCS. B XOJ€ Y4YeOHBIX (QyJUTOPHBIX) 3aHATUMA, MPOBOJUMBIX IIO
pacniucanuto. PopMaMu TEKYIIET0 KOHTPOJISI BBICTYNAIOT ONPOCHl HA 3AHAMUSAX, A
makoice Kopomkue (0o 15 mun.) 3a0anusi, BBITIOJHSAEMbIC CTYJICHTAMH B Hauale
JICKIIMH C TIEJTBIO TIPOBEPKH HAIMYHS 3HAHUH, HEOOXOIUMBIX JIJI1 YCBOSHUSI HOBOTO
MaTepHuaa WA B KOHIIE JICKITUH JIJIS BRISICHCHUS CTETIEHN YCBOSHUS M3JI0’KEHHOTO
MaTepuara.

PyOexHbIli KOHTPOJb OCYIIECTBIISIETCS MO OOJee WM MEHEe CaMOCTOSTEIbHBIM
paszmenamM — ydeOHbIM MOAYJISIM Kypca M TPOBOJUTCS 10 OKOHYAHWUHU W3YUYEHUS
MaTepuania MOIyJis B 3apaHee YCTAaHOBJICHHOE BpeMsa. PyOexHbI KOHTPOJb
MPOBOJIUTCS C IIEJIbIO OINpPEACNICHUs] KadecTBa YCBOEHHUS MaTephayia y4eOHOTO
MOAYJs B 1eJIoM. B TeueHue ceMmecTpa MPOBOJIUTCS JBa TaKUX KOHTPOIBHBIX
MEPOTIPUATHS 110 TPadUKY.

8.1. ®@opMbI TEKYILIEro KOHTPOJIS W TMPOMEXKYTOUHOW AaTTeCTallMU™, BUJIbI
OLIEHOYHBIX CPEJICTB:
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OueHoYHbIE cpeacrea

Ne Ne HaumeHnoBaHue pa3ieia KoJi-Bo Kou-Bo
DopMbI KOHTPOJIS
n/n cemecTpa M CHUTLTAHBI Buabr BOIIPOCOB B HE3aBHCHMBI
3aJaHNHU X BAPHAHTOB
KoHTpob ocBoeHUs . 30 30
TecToBsIit
TEMBI HopmartuBHbIE U peryJsTOpHble KOHTPOJIb
1. 9 OCHOBBI Pa3paboTKu U Crtome 2-4 2
KOHTpOJ'H) CPC PEruCTpaLUH JICKAPCTBEHHBIX UT/pacd
Npenaparos. 3a1a9u 2 10
3auer YerHbll onpoc
30 30
Kontpois ocBoeHuUst N
TecToBsrit
TEMBI 2-4 2
2 KOHTPOJIb
: 9 dapmaneBTHUeCcKas pa3paboTka. Cut/pacu
KonTpons CPC 2 10
3a/1a4u
YcerHbli onpoc
3auer
2 10
30 30
Kontpomns ocBoeHus TecToBsIit
TEMBI ST R KOHTPOJIb 2-4 2
3. 9 HCCIIEIOBAHMM, UCTIBITAHUN 1 CI/IT/paC‘I
Kontpons CPC SKCIIEPHMEHTOB 10 3a1a49u 2 10
(hapmaneBTHYECKOIT pa3paboTke Vemmis ompoc
3auer
2 10
30 30
KonTpons ocBoeHus TecToBblit
Pazpa60TKa IIPOEKTOB 2 4 2
TEMBbI TEXHOJIOTHYECKOM JAOKYMEHTAallUH KOHTPOHL :
4, 9 Ha JIEKapCTBEHHBIC CPE/ICTBA, CI/IT/paC‘I
Konrpons CPC BIJTIOYAS HEOGXOHMYIO 3a/a9n 2 10
JOKYMEHTALUIO IS YCTHLIﬁ Ol'[pOC
3aqu PETrUCTPALIMOHHOTO TOCHE.
2 10

8.2. [Ipumepbl OLIEHOYHBIX CPEACTB:

Bomnpoce! k 3a4eTy 10 AUCHUIIMHE!
Pa3zpaboTka u peructpanus JeKapCTBEHHbIX MpemnapaToB. HopmaTuBHbIE
OCHOBBI pa3paOOTKU U perucTpaluy JeKapCTBEHHbBIX MTPEenapaToB.
Pa3paboTka u peructpanus JeKkapcTBEHHBIX IpenaparoB B cucteme GxP.
[IpoBenenrie pabOT MO HCCIAEAOBAHUSAM JIEKAPCTBEHHBIX  CPEICTB.
[IpoBenenue paboT no gapmareBTUIECKON pa3padoTKe.
[MpuHuMnBl  pa3pabOTKM W TMOCTAHOBKH  Ha

IMPOMU3BOACTBO  HOBBIX

JIEKapCTBEHHBIX  CpeAcTB  ((dapmakonornueckue, (apMaieBTUUECKUE

aCTMEKThl U TEXHOJIOTUYECKUE aCTeKThl) U KOHTPOJISI BHECCHUS] U3MEHEHUN B
MIPOU3BOIMMBIC JIEKAPCTBEHHBIE CPEJICTBA.

Oranbl  QapmarieBTUYECKOM  pa3paboTku. TpeboBanuss K  o0ObeMy
dbapmareBTHYeCKON pa3pabOTKU MO OTACIBHBIM TPYyMIaM JEKapCTBEHHBIX

CPEIICTB U JIEKAPCTBEHHBIX (POPM.
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6. Pa3paboTka mponeayp mo MpoBeAeHUIO (papMalleBTHYECKONW pa3pabOTKH.
Pa3paboTka TUTaHOB W TpOrpaMM TIPOBEACHHS OTACIBHBIX 3JIEMEHTOB
bapmareBTUIeCKOi pa3paboTKH.

7. MeTonpl MIIAaHUPOBAHUS UCCIEIOBAHUN, UCTIBITAHUNA U SKCIIEPUMEHTAIBHBIX
paboT, mpUMeHsIeMbIX TP (papMalleBTUUECKON pa3paboTke (B OTHOIIECHUU
pa3pabaThIBaEMBbIX JEKAPCTBEHHBIX CPEICTB).

8. UccnenoBanusi mo MPOEKTUPOBAHMIO COCTaBa JIEKAPCTBEHHOIO Ipernapara
[IpumeHnenue MeTOOB (apMakoyoruu, OuodgapManvu W KIMHUYECKOM
dbapmakoIoruu B pa3paboTKe JIeKapCcTB VIcpITaHus JIeKapCTBEHHBIX CPE/ICTB
(KaHIUJIaTOB B JICKAPCTBEHHBIEC CPEJICTBA).

9. buodapmarus. M3yuenue 6M010CTYIMTHOCTH BEMIECTB HA PA3TNIHBIX MOJEIISIX
invitro

10.buodapmanus. M3ydenre 6M0J0CTYITHOCTH BEIIECTB HAa PA3IMUHbBIX MOJIEIISX
invivo

11.TlpoBenennie MccaeAOBaHUM, UCTIBITAHUN U IKCIIEPUMEHTAIBHBIX palbOT 0o
dbapMaiieBTUUECKOM pa3pabOTKe B COOTBETCTBUM C YTBEPXKICHHBIMU
miaHamu. [lpoBeneHue HaOMIONEHUM W U3MEPEHUHM, COCTaBJICHUE HX
onucaHuil U PopMyTUPOBKA BHIBOJOB.

