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[Tpu pa3paboTtke paboueit mporpaMMbl y4eOHOU JUCIUTIIMHBI B OCHOBY TOJO0XKEHBI:

1) ®I'OC BO mno HampaBieHHIO TMOATOTOBKM (cmenuanbHocTtH) 36.05.01
Berepunapus, yTBepkJIeHHbIH MHUHUCTEPCTBOM 00pa3oBaHus M HaykKu PD oT « 22 »
ceHtsa0ps 2017 r., mpukaz Ne 974,

2) VY4eOHblii TUIAaH  OCHOBHOM  oOpa3oBarenbHOM  mporpammbl — 36.05.01
Berepunapus, nanpasieHHOCTh «BerepuHapus», onodbpen Yuenbim coerom ®I'BOY
BO I'AY Cesepnoro 3aypaibs oT « 31 » mas 2024 r. I[Iporokon Ne 14.

PabGouas mporpamma y4eOHOM AMCHMIUIMHBI oOJ00peHa Ha 3acedaHuM Kadeapbl
HEe3apa3HbIX OOJIE3HEH CEeIbCKOXO3IMCTBEHHBIX KUBOTHBIX OT « 31 » wMas 2024 r.
IIpoTokon Ne 9.

3aBenyronui kapeapoi g O.A. CronboBa

PaGouass mporpamma ydeOHOW AUCIUIUIMHBI OJ00pEHa METOJUYECKOW KOMHCCHEH
HNucTuTyTa OMOTEXHOJOTMM M BETepUHApHOW MeauuuHbl oT « 31 » wmas 2024 r.
[Ipotokon Ne 9.
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[Ipencenarens METOAMYECKOW KOMUCCUU UHCTUTYTA @ M.A.YacoBIIuKOBa

PazpaboTunk:

Cxocbipckux JI.H.

TOLIEHT Kadenpsl He3apa3HbIX O0Je3HEH CeTbCKOXO3SHCTBEHHBIX JKUBOTHBIX, KaHAUIAT
BETEpHUHAPHBIX HAYK

JIMpeKTOp HHCTUTYTA: A.A. baxapes



1. IlepedeHb MIaHUPYEMBIX Pe3yJabTATOB 00y4eHHs MO JMCHHUIIJIMHE, COOTHECEHHBIX
¢ IVIAHNPYEeMBbIMH pe3yJbTaTaMH 0CBOCHHS 00pa30BaTebHOI NPOrpaMMbl

Koo [lepeueHb MIaHUPYEMBIX
Pesynbrarsl WNHpaukaTop nocTukeHus
Komne- PE3yNIbTaTOB O0YUYEHUS TI0
OCBOECHUS KOMIIETEHIINHU
menyuu JUCHUIIIINHE
BHaAmMb:
- TpeboBanus (eaeparbHOro
3AKOHO/IATEIbCTBA, IPEABSBISIEMBIC
K eI TEIILHOCTH B chepe
oOpallieHus JeKapCTBEHHbIX
CPE/ICTB JJIsl ’KUBOTHBIX
- 00IIKEe MPUHIIMITBI Pa3paboOTKH,
MCIIBITAHUSL U PETUCTPALIUU
lIeKapCTBEHHBIX CPEJICTB
- IPaBUJIa FOCYJAapPCTBEHHOMN
[PErUCTPALIMK JIEKAPCTBEHHBIX
CPE/CTB JIJIsl ’KUBOTHBIX U
KOPMOBBIX T00ABOK
- TIOPSIJIOK JIMIICH3UPOBAHUS
[TPOM3BOJICTBA JIEKAPCTBEHHBIX
Criocoben mIanupoBaTs W 116 e CpencTB u (hapMaIeBTHUECKOM
EES:SEEHOHHO_ Opranu3syeT yrpaBieHue e TeTILHOCTH B chepe oOpalieHus
TeXHUYECKHE U Ka4€CTBOM U aHAIIMU3UPYET [IEKapPCTBECHHLIX CPEACTB LA
BETCpUHAPHBIC PE3yJIbTaTbl MOHUTOPHUHI'A  [KUBOTHBIX
MEPONPUSATHS KAueCTBA JIEKAPCTBEHHBIX  [pmemb:
HaIIpaBJICHHBIC Ha CPEACTB ISl ’KUBOTHBIX U - ITI0JIb30BATHCSI HOPMATUBHO-
K-4 i;?;;gbfzzig;m u MCITOTHCHHS TPpeOOBaHUM [IPaBOBbIMH NOKYMCHTAMH,

