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[Ipu pa3pabotke paboueil mporpaMMbl Y4eOHON AUCHMILUIUHBI B OCHOBY
TIOJIO’KEHBI:

1) ®I'OC BO no crnenunansHoctu 36.05.01 «Berepunapus», yTBep KIeHHBIHN
MunucrepcTBoM o0pa3zoBanus U Hayku PD ot «22» centsa6ps 2017 r. Ne 974.

2) VYueOHBIH IUTAaH OCHOBHOHM o00Opa3zoBarenbHOM mporpammel  36.05.01
«Betepunapus» HampaBieHHOCTh (mpoduis) Bertepunapus, omoOpeH YueHbIM
copetoM O®I'BOY BO «I'AY Cesepnoro 3aypanbs» oT «01» wmroms 2019 r.
[TpoToxon Ne 11

Pabouast mporpamMmma yueOHOM TUCIUIUTMHEI 000peHa Ha 3aceqaHuy KadeIph
He3apa3HbIX 00JIE3HEH CeThCKOXO03IHCTBEHHBIX )XUBOTHBIX OT «03» utomns 2019 r.
[Tporokon Ne 11

3aBenyronui kadenpoit Ju77 0.A.Cronbosa

Pabouass mnporpamma y4yeOHOW JUCUUIUIMHBI O0J00pE€HAa METOAMYECKOI
KoMuccueil MHcTuTyTa OMOTEXHOJOTHH M BETepUHApHON MeauiuHbl OoT «05»
utonst 2019 r. Ipotokon Ne 10

I[Ipencenarens Mmetoanueckoi komuccun b u BM /7 0.A.CTonboBa
Pa3paboTuuk:
Ckoceipckux  JILH.,  pgoment  kadenpsl  He3apa3HbIX  OoJyie3HEH

CEIbCKOXO03SMCTBECHHBIX JKUBOTHBIX, KaHA.BCT.HAYK

JIUpEKTOp MHCTHUTYTA: ’ 2 A.A Baxapes



1. IlepedeHb MIaHUPYEMBIX Pe3yJIbTATOB 00yYeHHS O AMCHHUILJIMHE, COOTHECEHHBIX
¢ IVIAHNPYEeMBbIMH pe3yJbTaTaMH 0CBOCHHS 00pa30BaTeJbHOI NPOrpaMMbl

Koo [Tepeuenb mIaHUPyEMBIX
Pesynbrarsl WNHpukaTop AOCTHKEHUS
Komne- pe3yJIbTaToOB 00yUYEHUS 1O
OCBOCHUS KOMITIETEHIIUH
meHyuu JUCITUTUINHE
BHaAmMb:
- TpeboBanus (eaeparTbHOro
3aKOHOJATEIbCTBA, IPEABSBISIEMbIC
K eI TEIILHOCTH B chepe
oOpalleHus JeKapCTBEHHbIX
CPE/ICTB JJIsl ’KUBOTHBIX
- 00IIKE MPUHIIMITBI Pa3paboOTKH,
MCIIBITAHUSI U PETUCTPALIUU
TeKapCTBEHHBIX CPE/ICTB
- IPaBUJIa TOCYAAPCTBEHHOM
[PETUCTPALIMU JICKAPCTBEHHBIX
CPE/CTB JIJIsl ’KUBOTHBIX U
KOPMOBBIX T00ABOK
- TIOPSJIOK JIMIICH3UPOBAHUS
[IPOM3BOJICTBA JIEKAPCTBEHHBIX
Criocoben niaHHpoBaTL Mg J1_6 1.4 CpencTB U (hapMaIeBTUUECKO
EES:SEEHOHHO_ OpranusyeT yrpasjeHue IesTeTbHOCTH B cepe oOpalieHus
TeXHUUYECKHE U Ka4€CTBOM U aHAIU3UPYET [IEKapPCTBECHHLIX CPEACTB JUIA
BETCpUHAPHBIC PE3YJIbTATEI MOHHUTOPHUHI'A  [KUBOTHBIX
MEPONPUSATHS KauecTBa JIGKAPCTBEHHBIX  |[pmems:
HaIIpaBJICHHBIC Ha CPEACTB ISl ’KUBOTHBIX U - I0JIb30BAaTHCSI HOPMAaTUBHO-
K-4 i;?;;gbﬁ(zzig;m u WCIIOTHEHUS TpeOOBaHMIA [IPaBOBbIMH TOKYMCHTAMH,

PKBOTHBIX

3aKoHonarenbcTsa PO
cyOBbeKTaMu
(hapMareBTUUeCKOu
NesITeIbHOCTH B cdepe
oOpallieHus JIeKapCTBEHHBIX
CPEACTB AJIsl BETEPUHAPHOTO
MPUMEHEHHUSI

[peraaMeHTUPYIOIUMU
[TPOU3BOJICTBO JIEKAPCTBEHHBIX
MpernapaToB U papMarieBTHYECKYIO
esITeIbHOCTD B chepe oOpaleHus
lTeKapCTBEHHBIX CPE/ICTB IS
BETEPUHAPHOT'O IPUMEHEHMS
611a0ems:

- HaBbIKaMH pabOThl ¢ HOPMATHUBHO-
[IPaBOBBIMU JIOKYMEHTaMH,
[PETYJINPYIOIKUMHU TPOU3BOJCTBO
IeKapCTBEHHBIX CPEICTB U
(bapMalieBTUYECKYIO JAESITEIbHOCTD
B c(pepe oOparneHus
lIEKapCTBEHHBIX CPENCTB IS
BETEPUHAPHOTO PUMEHEHUS

- AITOPUTMOM JIEUCTBUH 110
HaA30py U KOHTPOJIIO 32
VICIIOJIHEHUEM FOPUINYECKUMU U
MHBIMU JIMIIaMH TpeOOBaHUI
3akoHomarenscTBa PO B chepe
oOpallieHus JeKapCTBEHHbIX
CPEJICTB AJIs1 )KUBOTHBIX




2. MecTo IUCHHMILUINHBI B CTPYKTYpe 00pa3oBaTe/IbHOM MPOrpaMMbl

JlanHast AMCUMIUIMHA OTHOCUTCS K brnoky [ 4yactu, (GOpMHpPYEMOH Yy4aCTHHKAMH
00pa3oBaTeNbHbIX OTHOIICHUN 00pa30BaTeIbHOM MPOrPaMMBbI

JucuMnimnHel, SBISIOUIMECS NPEAECTBYIOIMMU: JIATUHCKUN S3BIK C BETEPUHAPHOU
TepMuHOJIorueit, Heopranudeckas u ananuruuyeckas xumus, Opranndeckas u (pusKosuioniHas
xuMmus, buonoruueckas xumusi, buonorus, AHatoMus >KMBOTHBIX, LluTonmorus, rucronorus u
sMOpuonorus, ®usznonoruss W ITOJOTHS SKUBOTHBIX, IlaTonormueckas ¢uznonorus,
Berepunapnass ummyHomnorusi, BerepunapHas paauobuonorusi, OmepaTuBHasi XHPYprusi ¢
tonorpaduueckoit anaromueit, [lapasuTonaorus 1 MHBa3MOHHBIE OOJIC3HU.

Hucunmmna «CoBpeMeHHbIE MpOoOJeMbl HAayKd M MPOU3BOJICTBA B BETEPUHAPHOMN
dapmanun» sBisercs npeaumecTByomen: Tokcukonorus, OOmas M 4YacTHas XUpPYprus,
Buytpennue HezapasHble 0071€3HH, DNU300TONOrUA M MHPEKIMOHHBIE Oosie3Hu, BeteprunapHo-
caHuTapHas ’KcneprTusa, [laTomornyeckas aHaToMus ¥ cy1e0HO-BEeTepUHAPHAS SKCIIEPTH3A.

Juctummaa usydaercs Ha 5 kypce B 10 cemecTpe 1o ouHo# popme oOydenus, Ha 6 Kypce
B cemectpe C — 04HO-3a09HOM U 3a049HOU popme

3. O0beM AUCHUNIMHBI U BUABI Y4eOHOH padoThI
OO0m1ast TpyA0€MKOCTh AUCHUIUIMHBI cocTaBisieT 108 yacoB (3 3a4eTHbIE €AMHUIIBI)

Bun yuebHoit paboTbl dopma 00yueHHst
ouHas OYHO-3209HAsI 3a09HAs
AyIMTOPHBIE 3aHATHS (BCEro) 48 28 14
B mom yucne: - - -
JIeKIIMOHHOT O THUIIA 24 14 6
CeMHHapCKOro THUIa 24 14 8
CamocTrosiTesibHasi padoTa (Bcero) 60 80 94
B mom uucne: - - -
[TpopaboTka MaTepuaia JeKIUH, 30
MOJATrOTOBKA K 3aHATUSIM 60 71
CaMOCTOSITeIbHOE U3YUCHHE TEM 15
KoHTposbHbIE pabOThI - - 23
Jloxman 15 20 -
By npoMeXyTOYHOM aTTecTaluu 3a4eT 3aueT 3a4eT
O01mas Tpy10eMKOCTh 108 108 108
3 3.e. 3 3.e. 3 3.e.

4. Conep:xkanue THCHUILTUHBI
4.1. ConepxxaHue pa3iesioB IUCHUNIHHBI

Ne i/ri| HaumenoBanue pazzena Conepsxanue pasnuena
JUCHHUTIIUHBI
1 2 3
1 HopmartusHO-TIpaBoBOE TpeboBanus benepanbHOTO 3aKOHOJATEbCTBA,

pEryIupoBaHue B chepe  [MpeabsBIsIeMble K JEATEIRHOCTH B cdepe oOpaiieHus
e TENIbHOCTH, CBSI3aHHON [IEKaPCTBEHHBIX CPEACTB IS KMBOTHBIX. | OCyJapCTBEHHOE

c oOpaleHueM [pEryIMpOBaHKEe OTHOIIEHUH, BO3ZHUKAIOIIUX B chepe oOpaleHus
JIEKApCTBEHHBIX CPEICTB  [[IEKaPCTBEHHBIX CPEACTB, INPEJHA3HAYEHHBIX JUIS JKMUBOTHBIX.
1S 5)KUBOTHBIX [TopsiToOK UCTIOJTHEHUS] TOCYAApCTBEHHBIMH OpraHaMu (yHKIU

MO0 TIPUHATHUIO HOPMATHUBHBIX IIPABOBLIX AKTOB MW OKa3aHHIO

4



rOCYJapCTBEHHBIX YCIYT B yKa3aHHOW oOiactu. HopmaTuBHO-
[PaBOBOE PETYIMPOBAaHUE B chepe ACATEIbHOCTH, CBSI3aHHOH ¢
oOpallleHueM JIEKapCTBEHHBIX CPEJICTB  JJs  KUBOTHBIX.
OcyliecTBlIeHHE JIEUCTBUI 1O KOHTPOIK U HAA30py 34
VCIIOJIHEHUEM IOPUIMYECKUMH M UHBIMU JIMIAMHU TpeOOBaHUIA
3akoHonarenscTBa Poccuiickoit denepanun.

2 l'ocynapcrtBennas 0O0630p rocynapCTBEHHbIX, OTPACIEBBIX U HUHBIX CTAHIAPTOB B
crucTeMa KOHTPOJIA o0nacTu oOpareHust JIEKAPCTBEHHBIX CPEJICTB,
KauecTBa, 3G (HEeKTUBHOCTH, IpeIHa3HAYEHHBIX AJIsl KUBOTHBIX. ['ocynapcTBeHHas cucrema
0€301acHOCTH KOHTPOJIS Ka4yecTBa, 3¢ HEKTUBHOCTH, 0e30macHOCTH
IIEKapCTBEHHBIX CPE/ICTB  JIEKapPCTBEHHBIX cpeAcTB. HopmaTuBHO-TIpaBoBOE 0OecriedeHre 1

MOHUTOPHUHI KQYECTBA JIEKAPCTBEHHBIX CPEJCTB JJIsl )KUBOTHBIX.
Cucrema cepTuUKalUY JIEKaApCTBEHHBIX CPEJCTB.

3 [IpaBuna [IpaBuna rocynapCTBEHHOW pETUCTpPALMU JIEKAPCTBEHHBIX
roCcy1apCTBEHHOU CPEICTB IS )KUBOTHBIX U KOPMOBBIX J100aBOK. [Ipon3BoacTBO U
perucTpanuu M3rOTOBJICHUE JIEKAPCTBEHHBIX CpeJICTB u
IIEKapCTBEHHBIX CPEICTB  [UMMYHOOMOJIOTUYECKUX TIPEraparoB, MPEAHA3HAUYCHHBIX IS
7151 S)KUBOTHBIX U PKUBOTHBIX. OpraHu3aliMOHHO-TEXHOJOTUYECKass JOKyMEHTa-
KOPMOBBIX T0OABOK. 1. PaspaboTka, TOKITMHHYECKHE U KIIMHHYECKHUE UCCIIeI0BAHUS
M3roToBieHrEe U KOHTPOJIb JIEKAPCTBEHHBIX CPEICTB.

KauecTBa JIEKAPCTBEHHBIX
MpenapaToB ISl SKUBOTHBIX

4 JIunieHsupoBaHue JlunieHsupoBaHue (hapmarieBTHUECKOM JESTEIIbHOCTH.
(apMaleBTUYECKOM UluneHsupoBaHue  AEATENBHOCTH B cdepe  oOpamieHus
e TENIbHOCTH IMEeKapCTBEHHBIX CPEJICTB JUISL dKUBOTHBIX

5 l'ocynapcrBeHHbII ['ocynapcTBeHHBINM BeTEpUHAPHBIA HAI30p 3a COOJIOICHUEM
BETEPUHAPHBINA HAA30p 32  [FOPUAUMUECKUMU JTUIAMH, WHIUBUAYAIbHBIMU
oOpareHuemM MpeANPUHUMATEISIMU U TpaxKaaHaMu TpeOOBaHUM 3aKOHOB U
TIEKapCTBEHHBIX CPEJICTB  [MHBIX HOPMATHBHBIX MPaBOBBIX akTOB Poccuiickoii denepannu B
1S SKUBOTHBIX oOnacTu oOpareHus JeKapCTBEHHBIX CPEACTB JJIS )KUBOTHBIX.

6 [IpaBoBbIE ocHoBbl| [IpaBoBOe perynmpoBaHue AeSITeNbHOCTH B cdepe obopora
OCYIIECTBIICHUS  JEATEb-HAPKOTUUECKUX CpEICTB, TICUXOTPOITHBIX BEILIECTB.
HOCTH, CBS3aHHOMN c/lunien3upoBanre JeATEIBHOCTH, CBSI3aHHOW C 000pPOTOM
oOparieHueM HapKOTU-HAPKOTUYECKUX CPEACTB U TICUXOTPOITHBIX BEIICCTB.

YECKUX JeKapcTBeHHbIX| TpeOoBaHMs, TpEAbSBISEMbIE K IHIAM, JOMYCKAaeMbIM K
CPE/ICTB U TICUXOTPON-HBIX[pabOTe C HAPKOTUUYECKHUMH CPEJICTBAMH M TICHXOTPOIHBIMU
BEILECTB BEILIECTBAMU. Y CIIOBHS UCIIOIb30BAHMS HAPKOTHUYECKUX CPE/ICTB
Y TICUXOTPOIHBIX BEIIECTB B BETEPUHAPHBIX IIEIIAX.
4.2. Pa3gessl ANCOUILINH U BHABLI 3AaHATHH
o4dHast popma 00ydeHUs
Neo  |HauMeHOBaHUE pa3jenna TUCIUTIITAHbBI Jlexumm | Tlpaktuueckue | CPC | Bcero
/T 3aHATHUS yac.
1 [HopmaTuBHO-TIpaBOBOE pETYJIHMPOBAHHUE B 4 4 10 18

chepe  NEATENBHOCTH,

PKHUBOTHBIX

oOpareHueM JIEKapCTBEHHBIX CPEICTB JJIA

CBSI3aHHOU C




I'ocynapcTBeHHast cucTeMa KOHTPOJIS
Ka4yecTBa, 3 (HEeKTUBHOCTH, O€301TaCHOCTH
IIeKapCTBEHHBIX CPEJCTB

10

18

[IpaBusna rocyaapCcTBEHHOM PErucTpaluu
NIEKAPCTBEHHBIX CPEJICTB JUIs )KUBOTHBIX U
KOPMOBBIX 00aBOK. M3roToBiieHne u
KOHTPOJIb Ka4€CTBa JIEKAPCTBEHHBIX
MpenaparoB JJIsl JKUBOTHBIX

10

18

JlunensupoBanue papMareBTHIECKOM
e TeTbHOCTH

10

18

l'ocynapcTBeHHBIN BETEpUHAPHBIN HAJ30D
3a 0OpaIeHreM JICKapCTBEHHBIX CPEJICTB AJIs
PKUBOTHBIX

10

18

HpaBOBBIe OCHOBBI OCYIICCTBJICHUA
JCATCIIbHOCTH, CBSI3aHHOM C O6paH_[CHI/IeM
HAPKOTUYCCKHUX JICKAPCTBCHHBIX CPCACTB U
IMCUXOTPOITHBIX BCIICCTB

10

18

Bcero yacos

24

24

60

108

O4YHO-3a04Hast hopMa 00ydeHuUs

Ne ri/mt |HanmeHoBaHMe pa3zerna JUCIUILTHHEL

Jlexuun

[IpakTueckue
3aHATHS

CPC

Bcero
yac.

HopMaTuBHO-TIpaBOBOE pErylupoBaHUE B
chepe  IEATENBHOCTH,  CBSI3aHHOH ¢
oOpallleHueM JIeKapCTBEHHBIX CPEICTB IS
PKUBOTHBIX

2

2

15

19

['ocynapcTBeHHas cucTeMa KOHTPOIIs
KadecTBa, 3G PeKTUBHOCTH, OE€30MTACHOCTH
ITEKapCTBEHHBIX CPEJICTB

12

18

[IpaBuna rocynapCcTBEHHON PErUCTpallUN
NMEeKapCTBEHHBIX CPEJICTB JUISl 5)KUBOTHBIX U
KOPMOBBIX 100aBOK. M3roroBnenue u
KOHTPOJIb Ka4eCTBA JIEKAPCTBEHHBIX
MpenapaToB JIJIsl JKUBOTHBIX

14

20

JIuuensupoBanue (hapmMaleBTHIECKOM
NeSITEIbHOCTH

12

16

I'ocynapcTBeHHBINM BETEpUHAPHBIN HAA30D
3a 00palleHneM JIEKapCTBEHHBIX CPEJICTB
111 JKUBOTHBIX

15

19

HpaBOBLIe OCHOBBI OCYHICCTBJICHUA
JCATCIIBHOCTH, CBSI3aHHOM C O6paIlIeHI/IeM
HAPKOTHUYCCKHUX JICKAPCTBCHHBIX CPCIACTB U
MCUXOTPOMHLIX BCIICCTB

12

16

Bcero uacos

14

14

80

108




3aouHas Gpopma oOyyeHH

Ne 11/11

HanmeHoBanme pasaciia JMCHUITINHBL

Jlexknuu

[IpakTrueckue
3aHATUS

CPC

Bcero
yac.

HopMaTuBHO-TIpaBOBOE pErylupoBaHUE B
chepe  OEATENBHOCTH,  CBSI3aHHOHM ¢
oOpallleHueM JIeKapCTBEHHBIX CPEICTB IS
PKUBOTHBIX

1

1

16

18

['ocymapcTBeHHast cucTeMa KOHTPOJIS 1
KauecTBa, dQPeKTUBHOCTH, OE30MACHOCTH
IeKapCTBEHHBIX CPEIICTB

16

18

[IpaBuia rocygapCTBEHHON pErUCTPALIUU 1
IMEKapCTBEHHBIX CPE/ICTB VIS dKUBOTHBIX U
KOPMOBBIX 100aBOK. M3roroBienue u
KOHTPOJIb KaueCTBa JIEKAPCTBEHHBIX
MpenapaToB JUIsl dKUBOTHBIX

16

18

JlnnensupoBanue GpapMaleBTUYECKOM 1
e TeTbHOCTH

15

18

I'ocynapcTBeHHBIN BETEpUHAPHBIN HAA30D 1
3a 00pallleHUEM JIEKapCTBEHHBIX CPEJICTB
TS 5KMBOTHBIX

15

17

IIpaBOBBIE OCHOBBI OCYLIECTBICHUS 1
NesITeIbHOCTH, CBSI3aHHOM ¢ 00pallieHueM
HAapKOTUYECKUX JIEKAPCTBEHHBIX CPEICTB U
MICUXOTPOITHBIX BEILECTB

16

19

Bcero yacos 6

94

108

4.3. 3aHATHS CEMMHAPCKOIO THUIIA

Ne i/t

Ne paznena
JIACIIUII-
JIAHBI

HaumeHoBaHMe MpakTHYECKUX paboT

TpyaoeMKkocTh

(dac)

OYHas

OYHO-
3a049Hasn

3a04-Hasa

TpebGoBanus beneparbHOTO 3aKOHO/1aTEIbCTBA,
MpenbsBIsieMble K AESITeNbHOCTH B cdepe olOpaiieHus
VICKQPCTBCHHBIX CPCACTB JJIS1 )KUBOTHBIX.

2

1

['ocymapcTBeHHass cucTeMa KOHTPOJIS — KaudecTBa,
bdhdexTuBHOCTH, 0€301acHOCTH JIEKapCTBEHHBIX|
cpenctB. HopmaTuBHO-IpaBOBOoe  obOecrieueHue U
MOHHTOPHHI Ka4ecTBa JIGKAPCTBEHHBIX CPEJICTB IS
KUBOTHBIX. Cuctema cepTU(UKAIMKM JIeKapCTBEHHBIX
CpPE/CTB.

[TpaBuia rOCY/IapCTBEHHOM perucTpanun
MEKapCTBEHHBIX CPEACTB MJSl )KHUBOTHBIX U KOPMOBBIX
mo6aBok. Pa3zpaboTka, MOKIMHUYECKHE W KIMHHUYECKUE
MICCIIeTOBAHMSI IEKAPCTBEHHBIX CPECTB.

UlunieHsupoBanue JAedaTeabHOCTH B cepe oOpaiieHus

VICKAPCTBCHHBIX CPCACTB JJI1 )KUBOTHBIX




5 5 ["ocynapcTBeHHBIH BETEpUHAPHBII HaJ30p 38 4 2 1
COOTIOICHIEM IOPUIMYECKUMU JUI[AMH,
VHIMBUIYIBHBIMH TTPEATIPUHUMATEIISIMHI U TPpaXK1aHAMHU
TpeOOBaHUI 3aKOHOB W MHBIX HOPMATHBHBIX IPABOBBIX
akToB Poccuiickoii deneparuu B oOiiactu oOpalieHusl
ITEKapCTBEHHBIX CPEJICTB JUISI JKUBOTHBIX.

6 6 OcobeHHOCTH oOparnieHus HapKoTHYeckux| 4 2 2
ITEKapCTBEHHBIX CPEACTB M TCHUXOTPOITHBIX BEIIECTB.
TpeOoBanwMsI, MPeIbIBISIEMbIC K JIUAM, JIOTTYCKAEMbIM K
pabote c HApPKOTUYECKUMU CpeacTBaMuU u
[ICXOTPOITHBIMU BEIISCTBAMH. Y CIIOBHSI CIIOJIb30BAHHS
HAPKOTHUYECKUX CPEACTB M TICHXOTPOITHBIX BEIECTB B
BETCPUHAPHBIX HEJISIX.

Bcero uacos 24 14 8

4.4. [IlpumepHasi TeMAaTHKAa KYPCOBBIX IPOEKTOB (padoT) - e npedycmompeno YVII

5. Opranu3anus caMmoCTOATEIbHONH PadoThHI 00yUAIOIIUXCS M0 JUCHUIIINHE
5.1. Tunbl caMOCTOSATEJIbHOM PA0OTHI M €€ KOHTPOJIb

Tun camocTosiTeJIbHOI padoThI dopma 00yueHus Tekymuii KOHTPOJIb
oYHast OYHO- 3a09HasI
3a04Hast
[TpopaboTka MaTepuana JeKIuH, 30 CobecenoBanue Ui
[IOATCOTOBKA K 3aHATUIM 60 71 TECTUPOBAHUE
CaMOCTOSITETbHOE N3YYCHHUE TEM 15 CobecenoBanue
KoHTpobHbBIE paOOTHI - - 23 3aimmTa KOHTPOJIbHBIX
pabor
Jloxiraap 15 20 - 3amura qoKiaua
BCETO YaCOB! 60 80 94

5.1. YueOHO-MeTOAUYECKME MATEPUAJIBI 1JIs1 CAMOCTOATEILHON padoThI

1. HopMaTuBHO-TIpaBOBOE peryaupoBaHue BeTepuHapHO# (papmanuu. Meroa. nocobue mno
JTUCIUIIIMHE CIeIHaIM3aluu 1Mo (gapmaruu «YTpaBieHHe W 3KoHoMmHKa (papmamum» / A.H.
Tpommn, B. A. Artunos. - Kpacnonap, 2012, - 100 c.

2. CoBpeMeHHbIe poOIeMbl HAYKH M IPOM3BOCTBA B BETEPUHAPHO (hapMalvu.: KpaTKHUi
KypC JIEKIMH A CTyIE€HTOB 5 Kypca HalpaBiI€HHMs IMOATOTOBKM crennasbHoctu 36.05.01
Berepunapus // Coct.: M.II. Mapunuuesa / ®T'bOY BIIO «Capatosckuit 'AY». - Caparos,
2014. - 145 c.

5.2. Tembl, BBIHOCHMbIE HA CAMOCTOSITEIbHOE U3yYeHH e

1. Pa3zpaboTka 1 u3gaHue rocy1apcTBEHHON (hapMaKoIen.

2. ConepxaHue U 3HaYE€HUE TOCYIapCTBEHHOTO PEecTpa JICKapCTBEHHBIX CPE/ICTB.

3. MHOFOHGHTpOBBIe KIIMHUYCCKUEC UCCIICA0OBAHNA JICKAPCTBCHHBIX ITPEIIApaToOB.

4. Bunel antedHbix opranu3anuii. OcHOBHBIE (YHKIIMM U TpPeOOBaHHS K TEPCOHAIY.
TpebGoBaHus K MOMEIIEHUSIM U 000PYI0BAaHHUIO B alITEYHBIX OpPraHU3aIUAX.

5. Tlopsimox onTOBOM W PO3HUYHOM TOPIOBIM JIEKAPCTBEHHBIMH CpPEICTBAMM JJIS
JKNUBOTHBIX.



5.3. Tembl 10KJIA/10B

1. TocymapcTBeHHOE PETYJIMPOBAHUE OTHOIICHHWM, BOSHUKAIOIIMX B cdepe oOpamieHus
JIEKaPCTBEHHBIX CPEJICTB, IPEIHA3HAYEHHBIX ISl dKUBOTHBIX.