12.Bb1i60Op ONTUMAIBHOM JIEKapCTBEHHOW (OpPMBI A JIEKAPCTBEHHOTO
npemnapara ¢ y4eToM BO3PaCTHOM IpyIIIIbl NAIUEHTOB.

13.Bb160p ONTUMAIBLHOTO TEXHOJIOTMYECKOTO Ipoliecca i JEKapCTBEHHOIO
npenapara ¢ y4eToM BO3PaCTHOM IpyIIIIbl NAIUEHTOB.

14.BpiOOp ONTUMAJIBHBIX BCIOMOTATENIbHBIX BEIIECTB JJIs JIEKAPCTBEHHOTO
npemnapara ¢ y4eToM BO3pPaCTHOM IPYIIIbl NAIUEHTOB.

15.Bri00op onTUMaNbHON YMAKOBKHU JJIsl JIEKAPCTBEHHOIO Mpernapara ¢ y4eToM
BO3PACTHOW IpyNITbl MAIMEHTOB.

16.Cratuctuueckass 00pabOTKa TMOJIYYEHHBIX pPe3yJbTaTOB HCCIEIOBAHUM,
UCIIBITAaHUI M 9KCTIEPUMEHTOB 110 (hapMaleBTUueCcKon pa3paboTKe.

17.Banuparnuss METOAMK WCCICAOBAHUN, HMCHBITAHUNH M DKCIEPUMEHTOB IIO
dbapmaiieBTHUECKOM pa3paboTKe, MOATOTOBKAa OTYETa 1O BaJUJIALMM.
Pa3paboTka Oy 1ymux HOpM KadecTBa.

18.Pa3paboTka MPOCKTOB HOPMATHBHOW JOKYMEHTAIIMM Ha JICKAPCTBEHHBIC
CpelCTBa.

19.Bamunarusi 0OBEKTOB M TPOIECCOB, MPEIyCMOTPEHHBIX IMPOTOKOJIOM
BanuaIuu (KBanuduKaImm) mpy pa3paboTKe JIeKapCTBEHHBIX MPETapaToB

20.Peructparmmonnoe goche. [10AroToOBKa PErHCTPalMOHHOTO JT0CHE.

21.Pa3zpaboTka JTOKYMEHTOB JUIsI XMMHUYECKHX, (hapMaleBTUUECKUX U
OMOJIOTMYECKUX Pa3/IeJIOB PETUCTPAIMOHHOTO JIOChe M HOPMAaTHUBHOMU
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JIOKYMEHTAIIUU Ha JIEKapCTBEHHBIC CPEJICTBA, MPOBEACHUE WX JKCIIEPTHU3BI
JTIOKYMEHTOB.

22.Pa3paboTka MPOEKTOB TEXHOJOTHYECKON TOKyMEHTAIUU Ha JeKapCTBEHHBIC
CpEeICTBa, BKIIOYasi HEOOXOAUMYIO TOKYMEHTALUIO NIl PETUCTPALMOHHOTO
JI0Che.

23.Benenne TOKyMeHTaIMU 1o ¢apMmalieBTHYeCKon pazpadoTke. PazpaboTka u
aHalM3  TEXHOJOTMYEeCKOW W OTYETHYIO  JOKYMEHTallud  TI0
dhapMalieBTHUECKOM pa3paboTke (B Impeaenax J0JDKHOCTHBIX 00s13aHHOCTEH ).

24.CpenctBa U3MEpEHUs, TEXHOJOTHYECKOE U HMCIBITATEIbHOE 000pYyI0BaHHE,
OpUMEHsSEeMble TpH  (apMaleBTHUECKOH pa3paboTke (B OTHOIICHUU
pa3pabaThIBaeMbIX JIEKAPCTBEHHBIX CPE/ICTB).

25.Y1paBrieHue pucKaMu KauecTBa pa3padbaTeiBacMbIX JICKApPCTBEHHBIX CPE/ICTB.

26.TexHonornyeckas cedecToMMOCTb IPOM3BO/ICTBA JIEKAPCTBEHHBIX CPE/ICTB.
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KPUTEPUU OHEHKHU YCTHBIX OTBETOB IIPU IITPUEME 3AYETA

1. Kak IMpaBHJIO, 1O TPEX BOIIPOCOB. Bo3moxxnHa KOM6I/IH3HI/I5{ TCOPCTHUUCCKHUX BOIIPOCOB C 3az:aqel71 HJIM CUTYAIUOHHBIM 3aIaHHUCM.
2. OtBet HCIIBITYCMOI'O OOCHUBACTCS B 6aJ'IJIaX, UTOTOBBIN Oajl BEICTABIISICTCS B KOMILJICKCE T10 COBOKYIIHOCTH OTBCTOB Ha BCC
BOIIPOCHI ousera. HpI/I OTCYTCTBHUM OTBCTA Ha OJJUH U3 BOIIPOCOB OMJIeTa MOJIOKHUTEIIHLHAS OLICHKA HEC BBICTABJIACTCA.

3. Ilpu cocTaBieHNM PEUTUHTOBBIX CITUCKOB PE3YIbTAThl UCIIBITYEMbBIX PAHKUPYIOTCS B YMEHBITICHUS OAJIIOB.
4. HeynoBIeTBOPUTEIBHOMN CUATAETCA OLEHKA 55 0aJIOB U HUXKE.
XapakTepucTHKa 0TBeTa baun no baun no Ounenka
mkaje 100 [ mxase 100
(% otBeta) | (% oTBeTa)
1 2 3 3

JlaHbl MOJIHBIE, pa3BEPHYTHIC OTBETHI HA BCE IMOCTABJICHHBIC BOIIPOCHI, MIOKa3aHa COBOKYITHOCTh OCO3HAHHBIX

3HaHUH 00 O0O0BEeKTe, MPOSBIAIONIAACS B CBOOOJHOM OINCPUPOBAHMM MOHATHUSMH, YMCHHU BBIJICIUTH

CYIIECTBEHHbIE M HECYIIECTBEHHBIC €r0 IMPHU3HAKH, TMPUYUHHO-CJICICTBEHHBIC CBS3H. 3HAHUE 00 OOBEKTE

JIEMOHCTPUPYETCs Ha (poOHE MOHUMAHUS €r0 B CUCTEME JaHHOW HAyKH U MEXIUCIHUIUIMHAPHBIX CBsi3eid. OTBeT

dopMyipyeTcss B TEpMHUHAX HAYKH, W3JIOKCH JIUTEPATypHBIM S3BIKOM, JIOTHYEH, JIOKa3aTesicH, 48-50 96 — 100 5

JEMOHCTPHUPYET aBTOPCKYIO IMO3ULIUIO CTYIEHTA.
3ajaya UM CUTYallMOHHBIE 3aJJaHUs PEIICHBI, BEPHO, JaHO IOJIHOE JIOTHYECKOe 00bsiICHEHHE. PacueTHast 4acTh
BbINOJIHEHA 6e3 onmbok. OTBeT 0(pOopMIIEH MUCEMEHHO, JINTEPATYPHBIM SI3bIKOM, C UCTIOIb30BAaHUEM TEPMUHOB
HaYyKH, JJOTUYEH, JOKa3aTeJIeH, COOTBETCTBYET NPUHATHIM HOpMaM U crieliu(rKe NpeIMeTHON 001acTH.

