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1. lean u 3agaun AUCHUATIHMHBI

1.1 Henp qucuuruivHel — GopMUpOBaHUE KOMIIETEHIIHIA:

OIIK-3 CnocobGeH oOCymecTBIATh MNPO(ECCHOHANBHYIO JIEATEIBHOCTh C  YY€TOM KOHKPETHBIX
HSKOHOMHUYECKHX, HKOJIOTMYECKHX, COLMAIbHBIX (AKTOPOB B paMKaX CHUCTEMbl HOPMAaTHBHO-IIPABOBOIO
perynupoBaHus cepsl 00paleHNs JIEKapCTBEHHBIX CPEJICTB

[1K-4 CnocobeH y4acTBOBaTh B MOHHUTOPUHIE KauecTBa, 3PPEKTUBHOCTH M OE30MaCHOCTH JIEKAPCTBEHHBIX
CPEICTB U JIEKAPCTBEHHOI'O PACTUTEIBHOIO ChIPBS.

1.2 Tumel 3aga4 TpogecCHOHANBHOU NeATeNbHOCTH, K KOTOPBIM TOTOBSTCS OOydYaroluecss B paMKax
OCBOCHHUS JUCLUILINHBL:

- OpraHU3alMOHHO-YIIPaBIEHYECKUI

- (hapMareBTUYECKHIt

- DKCIEPTHO-aHAJIUTUYECKHUI

1.3 JlucumrinHa OpUEHTHPOBAHA HAa MOATOTOBKY OOydYaroUIMXCs K MPo(ecCHOHaIbHOM JAEATEIbHOCTH B
cdepax: 02 3npaBooxpaneHue (B chepe oOpalieHus JIEKapCTBEHHBIX CPEJICTB U APYTHX TOBAPOB ATEYHOTO
accoptumenTa), 07 AIMUHHCTpPaTUBHO-yTIpaBlIeHUYECKass U OpUCHAs AEATENbHOCTh (B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEJICTB)

1.4 B pe3ynbTare 0CBOCHHS JUCLHUIUIMHBI y 00YYarOIUXCs TOJKHBI OBITH C(OPMUPOBAHBI:

O06001TIeHHBIE TPYIOBEIE
(yHKIMH / TPYAOBBIC
(OYHKIMY / TPYAOBBIC HIIH
npodeccroHaIbHBIC
JercTBUs (IPU HATTUYIAN
npodcrangapra)

Konx n HammeHoBaHme
xommnereniuu ®I'OC BO,
HEOOXOIUMOM 1151
(hopMHUPOBaHUS TPYAOBOTO
WIH TIPO(heCCHOHATBLHOTO
JIeHCTBHS

MHankaTopbl JOCTHKEHUS] KOMIIETEHIIAM

OIIK-3 Cnocoben
OCYIIECTRIATh
poecCHOHAIEHY IO
JCSITENTBHOCTD € YIETOM
KOHKPETHBIX
9KOHOMHUUECKHUX,
9KOJIOTHUECKHX,
COITHANTBHBIX (DAKTOPOB B
paMKax CHCTEMBI
HOPMAaTHBHO-TIPABOBOTO
perynupoBaHus chepsbl
00paleHus IEKapCTBEHHBIX
CpenCcTB

CoOmronaeT 0CHOBHBIC TIPUHITUIIBI U TIOPSIIOK IPOBEICHUS
peruCTpallii  JICKAPCTBEHHBIX  IPENaparoB,  BEIET
JIOKYMEHTAIIUIO, MIPETyCMOTPEHHYIO B cepe
MTPOM3BOJICTBA U OOPAICHHS JICKAPCTBEHHBIX CPEJICTB

I1K-4 Criocoben
y4acTBOBaTh B
MOHHMTOPHHIC KaueCTBa,
3¢ EKTUBHOCTH U
0e301acHOCTH
JICKAPCTBEHHBIX CPEACTB U
JICKAPCTBEHHOTO
PACTUTEILHOTO CHIPhSL.

YyactByeT B OJKCHEepTH3aX, IMPEIyCMOTPEHHBIX TIpHU

TOCYIapCTBEH-HOM perucrpanuu JIeKapCTBEHHBIX
Mperaparos.
Nnudopmupyet B MOpsIIKE, YCTaHOBJICHHOM

3aKOHOAATENbCTBOM, O HECOOTBETCTBHH JIEKAPCTBEHHOTO
Mperapara yCTaHOBJICHHBIM TPeOOBaHMUSIM

1.5 CornacoBanue MEXAUCITUTUTMHAPHBIX CBA3ECH MUCIUTIINH, 00€CTIEYNBAIOIINX OCBOCHUE KOMITCTCHITHI:

OIIK-3 CnocobGeH OCymHIecTBIATh MPO(PECCHOHANBHYIO JESITEIIBHOCTh C  yYE€TOM

KOHKPCTHBIX JSKOHOMHWYECCKHX,

OKOJIOTHYCCKUX,

COLIMAJbHBIX (PAKTOPOB B pamKax

CUCTEMbl HOPMAaTHBHO-TIIPABOBOTO PETYIUpOBaHUS cdepbl oOpallleHus: JIeKapCTBEHHBIX

CPEICTB




n/m

HanmenoBanme
JIMCITUILINH,
OTIPEICIISIIOITIX
MEKIUCIUTUTMHAPHEIE
CBA3H

dopma oOyyeHus

Ounas
(cemectp)

S16[718]9

10

Beenenue B
CHEIHAIBHOCTh

MenuuuHckoe u
(hapmareBTHIECKOE
TOBapoBeJICHHE

TIpaBoBbIE OCHOBBI
JESTeNbHOCTH
MPOBU30pa

IIpaktuka mo obmei
(hapMareBTHUECKOM
TEXHOJIOTUH

IIpaxTuka mo
YIPaBICHHUIO U
SKOHOMHUKE
(hapMareBTHIECKUX
OpraHu3aiuit

IIpakTuka mo
(hapMareBTHIECKOMY
KOHCYJIBTUPOBAHHIO U
WH()OPMHUPOBAHUIO

VYnpasnenue u
SKOHOMHKA (papMaIrnu

(DapMaI_ICBTI/I‘-ICCKaFI
TCXHOJIOIuAa

DKOHOMHKA

31PaBOOXPAHCHHUS

I[IK-4 Cmocoben yuacTBOBaTh B

MOHHTOPHHIC

Ka4yecTBa,

ahdexTuBHOCTH W

0€301acCHOCTH JIEKAPCTBEHHBIX CPEJICTB U JIEKAPCTBEHHOTO PACTUTEIBHOTO ChIPhSI.

Ne
n/m

HanmenoBanme
JIMCITUILINH,
OTIPEICIISIIOITIX
MEKIUCIUTUTMHAPHEIE
CBSA3H

dopma oOyyeHus

Ounas
(cemectp)

S16[718]9

AHanmutuueckas
XUMUSA

IIpakTuka mo
KOHTPOJIIO Ka4yecTBa
JIEKapCTBEHHBIX
CPEICTB

IIpakTuka no
(hapMaKOTHO3UHU

[IpoGemsr
BBISIBJICHUS
(anbcupuIupoBaHHBI
X JIEKapCTBEHHBIX
CpEICTB

Crpykrypa u
pa3BUTHE MHUPOBOTO
(hapManeBTHUECKOTO
pBIHKA




6 | Toxcukonmoruyeckast + | +
XUMUSL

7 | DapMaKorHO3Ust + | +

8 |@apmaneBTuyeckas + | +
XUMUSL

2. Mecto aucuumiimabl B cTpykrype OIl cnenmanurera:

JucuumnuHa «OCHOBBI TOCYJapCTBEHHOM PETUCTPALMK JIEKAPCTBEHHBIX IIPENApaToOB» OTHOCUTCSA K
o0s13arenbHO yacTu yyeOnoro miana OIl no Hanpasnenuto noarorosku 33.05.01 - dapmarus.

JucuunnuHa «OCHOBBI T'OCYAApCTBEHHOW PpErucTpaluy JIEKapCTBEHHBIX IpenaparoB» wusydaercs B 10

ceMecTpe.

3.00beM u conepxaHue TUCUUILIUHBI
3.1.00peM QUCIUIUIMHEL: 4 3.€.
Oumnas: 4 3.e.

Bun yueGHOM paboThI (Bcgglf;io]s)
OO0mas Tpyn0éMKOCTb 1M CHUILTTHHBI 144
KonTaktHas pabora 48
Jlexuu (Jlexiun) 16
[Tpaktuueckue (IIpakr. pab.) 32
CamocrosrenbHas padota (CP) 60
DK3aMeH 36

3.2.ConepxaHue Kypca:

Ne Ha3zBanue Bun yuebHoli | DopMbI TEKYIIETO
TEMBI paszena/TeMsbl pabortsl, yac. KOHTPOJIS
Jlex |IIpa| CP
LIMH | KT.
pao.
O[O0 |O
10 cemectp
1 OcHOBHBIE Omnpoc;
MIPUHIUIIBI U TectupoBanue
IpaBuia
roCy1apCTBEHHOU 2 6 |10
perucTpanuu
JIEKapCTBEHHBIX
penaparoB
2 TpeboBanus Ompoc;

MPOBEICHUIO KomnokBuym
JNOKIMHUYECKHUX U
KJIIMHUYECKUX 2 6 | 14
HUCCIIeqOBaHUI
JIEKapCTBEHHBIX
IpenaparoB




3 Perucrpanuonnoe Omnpoc;
JOChE Ha Konnoksuym
JIEKapCTBEHHbIN
npenapar. [lopsnok
BHECEHUS
U3MCHEHUH B
pErUCTpaLMOHHOE
J0Che 6 (10 | 20
JIEKapCTBEHHOTI'O
Ipenapara.
ITopsinok OTMEHBI
rOCyapCTBEHHOMN
perucTpanuu
JIEKapCTBEHHBIX
IIpenapaToB

4 DKCIEPTU3bI, Omnpoc;
MpeyCMOTPEHHBIE TectupoBanue
roCy1apCTBEHHOU
perucrpanuen
JIEKapCTBEHHBIX
MpenaparoB 1
BHECEHHEM
U3MEHEHUH B
perucTpanoHHoe
J0Che
3aperucTpUpPOBaHHO
ro mpermnapara

Tema 1. OcHOBHbIE NPUHIIUNBI ¥ MPABWJIA TOCYIAPCTBEHHOM PEerucTPaluy JeKAPCTBEHHbIX
npenaparos (OIIK-3)
Jlexknus.
BBonnas nexuus.