2. Cucrema cepTU(QHKALMU JEKAPCTBEHHBIX CPE/ICTB /IS )KUBOTHBIX.

3. HopmaruBHO-TIpaBoBOe oO€CleYeHHe M MOHHMTOPUHI KadyecTBa JIEKapCTBEHHBIX
CPEZCTB, PEAHAa3HAYEHHBIX AJIS )KUBOTHBIX.

4. IlpaBuna rocy1apCTBEHHOM PErUCTpaLlMU JIEKAPCTBEHHBIX CPEICTB Ul KMBOTHBIX U
KOPMOBBIX 100OaBOK.

5. TIpou3BOJCTBO JIEKAPCTBEHHBIX CPEACTB M HMMMYHOOMOJIOTMYECKHUX IIPENaparTos,
IpeJHA3HAYCHHBIX JJIS )KUBOTHBIX.

6. Pa3zpaboTka, 10- 1 KIMHUYECKUE HCCIIEeIOBAHNUS JIGKAPCTBEHHBIX CPEJICTB.

7. JInLieH3upoBaHUE KaK MEXaHU3M I'OCYIapCTBEHHOT'O PEryIMPOBaHUs chepbl 0OpaIeHus
JIEKapPCTBEHHBIX CPEJICTB.

8. JlunensupoBaHue neATENBHOCTH B cdepe oOpalleHus JIEKAPCTBEHHBIX CPEJACTB,
IIpEeIHA3HAYEHHBIX JUIS )KUBOTHBIX.

9. 'ocynapcTBeHHas cucteMa KOHTPOJIS KauecTBa, 3ppeKTUBHOCTH, 6e3onacHoctu JIC.

10. TpeboBanus 3akoHonaTenbcTBa P® K auam, OCYLIECTBISIIOIIMM ONTOBYIO U
PO3HUYHYIO TOPIOBJIIO JIEKAPCTBEHHBIMH CPEJICTBAMHU, IIPEAHA3HAYEHHBIMHU JJIS )KUBOTHBIX.

11. IlpaBoBOe perynupoBaHue AEATEIBHOCTH B cdepe obopora HapkoTmueckux JIC u
HICUXOTPOIHBIX BELIECTB.

12. VYcnoBus wucnonp3oBaHusi HapkoThueckux JIC M INCHXOTPOIHBIX BELIECTB B
BETEpUHAPHBIX LIEIISX.

13. T'ocymapcTBEHHBIN BETEPHHAPHBIA HAJ30p 3a JICKAPCTBEHHBIMH CPEICTBAMH IS
KUBOTHBIX, BBO3UMBIMU U BHIBO3UMBIMU U3 PO.

14. OpuruHanbHble U BOCHPOU3BEICHHBIE JIEKAPCTBEHHbIE cpeacTBa. [IpuHuMnuanbHble
paszInyus.

15. ®anbcupoBaHHBIE, HETOOPOKAYECTBEHHBIE M KOHTpaakTHBIE JIEKapPCTBEHHBIE
cpeacta. [IpuHiunuanbHble pa3indus.

1. ITpou3BOACTBO U MapKUPOBKA JeKapcTBEHHbIX cpencTB. Ctanaapt GMP.

2. Ilopsmoxk BBO3a JIEKapCTBEHHBIX CpeICTB Ha Tepputopuro P® wu BbIBO3a
JIEKApCTBEHHBIX CPEJICTB ¢ TeppuTopun PO.

3. IlpaBuna oTiycka HapKOTHYECKUX U ICUXOTPOIHBIX BELIECTB, 3apPErMCTPUPOBAHHBIX B
Ka4yeCTBE JIEKAPCTBEHHBIX MPENapaToB.

4. IlpaBuna XxpaHeHMs JEKapCTBEHHBIX MPENapaToB B allTEYHbIX OPraHU3AIHUIX.

5. YHUYTOXKEHHE JeKapCTBEHHBIX cpe/icTB. OCHOBaHUS U MOPSAOK YHUUTOKEHUS.

6. @OHA OLEHOYHBIX CPEACTB [Jisl TPOBedeHHs] TPOMEKYTOUYHOH aTTeCTAUM
o0yvyammxcs Mo AUCHUIIHHE

6.1. [lepeyenr KOMNeTeHIHUi ¢ yKa3aHueM 3TanoB UX (GopMupoBaHUS B Npouecce
OCBOEHHS 00pa30BaTeJIbHOI MPOrpaMMbl

Nupukarop
Koowt OCTHIKEHMS [TepeveHb TUIAHUPYEMBIX PE3YJIbTATOB HaumenuBanue
KOMnemen- BONG— 00yuYeHHsI 110 TUCITUTITHHE OILIEHOYHOT'O CPE/ICTBA
yuu
BHAMb:
WJT-6 1.4 - TpeGoBaHMS (eIepaTbHOTO g:::THBIﬁ _—
Oprasusyer 3aKOHOJIATEIbCTBA, MPEIBSIBISIEMbIC K B OrOCe K SammrTe
yIpaBiIcHHe MesTeTLHOCTH B chepe oOpalieHus p a1l
1TK-4 KA4eCTBOM U IIEKapCTBEHHBIX CPEACTB IS KOHTPOJTbHOF paboThl
AHATM3UPYET PKABOTHBIX Bornpocsl K
b3y b TaThI co0eceI0BaHUIO
MOHHUTOPHHTA




KauecTBa - 00IIKE MPUHIINITBI Pa3paboTKH,

IIEKapCTBEHHBIX VCIIBITAaHUSL U PETUCTpALUU

CPEACTB s NIEKapCTBEHHBIX CPEICTB

PKUBOTHBIX U - IPaBUJIa FOCYAAapCTBEHHOMN
VICIIOJTHCHUSA [PErMCTPaLMK JIEKAPCTBEHHBIX CPEICTB
TpeOoBaHUI IS )KUBOTHBIX U KOPMOBBIX JO0OABOK
3aKOHOAATENbCTBA PD - MOpAAOK NHLIEH3UPOBaHUS
cyObeKTaMu [IPOU3BOJCTBA JICKAPCTBEHHBIX CPEACTB

(bapmarieBTHYECKOH |1 (hapMarieBTHUECKON JeATEIBHOCTH B
mesiTeNIbHOCTH B cpepe chepe odpanieHus TeKapCTBEHHBIX

O6paH_[eHI/I${ CPEACTB AJId ) KUBOTHBIX
VICKApCTBCHHBIX ymemos:

CpEACTB I - [10JIb30BATHCSA HOPMATHUBHO-
BETCPUHAPHOT'O [MpaBOBbIMH JOKYMCHTAaMH,
IMIPUMEHEHHUS PErITaMCHTHUPYIOIIUMU ITPOU3BOACTBO

MeKapCTBEHHBIX MPENapaToB
(hapMaIieBTUYECKYIO JACITEIBHOCTD B
chepe oOparnieHus JeKapCTBEHHBIX
CPEZCTB Il BETCPHHAPHOTO
[IPUMCHCHHUS

6nadems:

- HaBbIKaM# pabOThI ¢ HOPMATHUBHO-
[PABOBBIMU JIOKYMEHTAMH,
PETyIUPYIOIIUMH IPOU3BOICTBO
IEeKapCTBEHHBIX CPEJICTB U
(hapMaIieBTHYECKYIO JCSITEIbHOCTD B
chepe oOparieHus JeKapCTBEHHBIX
CPEZCTB Il BETCPUHAPHOTO
[PUMCHCHHUS

- QITOPUTMOM JICHCTBUH 110 HA30py U
KOHTPOJTIO 32 CIIOJTHCHHEM
IOPUANYECKUMU U UHBIMU JIMIIAMU
TpeboBaHMil 3aKOHOAATENbCTBA PD B
cepe oOpalieHus JeKapCTBEHHBIX

CPCACTB JIs ) KUBOTHBIX

6.2. HIkauanl olieHNBaHUA

IIkaJia oneHMBaHUs YCTHOIO 3a4eTa

Onenka

Onucanue

3avyerT

OOyuatomuiics 061aaaeT rTyOOKMMH M MPOYHBIMU 3HAHUSMH IO NPEIMETY; MPH
OTBETE Ha J[Ba BOIpOCa JIEMOHCTPUPYET MCUEPIBIBAOIIEE; MOCIEA0BATEIBLHOE U
JIOrMYeCKH OOOCHOBAHHOE W3JIOKEHHWE 3HAHWM; MpaBUIBHO C(HOPMYIMPOBAT
MOHSTHS M 3aKOHOMEPHOCTH IO BONPOCAM; UCIOIb30Bal IPUMEPHI U3 MPAKTUKH,
CZeJ1aJI BBIBOJI IO U3JIara€MOMY MaTepHally.

He3a4yeT

Ecnmu O6y‘-I8.IOI.I.IHﬁ HC 3HACT 3HAYUTCIBbHYKO YaCTb MaTcpuaja, IAOIMYyCTHII
CYIICCTBCHHBIC OImMUOKHU B MMpoHeCCe U3JIOKCHUA, HE YMECT BBIJACIIMTD I'NNTABHOC U
CACJIaTb BBIBOA;, HPHUBOAUT OIIMOOYHEIC OMNpCACIICHUA; HU OJUH BOIIPOC HE
PacCMOTPEH 40 KOHIIA, HABOAAIIHNE BOIIPOCHI HE ITIOMOT'ar0T.
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IIkajia oneHMBaHMsI TECTUPOBAHMS HA 3a4eTe

%o BLINOJHEHUS 3aJaHUA OueHuBanue
50 - 100 3a4TEHO
meHee 50 HE 3aUTEHO

6.3. TunoBble KOHTPOJILHBbIE 32IAHUS] UJIH MHbIE MATEPHAJIbI:
VYkazaHbl B IpUjI0KeHUH 1.

7. IlepeyeHb OCHOBHO¥ 1 JONOJHUTEILHOI Y4eOHOM JIUTEpPaTypPbl, HEOOXOAUMOIi 1J151
OCBOEHMS THCIUIIHHBI

a) OCHOBHas JIUTepaTypa

1. CoxonoB B.Jl. Berepunapnas ¢gapmanus. — CI16: Jlans, 2018. — 512 c. [DneKTpoHHBIN
pecypc] - Pexxum nocryma: http://e.lanbook.com/books/element.php?pll_id=660

0) IOTIOJIHUTEIbHAS JTUTEPATYPA

1. Hukutun, U. H. HartmonanbHOE M MEKIyHApOAHOE BETEPUHAPHOE 3aKOHOAATEIIBCTBO :
yuebHoe nocobue / . H. Huxkutun, A. . Hukutun. — Canxrt-IletepOypr : Jlans, 2017. — 376
c. — Tekcr : snekrponHwsid // JlaHb : snekTpoHHO-OMOIMOTeuHast cuctema. — URL:
https://e.lanbook.com/book/90062

2. Berepunapnas dapmarus : yaeonuk / H. JI. Aanpeesa, I'. A. Hoznpun, A. M. Jlyneros
[u np.]. — CanxTt-IlerepOypr : Jlanb, 2018. — 452 ¢. — ISBN 978-5-8114-4573-8. — Tekcr :
JICKTPOHHBIH // Jlanp : ANEKTPOHHO-OMOIMOTESIHAS cucTeMa. — URL:
https://e.lanbook.com/book/126918061mas u papmainieBTUYeCKast OMOTEXHOIOTUS [ DIEKTPOHHBIH
pecypc] : yaebHOe mocodue/ - DIeKTpoH. TeKCTOBbIe naHHbie. - Camapa: PEABU3, 2009. - 118
C. - 2227-8397. — Pexxum noctyna: http://www.iprbookshop.ru/10164.html

3. Ilanun A. H. ToBapoBeneHue, crangapTu3alys 1 KOHTPOJIb KaueCTBa BETEPUHAPHBIX
npenapatoB: yueOHuk /[lanun A.H., Yma b.B., Poqun B.U., SApemuyk B.II. - M.: KonocC, 2010.
— 343 c.: un.

4. CranmapTu3anus ¥ cepTu(UKaUs JEKapCTBEHHBIX MPENapaToB: METOJ. yKa3aHHs IO
BBITIOJIHEHHIO JTA0OpaTOPHBIX paboT s crenuainbHocTy 36.05.01 Berepunapus (cneruanuct) /
Cocr.: Erynosa A.B. // ®I'BOY BIIO «Caparosckuit 'AY». - Caparos, 2016. - 21 c.

5. Tpommn A.H. HopmartuBHO-IpaBOBOE€ peryjJupoBaHUE BETEpUHAPHOM (apMalnu.
Mertoa. nmocobue Mo AUCHUIUIMHE CHelMaIu3aluu 1no ¢gapmanun «YmpaBleHHE M SKOHOMHKA
dapmanuun» / A H. Tpomun, B. A. Autunos. - Kpacnonap, 2012, - 100 c.

6. CoBpeMeHHbIe TPOOIeMbl HAyKH U POU3BOICTBA B BETEPUHAPHOM (hapMaliiy.: KpaTKHUii
Kypc JIEKIMH Al CTYIEHTOB 5 Kypca HampaBieHHs MOJArOTOBKM crenuasbHoctu 36.05.01
Berepunapus // Coct.: M.II. Mapunuuesa // ®I'bOY BIIO «Caparosckuii 'AY». - Capatos,
2014. - 145 c.

7. T'ocynapctBenHas ¢apmaxones XIV uzz. - [DnexktpoHHslil pecypce] - Pexxum gocrtyna:
https://femb.ru/record/pharmacopeal4

8. Ilepeuenn pecypcoB HH(}OPMAIMOHHO-TEJTIeKOMMYHHKAIMOHHOM ceTn
"Unrepuer"

http://elibrary.ru/defaultx.asp (Hay4nas 31eKTpoHHas OUOIHOTEKA)

www.e.lanbook.com (snekTpoHHas OnbauoTeuHas cucrtemMa «JIaHby)

www.ipbookshop.ru (snektponnas 6ubnuorednas cucrema [IPB)

9. MeToauyeckne yKazaHus sl 00yYaKOUIUXCSl TI0 OCBOEHHIO TUCIIHIJIMHBI
10. Ilepeuenb HH(POPMALIMOHHBIX TEXHOJIOTHII HE TpeOyeTCs
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http://e.lanbook.com/books/element.php?pl1_id=660
https://e.lanbook.com/book/90062
http://www.iprbookshop.ru/10164.html
https://femb.ru/record/pharmacopea14

11. MaTepuanbHO-TeXHHYeCKOe o0ecneyeHne JIMCIHIIIHHbI

Jlnst mpoBesieHUst 1a00OpaTOPHBIX 3aHITUH HCIONB3YeTCsl ayIUTOpUs C JTabOpaTOPHBIM
000pyI0BaHUEM, HATIISAHBIME YI€OHBIMH TOCOOMSIMH, y4eOHO-METOIUYECKUMHU MaTepHajJaMy U
MYJIbTUMEIUHHBIMA CPEACTBAMHU: BHJICONPOCKTOP, HOYTOYK, BHICO(DUIBMBI, CIaWI—JICKIUH,
IUIAKaThl, TAOJHIIBI, PUCYHKH, TOJOIMBITHbIE J>KUBOTHBIC, MHUKPOCKOIBI, (OHEHIOCKOIIBI,
TEPMOMETPBI, BEChI, TEpPMOOaHs, KOJObI, MEH3ypKH, MPOOUPKH, IUCTHILIATOP, KICTKH JUIS
COJIepKaHUs )KUBOTHBIX, IIITATHB YHUBEPCAIbHBIH, IIeHTpudyra madopaTopHas, mkag BBHITSHKHOM,
mkad s npubopos, mkad 1adbopaTopHbId, mKad METUIMHCKUN, OMKC MEIUIIMHCKUN, CTOJ
ayJUTOPHBIN, TAOypeT, XUMUYECKUE PEAKTUBBI, XOJIOUIbHUK.

12. OcobGeHHOCTH OCBOECHUS JUCHMIUIMHBI IJIS WHBAJIUA0B M JIHMI ¢ OTPAHUYEHHBIMH
BO3MO’KHOCTSIMH 310POBbSI

OOyuenne oOy4amIUXCd C OrPAaHUYEHHBIMM  BO3MOXHOCTSMM  3J0pOBbS  IIpU
HEOOXOJUMOCTH OCYILECTBISETCS HAa OCHOBE aJalTHUPOBaHHOW pabouell mporpammsl C
UCIOJIb30BAaHUEM  CHELMAJIbHBIX METOJO0B OOy4eHUS M JAUJAKTHYECKHUX MaTepuasos,
COCTaBJICHHBIX C YY€TOM OCOOCHHOCTEH NCHUXO(PHU3MUECKOTO PA3BUTHUS, WHAWBUAYAIbHBIX
BO3MOYKHOCTEH U COCTOSHUSA 310pOBbS TAKMX 00ydaroumxcs (00ydarouierocs).

B 1menax ocBoeHus y4yeOHOM MporpaMMbl AUCUMIUIMHBI HHBAIMJAMH W JHUIAMH C
OrpPaHUYEHHBIMU BO3MOXXHOCTSIMHU 3/J0POBbsl 00€CIIeUYBaETCS:

* Ui WHBAJIUAOB U JIMI[ C OrPAaHUYEHHBIMU BO3MOXKHOCTSIMH 3J0POBbSI IO 3pPEHUIO:
pasMelleHre B JIOCTYNHBIX sl OOy4YarOIIMXCs, SBJSIFOIIMXCS CICNBIMU UM CIa0OBUISAIUMU,
MecTax U B aallTUPOBAHHOH (popMe cripaBOYHOI HH(pOpPMAIMK O paCIICAaHUH YUEOHBIX 3aHITHI;
IPUCYTCTBUE ACCUCTEHTA, OKa3bIBAIOLIET0 O0YyYaroleMycsi HEOOXOAMMYIO IOMOIIb; BBITYCK
aIbTEPHATUBHBIX (POPMATOB METOJUYECKMX MATEpHaIOB (KPYMHBIN MpUPT Uiau ayauodaissl),
ucronb3oBanue Bepcuu cadta i ciaabopwmsammx OBC IPR BOOKS u cmenmanbHOrO
mobunsHOro mpuinoxerust [IPR BOOKS WV-Reader (mporpamMMbl HEBU3YaIBHOTO JOCTYIa K
uHpOpMaLKK, IpeAHa3HAYeHHOW JUIsi MOOMJIBHBIX YCTPOWCTB, pa0bOTaIOIIUX Ha ONEpaliOHHOM
cucreme Android u i0S, koTopast He TpeOyeT crenuaaIbHO 00yYeHHOTO aCCHCTEHTA, T.K. JIFOJIU C
OB3 no 3peHuto pabOTalOT CO CBOMM YCTPOMCTBOM IPHUBBIYHBIM CIOCOOOM, HCIONb3YS
CIeLUAIbHBIC IITATHBIE IPOrPAMMBI JUTS HE3psuuX Jroiei, ¢ kotopeimu [IPR BOOKS WV-Reader
UMEET MOJIHYI COBMECTUMOCTb);

* Ui WHBAJIUAOB U JMIl C OTPaHUYEHHBIMH BO3MOXKHOCTSIMU 3JI0pOBBbS IO CIYXY:
Ha/IJIeKAIMMU 3BYKOBBIMH CPEJICTBAMU BOCIIPOM3BEICHUE HH(POPMALIUY;

* Ul WHBAJUAOB U JIMI[ C OrPAaHUYEHHBIMH BO3MOKHOCTSIMH 370POBbS, HMMEIOIINX
HapyLIeHUs. OMOPHO-JIBUTATENIBHOTO alllapara: BO3MOXKHOCTb OECHpEensTCTBEHHOTO JIOCTyIa
oOyJaromuxcs B y4eOHbIE TOMEIIEHUs, TyaJIeTHbIe KOMHATHI U JApyrue momenieHus kapeapsel, a
TaKXe MpeObIBaHUE B YKA3aHHBIX TOMEIICHHUSX.

OO6pazoBanre OOY4YAIOIIMXCS C OTPAHUYCHHBIMU BO3MOXHOCTSIMHU 37I0POBbS MOXKET OBIThH
OpPraHU30BaHO KaK COBMECTHO C JAPYTUMH OOy4YalOUIMMMUCA, TaK U B OTAENbHBIX TpyNIax Wid B
OTJIENbHBIX OpraHU3alUsX.
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[Tpunoxenue 1
MuHHUCTEPCTBO CENBbCKOro Xo3sicTBa Poccuiickon @enepaunu
®OI'bOY BO «I'ocynapcTBeHHBIN arpapHblii yHUBEpcUTET CeBEpHOTO 3aypabs
WHCTUTYT OMOTEXHOJIOTHH U BETEPUHAPHON MEAUIIMHBI
Kadenpa HezapasHbix 00sie3HEH CEIbCKOX03SIHCTBEHHBIX JKHBOTHBIX

OOH/I OHEHOYHbLIX CPEJACTB

10 y4eOHOM TUCIUILINHE

CoBpeMeHHbIe TP00JIeMbl HAYKH U MPOU3BO/JACTBA B BeTePUHAPHOM
papmanun

IU1s HartpasiieHnst noarotoBku 36.05.01 «Berepunapus»

HarpaBJeHHOCTh (Tpoduib) «Berepunapus»

YpoBeHb BBICIIETO 00PA30BAHUS — CHICITUATUTET

Pa3paboTunk: goueHT, kanauaaT BerepuHapHbix Hayk JI.H.Ckocbipckux

YTBepkJIeHO Ha 3aceaHuu Kadeapsl
npotokod Nel1 ot «03» uromns 2019 r.

3aBenyromuii kageapoit / /7 0O.A.Cton6oBa

Tromensn, 2019
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KOHTPOJIBHBIE

3AZJAHUSA 1 UHBIE MATEPHAJIbI ONEHKH

3HAHUIi, YMEHHUIi, HABBIKOB U (MJ1H) ONBITA 1eSITEJILHOCTH, XapaKTePU3yolne
Tanbl PopMHUPOBAHNS KOMIIETEHUMI B Npolecce 0CBOEHUS TUCIUNIHHBI
CoBpeMeHHbIe PO0JIeMbI HAYKHU M MPOU3BO/JICTBA B BETEPHUHAPHOM

papmauuu

1. Bomnpocs! 111 NPOMeKYTOYHOM aTTecTallu (3a4eT)

IK-4
Crnioco0eH miiaHupoBaTh U
MIPOBOJIUTH OPraHU3aI[MOHHO-
TEXHUUYECKHE U BETepUHAPHbBIE
MEpOTIPUATHS HAPABJICHHbBIC
Ha 3aIIUTY KU3HHU U 3I0POBBS
YEITOBEKa U YKMBOTHBIX

BHaAmMb:

- mpebosanus (hedepanrbHo20 3aKOH00AmenbCmad,
npeovasisieMble K 0esimeIbHoOCmu 8 cghepe oopauyenus
IeKapCcmeeHHbIX CpedCma OISl HCUBOMHBLX

- 00Wue NPUHYUNDBL PA3padbOmMKU, UCNLIMAHUSA U PeSUCMPAYUU
1eKapCcmeeHHbIX cpeocms

- NPABUNA 20CYOAPCMBEHHOU pe2UuCmpayull 1eKapCcmeeHHbIX
cpeocme 015l HCUBOMHBIX U KOPMOBLIX 000ABOK

- NOPAOOK TUYEH3UPOBAHUS NPOUZBOOCNEA JIEKAPCIMEEHHBIX
cpeocme u papmayesmuyeckoll 0esmenbHoCcmu 6 cjhepe
0Opawenust 1eKapCmeenHblX CpeoCcma 0 HCUBOMHBIX

1. TpeboBanus benepanbHOTO 3aKOHO/IaTeIbCTBA,
NpeabsBIsieMble K JesITeIbHOCTH B cepe  oOpamieHus
IEKapCTBEHHBIX CPENICTB IS dKUBOTHBIX.

2. I'ocynapcTBenHoe peryaupoBaHue OTHOIIICHHIA,
BO3HUKAIOIIUX B cdepe oOpalleHus: JIeKapCTBEHHBIX CPEJCTB,
MpeIHa3HAYCHHBIX JJIS )KUBOTHBIX.

3. Tlopsaok UCHOMHEHHs] TOCYIAapCTBEHHBIMU OpraHamy|
(YHKIIUH 110 TPHHSITHIO HOPMATHUBHBIX IPABOBBIX AaKTOB M|
OKa3aHUIO TOCYIapCTBEHHBIX YCIYT B YKa3aHHOUN 00J1acTy.

4. HopmaTWBHO-TIpaBOBOE  pEerylIMpoBaHue B  cdepe
NesITeIbHOCTH, CBSI3aHHOM C  oOpallleHHeM JIeKapCTBEHHBIX|
CPEICTB ISl Y)KUBOTHBIX.

5. KoHTpoib W HaI30p 3a UCHOJHEHHEM IOPHIMYECKUMHU U
MHBIMHM JIMLAMU TpeOoBaHUI 3akoHojAarenbcTBa Poccuiickoi
Denepanuu.

6. [Ipon3BOACTBO JIEKapCTBEHHBIX MPEMApaTOB KaK COCTAaBHAS
yacTh BeTepuHapHod (dapmaruu. CTpykTypa BeTepUHApHOMN
(dhapmanuu.

7. Hopmel mexxayHaponaHoro (papmaxones EC, crangapt ISO
0000) mpaBa B cdepe o00OpoTa JIEKAPCTBEHHBIX CPEACTB IS
PKUBOTHBIX.

8. Hopmbl Poccuiickoro aaMuHUCTpaTUBHOTO TpaBa B cdepe
000pOTa JIEKAPCTBEHHBIX CPEJICTB JUISl dKUBOTHBIX

9. Hopwmsl Poccuiickoro yrojgoBHOTO mpaBa B cpepe obopoTa
MEeKapCTBEHHBIX CPENICTB JIs1 dKUBOTHBIX
10. T'ocynapcTBeHHBIN BeTepUHAPHBINA HAI30D 32 OOpalleHueM
MEeKapCTBEHHBIX CPENICTB JJIs dKUBOTHBIX

11. Tlopsnok WCIONHEHUS TOCYJApCTBEHHBIMU OpraHaMH
(GYHKIMI 10 TPHUHITHIO HOPMATUBHBIX MPABOBBIX AaKTOB M|
OKa3aHMIO TOCYIAPCTBEHHBIX YCIYT B YKa3aHHOW O0JIACTH.




12. TocymapctBeHHass perucTpamuss W  cepTUdUKaIms.
Arrectauust BTHKHW npousBoncts.

13. GMP (mpaBwia opraHu3aiiu IPOU3BOJACTBA U KOHTPOJIS
kauectBa), GPP (npaBuia Hapnexameil anTeyHon NpaKTHUKN).

14. Hayunoe oOecrieuenue (apmanuu. Pa3zpaboTka HOBBIX U
BOCIIPOM3BOJCTBO (IIOJIyu€HUE JHKEHEPUKOB) JIEKapCTBEHHBIX
CPEIICTB.

15. Paspaborka,  [IOKIMHHYECKHEC W  KIMHHYECKUE
MCCJICTOBAHMS JIEKAPCTBEHHBIX CPEICTB

16. XpaHeHue  JIEKapCTBEHHBIX  CPEICTB.  XpaHEHUE
OTHEOMACHBIX U B3PhIBOONACHBIX BEILIECTB.

17. XpaHeHue HaApKOTUYECKHUX, SJOBUTHIX, CUJIbHOIECHCT-
BYIOIIMX JIEKAPCTBEHHBIX CPEJCTB U MPEKYPCOPOB.

18. T'ocymapcTBeHHass cHCTeMa KOHTpOJs  KaudecTBa,
b hekTUBHOCTH, 0€30MaCHOCTH JIEKAPCTBEHHBIX CPEJICTB.

19. HopmaruBHO-TIpaBOBOE oOOecleueHUe W MOHHTOPHHI]
KauecTBa JIEKAPCTBEHHBIX CPEICTB JIJIS JKUBOTHBIX.

20. O630p TOCYIaPCTBEHHBIX, OTPACIIEBBIX U UHBIX CTAaHIAPTOB
B obmacTu oOpalieHus JIEKapCTBEHHbBIX CpPEACTB,
MpelHa3HAYEHHBIX JIJIS )KUBOTHBIX.