38




XapakTepucTHKa 0TBeTa

Bajia no
mkaJe 100
(% otBeTa)

Bajia no
mkaJe 100
(% otBeTa)

Onenka

1

2

3

JlaHbl 1OIHBIE, Pa3BEPHYTHIE OTBETHI HA BCE IOCTABIICHHBIE BOIPOCHI, ITI0KAa3aHA COBOKYITHOCTh OCO3HAHHBIX
3HaHUM 00 00BEKTE, 10KA3aTEIbHO PACKPHITHI OCHOBHBIE MOJI0KEHUS TEMBI; B OTBETE IIPOCIICKHUBAETCS YeTKasl
CTPYKTYpa, JIOTUYECKAsl IOCJIEI0BATEIbHOCTh, OTPAKAIOIIAs CYIIHOCTb PACKPBIBAEMBIX IOHATHM, TCOPUH,
ABJIeHUNA. 3HaHHE 00 OO0BEKTEe AEMOHCTpPUpYETCsl Ha (pOHE MOHHMMAHMs €ro B CHUCTEME JaHHOM Hayku U
MEXIUCIUTUTMHAPHBIX CBsized. OTBET M3JI0XKEH JHMTEPAaTypHBIM SI3BIKOM B T€PMUHAX HaykKh. MoryT OBITH
JIOMYIIEHbl HEIOYETHl B ONPEICICHUN IOHATHH, WCIPABJICHHBIE CTYJIEHTOM CaMOCTOSITENIBHO B IIPOLECCE
OTBeTA.

3ajaya WM CUTYallMOHHBIE 3a/1aHuUs PELIEHbl, BEPHO, 1aHO MTOJIHOE JOrn4ecKkoe o0bsicHeHue. PacueTHas yacTb
BbINOJIHEHA 0e3 ombok. OTBeT 0(pOpMIIEH MHCEMEHHO, JINTEPATYPHBIM SI3IKOM, C UCIIOIb30BAHUEM TEPMUHOB
HAYKH, JIOTHYEH, JIOKa3aTeJIeH, COOTBETCTBYET MPUHATHIM HOPMaM | crielrduke mpeaMeTHoi o0aacTy.

46-47

91-95

JlaHbl 1IOJIHBIE, PA3BEPHYTHIE OTBETHI HA BCE IOCTABICHHBIE BOIIPOCHI, J1OKA3aTEIbHO PACKPBITHI OCHOBHBIE
[IOJIOXKEHUSI TEMBI; B OTBETaxX IIPOCIIECIKUBACTCSA YETKas CTPYKTypa, JIOTMYECKas I10CIEN0BATEIbHOCTD,
OTpa)karolllasg CYIIHOCTb PAaCKPbIBAEMBIX MOHATUH, T€OpuM, siBIEHUNA. OTBETHI M3JI0KEHBI JINTEPATYPHBIM
A3BIKOM B TEpPMHHAX HayKd. B oTBeTax HOMyILEHBI HENOYETHI, UCIPABJICHHBIE CTYIACHTOM C IIOMOILBIO
IIPENoAABaTEIs.

3ajaua UM CUTYallMOHHbIE 3aJaHUs PEeIIEeHbl, BEPHO, IAaHO MOJIHOE JIOTHYecKoe 00bsicCHeHue. PacueTHast 4acThb
BbINOJIHEHa 6€e3 omu60k. OTBET 0(hopMIIEH MUCEMEHHO, TUTEPATYPHBIM SI3bIKOM, C UCIIOIb30BAaHUEM TEPMUHOB
HaYKH, JIOTHYEH, JIOKa3aTeJIeH, COOTBETCTBYET MPUHATHIM HOpMaM M crenuduke npeaMeTHol o0aacTu.

44-45

86 - 90

JlaHbl TMONHBIE, pa3BEepHYTHIE OTBETHl Ha BCE IIOCTABICHHBIE BOIPOCHI, IOKa3aHO YMEHHUE BBIJICIUTH
CYLIECTBEHHBIE W HECYLIECTBEHHBIE MPHU3HAKHU, IPUYNHHO-CIEACTBEHHbIE CBs3U. (OTBETHI UYETKO
CTPYKTYpHUPOBaHbI, IOTUYHBI, U3JI0KEHBI INTEPATYPHBIM SI3bIKOM B TEPMHUHAX HayKU. MOryT ObITh TOMYLIEHBI
HEJI0YeThl WJIM HE3HAYUTEIbHbIE OIINOKH, HCIIPABJICHHBIE CTYACHTOM C TIOMOIIbIO MPEnojaBaTes.

3ajaua WM CUTYallMOHHbIE 3aJJaHUs PEIIEHBl, BEPHO, JTaHO MOJIHOE JIOTHYeCKoe 00bsICHEHUE. PacueTHas 4acTb
BBINOJIHEHA 6e3 onmbok. OTBeT 0(pOpMIIEH MUCEMEHHO, JINTEPATYPHBIM S3bIKOM, C HCIIOJIH30BAHNEM TEPMUHOB
HAYyKH, JJOTHYEH, JOKa3aTeJleH, COOTBETCTBYET NPUHATHIM HOpMaM U crieliu(rKe NpeaMeTHON 001acTH.

42-43

81 -85
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XapakTepucTHKa 0TBeTa

Bajia no
mkaJe 100
(% otBeTa)

Bajia no
mkaJe 100
(% otBeTa)

Onenka

1

2

3

JlaHbpl 1ONHBIE, Pa3BEpHYTHIE OTBETHI HAa BCE IIOCTABJICHHBIC BOIPOCHI, IIOKa3aHO YMEHHUE BBIJICIUTH
CYLIECTBECHHBIE W HECYIIECTBEHHBIC IPU3HAKH, IPUYUHHO-CIEACTBEHHbIE CBsI3U. (OTBETBI YETKO
CTPYKTYPHUPOBAHBI, JIOTUYHBI, U3JI0KEHBI B TepMUHAX Haykd. OJHAKO JOMYIICHB HE3HAYUTEIbHbBIC OIIUOKH
WU HE0YETBI, UCIIPABICHHBIE CTYACHTOM C IIOMOILBIO «HABOASAIIMX» BOIPOCOB IIPEIIOIaBATEIA.

3amava WM CUTYallMOHHBIE 33/1aHHSI PEIIEeHBI, BEPHO, JAHO IOJIHOE JIOTHYECKOoe 00bsAcHeHUe. PacueTHas yacth
BbINOJIHEHA 0€3 omn60K. OTBET 0(hOpMIIEH TUCEMEHHO, IUTEPATYPHBIM SI3bIKOM, C UCIIOIb30BAaHUEM TEPMUHOB
HAaYKH, JIOTUYEH, JIOKa3aTeJIeH, COOTBETCTBYET PUHATHIM HOpMaM M creluduke npeaMeTHol 00JacTu.