OcHOBHbIE TMPUHUUIBI W TPaBWIa TOCYIaPCTBEHHOM pEruCTpalliy JIEKAPCTBEHHBIX IpPENaparosB.
TocynapcTBeHHBI peecTp JeKapCTBEHHBIX CPECTB Ml MEIUIMHCKOTO pUuMeHeHus. OCHOBHBIE MOHATHUS U
TEPMHHOJIOTHSI ~ TOCYJAapCTBEHHOM  perucTpanuy  JIEKApCTBEHHBIX  IMpEenapaTtoB U BKIIOYEHHS
(dapmalieBTHUECKUX CyOCTaHIIUI B TOCYIapCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEICTB AJS MEAULUHCKOTO
MIPUMEHEHHUS.

Jlekuus-Busyanuzanus.

[Topsimox U mpaBWiia TOCYJAapCTBEHHOM PErMCTpaIliy JICKAPCTBEHHBIX NpenaparoB M (papManeBTHUECKUX
CyOCTaHIMA JJ11 METUIIMHCKOTO IIPUMEHEHUSI.

IIpakTH4eckoe 3aHATHE.
IIpakTnueckoe 3ansitue 1
Yerueiit onpoc. Bonpock! 1st 00CyKIeHuUs:
1. HaznaueHue, Nops 10K IPOBEACHUS U OCHOBHBIE TPUHLIMIIBI TOCYAapCTBEHHOM peructpanuu JIIT.
2. TocynapcTBeHHBIN PEECTp JIEKAPCTBEHHBIX CPEICTB JIJIsl MEAUIIUHCKOTO MPUMEHEHHS.
IIpakTnyeckoe 3ansiTue 2
Yerueiit onpoc. Bonpock! 11st 00CyKIeHuUs:

1. Knaccuduxanust sekapCTBEHHBIX IMpenapaToB M HOMEHKJIATypa JIEKApCTBEHHBIX (opM s
rOCyAapCTBEHHOW PETUCTPALIUH.

2. OCHOBHBIE TNPUHIUIBI TOCYIAPCTBEHHOW PErHCTpalM JIEKAPCTBEHHBIX IPENapaToB M BKIIOUEHUS
(dapmalieBTHUECKUX CyOCTaHIIUI B TOCYIapCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEICTB AJS MEAULUHCKOTO
MIPUMEHEHHUS.

IIpakTH4eckoe 3ansaTHE 3



Ycerueiit onpoc. Bonpock! 1st 00CyKIeHuUs:

1. Tlopsimox u mpaBuiIa TOCYIapCTBEHHOM PETUCTPALMU JIEKAPCTBEHHOIO Mperapara JUisi MeIULUHCKOTO
MIPUMEHEHHUS.

2. Tlopsmox W mpaBwia BKIIOUCHHUS (apMameBTHUECKOW CYOCTaHIIMM B TOCYIApPCTBEHHBIN peecTp
JIEKapPCTBEHHBIX CPEJCTB AJISI MEAULIMHCKOTO TPUMEHEHUS.

3. TectupoBanne 10 TemMe «OCHOBHbIE MPUHIMUIIBI M TPaBWIA TOCYIAPCTBEHHOW pETrUCTpaIluU
JIEKapCTBEHHBIX MIPENapaToBy.

3aganus AJ151 CAMOCTOSITEIbHOM PadoThI.

N3yunTh NOKYMEHTBI, PENIAMEHTUPYIOLIUE IOPSIAOK TOCYAAPCTBEHHOW PEruCTPAalMM JIEKapCTBEHHBIX
npernapaToB U (papmaneBTHUeCKUX cyOcTanuuil. [10AroTroBUTh KpaTKuii KOHCTIEKT.

Tema 2. TpeOoBaHUs K NPOBEIEHUIO TOKJIMHUYECKUX U KIIMHUYECKUX UCCIIeT0BAHUI
JIEKAPCTBEHHBIX NPENaparos
(IIK-4)
Jlekuus.
Jlekuus-Busyanuzanus.
HOPHHOK MPOBCACHUA JOKIIMHUYCCKUX I/ICC.HG,Z[OBaHI/Iﬁ JICKAPCTBCHHLIX MPCIIapaTroB, IPOBOAUMBIX B paMKax
TOCYIApCTBEHHOW peructpauuu. [lopsaok NpoBeneHUS KIMHUYECKUX HCCIECIOBAHUM JIEKapCTBEHHBIX
[IpenaparoB, IPOBOAUMBIX B PaMKax IOCyNapCTBEHHOW pEruCTpaLiy.
Jlekuus-Busyanuzanus.

ITopsmok BKCHEpTU3bl OTYETOB O PE3yabrarax IPOBEACHUS JOKIMHUYECKOTO M KIMHHUYECKOIO
HCCIIEI0BAHNM JIEKAPCTBEHHBIX IIPEIIApaTOB.

IIpaBoBOE peryaupoBaHUE NOCYAAPCTBEHHBIX NOKJIMHUYECKUX U KIMHUYECKHUX HUccienoBaHuid B PO mpu
IIPOBEICHUH I'OCYIapCTBEHHOM PETUCTPALIUU JICKAPCTBEHHBIX IIPEapaToB.
IIpakTH4eckoe 3aHATHE.
IIpakTnueckoe 3ansitue 1
Yerueiit onpoc. Bonpock! 1st 00CyKIeHuUs:
1. IlpaBuna npoBeeHUs JOKJIMHUYECKOTO UCCIEI0BAHUSA U OPOPMIICHHS OTYETA O €r0 pe3yNbTaTax.

2. BI/IOJIOFI/I‘IGCKI/IG, MI/IKp06I/IOHOFI/I‘-I€CKI/Ie, HMMYHOJIOTHYCCKUEC, UCCICAOBAHUS JICKAPCTBCHHOI'O CPCACTBA
MyTCM MMPUMCHCHUA HAYYHBIX MCTOAOB OLICHOK.

3. Tokcukonoruyeckue, papmakogormyeckue, GU3MUECKUe, XUMHUUYECKUE UCCIIEI0BaHUS JIEKapCTBEHHOTO
CpCACTBA IIYTEM IMIPUMCHCHUS HAYUYHBIX MECTOLOB OLICHOK.

IIpakTH4eckoe 3ansATHE 2

YeTHbIid onpoc. Borpock! aiis 00CykaeHUS:

1. IlpaBuia mpoBeeHNs KIMHUYECKOTO UCCIeI0BaHUS U OPOPMIICHHS OTYETa O €ro pe3ysbTarax.

2. W3yyeHue JAMarHOCTUYECKHUX, JIE4EOHBbIX, MNPO(UIAKTHUECKUX, (PApMaAKOIOTHUECKMX CBOMNCTB
JIEKapCTBEHHOTO Mpernapara B MpoLecce ero MpUMEHEeHHS.

IIpakTnyeckoe 3ansiTue 3

KOHHOKBI/IyM Ha TCEMY «Tp€6OBaHI/ISI K TIPOBCACHUIO ANOKIIMHUYCCKUX N KIMHUYCCKUX I/ICCHGIIOBaHI/Iﬁ
JICKAPCTBCHHLIX MPCTIapaToOB».

3ananus AJ51 CAMOCTOSITEILHOI padoThI.

W3yunth JOKyMEHTHI, perIaMEHTUPYIOIIHME TMOPSIAOK TPOBENEHUS JOKIMHHUYECKUX U KIMHUYECKUX
WCCIIEIOBAHMI JIEKAPCTBEHHBIX MpenaparoB. [[oAroToBUTh KpaTKuii KOHCTIEKT.

Tema 3. PerucTpannoHHoe 10Che HA JJeKapcTBeHHbIN npenapar. [lopsinok BHeceHnsl N3MEHEHUH B
PerucTpanMoHHOE A0Che JIEKAPCTBEHHOro npenapara. Ilopsiniok oTMeHbI rocy1apcTBeHHOM
perucTpanuu JekapcreeHHbIX npenaparos (OIIK-3)

Jlexknus.
Jlekuus-Busyanusanus.
CTpyKTypa M COCTaB pErucTpalMoHHOro goche. Ilopanok u mpaBuia (GOpMHUPOBAHUS PETUCTPALIOHHOIO
J0Che Ha JIEKApCTBEHHBIN Npenapar U papMaleBTHYeCKyI0 CyOCTaHIIHIO.