PKBOTHBIX

BakoHo1aTesbcTBa PO
cyOBeKTaMu
(hapmareBTUIeCKOn
IMesITeNbHOCTH B chepe
oOpallieHus J1eKapCTBEHHbIX
CPEZCTB Il BETCPUHAPHOTO
MPUMEHCHHUS

[peraaMeHTHPYIOIUMU
[TPOU3BOJICTBO JIEKAPCTBEHHBIX
[pernapaToB U (papMaleBTHUECKYIO
esITeIbHOCTD B chepe oOpaleHus
lTeKapCTBEHHBIX CPE/ICTB IS
BETEPUHAPHOT'O IPUMEHEHMS
61a0ems:

- HaBbIKaMH pabOThl ¢ HOPMATUBHO-
[IPaBOBBIMU JIOKYMEHTaMH,
[PETYJINPYIOIIKMMHU ITPOU3BOJCTBO
TeKapCTBEHHBIX CPE/ICTB U
(bapMarieBTUYECKYIO e TEeIbHOCTD
B c(hepe oOpameHus
lIEKapCTBEHHBIX CPENCTB IS
BETEPUHAPHOTO NPUMEHEHUS

- AJITOPUTMOM JIEUCTBUH 110
HaA30py U KOHTPOJIIO 32
VICIIOJIHEHUEM FOPUINYECKUMU U
MHBIMU JIMIIaMU TpeOOoBaHUI
3akoHomarenscTBa PD B chepe
oOpallieHus JeKapCTBEHHbIX
CPEJICTB AJIs1 ’KUBOTHBIX

2. MecTO AUCHUILIMHBI B CTPYKTYpe 00pa30BaTe/IbHOM MPOrpaMMbl




JlaHHast AMCUMIUIMHA OTHOCUTCS K brnoky [ 4yactu, GOpMHpPYyEeMOH Yy4aCTHHKAMH
00pa3oBaTeNbHBIX OTHOIICHUI 00pa30BaTeILHON MPOTPaMMBbl

Jis vM3ydeHusl MUCHUIUIMHBI HEOOXOAMMBI 3HaHUS B oOmactu: JIaTMHCKHWHA SI3BIK C
BETEpUHAPHON TepmuHoJoruei, Heoprannueckas m ananutuyeckass xumus, OpraHuyeckas u
¢duskomtonaHas Xxumus, bruonorudeckas xumus, bronorus, AHaTOMus KUBOTHBIX, L{uTomorus,
rucroioruss u sMmOpuonorus, DU3HONOTHS U OITOJOTUS >KUBOTHBIX, llatomoruueckas
¢usnonorusi, BerepunapHas wummyHoJnorusi, BerepunapHas pamuoOuonorus, OrnepaTuBHAS
XUpyprus ¢ ronorpaduueckoit anaromueii, [lapazutonorus u HHBa3MOHHbBIE OOJIE3HHU.

CoBpemeHHBIE MPOOIEMBI HAYKH M MPOU3BOJICTBA B BETCPUHAPHOU (apMaliul SBIISICTCS
MpeIIeCTBYIOMEH JUCHMILTUHON sl AUCcUUIUINH: Tokcukomnorus, O01mas u yacTHasi XUpyprus,
BryTtpeHnHue He3apasHble 00JIe3HH, DMU300TONIOTHS U MH(EKIMOHHBIC O0Jie3HH, BeTepuHapHo-
caHuTapHas ’KcnepTusa, [laTomornyeckas aHaroMus ¥ cy1e0HO-BEeTepUHAPHAS SKCIIEPTH3A.

Juctumimaa wu3ydaercst Ha 5 kypce B 10 cemectpe mo ounoit gopme oOydeHus, Ha 6
Kypce B cemectpe C 3a04HOl (hopme.

3. O0beM AUCHUNIMHBI U BUABI Y4eOHOH padoThI
OO0m1as TpyA0€MKOCTh AUCHHUILUIMHBI cocTaBisieT 108 yacoB (3 3aueTHbIE €AMHUIIBI)

Bun yuebHOM paboTh (dhopma oOyueHus
OYHas 3a04YHas
AyIMTOPHBbIE 3aHATHS (BCEro) 48 14
B mom uucne: - -
JlekiimoHHOTO THIIA 24 6
CeMHHApCKOTO TUIA 24 8
CamocTrosiTejibHAsi pa6oTa (Bcero) 60 94
B mom yucne: - -
[TpopaboTka MaTepraia JeKIUH, 30
MOATOTOBKA K 3aHATHUIIM 71
CaMOCTOSITENIbHOE U3YUYEHUE TEM 15
KoHTponbHBIE paboTHI - 23
Jloxman 15 -
By npome:KyToO4HON aTTeCTalluy 3a4eT 3a4eT
OO01mas Tpy10eMKOCTh 108 108
3 3.e. 3 3.e.