40-41

76 — 80

JlaHbl moJIHBIE, HO HEIOCTATOYHO IIOCJIECAOBATEIBHBIE OTBETHl HA IIOCTABJICHHBIE BOIPOCHI, HO IIPU OTOM
II0OKa3aHO YMEHUE BBIJICIIUTH CYIIECTBEHHbIE U HECYLLIECTBEHHBIE IPU3HAKU U IPUIMHHO-CIICICTBEHHBIE CBSI3H.
OTBeThI JIOTHYHBI U W3JIOKEHBI B TEPMHUHAX HayKH. MoOryT ObITh JIONMyIleHbl 1—2 OMMOKK B ONpeAerIeHun
OCHOBHBIX IIOHATUH, KOTOPBIE CTYAEHT 3aTPYyIHAECTCS UCIIPABUTH CAMOCTOATEIIBHO.

3aaua WM CUTyallMOHHbIE 3aJaHUs PEelIeHbl, BEPHO, JaHO MOJIHOE JIOTHYecKoe 00bsiCHeHUE. PacueTHas yacTb
BbINOJIHEHa 6€e3 omu60k. OTBET 0(hOpMIIEH MUCEMEHHO, TIUTEPATYPHBIM SI3bIKOM, C UCIIOJIb30BaHUEM TEPMUHOB
HaYKH, JIOTHYEH, JIOKa3aTeJIeH, COOTBETCTBYET MPUHATHIM HOpMaM M crenuduke npeaMeTHol o0aacTu.

38-40

71-75

Jlanbl HEZOCTATOYHO TMOJHBIE W HEJOCTATOYHO pa3BepHYyThIE OTBETHI. Jlormka M NOCIEI0BaTEIbHOCTh
U3JI0KEHUsI UMEIOT HapylleHus. J(omyIieHbl OMOKN B PaCKpBITHH MOHATHH, ynoTpebieHnn TepMiuHoB. Her
CIIOCOOHOCTH CaMOCTOSITENIbHO BBIIEIUTh CYLIECTBEHHBIE M HECYLIECTBEHHBbIE MPU3HAKU WU TNPUYMHHO-
CJIeZICTBEHHBIE CBsA3U. He MOXeT KOHKpeTU3upoBaTh 0000IICHHbIE 3HaHUS, J0KA3aB HA IPUMEpax UX OCHOBHBIE
MOJIO’KEHUS TOJIBKO C MIOMOIIBIO ITpenoaBaTels. PeueBoe opopmiieHne Tpedyer nonpaBoK, KOPPEKIUH.
3aaua WIM CUTYallMOHHBIE 3a/laHUS PELICHbI, BEPHO, HE3HAUUTEIBHO HAPYLIEHO JIOTHYecKoe OOBbsICHEHHE.
Pacuernast uyacte BbIIoOgHEHa Oe3 omuOOK. OTBET 0QOPMIEH NUCHBMEHHO, JHMTEPATYPHBIM SI3BIKOM, C
UCIIOJIb30BAaHUEM TEPMHHOB HaYKH, JIOTHUEH, JI0Ka3aTeJIeH, COOTBETCTBYET MPUHATHIM HOPMaM U CHelu(uKe
MPEAMETHOM 00JIACTH, OTHAKO TPEOYeT KOPPEKIIHH.

36-37

66 — 70
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XapakTepucTHKa 0TBeTa

Bajia no
mkaJe 100
(% otBeTa)

Bajia no
mkaJe 100
(% otBeTa)

Onenka

1

2

3

I[aHBI HCITOJIHBIC OTBCTHI, JIOTMKA U IMOCJICAOBATCILHOCTh HU3JIOKCHUA HMCIOT CYIICCTBCHHBLIC HAPYIICHUA.
JonymieHsl TpyOble OMHMOKH MpH ONPEACTICHUN CYHNIHOCTH PACKPhIBAEMBIX MOHSATHH, TEOPHUH, SBICHHIA,
BCJICACTBUC HCTIOHUMAHUA CTYACHTOM UX CYHICCTBCHHBIX U HCCYHICCTBCHHBIX IIPU3HAKOB U cBs13ell. B orBeTax
OTCYTCTBYIOT BBIBOJIbI. YMEHHE PACKPBITH KOHKPETHBIE MPOSIBICHUS OOOOLICHHBIX 3HAHUN HE MOKA3aHO.
PeueBoe opopmiienne TpedyeT monpaBoK, KOPPEKIIUH.

Baﬂaqa HJIn CUTyallMOHHBIC 3alaHuA PECHIICHBL HJaCTHUYHO. Pacuernas qacCTb BBITIOJTHCHA C
He3HauuTeNbHBIMUOMMOKaMu. OTBeT OQGOpPMIIEH MUCHMEHHO, CTHJIb H3JIOKEHHUS TpeOyeT YTOYHCHHS,
JIONTYIIEHB! ONIMOKU B 0(hOPMIICHUH PE3YIIHTATOB.

33-35

56 — 65

Jlanbl HEMOJHBIE OTBETHI, MPEACTABISIIONIME COO0OM pa3po3HEHHBbIE 3HAHMS 10 CYTH BOIPOCOB C
CYILIECTBEHHBIMHU OIIMOKaMU B onpeaeneHusX. [IpucyTcTBYOT pparMeHTapHOCTb, HEJIOTHYHOCTD U3JI0KEHUSI.
Her oco3nanust cBsizu JaHHOTO MOHATHUSA, TEOPUH, SABJIICHUS C IPYTUMHU 00BEKTaMH TUCHUTLTUHBL. OTCYTCTBYIOT
BBIBOJIBI, KOHKpPETH3allUd M JIOKa3aTeIbHOCTh U3NOXKeHUs. Peub HerpamorHas. JlOMONHUTENbHBIE U
YTOUHSIOIINE BOMPOCHI TMPENojaBaTesisi HE MPUBOIAAT K KOPPEKIMM OTBETa CTYyJEHTa HE TOJBKO Ha
MOCTaBJIEHHBIN BONPOC, HO U HAa APYTHE BONPOCHI JUCHHUIIIIUHBI.

3amavua WM CUTYallMOHHBIE 3aJ]aHuUs PEIICHBI HEBEPHO, OTCYTCTBYET ONMUCAHUE U/WUITH O0BSICHEHUE alrOpuTMa
peuIeHusl.

30-32

41 -55

He IMOJIYUCHBI OTBETEI 110 0a30BEIM BOIIpocaM AUCHHUILINHBL.
Sanaqa WJIN CUTYAIIMOHHBIC 3aJaHW s HC PCIICHLI.
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TecTOBBIE 3a1aHUSA

B Poccuiickoit denepaiinu pa3paboTka JEKApCTB SIBISETCA JTUIEH3UPYEMbIM BUIOM
JESTENbHOCTH

Bepno

+HesepHo

Hannexaimeld  NmpakTUKOM — JTOKIMHUYECKOW  pa3pabOTKH  JICKAPCTBEHHBIX

IpEenapaToB sBIISAETCS
GSP

+GLP
GPP
GDP
GMP

Hapnexaimen npakTUKOW KIIMHUYECKUX UCCIICIOBAHUN JICKAPCTB SIBJISIETCS
GPP

GDP

GLP

+GCP

GMP

Yro takoe R&D?