Jlekuus-Busyanusanus.
BHeceHne u3MeHEHMII B J0ChE JIEKAPCTBEHHOI'O CPEACTBA, BKJIIOYEHHOIO B TOCYAAPCTBEHHBIA PEECTP
JIEKapCTBEHHBIX CpeACTB. OTMEHAa roCcy1apCTBEHHOM pErucTpaliu JIEKapCTBEHHOTO Mpenapara.
Jlekuus-Busyanuzanus.
OTMeHa TroCyIapCTBEHHOW pErUCTpaluu JIEKapCTBEHHOro rmnpemnapara. OcHOBaHUs [Jisi OTKa3a B
pEerucTpalyy JEKapCTBEHHOTO IIpenapara, OT3bIBa, NPUOCTAHOBICHUS WIM MPEKpAlICHUS JIeUCTBUS
PEruCTPALIMOHHOTO YAOCTOBEPEHUS JIEKaPCTBEHHOI0 IIpenapara.

IIpakTn4yeckoe 3ansATHE.
IIpakTH4eckoe 3ansaTHe 1
YeTHbiid onpoc. Borpock! aiis 006CyxaeHuS:

1. ®opMmupoBaHHe 3asBICHHUS O TOCYJApCTBEHHOM PErMCTpaluyl JICKapCTBEHHOTO mpenapara. OCHOBHbBIE
TpeOOBaHUSI.

2. [opsmox hopMUpOBaHUS PETUCTPALIMOHHOTO JI0ChE Ha JIEKAPCTBEHHBIHN Mpernapar.

3. TpeboBaHus K CTPyKType, popmary, CoAepKaHUIO PETUCTPALMOHHOTO JI0ChE.

4. TpebGoBanmst kK 00beMy HHPOpPMAIMH, MPEIOCTABISIEMONH B COCTAaBE PETHCTPAIIMOHHOTO JIOChE, IS
OTJEIbHBIX BUJIOB JIEKAPCTBEHHBIX MPENApaToB Isi MEAUIIMHCKOTO TPUMEHEHUS

IIpakTH4eckoe 3ansATHE 2

YeTHbIid onpoc. Borpock! aiis 006CyxaeHuS:

1. Ha3znaueHnue 1OKyMeHTAMH, BKIIFOUEHHON B PETUCTPALIMOHHOE 1I0ChE HA JIEKAPCTBEHHBIN IIpenapar.

2. Jlocke Ha (hapMaIeBTUYECKYIO CYOCTaHITHIO.

3. TpeboBaHUs K CTPYKTYpE U CONEPIKAHUIO OTUETA TI0 OIIEHKE PETUCTPAIIMOHHOTO JIOChE.

IIpakTnyeckoe 3ansitue 3

Ycerueiit onpoc. Bonpock! 15t 00CyKIeHuUs:

1. Buzibl u3BMEHEHH, BHOCUMBIX B PETUCTPALIMOHHOE JOChE JIEKAPCTBEHHOIO Mpenapara.

2. Tlopsinok BHECEHUSI UBMEHEHHUI B pETUCTPALMOHHOE J1I0ChE JIEKAPCTBEHHOT'O IIpenapara.

3. Tlpouenypsl, HEOOXONUMBIE AJii BHECEHHS M3MEHEHUN B PErHCTPAlMOHHOE JOChE JIEKAPCTBEHHOTO
npenapara.

IIpakTnyeckoe 3ansitue 4

Yerueiit onpoc. Bonpock! 1st 00CyKaeHuUs:

1. IIprunHBl 1 OCHOBaHUS 11 OTMEHBI TOCYJaPCTBEHHOM PErUCTPALMK JIEKAPCTBEHHOTO MIpenapara.

2. Tlopsimok OTMEHBI TOCYIaPCTBEHHOM perucTpaliy JICKapCTBEHHOTO Mpernapara.

IIpakTnyeckoe 3ansiTue 5

KomnokBuyM Ha TeMy «PerucrpallMoHHOE 10Ch€ Ha JIEKapCTBEHHBINM mpemnapar. llopspok BHeceHus
U3MEHEHUH B PErMCTPAallMOHHOE J0CHE JEKapCTBEHHOro mnpenapara. [1opsiok OTMEHBI rocyaapcTBEHHOU
perucTpanuy JEKapCTBEHHbBIX [IPENapaToOBy.
3ajaHus AJ151 CAMOCTOSITEJIbHOM PadoThlI.

N3yunts npuka3z MunucrepcTsa 3apaBooxpanenus Poccuiickoit @enepanyu ot 12 nrons 2017 rona N 4091
«O0 yTBep)KICHHH TOpsIKka (pOPMUPOBAHMS PETHCTPALMOHHOTO JOChE Ha JICKAPCTBEHHBIM NIpenapar u
TpeOOBaHMI K JOKYMEHTaM B €ro COCTaBe, TpeOoBaHMI K 00beMy HH(OpMAIUH, NPEAOCTaBIIEMON B
COCTaBE PETUCTPALMOHHOIO JOChE, ISl OTAENBHBIX BUAOB JIEKAPCTBEHHBIX IPENApaToB Ji MEIULUHCKOTO
NPUMEHEHHS U TIOpsJIKa MPEICTaBICHHUS JOKYMEHTOB, U3 KOTOPBIX (POPMUPYETCs pErHCTPAallMOHHOE JOChEe
HAa JIEKapCTBEHHBIN Npenapar i MEAULUHCKOIO IPUMEHEHHUS B 1IENIAX €r0 TOCYIapCTBEHHON PETUCTpaLuu
(c n3menenusamu Ha 9 urons 2020 rona), cenarb KpaTkuil KOHCTIEKT.

Tema 4. IkcnepTU3bl, NPETYCMOTPEHHBbIE TOCYIAPCTBEHHOM perucTpaumne JeKapcTBeHHbIX
NpenaparoB ¥ BHECEHHEM M3MEHEHUI B PeruCTPAallHOHHOE 10Che 3aperiCTPUPOBAHHOIO Mpenapara
(IIK-4)
Jlekuus.
Jlekuus-Busyanuzanus.



10

Bunel skcnepTu3 Ipu TOCyIapCTBEHHOM PETUCTPALMM JIEKAPCTBEHHBIX IPENaparoB, MNPUHIMIBI HX
IIPOBEJCHUS. ODKCIIEpTH3a 3asBICHHUS U JIOKYMEHTAllUM NpU BHECEHUM WM3MEHEHHUH B PErMCTPAllMOHHOE
Jocke 3apeructpuposanHoro JIII.
Jlekuus-Busyanuzanus.
IIpoBenenue sKCrepTU3, MPEAYCMOTPEHHBIX IPU BHECEHHUM W3MEHEHUN B perucrpannoHHoe pgocwe JIII
DKcIepTH3a coCTaBa PErMCTPALMOHHOTO AOChHE.

IIpakTH4Yeckoe 3aHATHE.
IIpakTnueckoe 3ansitue 1
Ycerueiit onpoc. Bonpock! 15t 00CyKIeHuUs:

1. Tlopsimox mpoBemeHHs OSKcnepTu3bl npuHamIexkHocTH JIII k rpymnme opdaHHBIX JIeKapCTBEHHBIX
Mpernaparos.

2. DOkcmeptu3za JOKYMEHTOB, IMIPEICTaBICHHBIX ISl OINpEAeseHUs BO3MOXHOCTH paccMaTpHUBaTh
JIEKapCTBEHHBIN mpemapar s MEAMIMHCKOTO TPUMEHEHHUS MpPH OCYLIECTBIEHUU TOCYAapCTBEHHOM
perucTpanuu B KadecTBe oppaHHOIO JIEKApCTBEHHOTO Mpernapara.

IIpakTH4eckoe 3ansATHE 2
YeTHbIid onpoc. Bonpock! i 006Cy K aeHuS:

1. 3KCHepTI/ISa MPCIJIOKCHHBIX MCTOHNOB KOHTPOJIA Ka4CCTBa JICKAPCTBCHHOIO CpPCACTBA U KAa4YCCTBa
MpEaACTAaBICHHBIX o6pa3u0B JICKAPCTBCHHOTI'O CPEACTBA C UCITOJIB30BAHUCM 3TUX MCTOHOB.

2. DkcrepTu3a KadyecTBa JIEKAPCTBEHHOTO cpeAcTBa. llopsaok npoBeAeHMs] HKCHEPTU3bl OTHOIICHHUS
0’KHUJIA€MOM TO0JIb3bI K BO3MOXHOMY PUCKY npuMeHeHus JIII.

3. Okcnepru3a OTHOIIEHUS OXHMJIAeMOM IOJb3bl K BO3MOKHOMY PHUCKY IPUMEHEHHS JIEKApCTBEHHOTO
npenapara.

IIpakTH4eckoe 3ansaTHE 3

YeTabriii onpoc. Borpock! i 006Cy K aeHUS:

1. IIpoBeneHue 3KCIepTU3, MPELYCMOTPEHHBIX TP BHECEHUN U3MEHEHUH B peructpanuonHoe nqocse JIIT.
2. DKcnepTu3a coCTaBa PEruCTPaAlMOHHOTO JOCKE.