4. Conep:xkanue QUCHUNTIHHBI
4.1. Conepxanue pa3iesioB AU CHUIIHHBI

No i/ri| HammeHnoBaHme pazzena Conepxanue pazaena
JUCHUTITUHBI
1 2 3
1 HopmartuBHo-ipaBoBoe | TpebGoBanus benepanbHOTO 3aKOHOJIaTEIbCTBA,

pEryIupoBaHue B chepe  [MpeabsBIsIeMble K JEATEIRHOCTH B cdepe oOpaiieHus
e TENIbHOCTH, CBSI3aHHON [IEKapCTBEHHBIX CPEACTB JJs JKHBOTHBIX. | OCyTapCTBEHHOE

c oOpaleHueM [pEeryJupoBaHNE  OTHOIIEHWW, BO3HHKAWIUX B  chepe
NIEKapCTBEHHBIX CPEJICTB  [00OpaIleHHs JIGKAPCTBEHHBIX CPEACTB, MpEAHA3HAUYEHHBIX I
TSI JKUBOTHBIX PKUBOTHBIX.  [lOpSOK  WMCMOMHEHUsS  TOCYIapCTBEHHBIMHU

opraHamu (yHKUMH 10 TPUHATHIO HOPMATHUBHBIX IPABOBBIX

4



AKTOB M OKAa3aHUIO TOCYAAPCTBEHHBIX YCIYyl B YKa3aHHOU
oOmactu. HopmaTtuBHO-TIpaBOBOE peryiMpoBaHue B cdepe
NesITeIbHOCTH, CBS3aHHOM C OOpalleHHeM JIeKapCTBEHHbBIX
CPEICTB i1 KUBOTHBIX. OCyIECTBICHHE JEUCTBUH 11O
KOHTPOJIIO M HAA30py 3a HCIOJHEHUEM IOPHIUYECKUMH U
MHBIMU JIUIIAMH TpeOOBaHHWM 3aKoHoOJaTenbcTBa Poccuiickoi
Denepanuu.

2 I'ocynapcrBenHnas O0630p rocynapcTBEHHBIX, OTPACICBBIX U MHBIX CTaHJIAPTOB B
CHUCTEMA KOHTPOJIS o0JsacTu oOparieHus JIEKapCTBEHHBIX CPEICTB,
Ka4yecTBa, 3 (HEeKTUBHOCTH, [MPEAHA3HAYCHHBIX /IS JKUBOTHBIX. |'OCyapcTBEHHas CHCTEMA|
0e30MacHOCTH KOHTPOJIS KayecTBa, s¢(dheKkTUBHOCTH, 0e301MacHOCTH
IIEKapCTBEHHBIX CPEACTB  [TEKapCTBEHHBIX CpeacTB. HopMaTHBHO-TIpaBOBOE 0OECTICYCHHE

Y MOHUTOPUHI KayecTBa JIGKAPCTBEHHBIX CPEACTB  JJIA
KUBOTHBIX. CHCTeMa cepTHU(HUKAIINN JTEKAPCTBEHHBIX CPEJICTB.

3 IIpaBuiia [IpaBuia rocynapCTBEHHONW pPETUCTPALIUU JIEKApPCTBEHHBIX
roCy/1apCTBEHHOU CPEACTB JUIS )KUBOTHBIX U KOPMOBBIX J100aBOK. [Ipon3BoacTBO U
[pErucTpanuu M3rOTOBJIICHUE JIEKapCTBEHHBIX CPEICTB "
IIEKapCTBEHHBIX CPEICTB  [UMMYHOOMOJIOTHYECKUX IIPEnaparoB, IPEAHA3HAUYEHHBIX IS
TUISl JKUBOTHBIX U PKUBOTHBIX. (OpraHu3allMOHHO-TEXHOJOTMYECKas JOKyMEHTa-
KOPMOBBIX TOOABOK. musi.  PaspaGoTka, — JAOKIMHMYECKHME W KIMHUYECKHUE
13roToBIEHNE U KOHTPOJIb [MCCIIENOBAHMS JIEKAPCTBEHHBIX CPEACTB.