MapKETUHIOBbIE PA0OOTHI, BHIIOJHSIEMBIE C LEJIbIO OINpPEAEICHUs BO3MOXKHOCTU
BbIBOJIa HA PHIHOK HOBOW TEXHUKH (TIPOLYKTOB), KOTOPbIE OBLIIN CO3[JaHbl OCHOBE Ha
byHIaMEHTAIBHBIX (TTOJIyYEHUE HOBBIX 3HAHWUN) M TMPUKIATHBIX (TIPUMEHEHHE
HOBBIX 3HAHMM JIJISl pEILIEHUs KOHKPETHBIX 3a7a4) UCCIIET0BAHMSIX

paboThl TOHUCKOBOTO, TEOPETHYECKOT0 M HKCIEPUMEHTAIBHOIO XapakTepa,
BBITIOJIHAEMBIE C LEIbIO CO3JJaHUSI HOBBIX OTpaciell HayKu

paboThl TOHUCKOBOTO, TEOPETHYECKOT0 M HKCIEPUMEHTAIBHOIO XapakTepa,
BBIMIOJIHSIEMbIE C LIEJIbI0 OCBOEHHUS HAaBBIKOB pPA0OTHI C HOBOW TEXHUKOMN
(mpoyKTaMu) B OIIPEIETICHHBIE CPOKU

+paboThl TOHUCKOBOTO, TEOPETUUYECKOTO U 3KCIEPUMEHTAIBHOIO XapakTepa,
BBITIOJIHSEMBIE C LIEJIbIO OINPEIEIIEHNS TEXHUUYECKON BO3MOKHOCTH CO3/1aHHsI HOBOM
TEXHUKUA (TIPOIYKTOB) B OIPEACIICHHbIE CPOKH, KOTOpPbIE MOJPa3JeisioTca Ha
byHaamMeHTalIbHbIe (TIOJlyY€HHE HOBBIX 3HAHWUW) W TOpHUKIaJHbIE (PUMEHEHHUE
HOBBIX 3HAHUM JIJ1s1 peIlIeHUs] KOHKPETHBIX 3a]1a4) UCCIIEI0BaHUS

paboOThl TMOMCKOBOTO, TEOPETHUYECKOTO M OSKCIEPUMEHTAIBHOTO XapakTepa,
BBINIOJIHAEMBIE C LEJIBI0 ONPENEICHUS CTOMMOCTH CO3JaHUS HOBOW TEXHHUKH
(IpOyKTOB) B ONPEIEIECHHBIE CPOKHU
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Hayuno-meTonnueckoit 6a30i mpoiiecca co3aHusl JIEKapCTBEHHOM (OPMBI HOBOTO
npenapara sBJIseTCs

+ICH Q8 "®apmaneBTuueckas pazpadorka'

ICH Q9 "VYnpasienue puckamu 1 Kauectpa"

QbD "KauectBo myTem pa3paboTku"

CornacHO mpaBuiiaM MPOBENCHUS UCCIEAOBaHUI OMOAKBUBAJICHTHOCTH, U3yUCHHE
OMOIOCTYITHOCTHINVIVO MPU COOJTIOICHUH HEOOXOUMBIX YCIIOBUM HE TPeOyeTCs:
JUIs Op(paHHBIX MPETapaToB,

JUTSL OTJEBHBIX BUIOB JICKAPCTBEHHBIX (HOPM.

+IsT  TOTIOMTHUTENBHBIX  JO3UPOBOK (OWMOBeiiBep), IS OTACIBHBIX BHIOB
JEeKapCTBEHHbIX  (opM, s  Tpoueaypbl  OuOBEHBEp, OCHOBAaHHOM Ha
OonodapmMalieBTHUECKOM cUCTeME KITacCU(PUKAIIHH.

JUTSL B3aMMO3aMEHSIEMbIX MPEerapaToB, IJIsl OTAEIbHBIX BUIOB B3aMMO3aMEHIEMBIX
IpenapaToB.

JUTSI TOMEOIIATHYECKUX TIPETmapaToB, IS OTASTHHBIX BUAOB TOMEOITATHYEKHX (OPM.
JUIS peTapi O3WPOBOK, NJSl pamnuaa I03WPOBOK, MUl MPOIEAyphl OMOBEHBED,
OCHOBAaHHOM Ha 6MO(apMaIeBTUYECKOMN crucTeMe KilacCU(pUKAIIIH.

9. YueOHo-MeTOoqMYeckOoe U HHGPOPMAINMOHHOE OOecnevyeHHue TUCIUNIUHBI
(MoayJin)

a) OCHOBHAas JiuTeparypa:

1. Kpachiok, 1. U. buodapmanus, nim oCHOBBI (papMalieBTUUYECKOU pa3paboTKH,
MIPOM3BOJICTBA W OOOCHOBAaHMS JW3aifHA JICKAPCTBEHHBIX (GoOpM : ydeOHOE
nocobue / U. U. Kpacuiok, H. b. Jlemuna, M. H. Anyposa, H. JI. ConoBbeBa. -
Mocksa : I 90TAP-Meauna, 2020. - 192 c. : mi1. - 192 c. - ISBN 978-5-9704-
5559-3. - Tekcr : anexkrponuslii // 9bC "KoncynsTanT ctynenrta” : [caiit]. - URL

https://www.studentlibrary.ru/book/ISBN9785970455593.html (mata
obpamenus: 01.02.2021). - Pexxum mocTyna : 1o MOJMHUCKE.

2. IMamankun, B. I1. Perucrpanus u ucnofib30BaHue JIEKAPCTBEHHBIXCPECTB / B.
II. ITagankuu, M. P. CakaeB - MockBa : ' DOTAP-Menua, 2011. - Tekcr
anektponnbii / OBC  "KoncynbranT crygenta" : [cait]. - URL
https://www.studentlibrary.ru/book/970409169V0025.html (nata oOpamieHus:
01.02.2021). - Pesxum foctyma : 1o MOAMKUCKE.

3. Cunesa, T. JI. Jlerckue nekapcTBeHHbIE (DOPMBI : MEXAYHAPOIHbIE TPEOOBAHUS
1o pa3paboTKe U KauecTBy : yueoHoe nmocooue / Cunena T. [I. , Hapkesuu U. A.
- Mocksa : IDOTAP-Menua, 2019. - 144 c. - ISBN 978-5-9704-5255-4. - Tekct
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: anektponnbli // OBC "KoncynpranT cryaenta" : [cait]. - URL
https://www.studentlibrary.ru/book/ISBN9785970452554 .html (mata
obpamenus: 01.02.2021). - Pexxum goctyna : mo MoAMKCKe.
dapmaneBtuueckas paspadborka (ICH Q8). IlepeBox: PharmAdvisor, Bepcus
nepeBoga ot 04.12.2020. - Teker : onextponnsid //  URL:
https://pharmadvisor.ru/document/tr3614/ (mata oOpamenus: 01.02.2021) -
Pexxum noctyma: cBOOOIHBIN

0) 10MOJIHUTEIbHAS JIUTepaTypa:

[Tpombinieanas dapmanus. [lyrbco3manusmnpoaykra: Monorpadus / JK.U.
AnanpriieBa, B.B.  beperoseix, H.b. Jlemmna [unp.]; moxpem.A.JL.
XoxnosanH.B. [Tarturopckoit. —-M.: 2019. — 394 c.