21. Ilopsitok M IpaBuIIa JTUIEH3UPOBAHUS (papMaIieBTUIECKON
e TEIIbHOCTH.

22. CpencrBa  JIEKapCTBEHHbIE Ui BETEPUHAPHH.
TexHomornueckue pernaMmeHnTsl npousBojactsa. 'OCT P 54763-
2011.

23. IlpaBuna TpOU3BOACTBA W  KOHTPOJS  KadyecTBa
nexapctBeHHBIX cpenctB. OCT P 52249-20009.

24. CpencrtBa JEKapCTBEHHbIE Ui S>KMBOTHBIX. YTAKOBKA,
MapKupoBKa, TpaHcnoptupoBanue u xpanenue. 'OCT P 52683-
2006.

25. IlpaBoBoe perynupoBaHue AeATeIbHOCTH B chepe o6opoTa
HapKOTHUYECKUX CPEJCTB, ICUXOTPOITHBIX BELIECTB.

26. VYcnoBus HCIONB30BAaHMUS HAPKOTHUECKUX CPEACTB U
MCUXOTPOITHBIX BELIECTB B BETEPUHAPHBIX LIETISIX.

27. TpeOboBaHus 3aK0oHOAATENLCTBA Poccuiickoit denepanun K
ITHI1aM, OCYIIECTBIISIOIINM PeaIn3alUIo JIEKAPCTBEHHBIX
CpeZICTB, IPeAHAa3HAYCHHBIX IS )KHBOTHBIX.

ymemo:

- NO1b308AMbCSL. HOPMAMUBHO-NPABOBLIMU OOKYMEHMAMU,
peanamenmupyrouumMu npouU3800Cma0 1eKapCmeeHHbIX
npenapamos u gapmayesmudeckyio 0esimenbHoCms 8 cpepe
0Opawenuss 1eKkapcmeenHvlx cpedcma OJisi emMepPUHaApHO20
npumMeHeHus

1. TpeboBanus benepaabHOrO 3aKOHOJIaTEJIbCTBA,
MpenbsBIsieMble K  JesSTeNIbHOCTM B cdepe  oOpaiieHus
IIeKapCTBEHHBIX CPEACTB JJIsl )KUBOTHBIX.

2. l'ocynapctBeHHoe peryJmpoBaHue OTHOIIICHUH,
BO3HHUKAIOIIKUX B cepe oOpalieHus: JeKapCTBEHHBIX CPEJCTB,
MpeIHa3HAYSHHBIX JIJIS )KHBOTHBIX.

3. Tlopsgok HCIOMHEHHS TOCYIapCTBEHHBIMH OpraHaMy|
(GYHKIMH 10 TPUHATHIO HOPMATHUBHBIX NPABOBBIX aKTOB M|
OKa3aHMIO rOCYJapCTBEHHBIX YCIYT B YKa3aHHON 00JIACTH.
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4. HopwmartuBHO-IpaBOBOE  peryiupoBaHue B  cdepe
NEesITeIbHOCTH, CBS3aHHOM C  OOpalieHHeM JIeKapCTBEHHBIX|
CPEICTB AJIsl )KUBOTHBIX.

5. KoHTposib M HaA30p 3a UCHOJHEHUEM HOPUIUYECKUMHU U]
MHBIMU JIMIAMU  TpeOOBaHHUI 3akoHOAaTeNbCcTBa Poccuiicko
Denepanuu.

6. IIpou3BOACTBO JEKApPCTBEHHBIX MPENapaToB KaK COCTaBHAs
4acTh BeTepuHapHOW (apmanuu. CTpyKTypa BETEpUHAPHOM
(dhapmaruu.

7. Hopmbl mexayraponnoro (papmakones EC, cramnapt ISO
09000) mpaBa B cdepe o00poTa JIEKAPCTBEHHBIX CPEACTB IS
PKHBOTHBIX.

8. Hopmbl Poccuiickoro aaMuUHUCTpPaTUBHOTO IpaBa B cdepe
000pOTa JIEKAPCTBEHHBIX CPEACTB ISl JKUBOTHBIX

9. Hopwmbl Poccuiickoro yrojioBHOTO mpaBa B cdepe 060poTal
NIEKapCTBEHHBIX CPENICTB Il AKUBOTHBIX

10. 'ocymapcTBeHHBIN BeTEpUHAPHBINA HA30p 32 OOpalleHHEeM
NIEKapCTBEHHBIX CPEJICTB I AKUBOTHBIX

11. Ilopsgok HCHONHEHMUSI TOCYHApCTBEHHBIMM OpraHaMu
(GYHKIMI 10 NPHUHITHIO HOPMATUBHBIX MPABOBBIX AaKTOB M|
0Ka3aHUIO FOCY/IapCTBEHHBIX YCIYT B YKa3aHHON 001acTH.

12. TocynapcTBeHHass peructpauus # cepTHHUKALUSL.
Arrectauust BTHKUW npousBoacts.

13. GMP (mpaBuna opraHuzanuy MPOU3BOACTBA U KOHTPOIIsS
kauectBa), GPP (mpaBuia Hapnexameil anTeyHol MpakTHUKN).

14. Hayunoe oGecneuenue Qapmainuu. PazpaboTka HOBBIX U
BOCIIPOM3BOJCTBO (IIOJIyu€HUE JHKEHEPUKOB) JIEKapCTBEHHBIX
CPEIICTB.

15. Pa3paborka,  [IOKJIMHHYECKHEC W  KIMHHYCCKUC
MCCJICTOBAHMSI JIEKAPCTBEHHBIX CPEICTB

16. XpaHeHue  JIEKapCTBEHHBIX  CPEICTB.  XpaHEHUE
OTHEOIACHBIX U B3PBIBOONIACHBIX BEILECTB.

17. XpaHeHne HAapKOTUYECKHX, SJOBUTBHIX, CHIIBHOACHUCT-
BYIOIIMX JIEKAPCTBEHHBIX CPEJCTB U NPEKYPCOPOB.

18. T'ocynmapcTBeHHass cHCTeMa KOHTpOJs  KaydecTBa,
H(PPEKTUBHOCTH, OE30MTACHOCTH JIEKAPCTBEHHBIX CPE/ICTB.

19. HopmatuBHO-IpaBOBO€ 00€CIEUEHHE W MOHUTOPHHT
KaueCTBa JIEKAPCTBEHHBIX CPEICTB JJIs1 ’KUBOTHBIX.

20. O630p TOCYAAPCTBEHHBIX, OTPACIIEBBIX  MHBIX CTAaHIAPTOB
B obacTu oOpaleHus JIEKapCTBEHHBIX CPEICTB,
MpeHa3HAYEHHBIX JUJIS )KUBOTHBIX.

21. Iopsanok u mpaBuiia JUIEH3UPOBaHUS (hapMarleBTHUECKON
eI TEIbHOCTH.

22. CpenctBa  JIEKapCTBEHHbIE Ui  BETEPUHAPHH.
TexHonornueckue periiameHTsl npousBojgctBa. ['OCT P 54763-
2011.

23. IlpaBuna mnpoW3BOACTBA W  KOHTPOJS  KAaudecTBA
nexapcTBeHHbIX cpeacts. [OCT P 52249-20009.

24. CpencrtBa JIEKapCTBEHHbIE ISl JKMBOTHBIX. YIIaKOBKa,

MapKupoBKa, TpancnoptupoBanue u xpaneHue. 'OCT P 52683-
2006.
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25. IIpaBoBOE perynupoBaHue IEATEILHOCTH B chepe obopoTa
HApKOTHUYECKUX CPECTB, ICUXOTPOITHBIX BELIECTB.

26. YcnoBHus HCIOJNB30BAHUS HAPKOTHUYECKUX CPEACTB U
MCUXOTPOITHBIX BEUIECTB B BETCPUHAPHBIX LIEIISIX.

27. TpeboBanms 3aKkOHOAATENIbCTBA Poccuiickoit deaepannn K
ITHIIaM, OCYIIECTBIISIOIINM PEaIN3aLHUIO JIEKAPCTBEHHBIX
CPEICTB, MPeAHA3HAYECHHBIX ISl )KUBOTHBIX.

6nademp:

- HABbIKAMU PAOOMbL ¢ HOPMAMUBHO-NPABOBLIMU OOKYMEHMAMU,
pe2yupyowuMu nPoU3800CmMe0 1eKapCmeeHHblX CPeOCms U
hapmayesmuueckyro desmenvHocms 6 chepe obpaujerus
1eKapCmeeHHbIX CpeOCms 015l BeMePUHAPHO20 NPUMEHEHUS

- aneopummom  Oelcmeuil No HAO30py U KOHMpOo 34|
UCNOTHEHUeM IOPUOUYECKUMU U UHBIMU JUYamMu mpeOo8aHull
Bakonooamenvcmea PD 6 cghepe obpawenus nekapcmeeHHbix|
cpeocme 0ns HCUBOMHBIX

1. TpeboBanus benepanbHOTO 3aKOHO/ATEJIbCTBA,
NpeabsBIsieMble K JeSITeIbHOCTH B cepe  oOpamieHus
IIeKapCTBEHHBIX CPEACTB AJISl )KUBOTHBIX.

2. l'ocynapctBennoe peryivpoBaHue OTHOIICHUH,
BO3HHUKAIOMKUX B cepe oOpalieHusi JEKapCTBEHHBIX CPEICTB,
MpelHa3HAYEHHBIX JIJIS JKUBOTHBIX.

3. Tlopsimoxk HCIONHEHHS TOCYIapCTBEHHBIMH OpraHaMy|
(GYHKIMI 10 NPHUHITUIO HOPMATUBHBIX MPABOBBIX AaKTOB M|
OKa3aHHIO TOCYJAPCTBEHHBIX YCIYT B YKa3aHHOW 00JIacTH.

4. HopmartuBHO-IpaBOBOE  peryiupoBaHue B  cdepe
NMEeSITEIbHOCTH, CBSI3aHHOM C  OOpalmieHHeM JIeKapCTBEHHBIX|
CPEICTB AJIsl )KUBOTHBIX.

5. KoHTposib W Haa30p 3a UCHOJHEHUEM HOPUAUYECKUMU H
MHBIMHU JIMIAMU TpeOOoBaHWI 3akoHOJAaTeNnbcTBa Poccuiickoi
Denepanuu.

6. [Ipou3BOACTBO JEKAPCTBEHHBIX MPEMapaToB KaK COCTaBHAs
yacTb BeTepuHapHOW Qapmanuu. CTpykTypa BeTepUHApHOU
bapmanuu.

7. Hopmbl mesxayHaponnoro (dapmakonies EC, ctangapt ISO
0000) mpaBa B cdepe 000poTa JEKApCTBEHHBIX CPEACTB JUIS
PKUBOTHBIX.

8. Hopmsl Poccuiickoro aaMuHHCTpaTHBHOrO mpaBa B chepe
000pOTa JIEKAPCTBEHHBIX CPEJICTB JUISI IKUBOTHBIX

9. Hopmbl Poccuiickoro yromnoBHOTo mpasa B chepe 060poTa)
IIeKapCTBEHHBIX CPEACTB IS 5KUBOTHBIX

10. 'ocynapcTBeHHBIN BeTepUHAPHBINA HAA30p 3a OOpalleHueM
IIeKapCTBEHHBIX CPEACTB IS 5)KUBOTHBIX

11. Tlopsimok WCIOJNHEHUS TOCYAapCTBEHHBIMU OpraHamHy|
(YHKIIUH 110 TPHHITHIO HOPMATHUBHBIX IPABOBBIX AaKTOB W
0Ka3aHHUIO TOCYJapCTBEHHBIX YCIYT B YKa3aHHON 00JIaCTH.

12. TocynapcTBeHHass perucTpauus H  cepTHPHUKALUS.
Arrectanust BTHKU npousBoxcts.

13. GMP (mpaBwmia opraHu3aniu MPOU3BOJACTBA U KOHTPOJIA
kauectBa), GPP (mpaBuna Hajnexanieil anTeyHol MPaKTHKK).
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14. Hayunoe oOecrieuenue (apmanuu. Pa3zpaboTka HOBBIX U
BOCIIPOM3BOJACTBO (IIOJIyU€HHE J>KEHEPUKOB) JIEKAPCTBEHHBIX
CPEIICTB.

15. Pa3paborka,  [OOKIMHHYECKHEC W  KIMHHYECKUE
MCCJICTOBAHMSI JIEKAPCTBEHHBIX CPEICTB

16. XpaHeHue  JIEKQpCTBEHHBIX  CPEICTB.  XpaHEHUE
OTHEOMACHBIX U B3PHIBOONACHBIX BEILIECTB.

17. XpaHeHue HaApKOTUYECKHUX, SJOBHUTHIX, CUJIbHOAECHCT-
BYIOIIHMX JIEKAPCTBEHHBIX CPEJCTB U MPEKYPCOPOB.

18. T'ocynmapcTBeHHass cHCTeMa KOHTpOJs  KaydecTBa,
hdhekTUBHOCTH, 0€30MaCHOCTH JIEKAPCTBEHHBIX CPE/ICTB.

19. HopmaruBHO-TIpaBOBOE oOOecCIeUeHUE W MOHHTOPHHI]
KayecTBa JIEKAPCTBEHHBIX CPEICTB IS JKUBOTHBIX.

20. O630p TroCyIapCTBEHHBIX, OTPACIIEBBIX U UHBIX CTAHAPTOB
B obnactu oOpalieHus JIEKapCTBEHHBIX CPEICTB,
MpeIHa3HAYCHHBIX JJIS )KUBOTHBIX.

21. Iopsanok u mpaBuiia JUIEH3UPOBaHUS (hapMalleBTHUECKON
MesITeTLHOCTH.

22.  CpencrBa  JIEKapCTBEHHbIE Ui BETEPUHAPHH.
TexHomornueckue peraaMmeHnTsl npousBojactsa. 'OCT P 54763-
2011.

23. IlpaBuma TpOU3BOACTBA W  KOHTPOJS  KadyecTBa
nexapctBeHHBIX cpenctB. OCT P 52249-20009.

24. CpencrtBa JEKapCTBEHHbIE Ui S>KMBOTHBIX. YTAKOBKA,
MapKupoBKa, TpaHcnoptupoBanue u xpanenue. OCT P 52683-
2006.

25. TIpaBoBoe perynupoBaHHe A TeIBHOCTH B cepe 000poTa)
HAPKOTUYECKUX CPEICTB, ICUXOTPOITHBIX BEILIECTB.

26. VYcnoBus HCIOJNB30BAaHMUSI HAPKOTHYECKUX CPEACTB U
MCUXOTPOIMHBIX BEIIECTB B BETEPUHAPHBIX IIEJIAX.

27. TpeboBaHus 3aKoHOAATENLCTBA Poccuiickoit denepanum K
ITHI1aM, OCYILECTBIISIOLIM PEATHU3aLNIO0 JIEKAPCTBEHHBIX CPECTB,
NpeHa3HAYCHHBIX IS )KHBOTHBIX.

IIpumep 3auemnozo bunema

denepanbHOE roCcy1apcTBEHHOE O10JKETHOE 00pa30BaTEIbHOE YUPEXKIEHHE BbICLIETO
oOpa3zoBanus «l'ocynapcTBeHHbIN arpapHblil yauBepcureT CeBepHOro 3aypanbsi»

HNHCTUTyT OMOTEXHOIOTHH U BETEPUHAPHON MEAMITMHBI
Kadenpa He3apa3Hbix 00sie3HEN CEIbCKOXO35IHCTBEHHBIX JKHBOTHBIX

YueOHas AUCIUTUIMHA CoBpeMeHHbIE TPOoGIeMbI HAYKH U IIPOU3BOJICTBA B BETEPHHAPHOM (apMariu

o crieuanbHocTH 36.05.01 «Betepunapusi»
3aderHbIi Oniter Ne 1

1. T'ocyngapcTBeHHOE peryiupoBaHUE OTHOIICHWN, BO3HHKAIOIMUX B cepe oOpaieHus
JIEKapPCTBEHHBIX CPEJICTB, IPEIHA3HAYCHHBIX [T )KUBOTHBIX.

2. TpeboBanus, npeabsBIsIeMble K JIUIAM, JOMYCKAeMbIM K paboTe ¢ HapKOTHYECKUMU
CPEICTBAMU M MICUXOTPOITHBIMH BEIIECTBAMHU.

CocraBui: Cxoceipckux JILH. / / « » 20 T.

3aBenyroumii kadeapoit: Ctonoosa O.A. / / « » 20 r.

Kpurepun onenkmn:

Onenka

Onucanue
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3a4yeT OOyuaromuiicst o0aaeT rIyOOKMMH U MTPOYHBIMU 3HAHUSMH MO TPEIMETY; MpU
OTBETE Ha J[Ba BOIIpOCa JAEMOHCTPUPYET MCUEPIBIBAIOLIEE; MMOCIEI0BATEILHOE U
IIOTHYeCK OOOCHOBAaHHOE W3JIOKEHHE 3HaHWM; MpaBUIbLHO CcHOpMYIHpOBa
MOHSATUS U 3aKOHOMEPHOCTH 10 BOMPOCAM; HCIOJIb30BaJI IPUMEPHI U3 MPAKTUKH,
CZeJ1all BHIBOJI IO U3JIaraeMOMY MaTepHaly.

He3a4er Eciu o0yvaromuii He 3HAeT 3HAUMTENbHYI0 4YacThb MaTepuana; JOMyCTHII
CYLIECTBEHHbIE OIIMOKHM B IPOLIECCE U3JI0KEHUS; HE YMEET BBIJCIUTH INIABHOE U
CAeNaTh BBIBOJ; IPHUBOJUT OLIMOOYHBIE OIPEAEICHHS; HU OJUH BOIPOC HE
[pacCMOTpEH JI0 KOHIIA, HABOJASIIME BOIPOCHI HE IOMOTAl0T.

2.TecToBble 32 JaHUS JJISl IPOMEKYTOUYHOI aTTecTaluu
(3auet B hopme TecTUpOBAHMS)
IK-4

Crnoco0eH MmIaHUpOBaTh U MPOBOJUTH OPraHU3AMOHHO-TEXHUYECKHUE U BETEpPUHAPHBIC

MEpPONPUITHSI HAIIPABJICHHbIE HA 3alIUTY )KU3HU U 3/10POBbSI YEJIOBEKA U )KMBOTHBIX
3Hambv:

- mpebosanusi (hedeparbHo20 3aKOH00AMeNbCMEd, npedvssisiemvlie K 0essmelbHocmu 8 cghepe
00pawenust 1eKapCcmeeHHblX cpeoCcme 0l HCUBOMHBIX
- 0OWUe NpUHYUNBL PazpadbomKu, UCHBIMAHUSL U Pe2UCMPayUul 1eKapCmeeHHbLX CPeoCme
- npasuna 20Cy0apCmeeHHol pe2ucmpayull JeKapcmeeHHvlx Ccpeocms OJisl IHCUBOMHBIX U
KOPpMOBbIX 000AB0K
- NOPAO0OK JUYEH3UPOBAHUSL NPOU3BOOCMBA JIeKAPCMBEHHbIX CPEOCm8 U (papmayesmuiecKkorl
OdesimenvHOCMU 8 Chepe 0bpauyeHust 1eKaApPCMBEEHHbIX CPeOCms OJisl HCUBOMHBLX

1. JlekapcTBeHHBIE CpeACTBA B BHJIE JEHCTBYIOIIMX BEIIECTB OHOJIOTMYECKOTO,
MUHEPATBPHOTO WJIM XUMHUYECKOTO0 TMPOUCXOXKIEHUs, obnamaromue (papMakoIoruueckoi
AKTUBHOCTBIO, IPEHA3HAYCHHBIE JJIsl IPOU3BOCTBA, U3TOTOBJICHUS JICKAPCTBEHHBIX IPEMapaToB
U ompeaensonme ux 3pPeKTuBHOCTh — 3TO

2. BemecTBa HEOPraHWYECKOTO WIIM OPTaHHMYECKOTO MPOUCXOXKICHHS, UCIOIb3yeMbIC B
mpolecce MPOU3BOJACTBA, H3TOTOBJICHUS JICKAPCTBEHHBIX IMPEMapaToB [Uisl MPUAAHUS UM
HEOOXOIUMBIX (PU3NKO-XUMHYECKHUX CBOWCTB — 3TO

3. JlekapCTBEHHOE CpE/ICTBO, COJEprKalllee TaKyro ke (hapMalleBTHUECKYIO CYyOCTaHIUIO
WM KOMOMHAIIMIO TaKUX ke (papMalieBTUHUECKUX CyOCTaHLIMN B TAaKOM K€ JIEKApCTBEHHOU opMe,
yro ¥ opuruHaieHoe JIC, M mocTynuBiee B oOpallleHHe IOciie MOCTYIUICHUs B oOpalleHue
OPUTHHAILHOTO JIEKAPCTBEHHOTO CPEJICTBA — ATO

4. XapakTepucTHKa JEKapCTBEHHOI0 CPEJCTBA, OCHOBAHHAs HAa CPABHUTEIBHOM aHAIIU3e
ero 3(¢eKTUBHOCTH U PUCKa MPUUMHEHUS Bpea 310pOBbIO — 3TO

5. JlexkapcTBEHHOE CpPEICTBO, Haxojdlleecs B 00OpPOTE € HapylIEHHEM TI'Pa’kKAaHCKOTO
3aKOHOJIATEIBCTBA — ATO

6. Peakuiust opraHn3Ma, BO3HHUKINIAS B CBSI3U C IPUMEHEHHUEM JICKapCTBEHHOT'O Iperapara
B J103aX, PEKOMEHTYEMbIX B HHCTPYKITUH 110 €T0 MPHUMEHEHHIO, ISl TPOPIIAKTHKH, TUATHOCTHKH,
JeyeHust 3a00J1eBaHNS WK JJIs1 peaObuIuTalu — 3TO

7. 'ocynapCTBEHHOM pETUCTPALNKU OAJIEKAT

8. IIpousBoaurenu JIC He MOT'YT OCYIIECTBIIATH IPOAAXKY JIEKAPCTBEHHBIX CPEACTB

9. OpraHu3aiyy ONTOBOW TOPTOBIH JIEKAPCTBEHHBIMU CPEJCTBAMU MOTYT OCYIIECTBIISTH
nponaxy JIC, kpome

10. CocTostHue TeKapCTBEHHOTO MpernapaTa, COOTBETCTBYIOIIEE CIIOc00aM ero BBEACHUS 1
MPUMEHEHHUS U 00eCTieurBaroIee JOCTIKEeHHe Heo0xoaumoro nededHoro rddexra — 310

11. JlexkapCTBEHHBIN NpenapaT ¢ HOBBIM JIEUCTBYIOIIMM BEIIECTBOM, KOTOPBIA NEPBBIM
3apeructpupoBat B Poccuiickoii denepanuu i B UHOCTPAHHBIX TOCYapCTBAX HA OCHOBAHHUH
pe3ybTaTOB JOKIMHHYECKMX WCCICIOBAHUN JIEKAPCTBEHHBIX CPEACTB M KIMHHYECKUX
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UCCIICIOBaHMI JIEKAPCTBEHHBIX MPETapaToB, MOATBEPKAAIOUINX €ro Ka4yecTBO, 3PPEKTUBHOCTD U
0€30I1aCHOCTb — 3TO

12. CooTBeTCTBHUE TEKAPCTBEHHOT'O CPECTBA TPEOOBAHUAM (hapMaKOIEHHOH CTaThU JTNO0
B Cllyyae €€ OTCYTCTBUS HOPMAaTHUBHOM JTOKYMEHTALUU WJIM HOPMAaTUBHOI'O IOKyMEHTa — 3TO

13. JlekapcTBEHHOE CPEICTBO, COMPOBOXKIAEMOE JIOKHOM MH(OpMAIUei 0 ero cocrtaBe u
(WJIM) IPOU3BOAUTEIIE — ITO

14. JlexkapCTBEHHOE CpEICTBO, HE COOTBETCTBYIOIIEE TpeOOBaHMIM (hapMakoneiHHoi
cTatbu MO0 B cilydae €€ OTCYTCTBHMsSI TpeOOBaHMAM HOPMATHBHOM JIOKYMEHTALUU WIU
HOPMAaTUBHOT'O IOKYMEHTa — 3TO

15. I'ocynapcTBeHHOM perucTpanuy He MoAsIekKaT

16. He 3anpenaeTcst mpou3BOJICTBO

17. Ha nepBHYHOH yMAaKOBKE XOpOLIO YUTAEMBIM WIPU(TOM HAa PYCCKOM SI3BIKE
yKa3bIBAETCs BCE, KPOME

18. Pacxonpl, cBsi3aHHBIE ¢ YHUUYTOKEHHEM KoHTpadakTHbIX JIC, HeroOpokadecTBEHHBIX
JIC, dpanscudunmpoBannbix JIC

19. [IpoBeneHne NpPoOBEPKU BBITOJHEHUS IOPUIMYECKUM JIMLOM WIM WHAWBUIYAJIbHBIM
OpeNpUHUMATENIeM IPU OCYLIECTBICHUM MX JESITEIbHOCTH O0s3aTeNbHBIX TpeOOBaHUM K
ToBapaM (pabotaM, yciayram), YCTAaHOBJICHHBIX (elepaibHBIMH 3aKOHAMH WJTH IIPUHUMACMBIMU B
COOTBETCTBUM C HUMH HOPMAaTUBHBIMU IIPABOBBIMU aKTaMU — 3TO

20. Ceprudukamus — 310

21. Opranu3anms, OCyIIECTBISIONIAs ONITOBYIO TOPTOBIIIO JEKAPCTBEHHBIMH CPEJCTBAMH,
UX XpaHEHUE, IMEpeBO3KY B COOTBETCTBUM ¢ TpeOoBaHusiMu @DenepanbHoro 3akoHa «0O0
0OpalIeHNH JIEKAPCTBEHHBIX CPEJICTBY - 3TO

22. JIOKyMEHT, TOATBEPKIAIOMIMKA  COOTBETCTBHE  IOATOTOBKH  CHEIHAIHCTA
rOCyJapCTBEHHOMY 00pa30BaTeIbHOMY CTaHIAPTY, HA3bIBACTCS

23. @enepanbHble OpraHbl  ucnonHuTesnbHOW  Biacth  HE  ocymectBistomue
rOCyJapCTBEHHOE  pEryJMpoBaHHE OTHOLIEHWH, BO3HMKaOIMX B chepe oOpaieHus
JIEKapCTBEHHBIX MIPENapaToB

24. YxaxuTe, Kakue GyHKLIHUU HE MOKET OCYIIECTBIIATh anTeKa

25. HaumeHoBaHMe JeHCTBYIOLIEro BemiecTBa (apMmaleBTUYECKOH cyOcTaHINH,
pekoMeH1oBaHHOe BcemupHoit opranusanueit 31paBooXpaHeHus — 3To