KauecTBa JIEKAPCTBEHHBIX
[IPENapaToB JUIsl )KUBOTHBIX

4 JInueHsupoBaHue JInueHsupoBanue (dapmaneBTHIeCKOi JEATEIIbHOCTHU.
(bapMmareBTHYECKON JlunieH3upoBaHue  JeATeNbHOCTH B chepe  oOpareHus
IeSITEIbHOCTH IIeKapCTBEHHBIX CPEJICTB JUIsl dKUBOTHBIX

5 I'ocynapcTBeHHBIN ['ocynapcTBeHHBINH BeTEpUHAPHBIM HaA30p 3a COOJIOJIEHHEM
BETEPUHAPHBINA HAA30p 32  [FOPUANUECKUMHU JTULaMH, WHIUBUAYAJIbHBIMU
oOpaleHneM NpeJNpUHUMATEIIMA U TpaxJaHaMM TpeOOBaHMH 3aKOHOB U
IIEKAPCTBEHHBIX CPEJICTB  [MHBIX HOPMAaTUBHBIX NMPaBOBBIX akTOB Pocculickonn denepanun
TUTS1 JKUBOTHBIX B 00J1aCTH 0OpalleHus IEKaPCTBEHHBIX CPEJCTB IS ’KUBOTHBIX.

6 [TpaBoBbIE ocHOBbI| [IpaBoBoe perynupoBaHue AESITEILHOCTH B cdepe obopora
OCYILIECTBIICHUSI  JI€ATEIb-HAPKOTHUECKUX CPEICTB, IICUXOTPOITHBIX BELIECTB.
HOCTH, CBSI3aHHOM c/lunensupoBanre J€ATEIbLHOCTH, CBSI3aHHOM ¢ 000poTOM|
oOpaleHneM HapKOTU-HAPKOTUYECKHUX CPEJCTB U IICUXOTPOIHBIX BELIECTB.

YECKUX JeKapcTBeHHbIX| TpeOoBaHMs, NpeAbsBISEMble K JIMIAM, JOMYCKAaeMbIM K
CPEACTB U INCUXOTPOI-HBIXpabOTe € HAPKOTUYECKMMHU CpEACTBAMH U TICUXOTPOIHBIMH
BEIIECTB BelIECTBaMU. Y CIIOBHS UCIIOJIb30BaHUS HAPKOTHUECKUX CPENICTB
1 TICUXOTPOIIHBIX BEIIECTB B BETEPUHAPHBIX LIEIIAX.
4.2. Pa3gesl AMCOUILINH M BUALI 3AaHATHH
ouHast popMa 00ydeHUs
Ne  [HammeHoBaHMe pa3aena JUCHUTUIMHBI Jlexumonn| Cemmuapckoro | CPC | Bcero
n/n Oro THIa THIIA Jac.
1 |HopmaTuBHO-IpaBOBOE pEryJMpoOBaHUE B 4 4 10 18




chepe NESTEIIbHOCTH, CBA3aHHOMN C
0OpalieHneM JIEKapCTBEHHBIX CPEJICTB s
PKUBOTHBIX

2 l'ocynapcTBeHHas cucTeMa KOHTPOJIS
KadecTBa, 3pPEKTUBHOCTH, OE30MTACHOCTH
TIEKapCTBEHHBIX CPEJICTB

10

18

3 [IpaBuiia rocy1apcTBEHHON PEeTUCTpallin
NEKAPCTBEHHBIX CPEJICTB JUIS 5)KUBOTHBIX U
KOPMOBBIX 100aBOK. M3roroBnenue u
KOHTPOJIb Ka4eCTBa JIEKAPCTBEHHBIX
[pernapaToB JUIsl >KUBOTHBIX

10

18

4 Jlunien3upoBanue GpapMareBTUICCKOM
eATETbHOCTH

10

18

3) I'ocynapcTBeHHBINM BETEpUHAPHBINA HAA30D
3a 00palleHNneM JIEKaPCTBEHHBIX CPEJICTB IS
PKUBOTHBIX

10

18

6 | IIpaBoBBIE OCHOBBI OCYIIECTBICHHUS
NEeSITeIbHOCTH, CBSI3aHHOM C 00palleHueM
HApKOTHUYECKUX JIEKAPCTBEHHBIX CPEJICTB U
[ICUXOTPOIHBIX BEILIECTB

10

18

Bcero yacos

24

24

60

108

3aouHas hopma 0OydIeHHUS

Ne /1 [HanmeHOBaHUe pa3zena TUCIHUILTHHEL

JlexumoHH
Oro THuIa

CemMuHaApCKOTO
TUTIA

CPC

Bcero
yac.