MHHOBaIMOHHBIE  TEXHOJOTUM U  O0OpyJIOoBaHHE  (papMaleBTHUYECKOIO
npousBojicTBa. — T.2.: YueOnuk / nox pena. npod. H.B. Menpmytunoi. — M.:
N3narenscteo BMHOM, 2013. — 408 c., u.

NHHOBallMOHHBIE  TEXHOJOTMU W O0oOpyaoBaHHe  (apMaleBTHUECKOTO
npousBojicTBa. — T.1.: YueOnuk / nmox pen. npod. H.B. Menpmytunoi. — M.:
HN3narensctBo BUHOM, 2012. — 328 c., un.

dapmaneBTHYECKas TEXHOJOTHA. PyKOBOACTBO K MPAKTHYECCKUM 3aHATHSIM :
y4eOHOoe nocobue (1o HAMPaBJICHUIO MOATOTOBKU «Dapmalniysh 1Mo JUCHUTUINHE
«®apmaneptrueckas TexHonorus») / B.A. beikos, H.b. /lemuna, M.H. AnypoBa
—M.:TOSTAP — Menma, 2018. — 368 c.

B) nporpaMmmHoe odecnevyenue 1 MHTepHeT-pecypchbl

Www.rusvrach.ru — Crateu u3 xxypHanoB. Mznarensckuii mom «Pycckuii Bpauy.

l'ocynapctBennast (apmakoniess Poccuiickoit ®enepanuu  XIV  uznanus
http://www.femb.ru/femb/pharmacopea.php

['ocynapCTBEHHBIN MHCTUTYT JIEKAPCTBEHHBIX CPEJCTB U HAJICKAIIUX MPAKTUK
http://gosgmp.ru

['ocynapcTBeHHBIN peectp JIEKapCTBEHHBIX CpEICTB
http://www.grls.rosminzdrav.ru/Default.aspx

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

Hayunas snektponnas oubnuoreka http://elibrary.ru/defaultx.asp

Caiit «Poccwuiickas dapmaneTrka» http://pharmapractice.ru

Caiit «®enepanpHasi JIEKTPOHHAS METUITMHCKAsT OubiroTekay MuHHUCTEPCTBA
3npaBooxpaHeHus Poccuiickoit @enepanuu http://femb.ru/feml
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https://pharmadvisor.ru/document/tr3614/
http://www.rusvrach.ru/
http://www.femb.ru/femb/pharmacopea.php
http://gosgmp.ru/
http://www.grls.rosminzdrav.ru/Default.aspx
http://www.garant.ru/
http://elibrary.ru/defaultx.asp
http://pharmapractice.ru/
http://femb.ru/feml

9. Caiit  uHpOpMALMOHHO-TIPAaBOBOM  cucTteMbl  «KOHCyNbTaHT  IITIOCY.
http://www.consultant.ru

10.Caiit  MunuctepctBa  31apaBooxpaHeHusi  Poccuiickoit ~ denepauuu
https://www.rosminzdrav.ru

11.Caiitr HoBoctt GMP http://gmpnews.ru

12.Caiit o perucTpanuu JICKapCTBEHHBIX cpeAcTB B Poccuu. Site about registration
of Drugs in Russia and EAEU (CIS) http://pharmacopoeia.ru/

13.Caiitr ®I'BY «DenepanbHblii UHCTUTYT MPOMBIIIJIEHHON COOCTBEHHOCTHY.

HNupopmMainoHHO-TOUCKOBasI cucrema.
http://www?1.fips.ru/wps/wcm/connect/content_ru/ru/inform_resources/inform
retrieval_system/

14.Cnenuanu3upoBaHHbId MOMCK MO (apMaleBTUYECKUM cailTaM HHTEpHETA,
CBA3AaHHBIM C JICKAPCTBEHHBIMU CPEACTBAMH, IIPOU3BOJACTBOM JIEKAPCTB,
(dapmalleBTUUECKUMU KOMITAHUSMH, allTeKaMHU, JIabOpaTOPUSIMHU, CTaHAapTaMU
GMP, GLP, GDP, GCP u ap. http://pharmika.ru

15.0OnekTpoHHas OoubamoTeka MEPUOINYECKON JUTEPATYPBI:
http://dlib.eastview.com

16.Crenmanu3upoBaHHBIA MOUCK MO (apMalleBTUYECKUM CcaiTaM WHTEpHETa,

CBSI3AHHBI C JICKQpPCTBEHHBIMH CpPEJCTBAMH, TPOM3BOACTBOM JIEKApCTB,
dapManeBTHUECKUMH KOMITAHUSIMH, alTeKaMH, JIA0OpaTOPUSIMH, CTaHIapTaMH
GMP, GLP, GDP, GCP u ap. http://pharmika.ru

17.Caiit «DenepanbHas IEKTPOHHAS METUITMHCKas OMOIMoTeKa» MUHHCTEpCTBA
3apaBooxpaHeHus Poccuiickoit ®denepanuu http://femb.ru/feml

18.T'ocynapcTBEeHHBIIH peectp JIEKapCTBEHHBIX CpEICTB
http://www.grls.rosminzdrav.ru/Default.aspx

19.T'ocymapctBennas ¢apmakoness Poccuiickoir ®eneparun XIV  uznanus
http://www.femb.ru/femb/pharmacopea.php

[Ipu peanuzanuu obpaszoBarenbHoi mporpammbl COI'Y mo crenuanbHOCTH
«Dapmanus», B YacTH OUCHUILIMHBI B KA4eCTBE IUIOMAAKA METOAMYECKOTO
oOecIieueHus 0 BCEM TUCIUTIMHAM M TTPaKTHKaM, OCBAaWBAaeMbIM 00yJarOIIIMMHICH,
UCIIOJIB3YEeTCSl  YHUBEPCHTETCKUH  TIOpTajd  JAWCTAHIIMOHHOTO  OOy4eHWUS,
pacnonaratomuiics B cetn «MHTepHEeT» 10 aapecy: http://Ims.nosu.ru/.

r) MeTOAMYECKHEe YKAa3aHHMs, pPa3padoTaHHbIe COCTABUTEJAMH padouei

MpOrpamMMBbl.
No HaumenoBanue COIVIACHO OondanorpagpuIecKkumM Ko/muecTBo 3K3eMILISIPOB
" | TpeGoBaHuIM Ha xadenpe Hoctyn
1. | Meroauueckue yka3zaHus Ui IOJTOTOBKHU K 3aHITHIM 30 http://Ims.nosu.ru/
MeroanyecKkue yKa3aHus [0 CaMOCTOATENbHOH paboTe 30 http://Ims.nosu.ru/
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http://www.consultant.ru/
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I') peKOMeHAyeMble epHoAnYecKre U3JaHus
Kypnan «Dapmanus».