26. YkaxuTe, KaKk Ha3bIBaCTCS JEATCIBHOCTh, BKITFOYAOIIAs B c€0s1 ONTOBYIO TOPTOBIIIO
JIEKapCTBEHHBIMH CPEJICTBAMH, WX XpaHEHUE, TNEePeBO3KY W (MJIM) PO3HUYHYIO TOPTOBIIO
JeKapCTBEHHbIMM  IperapaTtaMH, HUX OTIYCK, XpaHeHHe, IepeBO3KYy, H3rOTOBJICHUE
JIEKapCTBEHHBIX MPEeNapaToB

27. YKkaxuTe, KaKO! 13 HUKETEPEUNCIEHHBIX BUJIOB ESITEILHOCTH HE BXOAUT B TIOHSATHE
«(apmanieBTHUECKAs AE€ATEIBHOCTD)

28. YKaxuTe KIACCU(PHUKAIMIO TPEANPUATAH POZHUYHOW TOPTOBIH JIEKAPCTBECHHBIMH
CpeACTBaMH M TOBapaMH MEJIMIIMHCKOTO U BETEPHHAPHOTO HA3HAYCHUS

29. TlopGepute mpaBWIBHBIH TEPMHH Ul TEXHHYECKOTO COOPY)KEHHUs, 3/aHus,
YCTPOMCTBA, KOTOPOE COCTOUT U3 B3aUMOCBSI3aHHBIX 3JIEMEHTOB U MpeIHa3HAuEHO /ISl XpaHEHHUS,
HAKOIUICHHUS, MOATOTOBKH MPOU3BOJICTBEHHOMY NMOTPEOICHHUIO UM Pealn3alliy JIEKApCTBEHHBIX
CPEACTB U TOBapOB MEIUIIMHCKOTO HAa3HAYEHHUs, a TaKKe PacHpeleseHHs TOBAPOB aNTEYHOIO
ACCOPTHUMEHTA MEX/y MOTPEOUTEISIMU

30. Ykaxwure, UId Kakol IeNUW HE JOMycKaercs BBO3 B P® He3zaperucTpupOBaHHOTO
JIEKapCTBEHHOT'O CPEJICTBA

31. JlekapCTBEHHBIN TIpemapar, MPOU3BENCHHBIA WM W3TOTOBJICHHBIH W3 OAHOTO BHIA
JIEKAPCTBEHHOTO PACTHTEIBHOTO CHIPhS HIIM HECKOJIBKHX BHIOB TAKOTO CHIPS U PEeaTH3yeMbIi B
pacacoBaHHOM BHJIE BO BTOPUYHOH (TIOTPEOUTENBCKOI) yITAaKOBKE — 3TO

32. YkaxuTe, Kakas OpraHu3alis NUMEET MPaBO OCYIIECTBIATH KOHTPOIh YHHUTOKCHHS
banbcuPpUIMPOBaHHBIX, HEAOOPOKAYECTBEHHBIX U KOHTPA(PaKTHBIX JIEKAPCTBEHHBIX CPEICTB
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33. JlekapcTBEHHBIE Tperaparhl, ACHCTBYIONIEE BEMIECTBO KOTOPHIX MPOU3BEICHO WU
BBIJICTICHO W3 OMOJOTHYECKOTO0 MCTOYHUKA W JJISl ONpPENeICHHS CBOWCTB M KadyeCcTBa KOTOPBIX
HeoOxouMa KOMOMHAIUS OUOIOTHUECKUX U (PU3UKO-XUMUYECKUX METOJIOB — ATO

34. JlekapCTBEHHBIH Mpenapat, KOTOPIH UCIOIB3YETCs ISl OIIEHKA OMOAKBUBAJICHTHOCTH
WIA TEPaNeBTUYECKOW HSKBUBAICHTHOCTH, KadecTBa, OJ(P(EKTHBHOCTH U 0€30MacHOCTH
BOCITPOM3BEJICHHOTO JICKAPCTBEHHOI'O IIpenapara WId OuoaHaJIoroBoro (OMOMo100HOTO)
JICKapCTBEHHOTO Tpernapara (OrnoaHanora) — 3To

35. JlocTikeHre KIMHUYECKH COTIOCTaBUMBIX TepaneBTHUecKoro 3¢ dekra u nokazarenei
¢ dexTuBHOCTH ¥ 0E30MACHOCTH TMPH MNPUMEHEHHHM JIEKapCTBEHHBIX IIPernapaTtoB s
MEIUIIMHCKOTO TPUMEHEHUs, HMEIOIIMX OJHO MEXAYHApOJHOE HEMaTeHTOBaHHOE (WiH
XUMHUYECKOE, WIH IPYNIUPOBOYHOE) HAUMEHOBAHHE, B SKBUBAJICHTHBIX JI03UPOBKAaX 10 OJIHUM U
TEM K€ MOKa3aHUSAM K MPUMEHEHHIO U MPH OJAMHAKOBOM CIIOCO0€ BBEIICHUS y OJHOUN M TOH ke
rpyHIbl O0JIBHBIX

36. Uro u3 nepeunciiennoro HE oTHOCHTCS K cyObekTaM (papMareBTUYECKOT0 phIHKA

37. JlekapCTBEHHBIN mpenapaTr ¢ JOKa3aHHOW TEPANEeBTUYECKON IKBUBAIIEHTHOCTHIO
WA OMOAKBUBAJICHTHOCTHIO B OTHOIICHUH pe(hepeHTHOTO JIEKAPCTBEHHOTO TMpernapara, UMEIOIINI
SKBUBAJICHTHBIE €My Kau€CTBEHHBIN COCTaB U KOJIMYECTBEHHBIM COCTAB JEHCTBYIOLUX BEILECTB,
COCTaB BCIIOMOTATENIbHBIX BELIECTB, JIEKAPCTBEHHYIO (POPMY U CIIOCOO BBEJEHUS — ITO

38. JlekapcTBeHHBIE Mpenapathl, MpeAHa3HAYCHHbIE UCKIIOYUTEIBHO AJS JUArHOCTHKU
WIM TaTOTEHETHUYECKOro JIeYeHHsl (JIeUeHUs, HANpaBICHHOIO HAa MEXaHU3M DPa3BUTHS
3a00J1€BaHusA) PEAKUX 3a00JIEBAHUM - ITO

39. VkaxuTe, Kakue OpraHbl BbBIAAIOT JUIEH3UI0O HAa PO3HUYHYIO pean3alfio
JIEKAPCTBEHHBIX CPEJICTB JJIs1 BETEPUHAPHOTO PUMEHEHUS

40. BemiecTBa mim uX KOMOMHAIINY, BCTYAIOIIME B KOHTAKT C OPraHU3MOM YeJIOBEKa HIIN
J)KUBOTHOTO, TPOHUKAIOIIME B OpraHbl, TKaHU OpraHu3Ma 4YeJIOBEKa WM IKUBOTHOTO,
OpUMEHsSeMble ISl MPO(UIAKTUKHU, JUArHOCTUKHU (32 MHCKIIOUYEHUEM BELIECTB WM HX
KOMOWHAIIUM, HE KOHTAKTUPYIOIIUX C OPraHM3MOM UYEJIOBEKAa WJIM KUBOTHOTO), JICUCHUS
3a0oneBaHus, peadWIUTallMu, JJS COXPaHEHUs, MPEJOTBPAIICHUS WM TPEPbIBAHUS
OEpEeMEHHOCTH 1 TIOJIYY€HHBIEC U3 KPOBH, IJIa3Mbl KPOBH, U3 OPTaHOB, TKAHEH OpraHM3Ma YeJI0BeKa
WJIH KUBOTHOT'O, PACTEHUHN, MHHEPAJIIOB METOJJaMU CUHTE3a WU C IPUMEHEHUEM OUOIOTHYECKUX
TEXHOJIOTHI — 3TO

41. JlexkapcTBeHHbIE CpEICTBA B BHUJE JIEKAPCTBEHHBIX (OpPM, NIpPUMEHSEMbIE s
npoQUIaKTUKUA, AUATHOCTUKH, JIeUeHUs 3a0oJeBaHMs, peaOWiIuTaluM, AN COXPaHEHUs,
MPEIOTBPAIEHUS WU TIPEPhIBAaHUS OEPEMEHHOCTH — TO

42. CopepxaHHE OJHOTO WM HECKOJBKUX JCUCTBYIOIIMX BEIIECTB B KOJIUYECTBEHHOM
BBIPQXEHUH Ha €IWHUILY J03bI, WM €IUHHUIY 00beMa, WM €IUHUILy MacChl B COOTBETCTBUU C
JIEKapCTBEHHOM (opMol MO0 17 HEKOTOPhIX BHJAOB JIEKAPCTBEHHBIX (HOPM KOJIUYECTBO
BBICBOOOKJAEMOT0 M3 JIEKAPCTBEHHOH (hOPMBI IEHCTBYIOIETO BEIIECTBA 32 €IUHUILY BPEMEHHU —
3TO

43. YkaxuTe, KaKue OpraHbl BEIIAIOT JIUIIEH3UIO Ha AESITETbHOCTD, CBSI3aHHYIO C 000pPOTOM
HAapKOTUYECKUX U IICUXOTPOIHBIX JIEKAPCTBEHHBIX CPENICTB JIJIsl BETEPUHAPHOTO MPUMEHEHUS

44. B BeTepuHApUU MOTYT HCIOJb30BaThCS HAPKOTUUYECKHE CPEICTBA U MCUXOTPOITHBIE
BEILECTBA, 3aperucTpupoBaHHble Ha Tepputopun Poccuiickoit ®enepauuu B MOPSIKE,
YCTaHOBJIEHHOM 3aKOHO/IaTeIbCTBOM 00 00pallleHNu! JIeKapCTBEHHBIX CPEJCTB

45. Cpok pneiictBus nmomycka yiuna k padore ¢ HC, 1B, a takke Kk AesITeNbHOCTH,
CBSI3aHHOU ¢ 000POTOM MPEKYPCOPOB

46. K nuneH3sMOHHBIM TpeOOBaHUSAM TMPH  OCYIIECTBIEHUH (papMalieBTHUECKON
JIeATETbHOCTH HE OTHOCUTCS

47. JluueH3upyomuii oprad MPpUHUMAET pelieHue O MPEAOCTaBICHUH WK 00 OTKa3e B
MPEeA0CTaBICHUHN JUIIEH3UU B CPOK CO JIHS MOCTYIJICHUS 3asIBJICHUS O IIPEIOCTaBICHUH JIULIEH3UU
Y TIPWJIaraeMbIX K HEMY IOKYMEHTOB, HE TIPEBBIIIAIOIINNA
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48. JInneH3upyrouuii oprad IpUHUMAET PELICHUE O IPEKPAILIEHNUN IEHCTBUS JTULIEH3UU CO
JTHS TIOJTyYEHUS 3as1BJICHUS OT JIMLIEH3UAaTa B CPOK:

49. JIuneH3upyonil Oprad BIpaBe MPOBOJAUTH BHEIUIAHOBYIO BBIC3/IHYIO IIPOBEPKY 0€3
HAIpPAaBIICHUS IPEIBAPUTEIHLHOTO YBEAOMIICHHS JIUIIEH3UATy IO OCHOBAHUIO

50. Bua nesiTenbHOCTH, Ha OCYIIECTBICHUE KOTOPOTO HE TPEOYETCS JTUIICH3US

51. Jlunensus Ha GpapMaleBTUYECKYIO JIEATEIbHOCTh BBIIAETCS CPOKOM Ha

52. JInueH31OoHHBIN KOHTPOJIb MOKET IIPOBOAUTHCS B BUJIE

53. AHHYNIMPOBaHUE JHUIEH3UU OCYILIECTBIISIETCS 110 PELICHUIO

54. [lnanoBoe MEpONPUSITHE IO KOHTPOJIIO B OTHOIIEHUH OJIHOTO FOPUIUYECKOT0 JINIIA WIH
WHAUBUAYAIbHOTO MPEIIPUHUMATEINS KaKIbIM OPTaHOM IOCYAapCTBEHHOTO KOHTPOJIS (Haa30pa)
MOXeET OBITh POBEJICHO

55. Couckareinp JTUUEH3UH — 3TO

56. OcHoBaHuEM JJ1s1 OTKa3a B MPEJOCTABICHUH JIMIICH3UU SIBJIACTCS

57. Opranuzanuu ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMH CpPEJICTBAMU HE MOTYT
OCYIIECTBIISATh MPOIAXKY JIEKAPCTBEHHBIX CPEACTB

58. B cootBercTBHM ¢ Ne 99-D3 «O nuIIEeH3UPOBAHUU OTACIIBHBIX BUJIOB JACATEIbHOCTHY
TIOHSITUE WIMILICH3USD» O3HAYAET

59. OCHOBHBIMU MPUHIIMIIAMU OCYIIECTBICHUS JIMIICH3UPOBAHUS SIBIISIFOTCS

60. Jlunen3uoHHsle TpeOOBaHUS YCTAHABIMBAIOTCS IOJOKEHUSIMH O JIUIEH3UPOBAHUU
KOHKPETHBIX BHJIOB JAESATEILHOCTU U YTBEPKIAIOTCS

61. B mepedeHb BBINIONHSAEMBIX pabOT, OKA3bIBAEMBIX YCIYT, COCTABJISIFOIIMX
dapMaleBTUYECKYI0 JIeATeIbHOCTh B cdepe oOpalleHusl JEeKapCTBEHHBIX CpPEICTB s
BETEPUHAPHOTO IPUMEHEHUS HE BXOJIUT

62. JIuuensupoBanue (hapMaleBTHUECKOMN 1eATeIbHOCTH alTeYHbIX OPTaHU3aIUNA 3TO

63. [Ipouenypa TuIIEH3UPOBAHMS AIITEUHON OpraHU3AIMK HE MPEyCMaTPUBAET

64. JluueHsus, BbIIAHHAS KOMHUCCHEH MO JIMIEH3UPOBAHHUIO (hapManeBTUYECKON
JeSATeTbHOCTH, IEUCTBUTEIIbHA HA TEPPUTOPUU

65. HopMaTuBHBII JOKYMEHT, ONpPECISIIONINIA JTUIIEH3UOHHBIE TPEOOBAHUS U YCIIOBUS,
COOJII0ICHNE KOTOPBIX HEOOXOIUMO ISl TIOJTYYEHHUSI JIMIICH3UU Ha JIeATEeIbHOCTh, CBA3AHHYIO C
000pOTOM HAPKOTUYECKUX CPEACTB U MCUXOTPOMHBIX BEIIECTB

66. JIumeH3uo Ha PO3HUYHYIO PEATU3AIUI0 JICKAPCTBEHHBIX CPEICTB JJI YKUBOTHBIX
BBIJIAET

67. CrneumnaiibHOE pa3pelieHre Ha MPaBO OCYIIECTBICHUS IOPUIAYECKUM JTUIIOM HIH
WHJUBUIyaJIbHBIM MTPEANPUHUMATEIEM KOHKPETHOTO BUAA I€ATEIbHOCTH

68. Ykaxure, KaKUM U3 HOPMATUBHBIX JOKYMEHTOB OINPEACISIOTCS BUIBI NEATETbHOCTH
Ut (papManieBTUYECKUX MPEaNpHUATHI, HAa OCYIIECTBICHHE KOTOPHIX HEOOXOIUMO TMOTYy4YEeHUE
JULEH3UH Ha Tepputopun PO

69. B anteuyHoii opraHu3alMi B YAOOHBIX IJIS O3HAKOMJIEHHS MECTaX TOPrOBOTrO 3aja
JTOJKHBI OBITH Pa3MEIIEeHbI

70. AnTEe4YHBIM YUPEXKICHUAM, IPOIIEIIINM JINIIEH3UPOBAHUE B YCTAHOBJICHHOM MOPSIJIKE,
JTUTIEH3UPYIOLUMU OpTraHaMU BBIJAETCS

71. Bribepute aapec caiiTa, Te MOKHO O3HAKOMHTHCS C MHGOpMAIUeil O MIIaHOBBIX
MPOBEPKaX BETEPUHAPHBIX AlITEUHBIX OpPTraHu3aInil

72. Ionoxenuss PenepanbHoro 3akoHa Ne 99 «O JIUIEH3UPOBAHUU OTAEIBHBIX BUIOB
NEATeTLHOCTH» HE TPHUMEHSIOTCS K OTHOIICHHWSM, CBSI3aHHBIM C  OCYIIECTBICHUEM
JTULEH3UPOBAHMS

73.JIu1ieH3upOBaHUIO HE TOJICKUT

74. HopMaTUBHBIN JOKYMEHT, ONPEIESISIFONINIA JTUIIEH3UOHHBIE TPEOOBAHUS U YCIIOBUS,
COOIO/ICHNE KOTOPBIX HEOOXOAUMO [UJISl TOJTY4YeHHUs JHICH3UH Ha (PapMareBTHISCKYIO
JIeATETbHOCTh

75. Bun neATenbHOCTH, Ha OCYLIECTBIEHHME KOTOPOro Ha Tteppuropun Poccuiickoin
Oenepanuu TpedyeTCsl MOTYISHHE JTUIICH3UN
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76. YTBepKAeHUE TOJOKECHUN O JTUIICH3UPOBAHUN KOHKPETHBIX BUJOB JIEATEILHOCTH U
INPUHATHE HOPMATUBHBIX IIPABOBBIX AKTOB I10 BONPOCaM JIMLEH3UPOBAHMSI OTHOCUTCS K
MOJTHOMOYHSIM

77. YTBepKIeHue NoKa3aTeae MOHUTOpUHIa 3()(hEeKTUBHOCTH JTULIEH3UPOBAHMSL, TOPSAIKA
IPOBE/ICHUS TAKOTO MOHUTOPHHT'A, TOPSAIKA ITOATOTOBKH U MIPECTABICHUS €KETOIHBIX JOKIIaI0B
0 JIMLIEH3UPOBAHUM OTHOCUTCS K IOJTHOMOYMSIM

78. OcyliecTBICHHE JTUIEH3UPOBAHUS KOHKPETHBIX BUAOB JAESITEIBHOCTH OTHOCHUTCS K
HOJTHOMOYHSIM

79. B ciydae, eciu 3asBIICHHE O MPEIOCTABICHUH JIHLEH3UU OPOPMIICHO C HapyIIEHHEM
TpeOOBaHUM, JMLEH3UPYIOIIUNA OpraH Bpy4aeT COMCKATENI0 JIMLEH3UU YBEJIOMJICHHE O
HEOOXO/JMMOCTH YCTPAaHEHHs BBIIBICHHBIX HapyIIEHUH cO JHSA TpueMa 3asBICHHS O
IPEOCTaBICHUH JIUIIEH3UU B TEUCHHE

80. B cirydae, ecnu 3asBIE€HHE O MPEIOCTABICHUH JIMLIEH3UU 0(POPMIICHO C HapyIICHHEM
TpeOOBaHUH, COMCKATENb JIULEH3UU 10JIKEH YCTPAHUTh BBIBICHHBIC HAPYLLICHUS B TEUCHHE

81. CyObekTamu rpakJaHCKUX PAaBOOTHOIICHUH SIBIISIOTCS

82. [IpaBoHapy1ieHre — 3T0 00IIECTBEHHO OITaCHOE, BUHOBHOE, IPOTHBOIIPABHOE JICSTHHE
(meficTBue wim Oe3jeiicTBHE), HaHOCSIIEEe Bpel OOIMICCTBCHHBIM OTHOIICHUSM U BIJICKYIICE 3a
co0oit

83. JlesTenpHOCTh, HANpaBICHHAs HA HEAOMYIICHHWE, OTPAHWYCHHE WJIM YyCTpaHEHHE
KOHKYPEHLIUH, Ha3bIBACTCS

84. [IlpaBoBoe peryimMpoBaHHE pPEKIAMHUPOBAHHUSA JIGKAPCTBEHHBIX  IPENapaToB
o0ecreynBaeTcsi 3aKOHaMH, 3@ UCKIIIOYEHUEM

85. CyObexTamMu aAMUHUCTPATHBHOTO TIPABOHAPYIICHUS SIBIISIOTCS

86. OxpanurenbHas QyHKIHS IPaBa OCYLIECTBISAETCS IyTeM

87. 3a coBeplleHNEe MOHONIOJUCTUYECKUX AEHCTBUI C MPUYMHEHUEM KPYIHOTO yiiepoa B
COOTBETCTBUM C 3aKOHOJaTeIbcTBOM P®D npegycmarpuBaeTcs OTBETCTBEHHOCTh

88. ®dusmueckue MIA, B TOM YHCIEC WHIUBHIYaJbHBIE TPEANPUHUMATENHN, M|
IOPUJINYECKHUE JINLIA, OCYILECTBIAIOLINE AEATEIbHOCTb IPU OOpaIlleHUH JICKapCTBEHHBIX CPECTB,
3TO

89. HebOnaronpusiTHble NOCIEICTBHS, HACTYHAlOIIME B pe3yibTaTe MPOTHBOIPABHOTO
MOBEJICHHS CyObEKTa IMPAaBOOTHOLICHHUS, TO €CTh HaKa3aHUE B BUJIE TPHUMEHEHHS CAHKITUH HOPMBI
1paBa - TO OTBETCTBEHHOCTh

90. K Bugam 1opuanuecKoil OTBETCTBEHHOCTH HE OTHOCHUTCS

91. OCHOBHBIM HOPMAaTHBHBIM aKTOM, PErIAMEHTHPYIOUIUM T'Pa)JIaHCKO-TIPABOBYIO
OTBETCTBEHHOCTb, SIBJISCTCS

92. Bun opuandyeckoil  OTBETCTBEHHOCTH, KOTOpas  BO3HHKAeT  BCJEJCTBHE
aJIMAHUCTPATHBHOTO MPABOHAPYIICHUS WM a]MHHUACTPATHBHOTO IMTOCTYIIKA

93. OCHOBHOW HOpPMAaTHUBHBIM aKT, perIaMEeHTHPYIOLIHii a/IMUHUCTPATHUBHYIO
OTBETCTBEHHOCTH

94. CamocrosTenbHas, OCyIIeCTBIsIeMas Ha CBOM PHUCK JeSTEIbHOCTb, HallpaBlIeHHAas Ha
CHCTEMaTHUYECKOe TOJY4YeHHE NPUOBUIM OT TOJNH30BAHUS HMMYIIECTBOM, IPOJAXKHA TOBAPOB,
BBINOJIHEHHUST pabOT WM OKa3aHUsS YCIyT JIMIAMHU, 3apEerHMCTPUPOBAHHBIMU B 3TOM KauecTBE B
YCTaHOBJICHHOM 3aKOHOM ITOPSIIIKE

95. VYcraHoBieHHass TOCYJapCTBOM Mepa OTBETCTBEHHOCTHM 32  COBEpIICHUE
aJIMAHUCTPATHBHOTO NIPABOHAPYIICHUS U MPUMEHsIEMast B IENSAX MPEIYPEkKTCHUS COBEPIICHUS
HOBBIX IIPaBOHAPYIICHUH, KaK CAMUM MPaBOHAPYIIUTENIEM, TaK U IPYTUMH JIUIIAMU 3TO

96. Mepa aAMMHHUCTPAaTHUBHOI'O HaKa3aHUs, BBIpAKEHHAs B OQHUIIMAIBHOM MOPULIAHUU
(U3UUECKOro UM IOPUINYECKOTO JIUIA, BBIHOCUMAs B MUCbMEHHOMN Gopme

97. TocymapcTBeHHBIM HaA30p TMPU OOpAIIEHWH JIEKAPCTBEHHBIX CPEJICTB A
BETEpUHAPHOTO MPUMEHEHHUS OCYIIECTBISAETCS

23



98. Bua ropuanueckoil OTBETCTBEHHOCTH, OCHOBHBIM COJIEPKAHUEM KOTOPOU BBICTYIAIOT
Mepbl, MPUMEHSEMbIE TOCYIAapPCTBEHHBIMU OpraHaMu K JIMIY B CBA3M C COBEpIICHHEM UM
MPECTYIICHUS

99. OcHOBHOM HOPMATUBHBIN aKT, PETJIAMEHTUPYIOIIUN YTrOJIOBHYIO OTBETCTBEHHOCTh

100. 3anpemiennsie as oboporta B Poccuiickoii denepanyiil BEImecTBa CHHTETHYECKOTO
WM €CTECTBEHHOTO IMPOMCXOXJICHUA, HEe BKJIIOUYCHHbIE B [lepedueHb HAPKOTHMYECKHX CPENCTB,
MICUXOTPOIHBIX BEUIECTB U UX MPEKYPCOPOB, OAJIeKAIIMX KOHTPOJIt0 B Poccuiickoit denepanuu,
XUMHUYECKasi CTPYKTypa M CBOWCTBAa KOTOPBIX CXOJHBI C XUMHUYECKOW CTPYKTYpOH U CO
CBOMCTBAMHM HApKOTHUYECKUX CPEICTB U ICHUXOTPONHBIX BEIIECTB, NMCUXOAKTUBHOE JEHCTBUE
KOTOPBIX OHU BOCIPOH3BOJST

ymemp:
- N01b3068AMbCSL HOPMAMUBHO-NPABOBLIMU OOKYMEHMAMU, Pe2NAMEHMUPYIOUWUMU NPOU3BOOCTEO
JIeKapCMBEHHbIX Npenapamos u gapmayesmuyeckyio oesamenbHocms 6 cghepe obpaujenus
JIeKAPCMBEHHbIX CPe0Cma Ol 6eMEPUHAPHO20 NPUMEHEHUS

1. JlekapcTBeHHBIE CpeACTBA B BHJE JICHCTBYIOIIMX BELIECTB OHOJIOTUYECKOTO,
MUHEPATBPHOTO WJIM XUMHUYECKOTO0 TMPOUCXOXKIEHUs, obnamaromue (papMaKkoIoruueckoi
AKTUBHOCTBIO, IIPEIHa3HAUEHHBIE JJIs1 IPOU3BOCTBA, U3TOTOBJICHMSI JIEKAPCTBEHHBIX IIPENapaToB
U ompeensionme ux 3pPeKTuBHOCTh — 3TO

2. BemiecTBa HEOPraHUYECKOTO WJIM OPTaHUYECKOTO IPOMCXOXKIEHUS, UCIOJIb3yEMbIE B
mpolecce MPOU3BOJACTBA, H3TOTOBJICHUS JICKAPCTBEHHBIX MPEMapaToB [Uisl MPUAAHUS UM
HEOOXOIUMBIX (PU3UKO-XUMUYECKHUX CBOHCTB — 3TO

3. JlexapcTBEeHHOE CPENICTBO, COJEpKallee TaKylo ke (papMaleBTUYECKYI0 CyOCTaHIIHIO
WIA KOMOMHALIMIO TAaKKUX Ke (hapMaleBTHUECKUX CYOCTaHIIHMIA B TAKOM K€ JIEKapCTBEHHOU opme,
yro u opuruHanbHoe JIC, u mocTtynuBiiee B oOpalleHHe Mocjie MOCTYIUIEHUS B oOpalieHue
OPUTHMHAJILHOTO JIEKAPCTBEHHOI'O CPEJICTBA — ATO