1 |HopmaTuBHO-TIpaBOBOE pPETYJIMPOBAHHE B
chepe  IEATENbHOCTH,  CBA3aHHOW
oOparieHueM JICKapCTBEHHBIX CPEACTB IS
PKUBOTHBIX

1

1

16

18

2 ['ocymapcTBeHHas cucTeMa KOHTPOJIIS
KayecTBa, 9 (HEeKTUBHOCTH, 0€30MMaACHOCTH
MeKapCTBEHHBIX CPEJICTB

16

18

3 ITpaBuiia rocy1apCTBEHHON PErUCTpalun
IEKapCTBEHHBIX CPE/ICTB VIS KUBOTHBIX U
KOPMOBBIX 100aBoK. M3rotoBneHue u
KOHTPOJIb KaueCTBa JIEKApCTBEHHBIX
MpenapaToB Ui KUBOTHBIX

16

18

4 JluniensupoBanue papMarneBTUICCKOM
e TeIbHOCTH

15

18

5 I'ocynapcTBeHHBIN BETEpUHAPHBIN HAA30D
3a 00paleHneM JIEKapCTBEHHBIX CPEJICTB
TUTS 5)KMBOTHBIX

15

17

6 [TpaBOoBBIE OCHOBBI OCYIIIECTBICHHS
MesTeIbHOCTH, CBS3aHHOM C 0OpaleHneM
HAPKOTHUYCCKHUX JICKAPCTBCHHBIX CPCIACTB U
MCUXOTPOITHBIX BEIIECTB

16

19

Bcero yacos

94

108

4.3. 3aHATHS CEMMHAPCKOIO THIIA




Ne i/t

No paznena
JIACIIUII-
JIMHBI

Tema

TpynoeMKoCTh

(dac)

oYyHasA

3a049Has

TpeboBanus benepanpHOTO 3aKOHOJIATEIbCTBA,
peIbsBIseMble K AESITeIbHOCTU B cdepe olpalieHus
ITeKapCTBEHHBIX CPEJICTB IS dKUBOTHBIX.

4

1

locymapcTBeHHass CHCTEMa KOHTPOJS — KadecTBa,

B (HEeKTUBHOCTH, Oe3omacHoCTH JICKapPCTBEHHBIX
cpenctB. HopmaTtuBHO-TIpaBoBoe  oOecriedeHue U
MOHUTOPHHI KauyeCTBa JICKAPCTBEHHBIX CPEACTB IS
PKMBOTHBIX. CHcTemMa cepTH(QUKAIUMKE JICKAPCTBEHHBIX
CPENCTB.

[MpaBuiia rocy1apCTBEHHON perucTpaIuu
ITeKapCTBEHHBIX CPEICTB IS JKUBOTHBIX M KOPMOBBIX
mo6aBok. Pa3paboTka, MOKIMHHYECKHWE W KIMHHYECKUE
HCCIIeIOBAaHMSI JIEKAPCTBEHHBIX CPE/ICTB.

UlnnensupoBanne JeaTenbHOCTH B cdepe oOparieHus
ITeKapCTBEHHBIX CPEICTB ISl JKUBOTHBIX

["ocynapcTBEeHHBIM BETEPUHAPHBIN HaJ30p 3a
COOII0EHNEM IOPUINYECKUMU JINIIAMHU,
VHIUBUYyJIbHBIMU MpEAITPUHUMATEISIMHA u
rpak iaHaMu TpeOoBaHU 3aKOHOB H HWHBIX
HOPMAaTHUBHBIX NPABOBBIX akTOB Poccuiickon denepaunun
B 00JacTH OOpalleHUs JICKAPCTBEHHBIX CPEACTB IS
PKHBOTHBIX.

OcoOeHHOCTH oOpaleHus HapKOTUYECKUX|
IIeKapCTBEHHBIX CPEACTB M IICUXOTPONHBIX BEILECTB.
Tpe60BaHI/I$[, MNPpEABABIACMBIC K JTUI[aM, JOITYCKACMBIM K
paboTe ¢  HApKOTUYECKMMH  CpeACTBaMH M|
MCUXOTPOIHBIMHU BEIICCTBAMMU. VcmoBusa UCITONB30BaHUS
HAPKOTUYCCKUX CPCACTB U ICUXOTPOITHBIX BCIICCTB B
BETEpUHAPHBIX LIEIISX.

Bcero yacos

24

4.4. IlpumepHasi TeMATHKa KYPCOBBIX IPOEKTOB (pPadoT) - ne npedycmompeno Y11

5. Opranusanusi CaMOCTOATEIbHOM Pa0d0THI 00y4aIOIUXCS MO0 TUCIAIIIHHE
5.1. Tunsl caMmoCcTOATEILHOMH PadOTHI U ee KOHTPOJIb