Kypnan «Hosas anreka»

Kypnan «Hosoctu GMP»

Kypnain «PapmaneBTHUecKas yIaKOBKa»
Kypnan «PapmaneBTH4eCKas TPOMBIIUIEHHOCTE

o0k wh e

['azera «DapManeBTUUECKUNA BECTHUK»

B) MporpaMMHoe odecneuyenue u UHTepHeT-pecypcehl
PexomenyeMble CalThI:

1. bubnmoreka, conepxamas 6osxee 300 HOpMaTUBHO-TIPABOBBIX AKTOB, a TaKkKeE
HAYYHBIX U aIMUHHCTPATUBHBIX pykoBoacTB ICHttps://pharmadvisor.ru/

2. Caiit Bmuanek. Pa3zbsicHenue HopmaTuBHBIX TpeOoBanuit GMP/GDP wu
OKHJIaHUH WHCTIEKTOPOB, OOHOBJICHHE W ITOMOJIHEHWE HOPMATHBHO-IIPABOBOM

0a3pl (hapMalEBTUYECKUX MPEANPHUATHI: KHUTH, I[IA0JIOHBI JOKYMEHTOB,
HOPMAaTHBHBIC JOKYMEHTHI, IEPEBOIHBIC cTaThuNttps://www.vialek.ru/

3. Cneunanu3upoBaHHBIM MOMCK MO (papManEeBTUUYECKUM CalTaM MHTEPHETA,
CBSA3aHHBIM C JIEKAPCTBEHHBIMU CpPEJICTBAMM, IPOU3BOACTBOM JIEKapCTB,
(dapMalleBTUUECKUMU KOMIAHUSMH, allTeKaMu, JIabopaTOPUsIMHU, CTaHJapTaMu
GMP, GLP, GDP, GCP u ap. http://pharmika.ru

4. Caiit  MunucrepctBa  3apaBooxpaHeHust  Poccuiickoit  Pexpepauuu
https://www.rosminzdrav.ru

5. Caiir «®DenepanbHas HIEKTPOHHAS MEIUIIMHCKass OMOInoTeka» MUHHCTEPCTBA
3apaBooxpaneHus Poccuiickoit ®denepanuu http://femb.ru/feml

6. [N'ocynmapcTBeHHBII peectp JIEKapCTBEHHBIX CpEICTB
http://www.grls.rosminzdrav.ru/Default.aspx

7. CmpaBounuk jekapcet PJIC http://www.rlsnet.ru

8. lNocynmapctBennast ¢apmakonesi Poccmiickoit ®eneparuun X1V usmanus
http://www.femb.ru/femb/pharmacopea.php

9. CaiiT 0 peructpanuu JieKapcTBEHHBIX cpencTB B Poccuu. Site about registration
of Drugs in Russia and EAEU (CIS) http://pharmacopoeia.ru/

10.Hayunas snextponnas 6ubmmoteka http://elibrary.ru/defaultx.asp

10. MaTepuabHO-TeXHHYECKOe O0ecredeHne JUCIMIIUHbI
[IpenycMoTpeHbl cHelUaibHbIe TOMEIICHUS, YYEOHBbIE ayAuTOpUU IS
MPOBEJCHUS] 3aHATUM JIEKIIMOHHOTO THUIA, TPYNIOBBIX M HWHIAUBUIYATHHBIX
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KOHCYJIbTAIIMM, TEKYIIEro KOHTPOJS M IPOMEXKYTOUHOH aTTECTAllUM, a TaK¥kKe
MOMEIIEHUS ISl CaMOCTOSITENbHOM pabOThl M MOMEIICHUS s XpaHeHHUS |
npOo(UIAKTHIECKOTO OO0CIyXHBaHUs ydeOHoro obopynoBanus. CrenuanbHbIE
MOMEIICHHS] YKOMIUIEKTOBAaHbI CIEHUATM3UPOBAHHON MEOENbI0 U TEXHUYECKUMU

cpelicTBaMH OOyUYeHHUS.

Jist  mpoBeaeHUs JICKIIUOHHOTO
JEMOHCTPALIMOHHOTO  000pYyI0BaHUs
o0ecreynBaoIIfe TEMATUUYECKUE WILTIOCTPAIUH.

3aHITUU
u

JIeKIMOHHBI 3al W ayJUTOPUsS MPHUCIOCOOJICHBI

MYJIbTUMEIUVHBIX MPE3CHTAUUA UM  BHJIEO

y‘le6H0-HaFJI$II[HI)IX

MaTEepUasoB,

THUIIa  HUMCIOTCA Ha60pI>I

IOCOOUH,

1 ACMOHCTpalun
HCIIOJIb30BAaHHUA

HpOGKHHOHHOﬁ, TCXHHUKH, OCBOCHUA N3Yy1aCMBbIX I/IH(l)OpMaL[I/IOHHBIX CHCTCM.

® KOMIIBIOTEPHI C JOCTYNOM B ceTh UHTEpPHET, IPUHTED;

® KOMIUIEKT Npe3eHTAauui JIeKIU W HMHPOPMALHUOHHBIX MaTepHATIOB IS

MIPAKTUYECKUX 3AHATUM;

L I/IH(bOpMaI_[HOHHO-HpaBOBaH CHCTCMa ((KOHCYHBT&HT HJIIOC));

VueOHbIe KIIacChl OCHAIlICHbI KOMIIJIICKTaMH

SaﬂaHI/Iﬁ n MCTOIMYCCKHX

pGKOMCHI[aIII/Iﬁ HJIs1 OCBOCHUA ITPAKTUYCCKUX HABBIKOB.

HanmMeHoBaHMe MOMeIeHUH IS MTPOBeIeHHsI BCeX BUAOB YUeOHOI
JesITeJIbHOCTH, NPeyCMOTPEHHOH Y4eOHBIM IJIAHOM, B TOM YHCJIe
TMOMeIeHHSsI /ISl CAMOCTOSITEIHLHOM PadoThl, ¢ YKa3aHHEM NepedHs
OCHOBHOI'0 000PY/10BaHMS, Y4eOHO-HATJISAIHBIX OCOOUIA

M MCII0JIb3YEMOI0 MPOrPaAMMHOTO0 o0ecreYeHust

Anpec (MeCTOMNOJI0KEHUE)
NnoMelleHMii 1JI MPoBeeHusI Bcex
BU/I0B YUeOHOIi 1esiTeIbHOCTH,
NMpeayCMOTPEHHOH Y4eOHBIM MJIAHOM
(B ci1yyae peaju3zanuu
o0pa3oBaTeIbHOM NPOrpaMMBbI B
ceTeBoil hopmMe TONOJIHUTEIBLHO
yKa3bIBaeTcsi HAUMEHOBaHNE
OPraHu3anMu, ¢ KOTOPOi 3aK/JII0YeH
JI0Tr0BOP)

JlaGopaTopuu: KOMIILIOTEPHbIE KJIACCHI /151 POBEJAEHHSs TEKYIEro
KOHTPOJISI M POMEKYTOYHOI ATTECTALUHU, a TAKIKE CAMOCTOSITEILHO#
pa6oThl 00y4YaOMXCs:
KOMITBIOTEPHBIE  KJIACChI
MPOMEXYTOYHOM  aTTecTaluy,
00yJaromumxcsi:

: MeGesIb: CTOJIBI, APThI, CTYJIbS ; J0CKa MarHUTHO-MapkepHas Silwerhof,
uHTepakThBHas jgocka 1QBoardPS080 co BCTPOEHHBIM MPOEKTOPOM
NECU250 X, mynsTumenuiinsiii npoektop BenQ MX 501, kommnbroTep ajist
oduca B komiuiekt (Mouutop (AOC E2550Sda/cucremusiii 610K ), ceTeBoi
GbubTp, MUKPO(DOH, KOJIOHKH, KOMIUIEKT MYJIbTUMEMHHBIX MPE3CHTALIHIA.,
Ja3epHasi yKaska.