4. XapaKTepuCTHKa JIGKAPCTBEHHOT'O CPEJICTBA, OCHOBAHHAS HA CPABHUTEILHOM aHAIU3e
ero 3¢ (eKTUBHOCTHU M pHCKa MPUYUHEHHUS Bpea 310pPOBBIO — ATO

5. JlexapcTBeHHOE CpEACTBO, Haxojslleecs B 00OpPOTE C HapYyIIEHHWEM TPaKIaHCKOTO
3aKOHOJATEIbCTBA — ATO

6. Peakiust oprann3Ma, BO3HUKINAS B CBSI3U C IPUMEHEHHEM JIEKAPCTBEHHOTO Mpernapara
B J103aX, PEKOMEHAYEMBIX B UHCTPYKIUH 10 €r0 IPUMEHEHHUIO, 17151 TPOPUIAKTUKH, TUATHOCTHKH,
JeyeHust 3a00J€BaHNS WK JJIs1 peaObuIuTalu — 3TO

7. I'ocynapCTBEHHOM pETUCTPALINU TOAJIEKAT

8. IIponsBogutenu JIC HE MOTyT OCYIIECTBIIATH IPOJAXKY JIEKAPCTBEHHBIX CPEICTB

9. Opranusainuu onTOBOM TOPTOBJIM JIEKAPCTBEHHBIMH CPEJCTBAMH MOTYT OCYILECTBIATh
nponaxy JIC, kpome

10. CocTostHue TIeKapCTBEHHOTO MperapaTa, COOTBETCTBYIOIIEE CIIOc00aM ero BBEACHUS 1
MPUMEHEHHUS U 00ecIeurBaroIee JOCTIKEeHHe Heo0Xxoaumoro aededHoro s dexra — 3To

11. JlexkapCTBEHHBIN NpenapaT ¢ HOBBIM JIEUCTBYIOIIMM BEIIECTBOM, KOTOPBIA NEPBBIM
3apeructpupoBat B Poccuiickoil denepanuu min B UHOCTPAHHBIX FOCYapCcTBaX HA OCHOBAaHHM
pe3y/bTaTOB JOKJIMHUYECKUX MCCIEAOBAHUN JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKUX
UCCIIEIOBaHUM JIEKAPCTBEHHBIX MPENapaToB, MOATBEPHKAAIOLINX ero Ka4yecTBO, 3PPEKTUBHOCTD U
6€30I1acHOCTb — 3TO

12. CooTBeTCTBHUE JEKAPCTBEHHOI'O CPECTBA TPEOOBAaHUAM (hapMaKoNeHHOM cTaThu TU00
B Cllyyae €e OTCYTCTBHUS HOPMAaTHUBHOM JTOKYMEHTAIIUU HJIM HOPMAaTUBHOTO IOKyMEHTa — 3TO

13. JlekapcTBeHHOE CPEICTBO, COMPOBOXKIAEMOE JIOKHON MH(POPMAIIUEH O €r0 COCTaBe U
(unu) MPOU3BOAUTENE — ITO

14. JlekapcTBEHHOE CpEACTBO, HE COOTBETCTBYIHOlIee TpeOoBaHUSAM (apmakoneHon
cTatbu MO0 B cilydyae €€ OTCYTCTBHsS TpeOOBaHMAM HOPMATHBHOHM JIOKYMEHTALUU WU
HOPMAaTHUBHOTO IOKYMEHTa — 3TO

15. T'ocynapCTBeHHOM perucTpanyu He MojajekaT
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16. He 3anperiaercst mpou3BOCTBO

17. Ha mnepBHYHOW YMAaKOBKE XOPOLIO YUTAEMBIM IMIPU(TOM HA PYCCKOM SI3BIKE
yKa3bIBAETCs BCE, KPOME

18. Pacxopbl, CBsI3aHHBIE ¢ YHHUTOKEHUEM KoHTpadakTHbIX JIC, HenoOpokayecTBEHHBIX
JIC, danbcudunupoanusix JIC

19. [IpoBeneHne MPOBEPKU BBITOJHEHUS IOPHINYECKUAM JIMLOM WIM WHAWBUIYAJIHHBIM
OpeNpUHIMATEIEM IPH OCYLIECTBICHUHM HX JESITEIBHOCTH O0S3aTeNbHBIX TpPeOOBaHUHA K
ToBapam (paboTam, yciayram), YCTAaHOBJICHHBIX (e/iepalbHBIMUA 3aKOHAMH WJIA IPUHUMAEMbIMU B
COOTBETCTBUH C HUMH HOPMATUBHBIMH ITPABOBBIMU aKTaMU — 3TO

20. CepTtudukamus — 310

21. Opranu3anms, OCyIIECTBISIONIAsE ONITOBYIO TOPTOBIIO JICKAPCTBEHHBIMH CPEICTBAMH,
UX XpaHCHHE, IMEPEeBO3KYy B COOTBETCTBUU C TpeOoBaHusimu DenepanpHoro 3akoHa «OO0
00palIeHNH JIEKAPCTBEHHBIX CPEJICTBY - 3TO

22. JIOKyMEHT, TOJTBEPKIAIONIMA  COOTBETCTBHE  IIOJATOTOBKH  CICIHAIHCTA
roCyJapCTBEHHOMY 00pa30BaTeIbHOMY CTaHIAPTY, HA3bIBACTCS

23. @epnepanbHble OpraHbl  ucmonHMTeNbHOW Bimacth HE  ocymectBistone
rOCYyJapCTBEHHOE PETyJIMPOBAaHHE OTHOIICHWIA, BO3HHMKAOMMX B chepe oOpameHus
JICKapCTBEHHBIX IpenapaToB

24. YxaxuTte, Kakue GyHKIUU HE MOKET OCYIIECTBIIATh anTeKa

25. HawmmeHoBaHme JAEHCTBYIONIETO BemiecTBa (apMameBTUYECKOH cyOcTaHnuy,
PEKOMEHI0BaHHOE BceMupHO# oprann3anueit 31paBoOXpaHeHus — 3TO

26. YkaxuTe, Kak Ha3bIBaeTCs JEATEIBHOCTh, BKIIOYAIOIIAs B ce0si ONTOBYIO TOPTOBIIIO
JICKApCTBCHHBIMH CPEJCTBAMHU, HMX XpaHEHUE, TNEPEBO3KY U (MJIM) PO3HUYHYIO TOPTOBIIIO
JCKapCTBEHHBIMH  TperapaTtaMH, WX OTIYCK, XpaHEHHWe, IIePEBO3KY, H3TOTOBJICHHE
JICKApCTBCHHBIX IpenapaToB

27. YKaxxuTe, KaKOH M3 HIKETIEPEUNCIICHHBIX BHJIOB JESITEILHOCTH HE BXOANUT B TIOHSTHE
«(hapmaneBTHUECKas IEATEITHHOCTD)

28. VYxaxuTe KIacCU(PHUKAIUIO MPEANPUATHI PO3HUYHONW TOPTOBIU JIEKAPCTBEHHBIMU
CpeZICTBaMH M TOBapaMH MEJIMIIMHCKOTO U BETEPUHAPHOTO Ha3HAYCHUS

29. TlombepuTe TpaBWIBHBIA TEPMHH JUII TEXHHYECKOTO COOPY)KEHHUs, 3aHus,
YCTPOMCTBA, KOTOPOE COCTOUT M3 B3aMMOCBSI3aHHBIX 3JIEMEHTOB U MPeIHA3HAUEHO JIJIsl XpaHSHHS,
HaKOIJICHUS, TOJATOTOBKH MPOU3BOICTBEHHOMY MOTPEOICHUIO WIIHM pealln3alliy JeKapCTBEHHBIX
CPEACTB M TOBAapOB MEIMIIMHCKOTO HAa3HAYCHHUs, a TAK)KE PACHpPEICNICHHs TOBAPOB ANTEYHOTO
ACCOPTUMEHTA MEKIY NOTPEOUTEIIMU

30. Ykaxwure, UId KaKOW IENM HE JIOIMyCKaeTcs BBO3 B P® HezaperucTpupOBaHHOTO
JIEKapCTBEHHOTO CPEJICTBA

31. JlekapCTBEHHBIH Mpenapar, MPOU3BEIEHHBIH WM U3rOTOBJIEHHBIM M3 OAHOTO BHUJA
JIEKapCTBEHHOTO PACTUTEIBHOTO CBIPbs I HECKOJIBKMX BUOB TAKOTO CHIPbS U pealn3yeMblil B
pacdacoBaHHOM BHUJIE BO BTOPUYHON (IOTPEOUTENBCKOM) YITaKOBKE — 3TO

32. YkaxuTe, Kakas OpraHu3alis UMeeT MPaBO OCYIIECTBIATh KOHTPOJIb YHHUTOXECHUS
(banbCcuUIMPOBAHHBIX, HEAOOPOKAUECTBEHHBIX M KOHTPA(aKTHBIX JIEKApPCTBEHHBIX CPEICTB

33. JlekapcTBeHHBIE TpEMapaThl, ACHCTBYIONIEE BEIIECTBO KOTOPBIX MPOHM3BEACHO HITH
BBIJICJIEHO W3 OMOJIOTMYECKOTO MCTOYHHWKA W JJISI OTPEAETICHHsS CBOWCTB M Ka4eCTBA KOTOPBIX
Heo0Xxo/1MMa KOMOMHAIUS OMOJIOTHUECKUX U (PU3UKO-XMMUYECKHX METOJIOB — 3TO

34. JlekapCTBEHHBIN TIpemnapar, KOTOPbIA UCTIONB3YeTCs ISl OICHKH OMOAKBUBAICHTHOCTH
WIA TEPaneBTHYECKOW HKBHUBAJICHTHOCTH, KadecTBa, JPQPEKTUBHOCTH U 0€30mMacHOCTH
BOCIIPOM3BEICHHOTO JIEKAPCTBEHHOTO IIpernapara WiM OuoaHaiaoroBoro (0mornomo0HOro)
JIEKapCTBEHHOTO TMpernapaTa (0noaHanora) — 3To

35. JlocTikeHue KIMHUYECKU COMOCTaBUMBIX TepaneBTh4Yeckoro 3¢ddexra u noxazareneit
3pPEKTUBHOCTH M OE30MAaCHOCTH TNpU IMPUMEHEHHM JIEKApCTBEHHBIX MPENaparoB s
MEIUIIUHCKOTO TPUMEHEHHs, HMMEIOIUX OJHO MEXIyHApOJAHOE HEMATeHTOBAaHHOE (WJIH
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XUMHUUYECKOE, WIN IPYNIUPOBOYHOE) HANMEHOBAHUE, B 3KBUBAJIECHTHBIX JI03UPOBKaX 10 OJHUM U
TEM K€ MOKa3aHUAM K MPUMEHEHHIO U MPH OJAMHAKOBOM CIOCO0€ BBENIEHUS y OJHOM M TOH ke
rpyHibl O0JIBHBIX

36. UYro u3 nepeuncienHoro HE otHocuTcs k cyobekTam (papManeBTHYECKOro phIHKA

37. JlexapcTBeHHBIN Ipenapar ¢ JOKa3aHHOW TEepareBTUYECKOW SKBUBAJIECHTHOCTBIO
WM OMO’KBUBAJIEHTHOCTHIO B OTHOUICHUH pe(epeHTHOrO JIEKApCTBEHHOTO Mpernapara, UMEIOIni
HKBHUBAJICHTHBIE €MY KaUECTBEHHBI COCTaB U KOJMYECTBEHHBII COCTAB JEHCTBYIOIIMX BEILECTB,
COCTaB BCIIOMOTATENIbHBIX BEUIECTB, JIEKAPCTBEHHYIO (hOPMY U CIIOCOO BBEICHHS — 3TO

38. JlekapcTBeHHbIE Mpenaparhl, MpeAHa3HAYCHHbBIE UCKIIOYUTEIBHO IS JUArHOCTHKH
WIM TATOTEHETHUYECKOro JIEYEHMs] (JIeUeHUs, HANpaBICHHOIO Ha MEXaHU3M DPa3BUTHUS
3a00J1eBaHUs) PEIKUX 3a00JEBaHUM - ITO

39. Vkaxwurte, Kakue OpraHbl BBIAIOT JMIEH3UI0O HA PO3HUYHYIO peaTH3aIUio
JIEKapCTBEHHBIX CPE/ICTB Ul BETEPUHAPHOTO PUMEHEHUS

40. BemiecTBa win uX KOMOMHAIIUY, BCTYNAIOIINE B KOHTAKT C OPraHU3MOM YeJIOBEKa HIIN
JKUBOTHOT'O, IIPOHUKAIOIIME B OpraHbl, TKaHd OpPraHu3Ma 4YeJlIOBEKa WJIH IKUBOTHOTO,
OpUMeHsieMble A NMPO(QWIAKTUKH, TUAarHOCTUKM (32 MCKIIOYEHHWEM BEIIECTB WIM HX
KOMOHMHAIUM, HE KOHTAKTHPYIOIIUX C OPraHM3MOM UYeJIOBEeKa WU >KUBOTHOTO), JICYCHUS
3a0osieBaHus, peadWIMTalMK, I COXPAHEHUs, NPEJOTBPAIICHUS WM  IpPEpbIBAaHUS
OepeMEeHHOCTH U MOIYYCHHbIE U3 KPOBH, M1a3Mbl KPOBHU, U3 OPTaHOB, TKAHEH OpraHn3Ma 4eJoBeKa
WM )KUBOTHOI'O, PACTEHUH, MUHEPAJIIOB METOJJaMU CUHTE3a WM C IIPUMEHEHUEM OHMOJIOTMYECKUX
TEXHOJIOTUM — 3TO

41. JlekapCTBEHHBIE CpPEICTBA B BHUJAC JICKAPCTBEHHBIX (OPM, MpHUMEHSEMBIE s
npo(UIaKTUKY, JAUArHOCTUKM, JIeUeHUs 3a0ojeBaHMsl, peaOWiIMTalMM, JJIs COXpPaHEHUs,
MPEIOTBPALICHHS WK TPepbIBaHUs OEPEMEHHOCTH — 3TO

42. CopnepaHuE€ OJTHOTO WMJIM HECKOJIBKHX JEHCTBYIOIIUX BEIIECTB B KOJUYECTBEHHOM
BBIPQXCHUM Ha €IMHUILY J103bl, WK €JUHHUIY 00beMa, WIN €IUHUILy MacChl B COOTBETCTBUHU C
JeKapcTBEeHHON (opmol OO A7 HEKOTOPHIX BHJAOB JIEKAPCTBEHHBIX (HDOPM KOJIUYECTBO
BBICBOOOKJAEMOT0 U3 JIEKapCTBEHHOM (DOPMBI IEHCTBYIOIIETO BEILIECTBA 3a €IMHUILY BPEMEHU —
3TO

43. YkaxuTe, KaKie OpraHbl BEIJAIOT JIMIEH3UIO Ha IeATEIIbHOCTD, CBA3aHHYIO C 000pOTOM
HapKOTUYECKUX U MICUXOTPOMHBIX JIEKAPCTBEHHBIX CPEACTB JIJIsl BETEPUHAPHOIO IPUMEHEHUS

44. B BeTepuHapuy MOTYT HCIIOJIb30BAThCS HAPKOTHYECKHE CPEACTBA M ICUXOTPOIHBIE
BEILIECTBA, 3apErUCTPUPOBaHHbIE Ha Teppurtopun Poccuiickoin ®enepaurii B TOPSIKE,
YCTAHOBJICHHOM 3aKOHO/IaTeNIbCTBOM 00 OOpaIlleHNH JIEKAPCTBEHHBIX CPEJICTB

45. Cpoxk newictBust nomycka nuna k padore ¢ HC, 1B, a Takke K JIesTeTbHOCTH,
CBSI3aHHOM C 000POTOM MPEKYPCOPOB

46. K JnUIEH3MOHHBIM TpeOOBaHMSM IPH  OCYLIECTBICHUM (apMalleBTUUECKOil
JEeSITEIIbHOCTH HE OTHOCUTCS

47. JInueH3upyoImuil opraH NpUHUMAET pelieHHe O MPEJOCTaBIeHUH WM 00 OTKa3e B
MPEIOCTABIICHUY JIMIEH3UU B CPOK CO JTHS MOCTYIIJICHUS 3asBICHUS O IPEIOCTABICHUY JINLEH3UN
Y TIPUAJIAraeMbIX K HEMY JOKYMEHTOB, HE ITPEBBILIAOIINN

48. JIuneH3upyomuii opraH NPUHUMAET PEIIEHUE O MPEeKPAIICHUH JSHUCTBUS JIUIIEH3UHU CO
JIHS TIOJTyYEHUS 3asBJIEHUS OT JINLIEH3UATa B CPOK:

49. JInueH3upyrouuit oprad BIpaBe MIPOBOANTH BHEIUIAHOBYIO BBIE3/IHYIO MPOBEPKY O€3
HaIpaBJICHUS IPEJBAPUTEIBHOIO YBEAOMIICHHS JIMLIEH3UATy 110 OCHOBAHUIO

50. Bun nesTenbHOCTH, HA OCYILIECTBICHHE KOTOPOTO He TpeOyeTcs JTUIeH3Us

51. JIunensus Ha papManeBTUUECKYIO 1eATEIbHOCTh BBIJJAETCS CPOKOM Ha

52. JIn1eH3NOHHBIN KOHTPOJIb MOYKET IPOBOJUTHCS B BUJIE

53. AHHynHMpOBaHME JUIEH3UU OCYILECTBIISETCS 110 PELIEHUIO

54. IInanoBOE MEPONPUITHE IO KOHTPOJIIO B OTHOIIEHUH OJHOTO FOPUANYECKOTO JIUIA HIIH
UH/IMBUYAJIbHOTO MPEAIPUHUMATEINS KaX/IbIM OpPraHOM IroCy/1apCTBEHHOI'0 KOHTPOJIs (Haa30pa)
MOJKET OBITh POBEACHO
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55. Couckarenp JIMLEH3UH — 3TO

56. OcHOBaHWEM [JI4 OTKa3a B MPEAOCTABICHUH JIMIICH3UU SIBJISIETCS

57. OpraHuzauuyd ONTOBOM TOPIOBJIM JIEKAPCTBEHHBIMU CPEJICTBAMU HE MOIYT
OCYILIECTBIIATh IPOAAKY JIEKAPCTBECHHBIX CPEACTB

58. B cootBerctBUM ¢ Ne 99-D3 «O nueH3UPOBAHNUN OTAEIBHBIX BUJIOB AESATEIBHOCTHY
HOHSTHE WINLEH3USD) 03HAYAET

59. OCHOBHBIMU NPUHIUIIAMH OCYLIECTBIICHUS JTULIEH3UPOBAaHUS ABISAIOTCS

60. JIuneH3noHHble TPeOOBAHUS YCTAHABJIMBAIOTCS IOJIOKEHUSMU O JIHMIIEH3UPOBAHUU
KOHKPETHBIX BUJIOB JAEATEIbHOCTU U YTBEPKIAIOTCS

61. B nepedyeHb BBINOJHSIEMBIX pPadOT, OKa3blBAEMBIX YCIYT, COCTaBISIOIINX
@apManeBTUYECKYI0 JICATENIbHOCTh B cdepe oOpamieHus: JEKapCTBEHHBIX CPEICTB IS
BETEPUHAPHOI'O IPUMEHEHMSI HE BXOIUT

62. JIutienzupoBanue (hapMareBTHUECKON IeATEeIbHOCTH alTE€UHBIX OPTaHU3AIHNNA ITO

63. IIponenypa IMLIIEH3UPOBAaHUS aITEYHOW OpraHU3alUuy HE IPE1yCMaTPUBAET

64. Jlunensus, BbIaHHAs KOMHCCHEW IO JIMIEH3UPOBAHUIO (papMarieBTUYECKOM
JESATEIIBHOCTH, JEUCTBUTEIbHA HA TEPPUTOPUN

65. HopMaTuBHBIN JOKYMEHT, ONPEACISIOMNMA JTUIICH3UOHHBIE TPEOOBAHUS U YCIIOBHUS,
coOJII0JIEeHHE KOTOPBIX HEOOXOAMMO /IS MOIYYEHUS JIMLIEH3UHU Ha JESTelIbHOCTb, CBA3AHHYIO C
000pOTOM HAPKOTUYECKUX CPEICTB U NCUXOTPOIHBIX BEIIECTB

66. JluneHsnuo Ha PO3HUYHYIO PEATU3aLUI0 JEKapCTBEHHBIX CPEICTB Ul JKUBOTHBIX
BbIJ1aeT

67. CnenuaibpHOE pa3pellleHue Ha IPaBO OCYUIECTBIICHUS HOPUAMYECKUM JIMLOM HIIU
WHAUBUAYaJIbHBIM NIPEANPUHUMATENIEM KOHKPETHOTO BUA JI€ATEIbHOCTH

68. Ykaxxure, KaKUM U3 HOPMATHBHBIX JIOKYMEHTOB OINPEAEIAIOTCA BUBI AEATEIbHOCTU
Uit (hapManeBTHYECKUX NPEANPUSATHIA, Ha OCYIIECTBIEHHE KOTOPBHIX HEOOXOAMMO IMOyYeHHE
JIAIIEH3UH Ha Tepputopun PD

69. B anteuyHoil opraHu3aluu B YAOOHBIX JJIsi O3HAKOMJICHHMSI MECTax TOProBOIrO 3aja
JIOJKHBI OBITh pa3MelleHbl

70. A'TeYHBIM YUPEXKIECHUSIM, IPOIIEIIINM JIMLIEH3UPOBAHUE B YCTAHOBIIEHHOM IOPSJIKE,
JULEH3UPYIOUIMMHI OpraHaMH BbIJACTCS

71. Bribepute aapec caiiTa, rie¢ MOKHO O3HAaKOMHMTHCS C MH(pOpManueil O MJIaHOBBIX
IIPOBEPKAX BETEPUHAPHBIX alITEYHBIX OpraHU3aui

72. Tlonoxenuss deaepanpbHoro 3akoHa Ne 99 «O JUIEH3UPOBAHUU OTACIBHBIX BHUIOB
JEATEIIbHOCTH» HE TPUMEHAIOTCS K  OTHOIIEHUSM, CBSI3aHHBIM C  OCYIIECTBJIICHUEM
JIMLEH3UPOBAHMS

73.JIneH3UpOBaHUIO HE MOJJICKUT

74. HopMaTuBHBIN JOKYMEHT, ONPEENSIIOIINNA JINIIEH3UOHHBIE TPeOOBAaHUS U YCIIOBUS,
COOJIIOJIEHHE KOTOPBIX HEOOXOIUMO JUIs TOJydyeHHs JIMHIEH3UH Ha (papMaleBTHYECKYIO
JIeATEIbHOCTh

75. Bun neATenbHOCTH, Ha OCYLIECTBICHHE KOTOPOro Ha Tteppuropuu Poccuiickon
®enepanuu TpedyeTcs MOTyYeHHE JTUIECH3UN

76. YTBEpkKACHHUE MOJOKEHUHM O JUIEH3UPOBAHUN KOHKPETHBIX BUAOB JIEATEIBHOCTH U
NPUHIATHE HOPMATHBHBIX IIPaBOBBIX AKTOB I10 BONpPOCaM JIMIIEH3UPOBAaHUS OTHOCHUTCA K
MIOJIHOMOYHSM

77. YTBepKaeHHe MoKa3aTesneil MOHUTOpUHTa 3 (PEeKTUBHOCTH JIULIEH3UPOBAHUS, TOPSAIKA
IIPOBEJEHUS TAKOIO MOHUTOPHUHTA, ITOPsIIKA NOATOTOBKY U IIPEICTABICHUS €KETOJHBIX JOKJIAI0B
0 JINLIEH3UPOBAHUHU OTHOCUTCS K IIOJTHOMOYUSM

78. OcyliecTBIIEHNE JIMIIEH3UPOBAaHUS KOHKPETHBIX BHJIOB ACSTEIBHOCTH OTHOCUTCS K
MOJIHOMOYHSIM

79. B ciydae, eciu 3asBlIeHHE O MPEIOCTABICHUH JIULEH3UU OPOPMIICHO C HapylIeHHEeM
TpeOOBaHUM, JUIEH3UPYIOUIMII OpraH BpydaeT COUCKATEII0 JIMLUEH3UHU YBEIOMIIEHHE O
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HEOOXO/JMMOCTH YCTPAaHEHMs BBIIBICHHBIX HapyIIEHUH cO [JHSA TpuemMa 3asBICHHUS O
MIPEAOCTABICHNHN JIULIEH3UH B TEUCHHE

80. B ciryuae, ecnu 3asBIE€HHE O MPEIOCTABICHUH JIMLIEH3UU 0(POPMIICHO C HapyIICHHEM
TpeOOBaHU, COUCKATEINb JUICH3UH JI0JDKEH YCTPAHUTD BBISIBJICHHBIC HAPYIICHUS B TEUCHUE

81. CyObekTamMu rpakJaHCKUX PAaBOOTHOIICHUH SIBIISIOTCS

82. IlpaBoHapy1ieHrne — 3TO 00IIECTBEHHO OMAaCHOE, BUHOBHOE, POTUBOIIPABHOE JETHUE
(meiictBue mnm Oe3feiicTBUE), HAHOCSIIEE Bpel OOIIECTBEHHBIM OTHOIICHHSM W BIIEKYILIEE 3a
co0oit

83. JlesTenpbHOCTb, HalpaBiCHHas Ha HENONYILIEHUE, OTPaHUYEHUE WU YCTPAaHEHUE
KOHKYPEHIINH, Ha3bIBACTCS

84. IlpaBoBoe peryiMpoBaHHE pPEKJIAMHUPOBAHMSA JIGKAPCTBEHHBIX  IPENapaToB
oOecrieunBaeTcs 3aKOHaMHU, 332 UCKITIOYCHHEM

85. CyObeKTaMu aAMUHUCTPATHBHOTO MIPABOHAPYIICHUS SIBIISIOTCS

86. OxpanurenbHas QYHKIHS [IpaBa OCYILIECTBIISIETCS MyTeM

87. 3a coBepleHNE MOHOIIOJUCTUYECKHUX AEMCTBUM C MPUYMHEHUEM KPYITHOTO yiiepoa B
COOTBETCTBUU C 3aKOHOJATENBCTBOM PD mpeycmaTpuBaeTCcsi OTBETCTBEHHOCTh

88. @usnueckue JMLa, B TOM 4YHCIE WHIUBUAYaIbHbIE MpEANPUHUMATENN, U
IOPUAMYECKUE JIUIIA, OCYIIECTBISIIONINE JesITeIbHOCTD MPU OOpaIlleHHH JIeKapCTBEHHBIX CPEJCTB,
3TO

89. HeOnaronmpusiTHblE MOCIEACTBHS, HACTyMAIONIMEe B pe3yJbTaTe MPOTHUBOMPABHOTO
MOBEJICHHUS CyObEKTa IMPAaBOOTHOLICHHUS, TO €CTh HAKa3aHUE B BUJIE TPUMEHEHHSI CAHKITUH HOPMBI
IIpaBa - 3T0 OTBETCTBEHHOCTh

90. K Bugam 10opuanuecKoil OTBETCTBEHHOCTH HE OTHOCHUTCS

91. OCHOBHBIM HOPMATUBHBIM aKTOM, PEIVIAMEHTHPYIOLIUM TPakJIaHCKO-IIPABOBYIO
OTBETCTBEHHOCTb, ABJIETCS

92. Bua OpUAMYECKOM  OTBETCTBEHHOCTH, KOTOpass BO3HUKAET  BCIIECJACTBUE
aJMMHHMCTPATUBHOTO [IPAaBOHAPYIIEHUS WINA aAMUHUCTPATUBHOIO [TOCTYIIKA