Tun camocTosiTeILHOMH PadoThI dopma o0yueHHs Texymuil KOHTPOJIb
OYHast 3a049Has

[TpopaboTka MaTepuana JeKIuH, 30 CobecenoBanre U

MTOATOTOBKA K 3aHATHSIM 71 TECTUPOBAHUE

CaMocTOSITEeIbHOE U3YUYEHUE TEM 15 CobecenoBanue

KoHTponbHbIE pabOThI - 23 3aiuTa KOHTPOJBHBIX paboT

Jloxiampr 15 - 3ammra goKiana
BCET0 YaCOB: 60 94

5.1. YueOHO-MeTOAUYECKHE MATEPHAJIBI JIsI CAMOCTOATEIbHON padoThI




1. HopmaTuBHO-TIpaBOBOE PEryJIMpPOBaHUE BeTepHHApHOH (apmanmu. Metoa. mocobue
[0 AMCUUIUIMHE CHelMaIu3anuu 1no (Gapmannu «YnpasieHue U S3KOHOMMKa (apmarun» / A H.
Tpomwn, B. A. Autunos. - Kpacnonap, 2012, - 100 c.

2. CoBpeMeHHbIe IpoOJeMbl HayKd W IPOM3BOJACTBA B BETEpUHApHOW (apmauuu.:
KpaTKUil KypC JIEKIUMH I CTYIAEHTOB 5 Kypca HalpaBl€HUs IOATOTOBKH CIELUAIBHOCTH
36.05.01 Berepunapus // Coct.: M.II. Mapunnuesa // ®I'bOY BIIO «CapatoBckuii 'AY». -
Caparos, 2014. - 145 c.

5.2. Tembl, BBIHOCHMbIE HA CAMOCTOAITEJILHOE H3yYeHHE

1. Pa3zpaboTka u u31aHNE TOCYIapCTBEHHON (hapMaKOIIeH.

2. ConeprkaHue U 3HaUE€HUE IOCYAapCTBEHHOI'O PEECTpa JIEKApCTBEHHBIX CPEJICTB.

3. MHOTOLIEHTPOBBIE KJIMHUYECKUE UCCIIEOBAHMS JIEKAPCTBEHHBIX MIPENapaToB.

4. Buzapl anteuHblx opraHu3auuii. OCHOBHbIE (YHKUIMH M TpeOOBaHUS K MEPCOHATY.
TpebGoBanus K MOMEIICHUSIM U 000PYIOBAHHUIO B alITEYHBIX OpPraHU3aIUAX.

5. Ilopsnoxk onTOBOM M PO3HUYHOM TOPIOBJIM JIEKAPCTBEHHBIMU CPEACTBAMHU UL
JKUBOTHBIX.

5.3. TeMBI JOKJIA0B

1. T'ocymapcTBeHHOE PETyJIMpOBaHWE OTHOIICHHWH, BOSHUKAIONMX B cdepe oOpaiieHus
JIEKapCTBEHHBIX CPEACTB, MPEAHA3HAYEHHBIX JUISl dKUBOTHBIX.

2. Cucrema cepTHU(HUKAIMH JTEKAPCTBEHHBIX CPEICTB /IS )KUBOTHBIX.

3. HopmartuBHO-paBOBoe o0OecredeHne M MOHUTOPUHI KadecTBa JIEKapCTBEHHBIX
CPEeACTB, IPEAHA3HAYCHHBIX /IS )KHBOTHBIX.

4. TlpaBuiia rocyJapCTBEHHOM PETUCTpalMi JICKApCTBEHHBIX CPEJICTB I KUBOTHBIX U
KOPMOBBIX JTOOABOK.

5. TIpou3BOACTBO JIEKAPCTBEHHBIX CPEACTB M HMMMYHOOMOJOTMYECKUX IpenapaTos,
NpeIHa3HAYCHHBIX /IS )KUBOTHBIX.

6. Pa3zpabotka, 10- 1 KIMHUYECKHE HCCIIeI0BAHNUS JIEKAPCTBEHHBIX CPE/ICTB.

7. JluneH3upoBaHHWE KaK MEXaHM3M TOCYIapCTBEHHOI'O perylupoBaHus cdepbl
oOpaleHns JTIeKapCTBEHHBIX CPEJICTB.

8. JluueH3upoBaHUE [EATENBHOCTH B cdepe oOpallleHus JIEeKapCTBEHHBIX CPENCTB,
NpeIHa3HAYSHHBIX JJIS )KUBOTHBIX.

9. 'ocynapcTBeHHas cucTeMa KOHTpOJIs KauecTBa, 3¢ dextuBHoCcTH, Oe30nmacHocTH JIC.

10. TpeGoBanusi 3akoHOAarenbcTBa P@ K JHIaM, OCYLIECTBISIOINIMM ONTOBYIO U
PO3HHYHYIO TOPTOBITIO JIEKAPCTBEHHBIMHU CPEJICTBAMH, MTPETHA3HAYCHHBIMH IS ’KUBOTHBIX.