3. TpeGoBaHus K 3KCIEPTY U SKCIEPTHON OpraHU3aIHH.

IIpakTnyeckoe 3ansiTue 4

Ycerueiit onpoc. Bonpock! 15t 00CyKIeHuUs:

1. MHCcnekuuu B paMKax rocyaapCTBEHHOM PErMCTPAIMK JIEKAPCTBEHHOTO Ipernapara.

2. llopsaoK MHCHEKTUPOBAHUS HaJJIeXkallled MPOM3BOJACTBEHHOW NPAKTUKM, HAJUIEKALIEH NPAKTUKH IO
(bapmakoHa130py, HAAJEKAIIEeH J1Tab0opaTOPHOI MPAKTHKHU U Ha/JIeKalleld KITMHUYECKOM MPAKTUKH.

IIpakTH4yeckoe 3ansATHE S
1. OdopmiieHre FKCIEPTHOrO OTYETA IO Pe3ybTaTaM dKCIEPTH3 B paMKaxX TOCyJapCTBEHHOM perucTpaiumy;

2. OdopmieHne perucTpalvoOHHOTO YIOCTOBEPEHHMsS Ha JICKAPCTBEHHBIM INpemapar Ui MEIMIUHCKOTO
IIPUMEHEHUS.

TecTupoBaHNE/KOHTPOJIIBHBIA cpe3 MO TeMme «DKCIEPTU3bl, TMPEIyCMOTPEHHBIE TOCYIAapCTBEHHOM
perucTpanyeil JIEKapCTBEHHBIX IIPENaparoB M BHECEHWEM HW3MEHEHHH B PErMCTPALMOHHOE J0ChE
3apEruCTPUPOBAHHOIO IIpenaparay.

3aganus AJ151 CAMOCTOSITEIbHOM PadoThI.

N3y4unTh JOKYMEHTBHI, pEINIAMEHTHUPYIOLIUE MOPSAAOK IKCIIEPTU3 U1 TOCYIapCTBEHHON PETUCTpalun
JIEKapCTBEHHBIX NpenaparoB. [IoArOTOBUTE KPaTKUl KOHCIIEKT.

4. KoHTpO/Ib 3HAHUI 00yYAKOIIMXCS U THIIOBbIE OLIEHOYHbIE CPeICTBA
4.1. Pactipenenenue 6amios:

10 cemectp
*  TEKyIIUH KOHTPOJIb — 53 Gamia
* KOHTPOJIBHBIEC Cpe3bl — 2 cpe3a: 7 6amnos, 10 6annos
* MpeMHalIbHBIC OauThl — 5 0asIoB



OTBET Ha dK3ameHe: He Oosiee 30 0aiuioB

Pacripenenenne 6aioB 1mo 3aJaHusIM:

No |HazBanue tembl | @opmbl Max. Mertonuka npoBeJEHUs 3aHIATUS U OIIEHKU
Te | /BHUI y4eOHOH |TEKylIero | KOI-BO
MBI paboTsI KOHTpOJs | Oamos
/ cpe3bl
1. OcHOBHEBIE Ompoc 6 IIpenycmoTpero 2 ycTHBIX ompoca 1o 3 ©Oamna. I[lpm oreHke
MIPUHIIATIBI 1 YUHUTHIBAIOTCS:
TpaBwiia - IPaBUWJIBHOCTH OTBETA 110 COIEPIKAHUIO;
TOCY/IapCTBEHHO - TIOJTHOTA U TITyOWHA OTBETA;
W peructpanuu - CO3HATENFHOCTH OTBETA;
JIEKapCTBEHHBIX - JIOTHKA M3JIOKEHUS MaTepHana;
MperaparoB - HCTIONTb30BaHME JIOTIOTHUTENBHOTO MaTepraa.
3 Oayuta - IOJTHBIN KOPPEKTHBIA OTBET HA BOIIPOC;
2 6aa — HeMOJIHEIN MPaBIWIBHBIN OTBET/OTBET C OIMNOKAMH;
1 Gana — OTBET HEIOIHBIM, C OIIMOKAMHU;
0 6amoB — CTYIEHT HE OTBETHJI Ha BOMPOC, OTBETHUJI HEIMPABHIHHO
WJIM OTKa3aJicsa OT OTBETA.
Tectupon 10 3a TectupoBanue Hauncisiercs 10 6amioB.
aHue Tect coctout n3 20 BOpOCoOB, Ha OTBETHI HA KOTOpPhIe OTBOAUTCS 20
MUHYT:
3a KaxXIplIXx 2 TPaBWIBHBIX OTBETa CTYIEHT Ioiydaer 1 Oayr.
[IpaBunpHEI OTBET Ha 1 Bopoc 0aJIOB HE JACT.
2. | TpeboBanus k Ompoc 6 [IpenycmoTpero 2 ycTHBIX ompoca mo 3 ©Oamna. I[lpu oreHke
MIPOBEACHUIO YUHUTHIBAIOTCS:
JTOKIIMHUYIECKUX - IPaBWJIBHOCTH OTBETA 110 COEPIKAHUIO;
Y KITMHAYECKAX - TIOJTHOTA U TITyOWHA OTBETA;
WCCIIeZIOBaHU I - CO3HATENFHOCTH OTBETA;
JIEKapCTBEHHBIX - JIOTHKA M3JIOKEHUSI MaTepHana;
MperaparoB - HCTIONTb30BaHME JIOTIOTHUTENBHOTO MaTepraa.
3 Oayuta - IOJTHBIN KOPPEKTHBIA OTBET HA BOIIPOC;
2 6aia — HeMOJIHEIN MPaBIWIBHBIN OTBET/OTBET C OINOKAMH;
1 Gana — OTBET HEIOIHBIM, C OIIMOKAMHU;
0 6amoB — CTYIEHT HE OTBETHJI Ha BOMPOC, OTBETHUJI HEIMPABHIHHO
WJIM OTKa3aJicsa OT OTBETA.
Kosoks 7 [IpemycMoTpeH TUCHMEHHBIH OTBET Ha 2 BOMIpOCa.
HYM(KOHT 7 6anmIoB — MOJHBIA KOPPEKTHBIM OTBET HA 2 BOIMPOCA, MCIIONb30BaH
POJIbHBII JOTOJIHUTENBHBIN MaTepral;
cpe3) 6 6aNIIOB — MOJHBII KOPPEKTHBIN OTBET HA 2 BOMpOCa,
5 0ayuT0B — HEIOCTATOYHO ITOJIHBIH OTBET HA OJIWH U3 BOIIPOCOB;
4 6amia — HeAOCTaTOYHO MOTHBIA OTBET Ha 00a BOIIPOCa;
3 Oayura — omMOKa B OTHOM M3 BOTIPOCOB;
2 6amina — ommOKa B 000MX BOIIPOCAX;
1 Gamy — mOTBITKa OTBETA HA BOMIPOCHI;
0 6amoB — CTYIEHT HE OTBETHJI Ha BOMPOC, OTBETHUJI HEIMPABHIHHO
WJIM OTKa3aJicsa OT OTBETA.
3. |Perucrpanmonn | Ompoc 12 [IpenycmoTpero 4 ycTtHBIX ompoca mo 3 ©Oamna. [lpm oreHke
oe JTI0Che Ha YUHUTHIBAIOTCS:
JIeKapCTBEHHBIN - IPaBUWJIBHOCTH OTBETA 110 COIEP)KAHUIO;
rperapar. - TIOJTHOTA U TITyOWHA OTBETA;
[Mopsmox - CO3HATENFHOCTH OTBETA;
BHECEHHUSA - JIOTUKA M3JIOKEHUS MaTepHana;
W3MEHEHUil B - HCTIONTb30BaHME JIOTIOTHUTENBHOTO MaTepraa.
perucTpanroHH 3 Ganna - MOJTHBINA KOPPEKTHBIA OTBET Ha BOMPOC;
0€ JTI0Che 2 6aia — HeMOJIHEIN MPaBWIBHBIN OTBET/OTBET C OINOKAMH;
JIEKapCTBEHHOTO 1 Gana — OTBET HEIOIHBIM, C OIIMOKAMHU;
mpernapara. 0 6amoB — CTYIEHT HE OTBETHJI Ha BOMPOC, OTBETHUJI HEMPABHIBHO