93. OCHOBHOW HOPMAaTHUBHBIA aKT, pErIAMEHTUPYIOLIUN aJIMUHUCTPATUBHYIO
OTBETCTBEHHOCTh

94. CamocrosTenbHasi, OCyIIECTBIIsIEMasl HA CBOM PUCK JI€ATEIIbHOCTh, HAPABJICHHAs! HA
CUCTEMATUYECKOE TMOJYYEHHE MNPUOBUIM OT TMOJIb30BAaHUS HMMYIIECTBOM, IPOJaXKW TOBAapOB,
BBITIOJIHEHUST pabOT WM OKa3aHUsS YCIyT JHMIIAMHU, 3apPETMCTPUPOBAHHBIMU B 3TOM KauyecTBE B
YCTaHOBJIEHHOM 3aKOHOM IOPSIJIKE

95. VYcraHOBIEHHas TIOCyIapCTBOM Mepa OTBETCTBEHHOCTH 3a  COBEpILICHUE
aJMMHHMCTPATUBHOTO MPAaBOHAPYILEHUS U IPUMEHseMas B LENSIX NPEAYIPEKICHUS COBEPLICHUS
HOBBIX [TPAaBOHAPYLIEHUH, KaK CAMUM IIPABOHAPYIIUTENEM, TaK U IPYTUMHU JTULAMHU 3TO

96. Mepa aAMMHHUCTPaTUBHOI'O HaKa3aHUs, BBIPA)KEHHAs B OQUIMAILHOM MOPULIAHUU
(U3UUECKOro UK IOPUINYECKOTO JIUIA, BBIHOCUMAs B MUCbMEHHOM Gopme

97. TocynmapcTBeHHBIM HaA30p TMPU OOpANIEHWU JIEKAPCTBEHHBIX CPEJICTB A
BETEPUHAPHOTO MPUMEHEHMSI OCYLIECTBIIAETCS

98. Buj ropuinyeckoil OTBETCTBEHHOCTH, OCHOBHBIM CO/IEPKaHHEM KOTOPOM BBICTYHAOT
MEpBI, NPUMEHSAEMBIE TOCYJAapPCTBEHHBIMH OpraHaMu K JIMIy B CBSI3M C COBEPIICHHUEM UM
NpECTYIUICHUS

99. OCHOBHOI1 HOPMAaTHUBHBIN aKT, PErJIAMEHTHUPYIOIINI YTrOJIOBHYIO OTBETCTBEHHOCTD

100. 3anpemiennsie s obopota B Poccuiickoit deneparnu BemecTBa CHHTETHYECKOTO
WIM €CTECTBEHHOTO IPOMCXOXKIEHHUS, HE BKIIOUYEHHbIE B [lepeueHb HApKOTMUECKHUX CPEJICTB,
TICUXOTPOMHBIX BEMIECTB U UX MPEKYPCOPOB, MOJICKAMNUX KOHTPOIt0 B Poccuiickoit Denepanny,
XUMHYECKass CTPYKTypa M CBOHCTBA KOTOPBIX CXOJHBI C XHUMHYECKOW CTPYKTYpOH U €O
CBOICTBaMM HApKOTHYECKHX CPEACTB M IICUXOTPOIHBIX BELIECTB, NCHUXOAaKTUBHOE JEWCTBUE
KOTOPBIX OHU BOCIIPOM3BOJSAT

enademy:
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- HAbIKaMU pabomvl ¢ HOPMAMUBHO-NPABOBLIMU OOKYMEHMAMU, PE2YIUPVIOUUMU NPOU3BOOCTBEO
JIEKAPCMBEHHbIX CpeoCcme U ¢hapmayesmudeckyro OesimeibHocms 6 cghepe obpaujerus
JIeKapCmMEeHHbIX CPeOCcma 0Jisl 6eMEPUHAPHO20 NPUMEHEHUS]

- aneopummom Oetcmeull no Had30py U KOHMPOIIO 30 UCHOIHEHUeM IOpUOUYECKUMU U

UHbIMU uyamu mpebosanull 3akonooamenvcmea P® 6 cghepe obpawenus nexapcmeeHublx
cpeocme 0ist HCUBOMHBIX

1. JlekapcTBeHHBIE CpeACTBA B BHJE JICHCTBYIOIIMX BELIECTB OHOJIOTUYECKOTO,
MHUHEPAJILHOTO MM XUMHUYECKOro IPOUCXOXKICHMs, oOnanaromue (HhapMaKoIoruyeckon
AKTUBHOCTBIO, IPEJHA3HAYCHHBIE JJIsl IPOU3BOCTBA, U3TOTOBJICHUS JICKAPCTBEHHBIX MPEMapaToB
U onpezesnsonme ux 3pPeKTUBHOCTb — 3TO

2. BemecTBa HEOPraHUYECKOTO WIIM OPTaHMYECKOTO MPOUCXOXKICHHS, UCIOIb3yEeMbIC B
npolecce IMPOU3BOJACTBA, M3TOTOBJIECHUS JICKAPCTBEHHBIX IPEeNapaToB s MNPHUAAHUS UM
HEOOXOIUMBIX (PU3HKO-XUMHUYECKHUX CBOMCTB — 3TO

3. JlekapCTBEHHOE CpE/ICTBO, COJAEpIKalllee TaKyro ke (papMaleBTHUECKYIO CyOCTaHIUIO
WM KOMOMHALIMIO TAaKUX Ke (hapMaleBTHUECKUX CYOCTaHIIMIA B TAKOM ke JIEKapCTBEHHOU opme,
yro ¥ opuruHaieHoe JIC, M mocTynuBiee B oOpallleHHe I0ciie MOCTYIUICHUs B oOpalleHue
OPUTHHAILHOTO JIEKAPCTBEHHOTO CPEJCTBA — 3TO

4. XapakTepucTHKa JEKapCTBEHHOI0 CPEJCTBA, OCHOBAHHAs HA CPABHUTEIBHOM aHAJIU3e
ero 3¢ (eKTUBHOCTH M pHCKa MPUYUHEHHUS BPea 310POBBIO — ATO

5. JlekapCTBEHHOE CpEACTBO, HaxoJslleecss B 000pPOTe C HapyLUIEHHEM Ipa)aHCKOTO
3aKOHOJATEIbCTBA — ATO

6. Peakuus oprannsMa, BO3HUKIIIAS B CBSI3U C IPUMEHEHHUEM JICKapCTBEHHOI'O IIpernapara
B J103aX, PEKOMEHTYEMbIX B HHCTPYKIIUH T10 €T0 IPUMEHEHHIO, ISl TPOPIIAKTUKH, TUATHOCTHKH,
JeyeHust 3a00J1€BaHNs WK AJIs peabuIuTaluy — 3TO

7. 'ocynapCTBEHHOM pErUCTpaLKU OAJIEKAT

8. IIpousBoaurenu JIC He MOT'YT OCYLIECTBIIATH IPOAAXKY JIEKAPCTBEHHBIX CPEACTB

9. Opranu3aiyy ONTOBOW TOPTOBIH JIEKAPCTBEHHBIMU CPEJICTBAMU MOTYT OCYLIECTBIISTH
nponaxy JIC, kpome

10. CocTostHue IeKapCTBEHHOTO MperapaTa, COOTBETCTBYIOIIEE CIIOc00am ero BBEACHUS 1
MPUMEHEHHUS U 00eceurBaroIee JOCTIKEeHne Heo0xoaumoro nededHoro s dexra — 310

11. JlexkapCTBEHHBIN NpenapaT ¢ HOBBIM JIEUCTBYIOIIMM BEIIECTBOM, KOTOPBIA IEPBBIM
3apeructpupoBat B Poccuiickoil denepanuu minM B UHOCTPAHHBIX FOCYapCcTBAaX HA OCHOBAHHM
pEe3yaBTATOB JOKIMHUYECKUX WCCIENOBAHWN JIEKAPCTBEHHBIX CPEIACTB W  KIMHHUYECKUX
UCCIIEIOBaHUM JIEKAPCTBEHHBIX MPENapaToB, MOATBEPHKAAIOLINX €ro Ka4yecTBO, 3PPEKTUBHOCTD U
0€30MacHOCTb — ATO

12. CooTBeTCTBHE JIEKAPCTBEHHOT'O CPEACTBA TPEOOBAaHUSIM (hapMaKOMEHHOM CTaThu TUO0
B ClTydae €€ OTCYTCTBHUS HOPMATHBHOM JTOKYMEHTAIIUU FJIH HOPMAaTHBHOTO JIOKyMEHTa — 3TO

13. JlekapcTBEHHOE CPECTBO, COMPOBOXKIAEMOE JIOXKHOM MH(OpMaIueil o ero cocrtase u
(unM) MpoOU3BOAUTENE — 3TO

14. JlexkapCTBEHHOE CpEICTBO, HE COOTBETCTBYIOIIEE TpeOoBaHUSIM (hapMakoneiHoi
cTatbu MO0 B CJIy4ae €€ OTCYTCTBHsS TpeOOBaHHMSIM HOPMATHBHOH JTOKYMEHTALMU WIIN
HOPMAaTHUBHOT'O JOKYMEHTa — 3TO

15. T'ocynapcTBEHHOW PEruCTpaIlliy HE TTOJIekKAT

16. He 3anpemniaercst mponu3BOICTBO

17. Ha mnepBUYHON yMakoBKE XOpOIIO YHTAEMbIM HIPU(TOM Ha PYCCKOM  SI3BIKE
yKa3bIBaETCs BCE, KPOME

18. Pacxospl, cBsI3aHHBIE ¢ YHUUYTOKEHUEM KoHTpadakTHbIX JIC, He1oOpokadecTBEHHBIX
JIC, danscudunupoBanusix JIC

19. [IpoBeneHne MPOBEPKH BBITOTHEHHUS FOPHINYCCKAM JIUIIOM WIIH WHAWBUIYaJTHHBIM
NpeNpUHIMATEIEM TIPH OCYIIECTBICHHH WX JESITEIHHOCTH O0S3aTeNbHBIX TpPeOOBaHUHA K

29



ToBapam (paboTam, yciayram), yCTAaHOBJICHHBIX (peepalbHbIMUA 3aKOHAMH WJIM IPUHUMAEMBbIMU B
COOTBETCTBUM C HUMH HOPMAaTUBHBIMU IIPABOBBIMU aKTaAMU — 3TO

20. Ceprudukamus — 310

21. Opranu3anms, OCyIIECTBISIONIAs ONITOBYIO TOPTOBIIO JEKAPCTBEHHBIMU CPEICTBAMH,
UX XpaHEHHe, IMEPEeBO3Ky B COOTBETCTBUU C TpeboBanusimu DenepanpHoro 3akoHa «OO0
00OpalIeHNH JIEKAPCTBEHHBIX CPENICTBY» - 3TO

22. JIOKyMEHT, TOATBEPKIAIOMIMKA  COOTBETCTBHE  IOATOTOBKM  CHEIHAIHCTA
roCyJapCTBEHHOMY 00pa30BaTeIbHOMY CTaHIAPTY, HA3bIBACTCS

23. @enepanbHple OpraHbl  McnoJHHUTENbHOM Biaacth HE  ocymiectBistomme
rOCyJapCTBEHHOE  pEryJMpoBaHHE OTHOLIEHWH, BO3HHUKaOIMX B chepe oOpaleHus
JIEKapCTBEHHBIX IPEnapaToB

24. YxaxwuTe, kKakue (PyHKIIUH HE MOKET OCYIIECTBIISATh alTeKa

25. HaummenoBaHue JEUCTBYIOIIETO BelecTBa (apMareBTUYECKON CyOCTaHIINH,
pekoMeH1oBaHHOe BecemupHoit opranusanueit 31paBooXpaHeHus — 3TO

26. YkaxuTe, KaKk Ha3bIBaCTCS JEATEIBHOCTD, BKIIOYAIOIIAs B ce0sl OMTOBYIO TOPTOBIIIO
JICKapCTBEHHBIMH CPEJCTBAMHU, HMX XpaHEHUE, NEPeBO3KY U (MJIM) PO3HUYHYIO TOPTOBIIO
JEKapCTBEHHbIMM  IIpernaparaMH, HUX OTIYCK, XpaHEHHe, IIepeBO3KYy, H3rOTOBJICHUE
JIEKapCTBEHHBIX IPEnapaToB

27. YKaxuTe, KaKO! U3 HUKEIEPEUUCICHHBIX BUJIOB JESITEIbHOCTH HE BXOAUT B IIOHATHE
«(apmaneBTHUECKAs 1EATEIBHOCTD)

28. YKaxuTe KIACCU(PHUKAIMIO TPEANPHUATAH POZHUYHOW TOPTOBIM JICKAPCTBECHHBIMH
CpeACTBaMH M TOBapaMH MEAMIIMHCKOTO U BETEPHUHAPHOTO HA3HAYCHUS

29. IlopGepute mNpaBWIBHBIH TEPMHH Ul TEXHHUYECKOTO COOPY)KEHHUs, 3/aHus,
YCTPOMCTBA, KOTOPOE COCTOUT U3 B3aUMOCBSI3aHHBIX 3JIEMEHTOB U IPeIHA3HAUEHO /ISl XPaHEHMUS,
HAKOIUJICHUS, TTOATOTOBKH MPOM3BOICTBEHHOMY MOTPEOICHHUIO WIIA pealTn3allii JIEeKapCTBEHHBIX
CPEACTB U TOBapOB MEIUIIMHCKOTO HAa3HAYEHHUs, a TaKKe PacHpeleseHHs TOBAPOB aNTEYHOI'O
ACCOPTUMEHTA MEKIY OTPEOUTETIMH

30. Ykaxure, UId Kakol Lieln He JoIMyckaercs BBO3 B P® HeszaperucTpupoBaHHOTO
JIEKapCTBEHHOT'O CPEJCTBA

31. JlexapCTBEHHBIH Mpemnapar, MPOU3BEACHHBIA MM M3TOTOBIICHHBIM U3 OJHOTO BHJA
JIEKApCTBEHHOTO PACTHTEIHHOTO CHIPhS HIIM HECKOJIBKHX BUIOB TAKOTO CHIPS U PEaTH3yeMbli B
pacacoBaHHOM BHJIE BO BTOPUYHOH (MTOTPEOUTENBLCKOI) yITAaKOBKE — 3TO

32. YkaxuTe, Kakas OpraHu3alis NMEET MPaBO OCYIIECTBIATH KOHTPOIb YHHUTOXKCHHS
danbcuPpUIMPOBaHHBIX, HEAOOPOKAYECTBEHHBIX M KOHTPA(aKTHBIX JIEKAPCTBEHHBIX CPEICTB

33. JlekapcTBeHHBIE Ipemnapathl, AEHCTBYIONIEE BEIIECTBO KOTOPBIX MPOM3BEAECHO WIIU
BBIJICJIEHO M3 OMOJIOTMYECKOTO MCTOYHHMKA W /ISl ONpeAeTeHHUs CBOWCTB M KadecTBAa KOTOPBIX
HeoOxoaumMa KOMOMHAIUS OMOJIOTMYECKUX U (PU3UKO-XUMUYECKUX METOJIOB — ATO

34. JlekapCTBEHHBIN Mpenapar, KOTOPbIM UCTIONb3yeTCs A OLEHKH OMOIKBUBAJIEHTHOCTH
WIA TEpaneBTHUYECKOW HSKBHUBAJIEHTHOCTH, KauecTBa, J(P(PEKTUBHOCTH M 0€30MacHOCTH
BOCITPOM3BEJICHHOTO JIEKAPCTBEHHOT'O TIpenapara Wid OuoaHaloroBoro (O6uMOMo100HOTO)
JIeKapCTBEHHOTO Npemnapara (OnoaHanora) — 31o

35. JlocTimkeHue KIIMHIYECKH COTIOCTABUMBIX TeparneBThudeckoro 3¢dexra u mokazareneit
3¢(EeKTUBHOCTH U OE30MACHOCTH MpU MNPUMEHEHHUU JIEKApCTBEHHBIX MpPEnaparoB s
MEIMIUHCKOTO TPUMEHEHHS, HMMEIONUMX OJHO MEXIyHapOJAHOE HEMaTeHTOBaHHOE (WJIH
XUMHYECKOE, FITH TPYNITHPOBOYHOE) HANMEHOBAHHE, B SKBUBAJICHTHBIX JI03UPOBKAX 110 OJHUM U
TEM K€ MOKa3aHUSAM K NMPUMEHEHHIO U TPU OJMHAKOBOM CIOCOOE BBEIEHUS Y OJHON M TOH ke
rpyHIbl 60JBHBIX

36. Yro u3 nepeunciaennoro HE otHocuTcs k cyObekTaM (papMareBTHUECKOTO PhIHKA

37. JlexapCTBEHHBIHM IMpenapar ¢ JOKa3aHHOH TepareBTHUECKOW HKBHUBAJIEHTHOCTHIO
W OMOIKBHUBAJICHTHOCTHIO B OTHOLIEHUU PeEePEeHTHOTO JIEKAPCTBEHHOTO Mpernapara, UMEIOIInn
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HKBHUBAJICHTHBIE EMY Kau€CTBEHHBIN COCTaB U KOJUYECTBEHHBII COCTaB JEHCTBYIOIIMX BEILECTB,
COCTaB BCIIOMOTATENIbHBIX BEUIECTB, JIEKAPCTBEHHYIO (hOPMY U CIIOCOO BBEICHHS — 3TO

38. JlekapcTBeHHbIE MpenapaThl, MpeAHa3HAYCHHbIE UCKIIOYUTEIBHO IS JUArHOCTHKH
WIM TATOTEHETUYECKOro JIEYEHMs] (JIeUeHUs, HANpaBICHHOIO Ha MEXaHU3M pPa3BUTHUS
3a00J1eBaHus) PEIKUX 3a00JEBaHUM - ITO

39. Vkaxwurte, Kakue OpraHbl BBIAIOT JIMIEH3UI0O HA PO3HUYHYIO PpeaTH3aIHio
JIEKapCTBEHHBIX CPEJICTB Ul BETEPUHAPHOTO PUMEHEHUS

40. BemiecTBa win uX KOMOMHAIIUY, BCTYAIOIINE B KOHTAKT C OPraHU3MOM YeJIOBEKa HIIN
J)KUBOTHOT'O, IPOHUKAIOIIME B OPraHbl, TKaHW OpPraHu3Ma 4YEelIOBEKa WJIH IKUBOTHOTO,
npUMeHsieMble A NMPO(QWIAKTUKH, TUArHOCTUKM (32 HCKIIOYEHHWEM BEIIEeCTB WIH HX
KOMOHMHAIUM, HE KOHTAKTHPYIOIIMX C OpPraHM3MOM UYEJIOBEKa WM >KUBOTHOIO), JICYCHUS
3a0oneBaHus, peaOWiIMTalMM, [JIsi COXPAHEHWs, MPEJOTBPAICHUS WJIA TMPEPbIBAaHUA
OepeMEeHHOCTH U MOIYYCHHbIE U3 KPOBH, I1a3Mbl KPOBHU, U3 OPTaHOB, TKAHEH OpraHn3Ma 4ejoBeKa
WIN KUBOTHOT'O, pACTEHHUI1, MUHEPAJIIOB METOJIaMHU CUHTE3a HJIU C IPUMEHEHHEM OMOJIOTUYECKUX
TEXHOJIOTHI — 3TO

41. JlekapCTBEHHBIE CpPEICTBAa B BHUJAE JICKAPCTBEHHBIX (OPM, MpHUMEHSEMBIC s
npoUIaKTUKY, JAUArHOCTUKH, JIeYeHUs 3a0ojeBaHMsl, peaOWiIMTalMM, JJIs COXPaHEHUs,
MPEIOTBPALICHHS WU TIPepbIBaHUs OEPEMEHHOCTH — 3TO

42. CopnepaHuE€ OJTHOTO WMJIM HECKOJIBKHX JCHCTBYIOIIUX BEIIECTB B KOJUYECTBEHHOM
BBIPQXCHUM Ha €IMHUILY J03bl, WIN €JUHHUIY 00beMa, WIN €IUHUI]y MAacChl B COOTBETCTBUHU C
JeKapcTBEeHHON (opmol OO 17 HEKOTOPHIX BHJAOB JIEKAPCTBEHHBIX (DOPM KOJIUYECTBO
BBICBOOOKJAEMOT0 U3 JIEKapCTBEHHOM (POPMBI IEHCTBYIOIIETO BEIIECTBA 3a €IMHUILY BPEMEHU —
3TO

43. YkaxuTe, KaKue OpraHbl BBIJAIOT JIMIEH3UIO Ha IeATEIIbHOCTD, CBA3aHHYIO C 000pOTOM
HapKOTUYECKUX U NICUXOTPOIHBIX JIEKAPCTBEHHBIX CPECTB JIJIsl BETEPUHAPHOIO IPUMEHEHUS

44. B BeTepuHAapUU MOTYT MCIOJIb30BaThC HAPKOTUYECKHUE CPENCTBA U ICUXOTPOITHBIE
BEILIECTBA, 3apErUCTPUPOBaHHbIE Ha Teppuropun Poccuiickoin ®enepauriui B THOPSIKE,
YCTaHOBJICHHOM 3aKOHO/aTeIbCTBOM 00 00pallleHnu! JIeKapCTBEHHBIX CPEICTB

45. Cpoxk pnewictBust nomycka yuna k padore ¢ HC, IIB, a Takxke K IeATeIbHOCTH,
CBSI3aHHOU C 000POTOM MPEKYPCOPOB

46. K JnUIEH3MOHHBIM TpeOOBaHMSM TPH  OCYLIECTBICHUM (apMaleBTUUECKOil
JEeSITEIIbHOCTH HE OTHOCUTCS

47. JInueH3upyoImuUil opraH NpUHUMAET pellieHHe O MPEeJOCTaBIeHUH WM 00 OTKa3e B
MIPEIOCTABIICHUY JIMIEH3UU B CPOK CO JTHS MOCTYIIJICHUS 3asBJICHUS O IPEIOCTABICHUH JIMLEH3UU
Y IIPWIATa€MbIX K HEMY JOKYMEHTOB, HE MPEBBIIAIOIINNA

48. JIuneH3upyomuii opral MPUHUMAET PEIIEHUE O MPEeKPAIICHUH JSHUCTBUS JIUIIEH3UHU CO
JTHSI TIOJTYYEHUS 3asIBJICHUS OT JULEH3UATA B CPOK:

49. JIuuen3upyrouuili oprad BIpaBe IPOBOANTH BHEIUIAHOBYIO BBIE3/IHYIO MPOBEPKY O€3
HaIpaBJICHUS IPEJBAPUTEIBHOIO YBEAOMIICHHS JIMLEH3UATy 110 OCHOBAHUIO

50. Bua nesTenbHOCTH, Ha OCYIIECTBIEHHE KOTOPOTO HE TpeOyeTC sl INLEH3US

51. JIuuen3us Ha papManeBTUUECKYIO 1eATEIbHOCTh BBIJJAETCSl CPOKOM Ha

52. JInueH31OoHHBINA KOHTPOJIb MOKET IPOBOAUTHCS B BUJIE

53. AHHynMpOBaHME JULEH3UU OCYILECTBIISETCS 110 PELICHUIO

54. IInanoBo€ MEPOIPHUATHE IO KOHTPOJIIO B OTHOIIIEHUH OJTHOTO FOPUIMYECKOTO JIUIA UITH
WHAWBUAYAILHOTO MPEIIPUHUMATENS KaKIbIM OPTaHOM TOCYAapCTBEHHOTO KOHTPOJIS (Haa30pa)
MOJKET OBITh MPOBEAECHO

55. Couckarenp JIMIEH3UH — 3TO

56. OcHOBaHWEM [IJI4 OTKa3a B MPEAOCTABICHUH JIMIIEH3UU SIBJISIETCS

57. OpraHuzauuyd ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMU CPEJICTBAMHU HE MOTYT
OCYIIECTBIISATh IPOAAXKY JIEKAPCTBEHHBIX CPECTB

58. B cootBerctBUM ¢ Ne 99-D3 «O nueH3UPOBAHNN OTAEIBHBIX BUJIOB JEATEIBHOCTHY
MOHSTHE WIMLEH3US» O3HAYAeT
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59. OCHOBHBIMM NPUHIUIIAMH OCYLIECTBIICHUS JTUIIEH3UPOBAaHUS SBISAIOTCS

60. JInneH3noHHble TPeOOBAHUS YCTAHABIMBAIOTCS IOJIOKEHUSAMHU O JIMIEH3UPOBAHUU
KOHKPETHBIX BUJOB JI€ATEIbHOCTH U YTBEPKAAKOTCSA

61. B nepedyeHb BBINOJHSIEMBIX padOT, OKa3blBAEMBIX YCIYT, COCTaBISIOIINX
DapManeBTUYECKYI0 JICATENIbHOCTh B cdepe oOpaiieHus: JEKapCTBEHHBIX CPEICTB JUIA
BETEPUHAPHOI'O IPUMEHEHMSI HE BXOIUT

62. JIutienzupoBanue (hapMareBTHUECKON IeATEeIbHOCTH alTE€UHBIX OPTaHU3AIMNA ITO

63. IIponenypa ITMLIIEH3UPOBAaHUS AITEYHOW OpraHU3alUuy HE IPE1yCMaTPUBAET

64. Jlunensus, BbIaHHAs KOMHCCHEW IO JIMIEH3UPOBAHMUIO (papMarieBTUYECKOM
JESATEIIBHOCTH, JEUCTBUTEIbHA HA TEPPUTOPUN

65. HopMaTuBHBINA JOKYMEHT, ONPEACTSIOMNMA JTUIICH3UOHHBIE TPEOOBaHUSI U YCIIOBHUS,
coOJII0JIeHHE KOTOPBIX HEOOXOAMMO JJIs MOIYYEHUs JIMLIEH3UHU Ha JESTelNbHOCTb, CBA3aHHYIO C
000pOTOM HAPKOTUYECKUX CPEACTB U NICUXOTPOIHBIX BEIIECTB

66. JIuneHsnuo Ha pPO3HUYHYIO DPEAIU3aLUI0 JEKapCTBEHHBIX CPEICTB IS JKUBOTHBIX
BBIJIACT

67. CnenuajibHOE pa3pellleHue Ha IPaBO OCYUIECTBIIECHUS IOPUAWYECKUM JIMLOM HIIU
WHJVBHIyaJIbHBIM ITPEATIPUHUMATEIIEM KOHKPETHOTO BUAA IE€ATEIBHOCTH

68. Ykaxxnure, KaKUM U3 HOPMATHBHBIX JTOKYMEHTOB OINPEAEIAIOTCA BUIBI AEATEIbHOCTU
Uit (hapManeBTHYECKUX NPEANPHUSATHIA, Ha OCYIIECTBIEHHE KOTOPBHIX HEOOXOAMMO IMOyYeHHE
JIAIIEH3UH Ha Tepputopuu PD