11. IlpaBoBOE perynupoBaHue AeATENbHOCTH B cdepe obopora HapkoTuueckux JIC u
MICUXOTPOITHBIX BEIIECTB.

12. VcnoBus wucnosnb3oBaHuss Hapkotudeckux JIC M TNICHXOTPONHBIX BEIECTB B
BETEPUHAPHBIX LEIISX.

13. TocynapcTBeHHBIN BeTEpUHApPHBIA HAA30p 3a JIEKAPCTBEHHBIMU CPEJICTBAMHU JUIS
’KHBOTHBIX, BBO3UMBIMH U BHIBO3UMBIMU U3 POD.

14. OpurvHanbHble U BOCIPOU3BE/ICHHBIE JIEKAPCTBEHHBIE cpecTBa. [IpuHIMIMaTbHBIE
pas3Inyus.

15. ®anbcupoBaHHbIE, HEIOOPOKAYECTBEHHBIE M KOHTpadakTHbIE JIEKapCTBEHHbBIE
cpencta. [IpuHIMNAATBHBIE Pa3IAYHSL.

1. TIpou3BOACTBO U MapKHPOBKa JieKapcTBEHHbBIX cpeacTB. Ctannapt GMP.

2. Ilopsimok BBO3a JIEKapCTBEHHBIX CpeACTB Ha Teppuroputo P® wu  BbIBO3a
JIEKapCTBEHHBIX CPEACTB C TeppuTOpun PO.

3. IlpaBuia oTITycKa HAPKOTHYECKUX W TICHXOTPOIHBIX BEIIECTB, 3aPErHCTPUPOBAHHBIX B
Ka4yeCTBe JIEKAPCTBEHHBIX MPENapaToB.

4. TlpaBuia XpaHEHHS JIEKAPCTBEHHBIX MPENapaToOB B alITEYHBIX OPTaHU3AIHIX.

5. YHMYTOXEHHUE JIEKapCTBEHHBIX cpeaCTB. OCHOBAHUS U NOPSI0K YHUUTOKEHHS.



6. MOH OLEHOYHBIX CPeICTB [JIsi NPOBeJeHHs NPOMEKYTOYHOH AaTTecTAlUH
00y4YaKIIUXCS 10 TUCHHILINHE
6.1. [lepeyeHb KOMNeTEeHIUH ¢ yKa3aHHeM 3TanoB ux GopMHpPOBaHHs B Mpolecce
0CBOEHHUS1 00pa30BaTEJIbHON MPOrpaMMbl

WNunukato
Koow IIOCfI/I)KeHI/EI [lepeveHb TUIAHUPYEMBIX PE3YJIbTATOB HaumenoBanue
KOMnemeH- . 00y4YeHHs 110 TUCIIUTUTHHE OLIEHOYHOT'O CPEe/ICTBA
KOMITCTEHITHIA
yuu
BHAmMb:
- TpeboBanus (eaepaTbHOro
3aKOHOJIATEIbCTBA, MPEIBSIBISIEMbIC K
NesITeIbHOCTH B cepe oOparieHus
IIeKapCTBEHHBIX CPEACTB IS
PKUBOTHBIX
- 00IIIKE MPUHIIMITBI Pa3paboTKH,
MCIIBITAHUS U PETUCTPAIIUN
TIEKapCTBEHHBIX CPEICTB
W1-6 - IpaBUJIa TOCYIAPCTBEHHON
-0 k-4
eTUCTPAINH JICKAPCTBEHHBIX CPE/ICTB
Opranuzyet P panl P pel
N VIS )KUBOTHBIX U KOPMOBBIX J00aBOK
AUCCTBOM I - TIOPSIOK JINLIEH3UPOBAHHS
I — MPOM3BOJICTBA JICKAPCTBEHHBIX CPEIICTB
A —— 1 (apMareBTUIECKOM 1S TEITLHOCTH B
A —— cepe oOpalIeHus JIEKaPCTBEHHBIX
TB JIJIS1 JKHBOTHBIX
Ka4yecTBa CPEACTR U N
IIeKapCTBEHHBIX - Tect
p - I0J1b30BaTHCS HOPMATUBHO- 3aueTHBIN OMIIET
CPeICTB IS
)IE)I/I]J:OTHB?X . MMpaBOBbBIMH JOKYMCHTAaMH, Bonpocm K 3a1muTe
MK-4 I PETIaMEHTUPYIOMIUMU IPOM3BOACTBO  [KOHTPOIBLHOM pabOThI
6 . UICKApCTBCHHBIX MPEIIapaToB U Bomnpocsl k
T BaHUIA
peoo PO (bapMalieBTUYECKYIO ACATENbHOCT B [coOece0BaHUIO
3aKOHOJIATEITLCTBA
5 ! cepe oOpalieHus JeKapCTBEHHbBIX
cyOBeKTaMu
Y . [CpencTB Jsl BETEPUHAPHOTO
(dhapmareBTUueCKOn
MPUMCHCHHUS
NESATENbHOCTH B chepel, o, .
oOparmenus - HaBBIKaMH PabOThI C HOPMATHBHO-
JICKapCTBCHHBIX MpPaBOBBIMU JIOKYMCHTAMH,
CPEACTB JUIA PErYIUPYIOIIUMH IPOU3BOICTBO
BCTCPUHAPHOTO ITeKapCTBEHHBIX CPEICTB U
[IPUMCHCHHA (hapMaIeBTHYECKYIO JACSATEIBHOCTD B
cthepe oOpareHus JeKapCTBEHHBIX
CPEZICTB Il BETEPUHAPHOTO
MIPUMCHCHHUS
- AJITOPUTMOM JIEUCTBUH 110 HA30PY U
KOHTPOJTIO 32 HCITOJTHEHUEM
IOPUANYECKUMU U UHBIMU JIMIIAMU
TpeboBaHMl 3aKOHOJATENHCTBA PD B
cepe oOparieHus TeKapCTBEHHBIX
CPEZICTB ISl YKUBOTHBIX
6.2. llIkauabl olleHUBAHUSA