ITopsimok

HJIK OTKa3aJiCs OT OTBCTA.
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OTMCHBI Konnoksu 7 [IpemrycMoTpeH NHUCHbMEHHBIHN OTBET Ha 2 BOMpoOcCa.
FOCylapCTBCHHO yM 7 6annoB — MOJHBIM KOPPEKTHBIM OTBET Ha 2 BOMpPOCA, UCTIOIb30BaH
it peructpanuu JIOTIONTHUTENBHBIN MaTepuat;
JICKapCTBCHHBIX 6 0aIoB — MONHBIN KOPPEKTHBIA OTBET Ha 2 BOIpOCa,
HpeTIapaToB 5 0aIoB — HEAOCTAaTOYHO MOIHBINA OTBET Ha OJMH U3 BOIIPOCOB;
4 Gata — HEIOCTATOYHO MOJHBIM OTBET HA 00a BOMpoca;
3 Gamna — omOKa B OTHOM M3 BOIPOCOB;
2 Gayta — omrOKa B 000MX BOIIPOCAx;
1 Gann — mombITKa OTBETA Ha BOPOCHI,
0 6anymoB — CTYAGHT HE OTBETHJI HAa BOINPOC, OTBETHJ HEMPABHILHO
WJIM OTKa3ajcs OT OTBETA.
4. | DkcnepTussbl, Ompoc 12 [penycmotpeno 4 ycTHBIX ompoca mo 3 Oamwra. [lpu omeHke
MIpeyCMOTPEHH YUUTBIBAIOTCS:
13 - IPaBWJIBHOCTH OTBETA 110 COAEP)KAHUIO;
TOCYIapCTBEHHO - IOJTHOTA W TITyOMHA OTBETA;
i peructpanueit - CO3HATEIBHOCTh OTBETA;
JIEKapCTBEHHBIX - JIOTHKA U3JI0KEHUS MaTepHana;
MIpPenaparoB U - HCIIOJIb30BaHME JTOTOIIHUTENBHOTO MaTepraa.
BHECEHUEM 3 Ganua - MOJIHBIM KOPPEKTHBIM OTBET Ha BOIPOC;
M3MEHEHUH B 2 GaJia — HETIOJIHBIN TPaBUIIBHBINA OTBET/OTBET C OLIHMOKAMH;
perucTpanoHH 1 Ganna — OTBET HEMOJIHBIN, C OIIMOKAMH;
0€ J0ChE 0 6anymoB — CTYACHT HE OTBETHJI HAa BOINPOC, OTBETHJ HEMPABUILHO
3aperucTpupoBa WJIM OTKa3ajcs OT OTBETA.
HHOTO TecTupon 10 3a tectupoBanue Hauncasgercs 10 6ayos.
NpeliapaTa aHue(KOH Tect coctout u3 20 BOmpoCOB, HA OTBETHl HA KOTOPHIE OTBOAUTCS 2
TPOJILHBI MUHYT:
i cpe3) 3a KaxkIpIX 2 TNpaBWIBHBIX OTBETa CTYIEHT moiy4aer 1 Oam.
[IpaBunbHEI 0TBET HA 1 Bompoc 0aijioB He JaeT.
5. [IpemuansHbie OaIbl 5 JlononHuTEeNbHBIE — NMpeMHajbHbIE  Oajulbl  HAYUCISAIOTCS  3a
MOCTOSTHHYI0O ~ aKTUBHOCTH BO BpeMs YCTHOTO OIpoca Ha
MPAKTUUYECKHUX 3aHATHAX
6. OTBeT Ha ’K3aMeHe 30 25-30 6amynoB — CTYyAEHT PacKpbll OCHOBHBIE BOMPOCH M 3aJaHuUs
Ousera Ha OLIEHKY «OTIMYHO»
16-24 ©annoB — CTYAEGHT PacKpbUI OCHOBHBIE BOMPOCHI M 3aJaHUs
OusieTa Ha OLICHKY «XOPOILIO»
15 6anmoB — CTyAGHT pacKpbUl OCHOBHBIE BOIIPOCHI U 33aHUs Oniera
Ha OLIEHKY «yJOBJIETBOPHUTEIHHO
1-14 GamnoB — CTYOEHT IOMYCTWI B OTBETAaX Ha BOIPOCHI Owmiera
rpyOble  OMMOKM W  MHOXKECTBEHHBIE HETOYHOCTH  (OLCHKA
«HEYIOBJIETBOPUTEIILHO)
0 6amIoB — HeNMpaBUIIbHBIE OTBETHI HA BCE BOMPOCH! OmieTa (OLeHKa
«HEYIOBJIETBOPUTEIHLHO») / OTKa3 OT OTBETA Ha OWIIET
7. Hroro 3a cemectp 100

UtoroBass omeHka 1o »dk3aMmeHy BeicTaBisieTcss B 100-0ayibHON 1mikame W B TPaTUIIMOHHOMN

yeTplpexOamipHON  1mKane. IlepeBon

100-6annbHOM  pEeHTHUHTOBOWM OIGHKHM 1O JUCIHIUIMHE B

TPaIUIIMOHHYIO YETHIPEX0aTbHYIO OCYIIECTBISETCS CIEAYIOIIMM 00pa3oM:

100-6annpHas cucrema Tpagunuonnas cucrema
85 - 100 6anyoB OTnuyHO
70 - 84 Gannos Xoporo
50 - 69 GaiuioB YIOBIETBOPUTEITHHO
Memnee 50 HeynosnerBoputenbHO

4.2 TunoBsle OLICHOYHBIE CPEACTBA TEKYILIETO KOHTPOJIS
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KossioxkBuym

Tema 2. TpebGoBanus K TPOBEICHUIO TOKIMHUYECKUX W KIMHUYECKUX UCCIIEIOBAHNMN JIEKaPCTBEHHBIX
MpenaparoB

1. Pacckaxxute 0 mopsifiKe BKJIIOUEHUS (papMareBTHUECKON CyOCTaHIIMH B TOCYIapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEJICTB AJI1 MEAULIMHCKOIO IpuMeHeHHs. Kakast skcriepTrsa npeaycMoTpeHa B JaHHOM
ciryuae? Kakoii cpok BHeceHHs (hapMarieBTUYeCKoi cyOCTaHIIMU B TOCYAapCTBEHHBINA peecTp
pENIaMEHTUPOBAH AEUCTBYIOIIMM 3aKOHOAATEIbCTBOM ?

2. Ilepeuncnure BO3MOXHBIE NPUYMHBI OTKa3a B TOCYAAPCTBEHHOW pPETUCTPALMU JIEKAPCTBEHHOTO
rpenapara Jyisi MEULIMHCKOTO IPUMEHEHHS.

3. Onumure NOpsAAOK BBIIOJHEHUS 3KCIEPTH3bl OTHOLIEHMSI O’KUJAEMOW MOJIB3bl K BO3MOXHOMY PHUCKY
IIPUMEHEHHUS JIEKAPCTBEHHOT0 Tpenapara. Kakue 10KyMeHTaJbHbIE JaHHBIE U CBEACHMSI UCIIONIb3YIOTCA IIPU
IIPOBEJCHUM JTAHHOW SKCIEPTU3HI?

Omnpoc

Tema 1. OcHOBHBIE IPUHIUIIBI U IPABUJIA TOCYIAPCTBEHHON PETUCTPALIUU JIEKAPCTBEHHBIX MPENapaToB
1. KakoBo Ha3zHaueHue rocynapcTBeHHOM peructpanuu JIII? Onumure ee stambl.
2. JlaiiTe XapaKTepUCTUKY DKCIIEPTU3aM, IIPOBOJUMBIM B IIPU rocygapcTBeHHoM peructpanuu JIIT.

3. [lepeuncnuTe BO3MOXKHBIE OCHOBAHUS OTKa3a B rOCYJapCTBEHHOM perucTpaiuy JeKapcTBEHHOTO
npernapara Jisi MEJUIITHCKOTO PUMEHEHUSI.

TecrupoBanue

Tewma 4. DkcnepTu3bl, IPEAyCMOTPEHHBIE TOCYAAPCTBEHHOM pETUCTpAIMEN JIEKapCTBEHHBIX MpenaparoB 1
BHECEHHEM M3MEHEHUH B PErMCTPAllMOHHOE 1I0Che 3apErUCTPUPOBAHHOIO Iperapara

1. ITacopT JIeKapCTBEHHOT'O TIpernapara 3To:

a) opuLMaNbHBIN JOKYMEHT, IpeIHa3HAuYCHHbIH I NalMeHTa

0) opuIHAJBHBIA JOKYMEHT, COAep KA HAeHTH(GUIMPYOIYI0 HH(POPMALUIO 0 JTeKAPCTBEHHOM
npenapare, MMEOIIYK0 HOPUANYECKoe 3HaYeHNe B cepe o0pamieHNs JJeKAPCTBEHHBIX CPEICTB

B) O(UIHATBEHBIN TOKYMEHT, OTPaKaIOLIN COBOKYITHOCTh KITMHUKO-()apMaKOJIOTHYECKUX JaHHBIX,
XapaxkTepu3youmx 3(pGekTnBHOCTb U 0€30MaCHOCTD JEKAPCTBEHHOTO IpenapaTa

T') BCE BEPHO

1) IPaBUJIBHOTO OTBETA HET

2. He nonyckaercsi rocylapCTBEHHAsl PETUCTPALIMSL:

a) pa3IMYHBIX JIEKApCTBEHHBIX MPENaparoB MO/ pa3HbIMU TOPrOBBIMH HAUMEHOBAHUSIMH;

0) mpemaparoB npu HATHYUHU B [0cpeecTpe JIeKapCTBEHHBIX CPEACTB MPenapaToB-IKEHEPHKOB

B) OJJHOI0 JIEKAPCTBEHHOI0 Mpenapara, BbIIIYyCKaeMOoro Npou3BoaANTeIeM Mo Pa3JJMYHbIMHA
TOProBbLIMM HAMMEHOBAHUSIMH M MPEICTABJIEHHOI0 HA TOCYIAPCTBEHHYIO PerHCTPALMIO B BH/IEe ABYX
U 0oJiee JJeKapCTBEHHBIX NMPeENapaToB

F) OJHOTI'O JICKaPCTBCHHOI'O ITPLCIiapara, BbIITyCKaCMOr0 IpOU3BOAUTCIICM IO OJAHUM TOPTrOBBIM
HAaMMCHOBaAHUECM

1) IpenaparoB, BBITYCKAEMBbIX U3 UMIIOPTHBIX CyOCTaHIUI
3. IlonsTHe «0€30MacHOCTh JIEKAPCTBEHHOTO IpenapaTa» OTpa)aer:
a) €ro B3aUMO3aMEHSEMOCTh C IPYyTMMH JIEKapCTBEHHBIMU NIpeNapaTamMu;

0) COBOKYITHOCTb CBOWMCTB M XapaKTEPUCTUK JIEKAPCTBEHHOTO CPEACTBA, 00ECIICUNBAIOIIYIO X
COOTBETCTBHE LIEJIEBOMY HA3HAYEHUIO;



B) COBOKYITHOCTh XapaKTEPUCTHK, 00ECIIEUNBAIOIINX TOCTHKEHNE MPOPUIAKTHYECKOTO,
JMArHOCTUYECKOTO Wi JieueOHOTo A (dekTa b0 BOCCTAHOBICHHE, KOPPEKIIHIO HITH MOIU(PUKAITUIO
¢bu3noIorNUecKoi (PyHKINH;

I') COOTHOLICHHE «I0JIb3a — PUCK» (OIEHKA MOJI0KUTEJbHBIX TepaneBTHYeCKHX 3P eKToB
JICKAPCTBEHHOI0 Npenapara 1o OTHOIIEHHIO K PUCKaM, CBSI3AHHBIM € €ro IpMMeHeHHeM.