69. B anreuHoil opraHu3anuyd B YAOOHBIX JIJIi O3HAKOMJIEHHS MECTax TOPrOBOIrO 3aja
JIOJKHBI OBITh pa3MelleHbl

70. A'TeYHBIM YUPEXKIECHUSIM, IPOIIEIIINM JIMLIEH3UPOBAHUE B YCTAHOBIEHHOM MOPSJIKE,
JULEH3UPYIOLIMMHA OpraHaMH BbIJAECTCS

71. BwiOepute agpec caiita, rie MOKHO O3HAKOMHUTBHCS C MH(OPMAIUEH O IIaHOBBIX
IIPOBEPKAX BETEPUHAPHBIX alITEUYHBIX OpraHU3alui

72. Tlonoxenus denepanpHoro 3axkoHa Ne 99 «O nuueH3UpOBaHUM OTIEIbHBIX BHJIOB
JEATEIIBHOCTH» HE IPUMEHSAIOTCS K  OTHOIIEGHUSAM, CBSI3aHHBIM C  OCYILIECTBJIICHUEM
JIMLEH3UPOBAHMS

73.JlunieH3upoBaHuI0 HE TOAJICKUT

74. HopMaTuBHBIN JOKYMEHT, ONPEENSIIOIIMNA JINIIEH3UOHHBIE TPeOOBAaHUS U YCIIOBUS,
COOJIIOJIEeHHE KOTOPBIX HEOOXOIUMO JUIs TOJIydyeHHs JIMHEH3UH Ha (papMaleBTHYECKYIO
JIeATEIbHOCTh

75. Bun neATenbHOCTH, Ha OCYLIECTBICHHE KOTOPOro Ha Tteppuropuu Poccuiickon
®enepanyu TpedyeTcs MOTyUeHHUE JTULECH3UN

76. YTBEpkKACHHUE MOJOKEHUHM O JUIEH3UPOBAHUN KOHKPETHBIX BUAOB JIEATEIBHOCTH U
IIPUHATHE HOPMATHMBHBIX IIPABOBBIX AaKTOB II0 BOIPOCaM JIMLIEH3UPOBAHMUS OTHOCUTCS K
MIOJIHOMOYHSM

77. YTBep)KaeHHe NoKa3aTesell MOHUTOPUHTa 3 (PEeKTUBHOCTH JIULIEH3UPOBAHUS, OPSAIKA
IIPOBEJEHUS TAKOIO MOHUTOPHUHTA, ITOPsIIKA NOATOTOBKY U IIPEICTABICHUS €KETOJHBIX JOKJIAI0B
0 JINLIEH3UPOBAHUHU OTHOCUTCS K ITOJTHOMOYUSM

78. OcyliecTBIIEHNE JIMIEH3UPOBAaHUSI KOHKPETHBIX BHJIOB ACSTEIBHOCTH OTHOCUTCS K
ITOJITHOMOYUAM

79. B ciydae, eciu 3asBlIEHHE O MPEOCTABICHUH JULEH3UU OPOPMIICHO C HapylIeHHEeM
TpeOOBaHUM, JUIEH3UPYIOUIMII OpraH BpydYaeT COUCKATENII0 JIMLIEH3UHU YBEIOMIIEHHUE O
HEOOXO/IMMOCTH YCTpAaHEHMs BBIIBIEHHBIX HapyIIEHUH cO JHSA TNpuemMa 3asBICHHUS O
MIPEAOCTABIICHNHN JIMIIEH3UH B TEUCHHE

80. B ciyuae, ecnu 3asBI€HHE O MPEIOCTABICHUH JIULEH3UU 0(POPMIICHO C HapylIeHHEM
TpeOOoBaHU, COMCKATEIND JUIEH3UH JI0JKEH YCTPAHUTD BISIBJICHHbBIE HAPYILICHUS B TEUEHUE

81. CyObekTamMu rpakJaHCKUX IPAaBOOTHOIICHUH SIBIISIOTCS
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82. IlpaBoHapy1ieHne — 3TO 0OIECTBEHHO OIIACHOE, BUHOBHOE, IPOTUBOIIPABHOE JESTHUE
(meiicTBue wiM Oe3IEUCTBHE), HAHOCSAIIEE Bpea OOIIECTBEHHBIM OTHOIICHHSAM U BJICKYIIEE 3a
coboit

83. JlesATenpbHOCTh, HAIpaBICHHAs HA HEAONYILICHHE, OTPaHUYEHHE WJIM YCTpPaHEHHE
KOHKYpPEHLIUHU, Ha3bIBaeTCA

84. IlpaBoBoe perylMpoBaHUE pPEKIAMUPOBaHMSA JIEKAPCTBEHHBIX  IIPENaparoB
o0OecrnieunBaeTcs 3aKOHaMH, 32 UCKIIOYEHUEM

85. CyObekTamMy aAMUHUCTPATUBHOI'O IPAaBOHAPYILIEHUS SBJIAIOTCS

86. OxpanurenbHas GyHKIUS IpaBa OCYLIECTBISETCSA IyTEM

87. 3a coBeplilieHre MOHOIOJIMCTHYECKUX IEUCTBUI C IPUIMHEHUEM KPYITHOTO yiepoa B
COOTBETCTBUHU C 3aKOHOJaTeabcTBOM P® npenycmarpuBaeTcss OTBETCTBEHHOCTD

88. ®uspueckue MLIA, B TOM 4YMCIE€ WHIUBHAYaJIbHbIE NPEANPUHUMATENH, MU
IOPUINYECKUE JINIA, OCYIIECTBISIONINE AEATEIbHOCTD IPU O0paIIeHNH JICKApCTBEHHBIX CPEICTB,
3TO

89. HeOnaronpusiTHble NOCIEACTBMS, HACTyMNAlOLIME B PE3YJbTaTe IPOTUBOIPABHOIO
HOBEJCHUS CyObEKTa MPAaBOOTHOLIEHHUS, TO €CTh HAKa3aHUE B BUJIE IPUMEHEHHs CAHKIIUK HOPMBI
IIpaBa - 3TO OTBETCTBEHHOCTb

90. K BuaM 1opHUIUYECKON OTBETCTBEHHOCTH HE OTHOCUTCS

91. OCHOBHBIM HOpPMAaTHBHBIM aKTOM, PEIVIAMEHTUPYIOLUIUM TI'PakJaHCKO-IIPABOBYIO
OTBETCTBEHHOCTb, SIBJISIETCS

92. Bujx OpuUOUMYECKOH  OTBETCTBEHHOCTH, KOTOpas  BO3HMKAEeT  BCIIEJICTBUE
a/IMUHUCTPATUBHOT'O NPaBOHAPYILIEHUS UM aJJMUHUCTPATUBHOIO MOCTYIKA

93. OCHOBHOIl HOpPMAaTUBHBIH aKT, pErJIAMEHTUPYIOLIH aJIMMHHUCTPATUBHYIO
OTBETCTBEHHOCTh

94. CamocrosiTenbHas, OCyLIECTBIsIEMasl Ha CBOM PUCK JA€ATEIbHOCTh, HApaBJICHHas Ha
CHUCTEMaTHYeCKOe INOJy4YeHHE NPUObUIM OT IMOJb30BAHUS HMMYILECTBOM, MPOJAXH TOBAPOB,
BBIMIOJIHEHUS] pabOT MM OKa3aHMs YCIYT JIMLIAMHU, 3apETUCTPUPOBAHHBIMU B 3TOM KAauyecTBE B
YCTAHOBJICHHOM 3aKOHOM IOPsIKe

95. VYcraHoBieHHas TIOCYyJIapCTBOM Mepa OTBETCTBEHHOCTH 32  COBEpILEHHUE
a/IMUHUCTPATUBHOTO IIPAaBOHAPYIICHUS U NIPUMEHseMast B LEJIAX MPEIyIPExKACHUs COBEPILICHUS
HOBBIX NPAaBOHAPYILIEHUH, KaK CAMUM IPaBOHAPYIIUTEIEM, TaK U APYTUMHU JIUIIAMU 3TO

96. Mepa aAMUHUCTPAaTHUBHOTO HaKa3aHUs, BBIpAKEHHas B O(UIMAIBHOM MOPHULIAHUH
(GU3NYECKOT0 WM I0PUANYECKOTO JIUIA, BBIHOCHUMAs B MUCbMEHHOU (popme

97. TocynapcTBeHHbBIM Haa30p TMpH OOpallleHUH JIEKAPCTBEHHBIX CPEICTB Ul
BETEPUHAPHOTO MPUMEHEHUSI OCYIIIECTBIISAETCS

98. Buj 1opuinyecKkoil OTBETCTBEHHOCTH, OCHOBHBIM COAECPKAaHUEM KOTOPOM BBICTYHAKOT
Mepbl, MPUMEHSEMBbIE TOCYJAapCTBEHHBIMU OpraHaMu K JIMIY B CBA3M C COBEpIICHHEM UM
IIPECTYIUICHUS

99. OCHOBHOI1 HOPMAaTHUBHBIHN aKT, pErJIAMEHTUPYIOIINI YTrOJIOBHYIO OTBETCTBEHHOCTh

100. 3ampeuiennsie s o0opota B Poccuiickoit denepanuy BelecTBa CHHTETUYECKOTO
WIM €CTECTBEHHOTO IMPOMCXOXACHUSA, HE BKJIIOUYEHHbIE B [lepedueHb HAPKOTHMUECKHUX CPENCTB,
IICUXOTPOIHBIX BEIIECTB U UX IIPEKYPCOPOB, NOJIEKAINX KOHTPOIItO B Poccuiickoit denepannn,
XUMHYECKAsl CTPYKTypa M CBOMCTBA KOTOPBIX CXOAHBI C XMMHYECKOM CTPYKTypOH H CO
CBOMCTBAMM HApKOTHYECKHX CPEACTB M IICUXOTPOIHBIX BELIECTB, IICMXOAKTUBHOE JEHCTBUE
KOTOPBIX OHU BOCIIPOU3BOJIST

IkaJsia oneHMBaHUsI TECTUPOBAHMS HA 3a4eTe

% BBINOJIHEHUS 3aJaHUS PesyabTar

50 -100 3a4YTEHO
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menee 50 HE 3a4TE€HO

3. KomnuiekT 3aqaHuii VI KOHTPOJIbHON padoThl

Bapuanr 1
1. TpeboBanus (enepantbHOr0 3aKOHOATEILCTBA, MIPEABIBISIEMBbIC K JACATCILHOCTH
B cepe oOpaleHns JIeKapCTBEHHBIX CPECTB ISl dKUBOTHBIX.
2. OcobeHHOCTH  OOpalieHus HAPKOTHYECKUX  JIGKAPCTBEHHBIX  CPEACTB U
IICUXOTPOITHBIX BEIIECTB.
3. KRKA wu AckoH: XapakTepucTuka (QUPMBI-IPOU3BOIAMTENSI U aCCOPTUMEHTA
BETEPHHAPHBIX [IPENapaToB.
Bapuant 2

2. I'ocynapcTBeHHOE PEryJIMpOBaHHE OTHOLICHWH, BO3HUKAIOUIMX B cdepe oOpalieHus
JIEKaPCTBEHHBIX CPEJICTB, IPEIHA3HAYEHHBIX ISl dKUBOTHBIX.
3. IlpaBoBoe peryiupoBaHue AEATENbHOCTH B chepe 000poTa HAPKOTUYECKUX CPEJICTB,
IICUXOTPOIHBIX BEIIECTB.
4. Huta-®apm u ArpodapM: xapakTepucTHKa (GUPMBbI-IPOM3BOIUTENS U aCCOPTUMEHTA
BETEPUHAPHBIX NPENapaToB.
Bapuant 3
1. TlopsimOK MCHONHEHUS TOCYAApCTBEHHBIMH OpraHaMu (YHKIHMHA 10 TPUHSATHIO
HOPMATUBHBIX NPABOBBIX AKTOB M OKAa3aHUIO TOCYIApPCTBEHHBIX YCIyr B cdepe oOpalieHus
JIEKapPCTBEHHBIX CPEJICTB, IPEIHA3HAYEHHBIX JUISl "KUBOTHBIX.
2. JIuueH3upoBaHUE JIEATEIBHOCTH, CB3aHHONH ¢ 00OPOTOM HAapPKOTHYECKHUX CPEICTB U
IICUXOTPOIHBIX BEIIECTB.
3. A-BMMO u XenBer: xapakTepucTHka (UPMBI-IIPOU3BOJUTENSI U aACCOPTUMEHTA
BETEPUHAPHBIX MPENapaTOB.
Bapuant 4
1. HopMaTHBHO-TIpaBOBOE pErylIHpoBaHUE B cdepe IesITeIbHOCTH, CBSI3aHHOW C
oOpaleHneM JIEKapCTBEHHBIX CPEICTB Ul AKUBOTHBIX.
2. TpebGoBanwms, MpeIbsIBIIEMbIE K JIUI[AM, OITYCKAaeMbIM K paboTe ¢ HApKOTHYECKUMHU
CPEICTBAaMU M IICUXOTPOIIHBIMH BEILIECTBAMHU.
3. ABUBAK wu Ilamakc: XapakTepucTHKa (UPMBI-TPOU3BOAUTENSI M aCCOPTUMEHTA
BETEPUHAPHBIX MPENapaToB.
Bapuanr 5
1. OcymecTBienue JefcTBUI 10 KOHTPOJIIO U HAJ30pY 32 UCTIOJIHEHUEM OPUIUYECKUMHU
Y MHBIMH JIMLIaMU TpeOoBaHMM 3aKoHOAaTenbcTBa Poccuiickoit @eneparui.
2. YcnoBUsA HCIONB30BaHMS HAPKOTUYECKUX CPEACTB M IICUXOTPONHBIX BEUIECTB B
BETEPUHAPHBIX IIEJISAX.
3. Arposet3amura 1 Crnioga: xapakrepucTuka (GUPMBI-TPOU3BOJAUTEINS U aCCOPTUMEHTA
BETEPUHAPHBIX MPENapaToB.
Bapuanr 6
1. T'ocynapcTBeHHOE YIIpaBJlI€HUE U MEHEIKMEHT B 00JaCTH 0OpalleHHsl JIEKAPCTBEHHBIX
CPEJICTB, IPEAHA3HAYECHHBIX VISl JKUBOTHBIX.
2. HopmaTtuBHO-TIpaBOBOE OOECIIeYeHHEe W MOHHTOPUHT KadecTBa JIEKapCTBEHHBIX
CPEICTB JJIs ’)KUBOTHBIX.
3. Axcon u [Ildaiizep: xapakrtepucTuka (GUPMBI-TIPOU3BOJUTENSI M aACCOPTUMEHTA
BETEPUHAPHBIX NPENApaTOB.
Bapwnanr 7
1. TocynapcTBeHHBIE, OTpacjeBble W UWHBIE CTaHAapThl B 00JacTH oOpameHus
JIEKaPCTBEHHBIX CPEJICTB, IPEIHA3HAYEHHBIX JIISl )KUBOTHBIX.
2. Pa3paboTka, JOKIMHUYECKHUE U KIMHUYECKUE UCCIIEIOBAHUS JIEKAPCTBEHHBIX CPEJICTB.
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3. Amu-Can u HHTepBeT: xapakTepucTHKa (UPMBI-TIPOU3BOJUTENSI U aCCOPTUMEHTA
BETEPUHAPHBIX MIPENAPATOB.
BapuanT 8
1. Bompocsl kadecTBa M CTaHAApPTU3ALUU JIEKAPCTBEHHBIX CPEICTB, IPUMEHSIEMbIX
IPOTHUB NH(PEKITUOHHBIX 0OJIE3HEH KUBOTHBIX.
2. JluuenszupoBanue GpapmManeBTUUECKOM e TETbHOCTH.
3. Ackout wu baiiep: xapakrtepucTUka (QUPMBI-IPOU3BOIUTENSI M aACCOPTUMEHTA
BETEPUHAPHBIX [IPENAPATOB.
BapuanTt 9
1. TocynapcTBeHHast cucTeMa KOHTpOJs KauecTBa, 3(deKTuBHOCTH, O€30MacCHOCTH
JIEKapPCTBEHHBIX CPEJICTB.
2. JInueH3upoBaHUE JEITEIBHOCTH B cepe oOpalleHus JEKapCTBEHHBIX CPEICTB JUIS
KUBOTHBIX.
3. ABu-HoBa m MHBeca: xapakrepucTuka (QUPMBI-IPOM3BOIUTENS M aCCOPTUMEHTA
BETEPUHAPHBIX MPENapaToB.
Bapuant 10
1. HopmaTuBHO-1IpaBoBOoe OOECI€YeHUEe M MOHMUTOPUHI KauyecTBa JIEKAPCTBEHHBIX
CPEACTB JJIs )KUBOTHBIX.
2. OTBETCTBEHHOCTh IOPUANYECCKHUX JIUI U (U3NUECKUX JIUI] 32 HApyIIeHUs TpeOOBaHUN
3aKOHOJATEeIbCTBA B chepe 0OpallieHus ICKapCTBEHHBIX CPEJICTB.
3. Arpodapm u KPKA: xapaktepuctuka (QUPMBI-TIPOM3BOIUTENSI M aCCOPTUMEHTA
BETEpUHAPHBIX MIPETIAPATOB.
BapuanT 11
1. Cucrema ceptudukanuu J1eKkapcTBEHHBIX CPEJICTB.
2. TpeOoBanus (enepaTbHOTO 3aKOHOJATEILCTBA, MPEABIBIICMBIC K ICATCIEHOCTH B
cdepe oOpaleHus JIEKApCTBEHHBIX CPEJICTB [Tl )KUBOTHBIX.
3. baitep u BerkoMm: XapakTepucTUKa (QUPMBI-IPOM3BOIUTENSI M aCCOPTUMEHTA
BETEpUHAPHBIX MIPETIAPATOB.
Bapuant 12
1. TocynapcTBeHHblE, OTpacjeBble W UWHbIE CTaHAApThl B 00JacTH OOpaleHUs
JIEKapCTBEHHBIX CPEJICTB, IPEIHA3HAYEHHBIX JUISl dKUBOTHBIX.
2. OcobeHHocTH 00OpaleH!ss HAPKOTUYECKHUX JIEKAPCTBEHHBIX CPEJICTB U MCUXOTPOITHBIX
BEIIECTB.
3. bankandapma u Buk: xapakTepuctuka (GUPMBI-IPOU3BOAUTENSI M aCCOPTUMEHTA
BETEPUHAPHBIX MPENapaToB.
Bapuanr 13
1. IlpaBuna rocyaapcTBEHHOM perucTpaluy JEKapCTBEHHBIX CPEACTB AJIsl )KUBOTHBIX U
KOPMOBBIX 10OaBOK.
2. JInueH3upoBaHHUE NIEATEIFHOCTH, CBI3aHHONH ¢ 000POTOM HAapKOTHYECKUX CPEACTB H
NICUXOTPOIHBIX BEIIECTB.
3. bendapmakom u XenBer: XxapakTepUCTHKA (UPMBI-IIPOU3BOAMUTENS U aCCOPTUMEHTA
BETEPUHAPHBIX MTPETIAPATOB.
Bapuanr 14
1. IIpou3BOACTBO M M3TOTOBJIEHUE JIEKAPCTBEHHBIX CPEACTB U MMMYHOOHMOJOTHYECKUX
MpernapaToB, MpeIHa3HAYEHHBIX /715 )KUBOTHBIX.
2. YcnoBUsA HCIIONB30BaHMUA HAPKOTUYECKUX CPEACTB M IICUXOTPONHBIX BEUIECTB B
BETEPUHAPHBIX IEJISAX.
3. buArpo u Mepuan: XapakTepucTUKa (UPMBI-IPOU3BOANUTENS W aACCOPTUMEHTA
BETEPUHAPHBIX MPENapaToB.
Bapmuanr 15
1. Opranu3almOHHO-TEXHOJIIOTUYECKAs JOKYMEHTAIMsI Ha IPOU3BOJCTBO U U3TOTOBJICHUE
JIEKapCTBEHHBIX CPEACTB, MPEAHA3HAYESHHBIX JUISl "KUBOTHBIX.
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2. OTBETCTBEHHOCTh IOPUANYECKHX JIMI U (PU3NUYECKUX JIUI] 32 HApYLICHUS TpeOOBaHUI
3aKOHOJIaTeILCTBA B cpepe oOpaleHus JIeKapCTBEHHBIX CPEIICTB.
3. buoXum®apm u Mepk, Hlapn u oym (Merck&Co): xapakrepuctika (QupMsbI-
IIPOU3BOJIUTEIIS U aCCOPTUMEHTA BETEPUHAPHBIX NIPENapaToB.
Bapuanr 16
1. Pa3paboTka, TOKIMHUYECKHE U KIMHUYECKUE UCCIIEOBAHUS JIEKAPCTBEHHBIX CPEJCTB.
2. I'ocynapcTBeHHBIE, OTpacieBble W HHBIE CTaHAAPTBl B 00JacTh oOpalieHus
JIEKapPCTBEHHBIX CPENICTB, IPEJHA3HAYCHHBIX Ul )KUBOTHBIX.
3. Betkom u buoBera: XapakTepuCTHKa (UPMBI-IIPOUZBOAMUTENS W ACCOPTUMEHTA
BETEPUHAPHBIX MIPENapaToB.
Bapuanr 17
1. JIunensupoBanue GpapmMalieBTUYECKON AEATEIBHOCTH.
2. HopmaTtuBHO-TIpaBOBOE O0ECIIEYeHWE W MOHHUTOPUHI KauecTBa JIEKAPCTBEHHBIX
CPEICTB JIS )KUBOTHBIX.
3. BUK wu [Ildaiizep: xapakTepucThka (HUPMBI-IPOU3BOAUTENSS M aCCOPTUMEHTA
BETEPUHAPHBIX NIPENapaToB.
Bapuanr 18
1. JIunensupoBaHue AEATENbHOCTH B cepe oOpalleHusi JEKapCTBEHHBIX CPEICTB JUIS
KUBOTHBIX.
2. TpeGoBanus ¢enepaabHOro 3aKOHOAATENIbCTBA, NPEAbABISEMbIE K JAEATENbHOCTU B
chepe oOpareHus IeKapCTBEHHBIX CPEJCTB ISl J)KUBOTHBIX.
3. UnBeca u Amnu-Can: xapakTepucTHka (UPMBI-IPOU3BOAUTENE M aCCOPTUMEHTA
BETEPUHAPHBIX MPENapaToB.
BapuanTt 19
1. I'ocynapcTBeHHbII BETepUHAPHBIN HAI30p 3a OOpallleHHEM JIEKApCTBEHHBIX CPEICTB
JUISl JKUBOTHBIX.
2. I'ocymapcTBEHHOE yIpaBJIEHUE M MEHEKMEHT B 00J1aCTH 00paIeHHUs JT€KapCTBEHHBIX
CPEICTB, IPEJHA3HAYECHHBIX JUISl JKUBOTHBIX.
3. UnrepBer u baiiep: xapakrepuctuka (UPMBI-IPOU3BOAUTENSI U aCCOPTUMEHTA
BETEPUHAPHBIX MIPENapaToB.
Bapuanr 20
1. TpeGoBanus 3akoHoaTenbcTBa Poccuiickoit deaepannu K JumaM, oCymecTBISIOUINM
peann3aluio JIEKapCTBEHHBIX CPEACTB, IPEIHA3HAYEHHBIX JIJIS1 )KUBOTHBIX.
2. I'ocynapcTBeHHast CHUCTeMa KOHTpOJII KauecTBa, 3(PQeKTHBHOCTH, O€30MacHOCTH
JIEKapCTBEHHBIX CPEJICTB.
3. Mepuan u MocarporeH: XapakTepUCTHKa (UPMBI-IPOM3BOJUTENS U acCCOPTUMEHTA
BETEPUHAPHBIX MPENapaToB.
Bapuanr 21
1. OTBeTCTBEHHOCTh IOPUAWYECKUX JIUI U (PU3NUECKUX JIUIL 32 HapyIIeHUs TpeOOoBaHUI
3aKOHOJIATEeNbCTBA B chepe 0OpalleHus IEKapCTBEHHBIX CPEJICTB.
2. TIpou3BOJCTBO M HM3TOTOBJICHUE JIEKAPCTBEHHBIX CPEICTB U MMMYHOOHOIOTUYECKHX
IIPenapaToB, NPEeIHA3HAYEHHBIX /7S )KUBOTHBIX.
3. Hura-®apma wu Bupbak (Virbac): xapakrtepucTuka (UPMBI-TIPOU3BOANUTENS U
ACCOPTUMEHTA BETEPUHAPHBIX IPENapaToB.
Bapuant 22
1. CoGmoieHne nMIIaMHU, OCYIIECTBISIOIIUMH ONTOBYIO W PO3HHYHYIO TOPIOBIIIO
JIEKapCTBEHHBIMU CpEACTBaMHU, TpeOOBaHMI 3akoHOAaTeNbcTBa Poccuiickon dDenepanuu u
IIPaBWJI IPOJAKU JIEKAPCTBEHHBIX CPEJICTB
2. TlopsimoK WCTOJHEHUS TOCYHApCTBEHHBIMH OpraHaMd (YHKIHHA 10 TPUHSITHIO
HOPMATHBHBIX MPABOBBIX AKTOB M OKAa3aHUIO TOCYIApPCTBEHHBIX YCIyr B cdepe oOpalieHus
JIEKapPCTBEHHBIX CPEJICTB, IPEIHA3HAYEHHBIX JUISl dKUBOTHbIX.
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3. CeBa u ArpoBeT3alIUTa: XapaKTEPUCTUKA (DUPMBI-NIPOU3BOIAUTENS M aCCOPTUMEHTA
BETEPUHAPHBIX MIPENAPATOB.
Bapuanr 23
1. TpeGoBanus ¢enepaabHOro 3aKOHOAATENILCTBA, NPEABABISEMbIE K AEATEIbHOCTU B
cdepe oOpalieHus JIEKapCTBEHHBIX CPEICTB JIJIs )KUBOTHBIX.
2. HopmaTtuBHO-IpaBOBOE pEryjIMpoBaHue B cdepe IesATeIbHOCTH, CBSI3aHHOW C
oOpallleHuEeM JIEKAPCTBEHHBIX CPEJCTB 7S )KUBOTHBIX.
3. Ildaiizep 1 MUKpo-IIIIOC: XapaKTEPUCTUKA (PUPMBI-IIPOU3BOJUTENS U aCCOPTUMEHTA
BETEPUHAPHBIX MIPENapaToB.
Bapuant 24
1. TocynapcTBeHHbIE, OTpacjeBble W WHBIE CTaHAApThl B 00JacTH oOpameHus
JIEKapCTBEHHBIX CPEACTB, PEAHA3HAYEHHBIX JUISl dKUBOTHBIX.
2. OcobenHoctu obOparieHuss HAPKOTUYECKHUX JICKAPCTBEHHBIX CPEJICTB U MCUXOTPOITHBIX
BEIIIECTB.
3. ®opt domx nu Huta-®apm: xapakTepucTuka GUPMBI-TIPOU3BOJUTENS U aCCOPTUMEHTA
BETEPUHAPHBIX [IPETIAPATOB.
Bapuanr 25
1. IlpaBmiia rocyJapCTBEHHON pEruCTpalMy JEKApCTBEHHBIX CPEJICTB AJIS HKUBOTHBIX U
KOPMOBBIX TOOABOK.
2. TpeGoBanus ¢enepaabHOro 3aKOHOAATENIbCTBA, NPEAbABISEMbIE K JAEATENbHOCTU B
chepe oOpareHus JeKapCTBEHHBIX CPEJCTB ISl )KUBOTHBIX.
3. ®apmacopt u HMHBeca: XapakTepuCTHKa (UPMBI-IPOU3BOAUTENII U aCCOPTUMEHTA
BETEPUHAPHBIX MPENapaToB.
Bapuant 26
1. Pa3paboTka, JOKIMHUYECKHUE U KIIMHUYECKHUE NCCIIEI0OBAaHUS JIEKAPCTBEHHBIX CPECTB.
2. HopmaTtuBHO-IpaBOBOE pEryjJIMpoBaHuE B cdepe IesATeIbHOCTH, CBSI3aHHOW C
oOpallleHuEeM JIEKapCTBEHHBIX CPEJCTB /ISl )KUBOTHBIX.
3. Xenger u BUK: xapakrepuctuka QUPMBI-IPOM3BOIUTENSI U  acCCOPTUMEHTA
BETEPUHAPHBIX NPENapaToB.
Bapuant 27
1. JIuueH3upoBaHUe AEATEIBLHOCTU B cdepe oOpalleHHsl JeKapCTBEHHBIX CPEICTB IS
KUBOTHBIX.
2. IlpaBuiia rocyapcTBEHHON PETUCTPAIMH JIEKAPCTBEHHBIX CPENICTB IJISl KUBOTHBIX H
KOPMOBBIX 10OaBOK.
3. ®apmbuoser u Bupbak (Virbac):  xapakrepuctuka (QUPMBI-TIPOM3BOAUTEIS U
aCCOPTHMEHTA BETEPUHAPHBIX IPENapaToB.
Bapuanr 28
1. JIunensupoBanue GpapMalieBTUUECKON JEATEIbHOCTH.
2. TlpaBoBOe perympoBaHHEe NEATEIHHOCTH B chepe 000poTa HAPKOTUIECKUX CPEJICTB,
NICUXOTPOIHBIX BEIIECTB.
3. Arpodpam m baiiep: xapakrepucThuka (HUPMBI-IPOU3BOAMUTENS M aCCOPTUMEHTA
BETEPUHAPHBIX MPENapaToB.
Bapuanr 29
1. TocynapcTBeHHast cHcTeMa KOHTpOJs KauecTBa, 3((eKTHBHOCTH, O€30MacHOCTH
JIEKapCTBEHHBIX CPEJICTB.
2. YcnoBUsA HCIIONB30BaHMUA HAPKOTUYECKUX CPEACTB M IICUXOTPONHBIX BEUIECTB B
BETEPUHAPHBIX IEJISAX.
3. XapakTepUCTHUKa (GUPMBI-TPOU3BOIUTEIS U ACCOPTUMEHTA BETEPHUHAPHBIX IPErapaToB.
BapwanTt 30
1. TpeOoBanus ¢enepaabHOro 3aKOHOAATENILCTBA, MPEABSABISEMbIE K JEATEIbHOCTU B
chepe oOpareHus TeKapCTBEHHBIX CPEJCTB ISl )KUBOTHBIX.
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2. TpebGoBanus, MpenbsIBIIEMbIEe K JIUI[AM, JOMYCKaeMbIM K paboTe ¢ HApKOTHUYECKUMHU
CpE/ICTBAMHU M ICHUXOTPOITHBIMH BEIIECTBAMH.