JlabopaTopuu, s TpoBeACHUS JAOOPATOPHBIX M CHUMYJISIIHOHHBIX
3aHATUHA, OCHAIICHBl KOMIUIGKTAMH HOPMATHBHOM  JOKYMCHTAITHH,
oOpa3liaMd Y4YeTHOW U JPYrod OpraHW3allMOHHOW JOKYMCHTAIIHH,
BXOJAIIEH B COCTaB  PErHCTPALMOHHOTO  JOChe (I KaXIOro
obyyJaromerocs).

JUIL TIPOBEICHHUS TEKYLIETOo KOHTPOJS |
a TaKKe CaMOCTOATENBHOW paboThI

Poccuiickas ®enepauus, 362025,
Pecniy6imka CeBeprast Ocerus —
Ananus,

ropoj BrnannkaBkas,

yiuia Barytuna, nom 44-46,
yuaebHbIi kopiryc Ne 7, ayn. Ne 7, 14 b

Y4eGHbIe ayTHTOPHH /151 IPOBEACHUS 3AHATHI JEKIHOHHOT0 THIIA,
CEMHHAPCKOr0 THIA, KYPCOBOI'0 MPOEKTHPOBAHMSA (BbINMOJIHEHUS
KYPCOBBIX paGoT), rPyNNOBBIX U HHAMBUAYAJILHBIX KOHCYJIbTALHUIA,
TEKYIIEro KOHTPOJISl M MPOMEKYTOYHOM aTTeCTANMM, 4 TAKKE
CaMOCTOSATE/IbHO PatoThl 00yYAIOIIMXCS

Poccwuiickas ®enepamms, 362025,
Pecny6simka Ceepras Ocerust —
Ananus,

ropox Brnanukaskas,

yiuia Barytuna, nom 44-46,
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MIPENOAaBaTEIbCKUI CTOJ, CTYJI, CTOJIBI M CTYJIbS ISl 00yYaroIuxcsl,
kadenpa, KilaccHas J0cKa, MHTepakTUBHOE 000pynoBaHue (HOyTOYK,
MIPOEKTOP, UHTEPAKTHBHAS JIOCKA)

[Iporpammuoe obecrieuenue: MicrosoftWindows 7
Professional; MicrosoftOfficeStandard 2016; 7-zip;
WInRAR; AdobeAcrobatReader; STDUViewer; MozillaFirefox; GoogleC
hrome; KasperskySecurityCloud); Cucrema TECTHPOBAHHUS
SunravWEBClass (beccpounoe I10); Ilporpammuoe obecrieueHne s
penaktupoBanus xuMmuueckux Qopmyn  IsisDraw(beccpounoe I10);
Koncynprant 1umoc;CucremMa TIOMCKa TEKCTOBBIX  3aMMCTBOBAaHMH
«Antnmiarnat.BY3y»; Ilporpamma mnst OBM  «bank BompocoB st
KOHTpoJs 3HaHuY; ['apanT; CiscoWebex; neMOHCTpannOHHBIE U yueOHO-
HATJISTHBIC TOCOOUS (BUACOIPE3CHTAIIHS).

yueOHbIi kopryc Ne 7, ayn. Ne 104, 14
b

Bubanoreka, B TOM YHCIIE YUTATBHBIN 3a11: CTOJIBI, CTYIbs; [TK
00yJaroIuXCs.
IMporpammuoeobecneuenue: Microsoft Windows 7 Professional;
Microsoft Office Standard 2016; 7-zip;
WInRAR; Adobe Acrobat Reader;STDU Viewer; Mozilla
Firefox; Google Chrome; Kaspersky Security Cloud); KoucynsranTmitoc.
OBC"YuuBepcuterckas 6udbmuoreka ONLINE" https://biblioclub.ru
OBC «Koncynprant crymenta» http://www.studentlibrary.ru
DBC «lOpaiitywww.biblio-online.ru.

Poccuiickas ®enepanus, 362025,
Pecniy6nmka CeBepnast Ocerust —
Ananus,

ropoj BrnanukaBkas,

ymuna Leperenu/Barytuna, nom 16/19,
y4ebHbIi kopiryc 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. JInct oOHOBJIEHHSI/aKTyaJIN3AIUN

Pabouas mporpamma o6cyxieHa U ogo0peHa Ha 3aceaHuu Kadeapsl GpapMaiu,
oT «30» anpesnsa 2021 r., npoTokon Ne 7
Pabouas mporpamMmma o6cyxieHa 1 0A00peHa Ha 3aCelaHuU COBETa MEIUIIMHCKOTO

dakynbrera ot «30» anpens 2021 1., mpoTokoa Ne 9.

PaGouas mporpamma paspaborana B coorBercTBUH I[Ipmkazom MwunoOpHaykum Poccum ot
08.02.2021 N 84 "O BHeceHHH W3MEHEHWH B (enepaabHbIe TOCYJapCTBEHHBIE 00pa30BaTeIbHEIE
CTaHAAPTHl BBHICIIEr0 OOpa3oBaHUs - CHEHHAIUTET MO CleUaIbHOCTAM" (3aperucTpUpOBaHO B
Muntocte Pocenn 12.03.2021 N 62736) 1 o6HOBNIeHHeM yueOHoro tuiana u OOl cnermansHoCcTH
«Dapmanusa» Pemenne Yaenoro coera ot 29.04.2021, mporokon Ne 11. IIporpamma obcyxaeHa
u ogobpena 3acenanueM kadenapsr ¢papmanmu, npotokos Ne 7 ot 30.04.2021 u 3acenanuem Coseta
MEAUIMHCKOTO (hakynpTeTa, mpoTokos Ne 9 ot 30.04.2021.

PaGouas mporpaMma akTyann3mpoBaHa B COOTBETCTBHH C l[Ipmkazom MwuHHCTEpCTBa HAyKH U
BEICcIIero obpazoBanus Poccuiickoit @enepammu ot 26.11.2020 Ne 1456 «O BHECeHNH U3MEHEHUH
B (enepaibHble TOCYAapcTBEHHBIE 00pa3oBaTeNbHBIC CTAHAAPTHI BBICIIETO OOPa30BAHMSD).
(3apeructpupoBan 27.05.2021 Ne 63650). 3MeHeHusI, BHECEHHbBIE B MPOrpaMMmy OOCYKICHBI U
onoOpeHs! 3acenanneM Kadenps! papmanmm, mpotokod Ne 8 ot 01.06.2021 u 3acenanuem Coseta
MeAUIMHCKOT0 dakynpTeta, mpoTokos Ne 11 ot 01.06.2021.
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