4.3 IIpomexxyTouHast aTTeCTalUs 110 AUCIIUIUTHHE MPOBOAUTCS B hopMe dK3aMeHa

npernapaToB.

He npenycmoTrpeHsl.

Tunossie Bonpocsl 3xk3amena (OIIK-3, I1K-4)
1. TpeGoBanus K 0(hOPMIICHHUIO 3asBICHUS O TOCYJAPCTBEHHOM PETUCTPAIMH JEKAPCTBEHHBIX IPEMapaToB.

2. Pa3pabotka u opopmiieHue TOKyMEHTOB J1J1s1 GOPMUPOBAHUS PETUCTPALMOHHOTO I0ChE B COOTBETCTBHHU C
JeHCTBYIONINM 3aKOHOATEILCTBOM.
3. Ilopsmox BBINOJIHEHMSI SKCIEPTH3 B paMKax TOCYJapCTBEHHOM perucTpanuy JIEKapCTBEHHBIX

TunoBble 3axanus s sx3amena (OIIK-3, I1K-4)

4.4. llIkana oueHMBaHUS TPOMEKYTOUHOM aTTECTALMKI

Onenka

Kommnerenmu

Heckpuntopsl (ypOBHH) — OCHOBHBIE TIPU3HAKH OCBOCHUS (ITOKA3aTeNn
JOCTHXKCHHUSI pE3yJIbTaTa)

COTITHYHOY
(85 - 100 6ammoB)

OIIK-3

JIeMOHCTpUpYET  OTJIMYHOEC YMEHHE COOJIOJaTh  OCHOBHEBIC
MPUHIUIBL ¥ TOPSAOK MPOBENCHHUS PETUCTPAIUH JICKAPCTBEHHBIX
npenaparoB,  OTIMYHOE  yYMEHHE  BECTH  JIOKyMEHTAIHIO,
MPEIyCMOTPEHHYI0O B cepe mNpow3BOACTBA M OOpalIeHHs
JICKApCTBEHHBIX CPEJICTB

[1K-4

JleMOHCTpHUPYET OTIMYHYIO TOTOBHOCTh Y4acTBOBaTh B AKCIEPTU3AX,
MPeyCMOTPEHHBIX npu rocyaapCTBEHHOU perucTpanuu
JIEKapCTBEHHBIX  NpernaparoB, HWH(GOPMUPOBATH B  MOPSIKE,
YCTaHOBJICHHOM 3aKOHO/ATEIbCTBOM, 0 HECOOTBETCTBUU
JIEKapCTBEHHOTO Mpenapara yCTaHOBJIEHHBIM TPEOOBaHUSM

«XOPOIIIO
(70 - 84 6amnoB)

OIIK-3

JleMOHCTpUpPYEeT  JOCTAaTOYHO  XOpolllee YMEHUE  CcoOIonaTh
OCHOBHbIE TMPUHIUIBI W TOPAJOK TPOBEACHUS PETUCTpALUU
JIEKapCTBEHHBIX MpenapaTos, xoporiee yMEHHE BECTHU
JOKYMEHTAIMIO, MPEeIyCMOTPEHHYI0 B cdepe MpOu3BOACTBA U
oOpallleHus JIEKApCTBEHHBIX CPE/ICTB

TIK-4

JIeMOHCTPHUPYET XOPOIIYI0 TOTOBHOCTh Y4acTBOBaTh B SKCIIEPTH3AX,
MPeyCMOTPEHHBIX npu rocyaapCTBEHHOU peructpanuu
JIEKapCTBEHHBIX  NpernaparoB, HH(GOPMUPOBATH B  MOPSIKE,
YCTaHOBJICHHOM 3aKOHOJATEIbCTBOM, 0 HECOOTBETCTBUU
JIEKapCTBEHHOTO Mpenapara yCTaHOBJIEHHBIM TPEOOBaHUSM

«YIOBJIETBOPUTEIHHOY
(50 - 69 6amnoB)

OIIK-3

Ha 6a3oBoM ypoBHE JEMOHCTPHPYET YMEHHE COONIOATh OCHOBHBIE
NPUHIUIBL ¥ TOPSAOK MPOBENCHUS PETUCTPAIUH JICKAPCTBEHHBIX
npernapaToB, YMEHHE BECTH OKYMEHTAIUIO, MPEIyCMOTPEHHYIO B
chepe mpou3BONICTBA U OOpaIeHHUs JIEKAPCTBEHHBIX CPEACTB

[1K-4

JIeMOHCTpHUPYET YIOBIETBOPUTENIBbHYIO TOTOBHOCTh y4YacTBOBAaTb B
AKCIEPTHU3AX, MPETyCMOTPEHHBIX npu roCy/1apCTBEHHON
perucTpanuy JIEKapCTBEHHBIX IMpernaparoB, HHPOPMHUPOBATH B
MOPSAJKE, YCTAHOBICHHOM 3aKOHOAATENIbCTBOM, O HECOOTBETCTBHHU
JIEKapCTBEHHOTO Mpenapara yCTaHOBIEHHBIM TPEOOBaHUSM




OIIK-3 He nemoHcTpupyer ymeHHe cOOMIONATh OCHOBHBIC NPHUHLMIBI U
HOPSIIOK MPOBEICHUSI PErHCTPAIMU JICKAPCTBEHHBIX IPENaparos,
yMEHHE BECTH JOKyMEHTAIlI0, MpPEeIyCMOTpEHHYI0O B cdepe
MPOM3BOJICTBA M O0pAIICHHsI JIEKaPCTBCHHBIX CPEACTB

«HCYAOBJICTBOPUTCIILHO»

[1K-4
(MeHee 50 Gamios) He npemoHCTpHpyeT TOTOBHOCTH Yy4acTBOBAaTb B JKCIEPTHU3aX,

IIPENYCMOTPEHHBIX pu rOCyapCTBEHHON perucrpanuu
JICKAapCTBEHHBIX  MpernaparoB, WHGOPMHPOBATH B  MOPSAKE,
YCTaHOBJICHHOM 3aKOHOJATEIbLCTBOM, 0 HECOOTBETCTBUHU
JICKApCTBEHHOTO IperapaTa yCTaHOBIEHHBIM TPEeOOBaHHSIM

5. Metoanueckue yKkazaHus JJisi 00y4al0UUXCsl 10 OCBOEHHM IO TMCIUILIMHBI (MOXYJIA)

5.1 Meroauueckue yKa3aHus IO OPraHU3alUN CaMOCTOSITEIbHOIM paboThl 00yUYaromuXCs:

[Ipuctynas K W3yYeHUIO TUCIUIUIMHBI, B MEPBYIO ouepe/b OOydaromuMcsi HEOOXOAMMO O3HAKOMUTBCS
conepkanreM paboueii mporpammbl aucturumabl (PIT[]), koTopas ompenenseT comepskaHue, oObem, a
TaKKe MOPSAIOK U3YUESHHsI U MTPEToAaBaHus yueOHOM TUCIUILIMHEIL, €€ pa3/iena, YacTu.

Jlnist caMOCTOSTeNbHON pabOThl BAKHOE 3HaUE€HUE UMEIOT pa3zienbl «O0beM U copepikaHue TUCIUILTHHBDY,
«Y4eOHO-MeToauueckoe U HH(popMaImoHHOE 00ecTedeHne TUCIUILTMHBD U «MarepruanbHO-TEXHUIECKOe
obecriedeHre TUCIUILINHEI, IPOrpaMMHOE obecrieueHue, mpodeccHoHaIbHbIe 0a3bl TaHHBIX U
MH(POPMALMOHHBIE CIIPABOYHBIC CUCTEMBI.

B pasgene «O0beM U conepkaHMe IUCIMIUIMHBD) YKa3bIBAIOTCS BCE pasfelbl M TEMbl H3y4aeMoil
JTMCLUIUIMHBIL, @ TAK)KEe BUJbI 3aHATHH U TNIAHUPYEMBI 00bEM B aKaJJeMHUYECKUX Yacax.

B pasgene «YuebHO-MeTommyeckoe ©  HMH(OpMAIMOHHOE oOecreueHre AUCHUIUIMHBDY — yKa3aHa
peKxoMeHayeMasi OCHOBHAs U IONIOJIHUTEIbHAS JINTEpATypa.