3. Xapakrepuctuka  (UPMBI-IPOU3BOAUTENS M aCCOPTUMEHTAa  BETEPUHAPHBIX
Ipenaparos.

Bomnpoce! 1151 3alIUTHI KOHTPOJIBLHBIX PadoT

1. CoBpemennble TpeOOBaHMA K JICKQPCTBEHHBIM CpEICTBaM: 0O€30MacHOCTH,
s dexTrBHOCTH M KauecTBO. CrcTema obecriedyeHus] KauecTBa JIEKAPCTBEHHBIX CPEACTB HAa BCEX
JTanax ux CO3JaHMs U UCIOJIb30BaHUS.

2. B yem 3akiaroyaeTcsl 3Ha4€HHE CO3/JaHMs TOCYAApPCTBEHHOTO peecTpa JIEKapCTBEHHBIX
cpeacts, peructpoB u  kimaccuukaropo JIC. MexayHaponHble  HEMaTeHTOBAaHHBIC
HanMmeHoBanus (MHH) nekapcTBEeHHBIX BEIIECTB.

3. T'ocymapcTBeHHBIE NPHUHIMIIBI M TIOJOXKEHUS, perijameHtupytomue kadectso JIC.
Hopwmatusnas noxymentanus: ['ocynapcrBennas hapmakorest '@ XIV (cocras).

4. KaxkoBbl OCHOBHBIE IPUHIIMIIBI CTAHJAPTU3ALUN JIEKAPCTBEHHBIX CPEICTB?

5. Oxapakrepusyiite nonsatus O6mme papmakorneitapie cratbl (ODC), papmakoneitHbie
cratbu (PC), papmaxoneitnsie crateu npennpusataii (OCII).

6. Ponp H/I B noBBIILIEHNH KaueCTBA JIEKAPCTBEHHBIX CPENICTB.

7. MexayHapoaHble M pErruoHalbHbIe COOPHUKM YHU(UIIMPOBAHHBIX TPEeOOBaHUH H
metonoB ucnbiTanus JIC: mexayHaponnas ¢dapmakoness BO3, Eppomeiickas dapmakomnes u
Jpyrue pernoHaIbHBIC U HAIIMOHAJILHBIE (hapMaKoIIeH.

8. Ha3zoBuTe 0COOEHHOCTHU AESITENHHOCTH B cdepe oOpallleHus JeKapCTBEHHBIX CPEICTB,
IpeHAa3HAYEHHBIX JUIS JIEYEHUS KUBOTHBIX?

9. Ilepeunciure OCHOBHBIE 3amaun DenepaibHOrO OpraHa yYHpaBiI€HUS B LEJIAX
TOCYJapCTBEHHOTO PETYJIMPOBAHUS OTHOIICHUH B cepe oOpalieHus JIeKapCTBEHHBIX CPEICTB,
MpeHa3HaYEHHBIX JUIs )KUBOTHBIX.

10. KTo maer 3akirodyeHHE Ha JOMYCK K IPOU3BOJACTBY U NMPUMEHEHMIO JIEKAPCTBEHHBIX
CPENCTB, NPEJHA3HAUYCHHBIX JIJIs1 ’KUBOTHBIX ?

11. OnuiuTe NopsI0K rocyAapCTBEHHOTO BETEPUHAPHOTO HAJ30pa 32 JIEKAPCTBEHHBIMU
CpeicTBaMu AJis )KUBOTHBIX, BBO3UMBIMU U BBIBO3UMBIMU U3 POD.

12. Tlepeuncnute TpeboBaHHA K 0€30macCHOCTH B cdepe oOpallleHusi JIeKapCTBEHHBIX
CpEeACTB U OMOJIOTUYECKUX MPENapaToB, UCIOIb3YEMBIX B BETEPUHAPHH.

13. Onumnre GopMbl UHCIEKIIMOHHBIX MPOBEPOK?

14.  KakoBa NpOJOJDKUTENBHOCTh MEPONPUATHH IO TOCYAAPCTBEHHOMY KOHTPOJIIO
(Hamsopy)?

15. Ilepeuncanure AOKYMEHTHI IPEAOCTABISACT JEUEOHOE YUPEKICHHUE IS MOTydeHUs
JTULEH3UU?

16. Kakue Buabl papManieBTHUECKOH 1eSTENTbHOCTH MOAIEKAT JTULEH3UPOBAHUIO?

17. Kto uMeeT npaBo Ha MOJIy4€HUE JIULIEH3UU?

18. KakoB cpok neCcTBUS JIMIIEH3UU U KEM OH omnpenensercs?

19. Yto BKIIIOUAET B ce0s1 MOHITHE — «IKCIIEPTU3A JIEKAPCTBEHHBIX CPEACTB»?

20. Kakme perucrpaliioHHble JOKYMEHTBI M JaHHBIE TIPEACTABISAIOTCS B
Poccenpxo3nanzop?

21. OnumuTe BUABI BHYTPUANTEYHOTO KOHTPOJIA?

22. Kakue nexkapCcTBEHHbIE CPEACTBA MOJIEKAT FTOCYIAPCTBEHHOW PErUCTPALIUU?

23. KT0 nmpoBOJUT rocy1apCTBEHHYIO PETUCTPALIMIO JIEKAPCTBEHHBIX CPEACTB?

24. Yto rapantupyet cucrema GMP?

25. 3HaueHue rocyJapCcTBEHHOH (apMaKoreu.

26. OcHOBHBIE BOIIPOCHI MIPOIIEYPHI JIUIIEH3UPOBaHUS (hapMaIleBTUUECKON JIeATeTbHOCTH

27. llonHomouMs (eaepanbHbIX U PErHOHAIBHBIX MCIOJHUTEIBHBIX OpPraHOB IpU
oOpallleHnH JIeKapCTBEHHBIX CPEJCTB Ha Tepputopun Poccuiickoii @enepanuu.

38



28. KoHTposb MPOM3BOACTBA, U3TOTOBIICHHS KadecTBa, 3P(PEKTUBHOCTH U 0€30MaCHOCTH
JIC

29. JlunensupoBanue pnestenbHOocTH 1O obopoty HC, IIB u uX mpexypcopos,
KYJIbTUBHPOBAHUIO HAPKOCOAEPIKALUX PACTCHUIA

30. IIpeanpuHuMaTensCTBO B cdepe oOpallleHHus JIEKapCTBEHHBIX CPEICTB,0CHOBHBIC
MOJIOXKEHHUS

31. YronoBHast OTBETCTBEHHOCTH (papManieBTUYECKUX PaOOTHUKOB

32. Pa3paboTka ¥ COBEpIICHCTBOBAHUE CHUCTEMBI peructpanuu u ceprudukanuu JIC u
JPYTUX TOBApOB

33. TpeboBanus, npeabsABIseMble K JUIaM, JOMYIIEHHBIM K pad0oTe ¢ HAPKOTHUYECKUMHU U
NICUXOTPOITHBIMHU CPEICTBAMH

34. OcyuiecTBieHUE JEHCTBUHM 1T0 KOHTPOJIIO U HAA30PY 32 UCIIOJTHEHUEM HOPUINYECKUMU
¥ MHBIMU JIMIIaMU TPpeOOBaHMM 3aKOHOaTeNbCcTBA Poccuiickoit denepanmn

35. TocynapcTBeHHbIe, OTpacieBble M HHbIE CTaHAAPTBl B 00JacTH oOpalieHus
JIEKapCTBEHHBIX CPEACTB, MPEAHA3HAYCHHBIX JIJIsl J)KHBOTHBIX

36. IIpaBuia rocy1apCTBEHHOW PETUCTPALIMU JIEKAPCTBEHHBIX CPEACTB IS KUBOTHBIX U
KOPMOBBIX 100aBOK

37. Tlopsimok BBO3a JIeKapCTBEHHBIX cpeAcTB B Poccuiickyro depepanuio U BbIBO3a M3
Poccniickoit enepanuun

38. Pa3zpaboTka, TOKIMHUYECKHUE U KIMHHYECKHUE UCCIIEIOBAHUS IEKAPCTBEHHBIX CPEICTB

39. [IpumeHeHne Mep OTBETCTBEHHOCTH 3a HapyllleHUE 3aKoHojaTenbcTBa Poccuiickoit
Oenepaiuu B chepe oOpaleHus JIeKapCTBEHHBIX CPEICTB JIJIS 3KUBOTHBIX

40. [1nan ynpaBieHus puckamu no papMakoHaazopy

41. Iopsanok GhopMUPOBaHMS PETHCTPAIIMOHHOTO J0ChE Ha JICKAPCTBEHHBIN mpenapar u
TpeOOBaHUs K JOKYMEHTaM B €r0 COCTaBe

42. HopMaTuBHO-TIPaBOBbIE aKThl B c(hepe MPOU3BOJICTBA, UCIIOIb30BAHUS U YTHIN3ALUN
JIEKapCTBEHHBIX CPE/ICTB

43. HopmaTuBHO-IIpaBOBO€ OOECMEYeHHe W MOHHUTOPUHI KadyecTBa JIEKApPCTBEHHBIX
CPEACTB ISl )KUBOTHBIX

44. TpeboBanus 3akoHoIaTenbeTBa Poccuiickoi denepaiinu K Tuiiam, OCyIeCTBISIONINM
peann3aluio JIEKapCTBEHHBIX CPEJCTB, MPEAHA3HAUEHHBIX JJIs1 )KUBOTHBIX

45. TlpaBoBoe peryiMpoBaHue JesITeIbHOCTH B cepe o0opoTa HAPKOTUYECKUX U
NICUXOTPOITHBIX CPEJICTB

IIpoueaypa oueHUBaHUS KOHTPOJIbHBIX padoT

KontponbHble paboThl NPOBOAATCS [UIS CTYJAEHTOB 3a0YHOM (OpMBI OOy4YeHUS U
BKJIIOUYAIOT TPU BOIPOCA. 3a KOHTPOJIbHYIO paObOTy BBICTABISIETCSI OIIEHKA «3aueT/He3aueTy.

IIpu oueHke YpOBHS BBIOJHEHUS KOHTPOJIBbHON paOOThl, B COOTBETCTBHHM C
IIOCTABJICHHBIMHU LCIAMHU U 3aJadaMi AJI1 JaHHOI'O BHUJa yT~I€6HOI\/JI ACATCIIBHOCTH, MOT'YT OLITH
YCTAHOBJICHBI CIEAYIOIINE KPUTEPUH:

- yMeHHue paboTaTh ¢ 00bEKTaMHU U3yU€HUs, KpUTHUECKUMU HCTOYHUKAMHU, CIIPAaBOYHON U
SHIMKIIONIEIMUECKON JTUTEPaTypOH;

- YMEHHE coOMpaTh U CUCTEMATU3UPOBATh MPAKTUUECKUIM MaTepHa;

- YMEHHUE CaMOCTOSITEIIbHO OCMBICIIATH IPOOJIEMY Ha OCHOBE CYIECTBYIOIIMX METOJIUK;

- YMCHUCE JIOTUYHO U I'PaMOTHO HU3JIaraTb COOCTBEHHbBIE YMO3AaKIHOUYCHUA U BRIBOJbI,

- YMEHHUE aHAIM3UPOBATh U 00001aTh MaTepuall;

- YMEHHE NO0JIb30BAThCA II100aNbHBIMU MH(POPMALIMOHHBIMU PECYpPCaMU U MPAaBHIIBHO UX
IPENoJIHECTH B KOHTPOJIbHOM paborTe.

[Tpu oreHke ompenenseTcss MOJTHOTA M3JI0KEHUS MaTepHaja, KadeCTBO M YETKOCTh, M
MOCJIEI0BATEIbHOCTh HW3JI0KEHUSI MBICIEH, HaJM4yhe OOCTAaTOYHBIX MOSCHEHWUH, KyJlIbTypa B
MPEAMETHOM 00JIaCTH, YUCIIO U XapaKTep OMMOOK (CYIIeCTBEHHBIC UITN HECYIIECTBEHHBIE).
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CymiecTBeHHBIE OMMOKHU CBSA3aHBI C HEOCTATOYHOM TITyOMHON M 0CO3HAHHOCTHIO OTBETA
(Hampumep, CTYyJIEHT HEMPaBHJIBHO yKa3aJl OCHOBHbBIE IPU3HAKU MOHATUH, SIBJICHHM, HEMTPAaBUIBHO
C(bOpMy.]II/IpOBaHbI 3aKOHBI WJIKM IIpaBuJjia U T.II. UJIKM HE CMOI' IPUMCHUTH TCOPCTUUCCKUEC 3HAHUSA
JUTsL OOBSICHEHUS TPAKTHUUECKUX SIBJICHMUIA. )

HecymecTBeHHbIE OIMOKU OMPEAEISIOTCS HEMOJIHOTON OTBEeTa (HAmpuUMEp, CTYIECHTOM
yIOylieH U3 BUJa KaKOM—IuO0 HexapakTepHbIH (akT MpU OTBETE HA BOMPOC) K HUM MOXKHO
OTHCCTHU OIIMCKH, JOIMYIICHHBIC 110 HCBHI/IMaTCJIBHOCTI/I).

Kpurepum oueHkun

- OIIEHKA «3a4eT» BBHICTABIIACTCSA B Clydae, €ClId KOHTPOJIbHAs padoTa BBHIMOJIHEHA II0
CBOEMY BapHaHTy, JOMYIIEHO [0 Ka)KJOMY BOIIPOCY IO OJHOM HECYyIEeCTBEHHOU ommnbKe 1 Ha
OJIMH BONPOC JOMYIEHAa OJHA CYIIECTBEHHAas OIIMOKA, MPUBEICHbI PHUCYHKH, TAOIULBI U
WUTIOCTpAIMK, TpeOyrollue 3TH MOsICHeHUSI 110 paboTe.

- OIICHKA «HE3a4eT» BBICTABIISIETCS B CITydae, €ClId KOHTPOJIbHAS pa00Ta BHIMIOTHEHA HE 110
CBOEMY BapUaHTy, JOMYLIEHO MO MATHAECATH MPOIEHTaM BOIMPOCOB MO OJHOW CYIIECTBEHHOMN
omunoOKe, He MPUBEACHBI PUCYHKH M WJUTFOCTPAIUH | T.I1. TI0 padoTe, TPEOYIONINe ST MOSICHEHUS
K [IOCTaBJIEGHHOMY BOIIPOCY.

4. TeMBI JOKJIA0B

1. T'ocymapcTBeHHOE PETyIMpPOBaHWE OTHOILICHHWH, BO3HUKAIOIMX B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEACTB, MPEAHA3HAYEHHBIX JUISl "KUBOTHBIX.

2. Cucrema cepTHU(HUKAIMH JTEKAPCTBEHHBIX CPEJICTB JIJIS )KUBOTHBIX.

3. HopmaruBHO-paBoBoe o0ecledeHne M MOHMTOPUHI KadyecTBa JIEKapCTBEHHBIX
CPEJCTB, NPEAHA3HAYEHHBIX JUISl )KUBOTHbIX.

4. TlpaBuiia rocyJapCTBEHHOM PETUCTpalMU JICKAPCTBEHHBIX CPEJICTB Ui KUBOTHBIX U
KOPMOBBIX JTOOABOK.

5. TIpou3BOACTBO JIEKAPCTBEHHBIX CPEICTB M HMMMYHOOMOJOTHMYECKUX IPEnaparos,
IpeIHa3HAYEHHBIX JUJIsl )KUBOTHBIX.

6. Pa3zpaboTka, 10- 1 KIMHUYECKHE HCCIIEeI0BAHNUS JIEKAPCTBEHHBIX CPE/ICTB.

7. JIneH3upoBaHUE KaK MEXaHU3M IOCYIapCTBEHHOTO PEryIMPOBaHUs Chepbl 0OpaIieHus
JIEKapCTBEHHBIX CPE/CTB.

8. JluueH3upoBaHUE [eATEIbHOCTH B cdepe oOpallleHus JIEeKapCTBEHHBIX CPEJICTB,
NpeHa3HAYSHHBIX JJIS )KUBOTHBIX.

9. 'ocynapcTBeHHas cucTeMa KOHTpOJIs KauecTBa, 3¢ dexTuBHOCTH, Oe30macHocTH JIC.

10. TpeGoBanusi 3akoHOAarenbcTBa Pd K JHIaM, OCYLIECTBISIONIMM ONTOBYIO U
PO3HUYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMU CPECTBAMHU, PEAHA3HAYEHHBIMHU ISl )KUBOTHBIX.

11. IlpaBoBOE perynupoBaHue AeATENBHOCTH B cdepe obopora HapkoTHueckux JIC u
MICUXOTPOIHBIX BEIIECTB.

12. VYcnoBus wucnosnb3oBaHuss Hapkotudeckux JIC M TNICHXOTPONHBIX BEIECTB B
BETEPUHAPHBIX IIEJISAX.

13. T'ocynapcTBeHHBIN BETEPUHAPHBINA HA30D 3a JIEKAPCTBEHHBIMH CPEJCTBAMH ISl JKABOTHBIX,
BBO3MMBIMH U BBIBO3UMBIMH 13 PO.

14. OpuruHanbHble U BOCHPOU3BE/ICHHBIE JIEKAPCTBEHHbIE cpeacTBa. [IpuHIMNUanbHbIe
pazInyus.

15. ®anbcupoBaHHbIE, HENOOPOKAYECTBEHHbIE M KOHTpa(akTHbIE JIEKapCTBEHHbIE
cpenctna. [IpuHIMNIUaNbHbBIE pa3IHYUsL.

16. Ilpon3BoACTBO M MapKUPOBKA J€KapCTBEHHBIX cpencTB. Ctannapt GMP.

17. Tlopsamox BBO3a JIEKAPCTBEHHBIX CpeACTB Ha Tepputoputo Pd u BbIBO3a
JIEKapCTBEHHBIX CPEACTB ¢ Tepputopun PO.

18. IIpaBuia oTmycka HAPKOTUYECKUX M MCUXOTPOMHBIX BEIIECTB, 3apErUCTPUPOBAHHBIX
B KQ4eCTBE JIEKAPCTBEHHBIX MPETapaToB.

19. TIlpaBuia XpaHeHUS JIEKapPCTBEHHBIX MPETIAPATOB B aITEUHBIX OPTaHU3AIUAX.

20. YHHYTOXEHHUE JIEKapCTBEHHBIX cpeacTB. OCHOBAHUS U NOPSI0K YHUUTOKEHHS.
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Bomnpocsl k 3ammTe 10KJI210B

1. B yeM 0COOEHHOCTH AEATENBHOCTH B cdepe oOpamieHHs JIEKapCTBEHHBIX CPEICTB,
MpeHa3HAYCHHBIX [ JICUSHUS KUBOTHBIX?

2. OcHoBHble 3a1aun DenepaqbHOr0 OpraHa YIpaBi€HUs B LEISAX TI'OCYJapCTBEHHOI'O
peryJivpoBaHus OTHOIICHUN B chepe oOpallleHus: JIEKapCTBEHHBIX CPEACTB, MpeAHa3HAUEHHBIX
JUTS 5)KUBOTHBIX.

3. Kro nmaer 3akiroueHue Ha JOMYCK K MPOU3BOACTBY M NMPUMEHEHHIO JIEKAPCTBEHHBIX
CpEICTB, NIPEAHA3ZHAYCHHBIX AJIs1 dKUBOTHBIX?

4. TocynapCTBEHHBIM BETEpUHAPHBIA HAI30p 3a JIEKAPCTBEHHBIMH CPEICTBAMH IS
’KUBOTHBIX, BBO3UMBIMU U BBIBO3UMBIMU 13 PD.

5. TpeboBanusa k Oe3omacHOCTH B cdepe oOpalieHus] JEKapCTBEHHBIX CPEICTB U
OMOJIOrMYECKUX MPEnapaToB, UCIIOIb3YEMbIX B BETEPUHAPUH.

6. Kakue cymectBytoT GOpMbl HHCIIEKIIMOHHBIX TPOBEPOK?

7. KakoBa MNpOJOIKHUTEIBHOCTh MEPONPUSATUN [0 TOCYJApCTBEHHOMY KOHTPOJIIO
(Hamsopy)?

8. Kakue qoKyMeHThI IPEeIOCTABIISET JIEUEOHOE YUPEKACHHUE JUIsl TOIYyUEHUS JTULECH3UU?

9. Kakue BubI (papmMarieBTUUECKON AESITETbHOCTH MOIJIEKAT JINLIEH3UPOBAHHIO?

10. KTo nmeeT npaBo Ha MOJIy4€HUE JIULIEH3UU?

11. KakoB cpok A€iCTBHS JIMIEH3UU U KEM OH ompeaesseTcs?

12. Yto BKIIFOYALT B c€0sl MOHITHE — «IKCIIEPTH3A JIEKAPCTBECHHBIX CPEACTBY?

13. Kakue perucrpanvioHHsle JOKYMEHTHl M JaHHbIE MPEACTABIAIOTCS B
Poccenbxo3nanzop?

14. Kakue cyniecTBYOT BH/Ibl BHYTPUANITEYHOTO KOHTPOJIA?

15. Kakwue nexkapcTBEHHBIE CPE/ICTBA MOJICKAT TOCYAAPCTBEHHON pErucTparuu?

16. KTo nmpoBOoAUT rOCyIapCTBEHHYIO PETUCTPALIMIO IEKAPCTBEHHBIX CPEACTB?

17. Yro rapantupyet cucrema GMP?

18. 3naueHue rocyiapcTBEHHON (hapMaKoImeu.

IIponenypa oueHnBaHuUsI 10KIA0B

B paboueilt mporpamMme TUCIHUTIITUHBI IPUBOAUTCS MEPEYEHb TEM, U3 KOTOPHIX CTYACHT
MO>KET BBIOpaTh TEMY JTOKJIa/a.

[TapameTpsl OIIEHOYHOTO CPEACTBA!

- UH(pOpMaIIMOHHAS TOCTATOYHOCTh

- COOTBETCTBUE MaTepurasa TeMe U TUIaHy

- CTHJIb U SI3bIK W3NIOKEHUS (MCTHOJIh30BAaHUE HAYYHOTO M CIEHHMAIBLHOTO MOHSITUHHOTO
ammapara, osiCHeHHe HOBBIX TEPMUHOB, JIAKOHUYHOCTD, MPABWJIBHOCTh PUMEHEHHUS IIUTAT U JIP.)

- HaJIn4Ke COOCTBEHHOM MO3HUIINHI

- UCTIOJIb30BaHUE WILTIOCTPATUBHOTO MaTepraa

- aZIEKBaTHOCTh U KOJUYECTBO MCIIOIb30BAHHBIX HCTOYHHUKOB (5-10)

- BJIaJICHUE MaTEPUATIOM.

Ha npeacrasnenne noknanga orsoautces 10-15 Munyr.

Kpurtepun ouenku

- OLIGHKA «3a4eT» BBICTABISCTCA B Cllydyae, €CJId JIOKJIaJ BBINOJHEH KAaueCTBEHHO, B
COOTBETCTBUU C BBIOPAHHOMW TEMOM, COMMPOBOXKIAETCS WILTIOCTPATUBHBIM MaTepUajoM, TTIOKa3aHO
CBOOOJHOE BIAJCHHE MAaTEpUATIOM U TIOHATUHHBIM ammapaToM, OTBETHl Ha BOMPOCHI YETKHE,
MOJTHBIC, ApTYMEHTHPOBAHHBIE.

- OIICHKA «HE3a4eT) BBICTABISETCS B CIIy4ae, €Cld JOKJIAJ BHITIOJHEH HE 1O BBIOPaHHOMN
TeMe, HE COIMPOBOXK/IACTCA WILUTFOCTPATHBHBIM MaTepHajoM, IMOKa3aHO HEIOCTATOYHOE BIJIAJICHUE
MaTepuaIoM U TIOHATUHHBIM anmapaToM, HETIOJIHO PACKPBITO COACpPKAHKE TPOOIEMbI, OTBETHI Ha
BOIPOCHI HEYETKHE, 0€3 apryMEHTAIUH.
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