B pasgene «MarepuaabHO-TEXHUYECKOE OOECIeYeHne IUCLUUIUIMHBL, MPOrpaMMHOE OOecCIeyYeHue,
npodeccroHabHble 0a3bl JaHHBIX U MH()OPMAIMOHHBIE CIPABOYHBIC CHUCTEMBD» COIEPKUTCS MEpedyeHb
npodeccuoHaNbHBIX 0a3 JaHHBIX U HHPOPMAIMOHHBIX CIIPABOYHBIX CHCTEM, HEOOXOIUMBIX JJIi OCBOCHHUS
JUCLUIUINHBL.

5.2 Pexomennaruu o0y4aromumcs o padbore ¢ TEOPETHUECKUMHU MaTepHallaMu 110 TUCIUILIIMHE

[Ipu uzyyennu u npopabOTKe TEOPETUUECKOr0 MaTepHana HeoOXOAUMO:

- IPOCMOTPETH elle pa3 mpe3eHTanuio Jekunu B cucreMe MOODLe, TOBTOPUTH 3aKOHCIIEKTUPOBAHHBIN Ha
JEKUMOHHOM 3aHATUM MaTepual M JOMNOJIHUTh €ro C YYE€TOM PEKOMEHJOBAaHHOM IOMOJIHUTEIbHOU
JUTEPaTyphl;

- IPY CAMOCTOSITEIBHOM M3YyYE€HUH TEOPETUYECKOM TEMBI CAENATh KOHCIIEKT, UCIIOJIb3Ysl PEKOMEHIOBAHHBIE
B PII/] ucrounuku, npodeccrnoHaibHble 0a3bl JaHHBIX U HHPOPMAIIMOHHBIE CIIPABOYHbIE CUCTEMBI:

- OTBETUTDH Ha BOIIPOCHI JJIsI CAMOCTOATEIILHON paboThI, TIO TeMe MpecTaBieHHbIe B myHKTe 3.2 PIT/I.

- TP MOATOTOBKE K TEKYIIEMY KOHTPOJIIO HCIIOIb30BaTh MaTepralibl (hoHIa oreHouHbIX cpencts (POC).
5.3 Pexomenmanuu mo paboTe ¢ HayYHOU U y4eOHOM JIUTepaTypoit

PabGota ¢ OCHOBHOM M JONOJHUTENBHOM JIHMTEPATYpOl SIBISETCS IIaBHOM (POpMOI caMOCTOATENbHOM
paboThl M HEoOXOoOMMa MPH MOATOTOBKE K YCTHOMY ONpPOCY Ha CEMUHApPCKUX 3aHATHAX, K Jebartam,
TECTHUPOBAaHHUIO, 3Kk3aMeHy. OHa BKIIOYaeT MpopabOTKy JIEKIMOHHOTO MaTephalia U PEeKOMEHIOBAHHBIX
VCTOYHHMKOB U JINTEPATYPHI 110 TEMATHKE JIEKIIUH.

KoHCHeKT JIeKInu JOJKEeH coliepKaTh peepaTuBHYIO 3alIUCh OCHOBHBIX BOIPOCOB JICKIIUH, B TOM YHCIIE C
ornopoii Ha pa3MmenieHHble B cucteme MOODLe mpe3eHTany, OCHOBHBIX MCTOYHUKOB M JIMTEPATYpPhl IO
TeMaM, BBIBOJBI MO KaXKAOMY Bompocy. KoHCeKT MOKeT OBITh BBITIONHEH B paMKax pacliedyaTKH BbIIa4uH
MPe3eHTAlUi JIEKIUH WM B OTACNIBHOW TeTpaau mo mpeaMery. OH JOKEH OBITh aKKypaTHBIM, XOPOIIO
YUTAaEMBbIM, HE COAEPIKAaTh HE OTHOCALIYIOCS K TeMe HH(POPMAITUIO HITH PUCYHKH.

KoHcnieKThl HayyHOW JHUTEparypbl MPU CaMOCTOSATENBHOM IOATOTOBKE K 3aHATHUAM JOJDKHBI COJEPIKaTh
OTBETHl HA KaX/blii TOCTaBICHHBIH B TEME BONPOC, MMETh CCHUIKY Ha HCTOYHHK WH(POpPMALUU C
00s13aTeNbHBIM YKa3aHUEM aBTOpAa, HAa3BaHMS W TOJa W3AAHUS HUCIOJIb3YeMOH HaydyHOW JHMTEpaTyphl.
KoHcniekT MoOXeT ObITh ONOpPHBIM (COAEpXAaTh JUIIb OCHOBHBIC KIIIOUYEBBIC MO3MIMH), HO TPH 3TOM
MO3BOJISIIOIIMM  JIaTh TIOJIHBIA OTBET IO BOINPOCY, MOXET ObITh MOAPOOHBIM. OO0bEeM KOHCHEKTa
OIIPENETAETCS CAMUM CTYIAECHTOM.
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B nporiecce paGoThl ¢ OCHOBHOM M JIOTIOJHUTENBHOM JTUTEPATypOl CTYACHT MOXKET:
- JleNaTh 3allUCH 10 XOAy YTEHHMs B BUJAE NPOCTONO0 MM Pa3BEpHYTOro IulaHa (CO3[aBaTh INEpEYEHb
OCHOBHBIX BOIIPOCOB, PACCMOTPEHHBIX B UCTOUHHKE);
- COCTaBJISATH TE3UCHl (LMTHUPOBaHHE HaMOOJEEe BAXKHBIX MECT CTaTbU MJIM MOHOIpaduu, KOPOTKOE
U3JI0)KEHUE OCHOBHBIX MBICIIEH aBTOpPa);
- TOTOBUTbH aHHOTAITMH (KpaTKoe 0000IIeHHE OCHOBHBIX BOIIPOCOB PadOTHI);
- co371aBaTh KOHCIIEKTHI (pa3BEPHYTHIE TE3HUCHI).
5.4. PexoMeHjallMy 10 OATOTOBKE K OTAEIbHBIM 3a/IaHUSIM TEKYIETO KOHTPOJIS
ColecenoBaHue TpeAnonaraeT OpraHU3alui0 Oecelbl IMpernojaBaTess CcO CTYIEHTaMH IO BOIPOCaM
MPAaKTUYECKOTO 3aHATUS C IENbl0 0ojiee OOCTOATENBHOTO BBISBICHUS MX 3HAHUN IO ONpEACICHHOMY
paszmeny, Teme, mpoOieme M T.II. Bce uieHBl Tpynmbsl MOTYT y4YacTBOBaTb B OOCYXKICHHH, 100aBIATH
MH(POPMALIUIO, TUCKYTUPOBATh, 33/1aBaTh BOIPOCH! U T.1.
VYCTHBIE ONPOC MOXKET TPUMEHATHCS B pasinyHbIX (opmax: (POHTANbHBIA, WHAWBUIYAIbHBIH,
KOMOMHUPOBaHHbII. OCHOBHBIE KaU€CTBA YCTHOTO OTBETA MOJIIEKAILETO OICHKE:
- IPaBUIILHOCTB OTBETA IO COACPKAHUIO;
- IOJIHOTA U INIyOuHa OTBETA;
- CO3HATEJIBHOCTh OTBETA;
- JIOTMKA U3JI0KEHUS] MaTepHuaa,;
- PallMOHAIBLHOCTH MCTIOIB30BAHHBIX IIPUEMOB U CIIOCOOOB PEILIeHHs TOCTABICHHON yueOHOil 3a1auu;
- CBOEBPEMEHHOCTh M 3((EKTUBHOCTh MCIOJIb30BaHUS HANIAJHBIX TOCOOMH U TEXHUUYECKUX CPEICTB IPH
OTBETE;
- HCIOJIb30BAaHUE JOMIOJHUTEIBHOTO MaTepHaa;
- PallMOHAIBLHOCTH MCTIONB30BAHUS BPEMEHH, OTBEJICHHOTO Ha 3a/laHue.
VYCTHBI OIPOC MOMKET COINPOBOXKAATHCS IPE3EHTALMEH, KOTOpas IMOATOTABIMBAECTCA IO OJHOMY U3
BOIPOCOB MPaKTHUYECKOro 3aHATUsA. [Ipu BeICTYIUIEHNH ¢ mpe3eHTanuell HeoOXoAUMo oOpalars BHUIMaHUE
Ha TaKMe MOMEHTBHI KaK:
- cofep)KaHUE MPE3CHTAlUHN: AKTYaJIbHOCTh TEMbI, MOJHOTA €€ PACKPBITUS, CMBICIOBOE COJAEp)KaHUE,
COOTBETCTBHE 3asIBIICHHOW TEMBI COJIEPKAHHUIO, COOTBETCTBHE METOAMYECKUM TPEOOBaHUAM (IIETTH. CCHUIKU
Ha PeCypChl. COOTBETCTBHE COJEPXKAHHUS M JUTEPaTyphl), MPaKTHUECKash HANpaBIE€HHOCTb, COOTBETCTBHE
CozIep)KaHus 3asiBICHHON (opMe, aleKBaTHOCTb MCIIOJIb30BaHUS TEXHHUUECKUX CPEJCTB yUEOHBIM 3aqadam,
MOCIIEIOBATEILHOCTD U JIOTHYHOCTbH MPE3CHTYEMOT0 MaTrepuara;
- odopmiieHHE Tpe3eHTalMu: 00beM (ONTUMAIbHOE KOJIMYECTBO), IM3aiiH (YMTaeMOCTb, HAJIWYHE WU
COOTBETCTBHE TpapUKd W aHUMAIMM, 3BYKOBOE OQOpMIICHHE, CTPYKTYypUpOBaHHE WH(POpPMALUH,
COOTBETCTBHE 3asBJICHHBIM TpPEOOBAHUSIM), OPUIHHAIBHOCTH OGOPMIICHHS, 3CTETHKA, HCIIOJIb30BaHHUE
BO3MO)KHOCTH ITPOTPAaMMHOI CpeJibl, COOTBETCTBHE CTaHIapTaM 0(hOpMIICHUS;
- IMYHOCTHBIC Ka4eCTBa: OPATOPCKUE CIIOCOOHOCTH. COOMIONEHHE PErIaMEHTa, SMOLMOHAIBHOCTD, YMEHHUE
OTBETHTb Ha BOIPOCHI, CHCTEMAaTU3UPOBAHHBIE, TITyOOKHE 1 TIOJIHbIE 3HAHUS 110 BCEM pa3JiesiaM IpOrpaMMBI:
- COlIep)KaHHE BBICTYIUICHUS: JIOTMYHOCTh M3JIOKEHUS Marepuasna, pacKpbITHE TEMbl, JOCTYIHOCTb
u3noxkeHus, dPpdexTuBHOCT npuMeHeHust cpeactB WKT, cmocoObl W  yClIOBHS  JOCTHIKCHHUS
PE3yABTAaTUBHOCTH M IPGEKTUBHOCTH AJIsI BBIONHEHUS 3a/ad CcBOed MpodeccHoHaNbHOW WU y4eOHOU
JeSITeIbHOCTH, J0KA3aTeIbHOCTh NMPUHUMAEMBIX PELICHUN, YMEHHE apryMEHTHUpPOBATh CBOM 3aKJIIOYCHUS,
BBIBOJIBI.

6. YueOHO-MeTONM4YecKoe M HHPOPMALIMOHHOE o0ecredyeHre JUCHMIIITHHbI

6.1 OcHoBHas UTEpaTYypa:

1. HapkeBuu U.A. Ynpasnenue u 3koHOMUKa (apMaruu : yueOHuk. - MockBa: [ DOTAP-Menua, 2021. -
928 c. - Tekcr : anmexrpoHHbi // OBC «KoHcynpranT cTygeHta By3a u MeaBys3a [caldT]. - URL:
https://www.studentlibrary.ru/book/ISBN9785970468630.html

2. KoHTposb KauecTBa JICKAPCTBEHHBIX CpeAcTB : yueOHMK. - MockBa: [ DOTAP-Menua, 2022. - 544 c. -

Texkct : omekrponnbiii // OBC «KoHCymbTaHT cCTymeHTa By3a ©  MenBy3a [caiit]. - URL:
https://www.studentlibrary.ru/book/ISBN9785970467312.html



6.2 JlonosHUTENBHAS IUTEpPATYpA:

1. Magankun B.II., Cakaes M.P. PETUCTPALIUA U MHCIIOJIB3OBAHUE JIEKAPCTBEHHBIX
CPEJICTB : mpaktuueckoe pykoBoacTBo. - MockBa: [ DOTAP-Menua, 2011. - ¢. - Tekcr : aneKTpoHHBIH //
2bC «KoHCynbTanT CTyIEHTa By3a u MeJIBy3a [caitT]. - URL:
https://www.studentlibrary.ru/book/970409169V0025.html

2. OxoButsiii C.B., KynukoB A.H. Knunnueckas ¢apmakonorus u ¢papmakoTepanus : yueOHUK. - Mockaa:

I'SOTAP-Menua, 2022. - 848 c. - Teker : anexrponnslii // ObC «KoHCynbTaHT CTyAeHTa By3a U MEIBY3a
[caiiT]. - URL: https://www.studentlibrary.ru/book/ISBN9785970462911.html

6.3 VlHble UCTOYHUKHU:

1. ITIpaBoBoii caiit KorcynsranTllmtoc - http://www.consultant.ru

2. Pycckuii MmenumHCKuii cepsep - http://www.rusmedserv.com

3. DnekTpoHHbIN cipaBodHUK «MHDOpMEIOY» - www.informio.ru

4. CrnioBapu W 2HIMKJIONIEINN OH-JaH - http://dic.academic.ru

5. ®enepanbHblil 3ak0H «O0 oOpalleHHH JEKapCTBEHHBIX CPEACTBY (C M3MEHEHUsIMH Ha 26 mapta 2022
roga) ot 12 ampens 2010 . Ne 61-®3 // DnexkrpoHHBI (HOHJ MPABOBBIX M HOPMATHBHO-TEXHHUYECKUX
nokymeHToB. — URL: - https://docs.cntd.ru/document/902209774

6. Ilpuxa3z MunznapaBa Poccun ot 12 mronst 2017 . Ne 4091 «OO0 yTBepkAeHHH TOpsaka GOpMUPOBAHUS
PETUCTPAIIMIOHHOTO JOChe Ha JIEKapCTBEHHBIM MMpernapaT U TpeOOBaHWM K JIOKyMEHTaM B €ro COCTaBe,
TpeOoBaHUN K 00beMy HWH(MOpPMAIMU, NPEIOCTABISIEMON B COCTAaBE PETUCTPAIMOHHOTO JOChe, MJIS
OTAENIbHBIX BUJIOB JIEKAPCTBEHHBIX MPENapaToB AJi1 MEAUIIMHCKOTO MPUMEHEHUS U TTOPSAIKA PECTaBICHUS
JOKYMEHTOB, U3 KOTOPBIX (OPMHUpYETCS PErucTpaliOHHOE J0ChE€ Ha JIEKapCTBEHHBIM Mpenapar ams
MEAMIIMHCKOTO MPUMEHEHHs B LIETSAX €ro TOCYIapCTBEHHOM perucTpauun» (C U3MEHEHUSIMHU Ha 9 HIOHS

2020 roma) // OnekTpoHHBIM (DOHI MPABOBBIX M HOPMATHBHO-TEXHHUYECKUX MoKymeHTOB / URL: -
https://docs.cntd.ru/document/436757263

7. MaTepuajibHO-TeXHHYecKoe o0ecrnevyeHne TUCHMILIUHBI, MPOrpaMMHoe odecrnedeHmne,
npodeccuoHa bHbIe 623bI JTAHHBIX U HH(OPMALMOHHbIE CIPABOYHBIE CHCTEMbI

Jlnsg mpoBeneHus 3aHATHM MO JUCHUIUIMHE HEOOXOIUMO ClIeAyIollee MaTepuaibHO-TEXHUYECKOe
oOecrieueHue: ydeOHble ayqUTOPUM [AJsl TPOBENCHUS 3aHATHH JIEKIIMOHHOTO M CEMHHApCKOro THIIA,
TPYNIOBBIX W WHAMBHUIYaJbHBIX KOHCYJbTAlMM, TEKYLIETr0 KOHTPOJII M MPOMEKYTOUHOM aTTecTaluw,
MTOMEIIEHUS 111 CAMOCTOSITENIbHON paboThI.

VY4eOHble ayIUTOPUH U TOMEILIEHUS AJIsi CAMOCTOSITENIbHOM pabOThl YKOMIUIEKTOBaHbI CHIEIMAIN3UPOBAHHON
MeOeNbI0 U TEXHUYECKUMH CPEJICTBAMHU OOYyUCHHMS, CIIY>KAIIUMH JIJIs1 TIPEICTABICHHS YyueOHOW nHbOpMauu
OOJIBITION ayTUTOPHH.

[TomernieHus U1 CaMOCTOSATENILHONW paOOThl YKOMIUIEKTOBAHbI KOMITBIOTEPHON TEXHUKOH C BO3MOXKHOCTBIO
MTOAKITFOYEHHUS K CceTH "Unrepuet" 51 obecrnieueHneM JI0CTyIa B AIEKTPOHHYO
UH(OPMAITMOHHO-00pa30BaTEIbHYIO Cpey YHUBEPCHUTETA.

Jliig mpoBesieHus 3aHIATUN JIEKIIMOHHOTO TUIA UCTIOIB3YIOTCSI HAOOPHI JEMOHCTPALIMOHHOTO 000PYI0BaHMSI,
o0ecreunBaIIfe TeMaTHYECKUE WILTIOCTpaud (ITPOEKTOP, HOYTOYK, SKpaH/ MHTEPAKTUBHAS JIOCKA).

JlunieH3noHHOE ¥ CBOOOTHO PACcTIPOCTPaHIEMOE MPOTPaMMHOE 00eCTICUCHHE:
Omneparmonnas cuctema Microsoft Windows 10
Adobe Flash Player 29 PPAPI Adobe Systems Incorporated 15.06.2018 29.0.0.140

Kaspersky Endpoint Security mist 6usneca - Cranpaptaeiii Russian Edition. 1500-2499 Node 1 year
Educational Renewal Licence

Microsoft Office [Ipodeccuonansusiii moc 2007
7-Zip 9.20

ITpodeccronanbhblie 6a3bl JaHHBIX U UHPOPMAITMOHHBIE CIIPABOYHBIE CUCTEMBI:
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JJIeKTPOHHasi HH(POPMALIMOHHO-00pa30BaTe/IbHAsA Cpeaa
https://auth.tsutmb.ru/authorize?response type=code&client id=moodle&state=xyz

B3aumoneiicTBue mpenopaBaTenss M CTy[JEHTa B TIpolecce OOy4eHHUs OCYLIECTBISETCS MOCPEICTBOM
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ANIEKTPOHHOH MH(OPMAIIMOHHO-00Pa30BATEILHON CPEie YHUBEPCUTETA.
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