IIkaJjia oueHMBaHUsI YCTHOIO 3a4eTa

Ounenka Onucanue

3auer OOyuaromuiicss o0nanaeT rNIy0OKUMU M TPOYHBIMU 3HAHUSIMH IO MIPEIMETY; MpU
OTBETE Ha J[BAa BOIpOCA JIEMOHCTPUPYET MCUEPIBIBAIOILEE; MTOCIEA0BATEIBHOE U
JTOTHYeCKH OOOCHOBAaHHOE M3JIOKEHHE 3HaHWM; MNpaBUIbLHO CcHOpMYITHpPOBAI
MOHSTHUS M 3aKOHOMEPHOCTH IO BOIIPOCAM; UCIIOJb30Bal IPUMEPHI U3 NMPAKTUKH,
CIeJ1all BBIBOJL 110 U3JIaraeMOMY MaTepuaiy.

He3ayeT Ecnu  oOydaromuii He 3HAeT 3HAYMTENBHYIO 4YacTh Marepuaia; JOMYCTHI
CYLIECTBEHHbIE OIIMOKHM B IPOLIECCE U3JI0KEHUS; HE YMEET BBIICIUTH INIABHOE U
CAeNaTh BBIBOJ; IPHUBOJUT OLIMOOYHBIE OIPEAEICHUS; HU OJUH BOIPOC HE
[pacCMOTpPEH JI0 KOHIIA, HABOASIIME BOIPOCH! HE IOMOTAIOT.

IIkana oneHnBaHusi TECTUPOBAHMS HA 3a4eTe

% BBINOJHCHUA 32{aAHUA OueHuBaHue
50 -100 3a4TEHO
MeHee 50 HE 3a4TEHO

6.3. TunoBble KOHTPOJIbHbIE 32/IaHUS UM HHbIEe MATEPHAJIBI:

VYka3aHbl B IpUJI0)KeHUU 1.

7. IlepeyeHb OCHOBHOM M [OINOJHHUTEJbHOW y4eOHOH JIMTEpPaTypbl, HEOOXOAUMOI
7151 OCBOEHHU S AU CHUIITHHBI

a) OCHOBHas JIUTepaTypa

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

0) IOTIOTHUTEIbHAS JTUTEPATYpA

1. Hukutun, U. H. HanmonanbHOe U MEXyHapOJAHOE BETEPUHAPHOE 3aKOHOJATEIbCTBO :
yuebHoe nocobue / M. H. Hukutun, A. . Hukutnn. — Canxr-IletepOypr : Jlans, 2017. — 376
c. — Texct : osnexktpoHHbili // JlaHp : snekTpoHHO-OMOMMoTeuHas cucrema. — URL:
https://e.lanbook.com/book/90062

2. Berepunapnas ¢apmanus : yuebnuk / H. JI. AngpeeBa, I. A. Ho3gpun, A. M.
Jlyneros [u ap.]. — Cankr-IlerepOypr : Jlanb, 2018. — 452 c. — ISBN 978-5-8114-4573-8. —

Texcr: oanextponssid / Jlanb : o2neKTpoHHO-OuMOnmoreuHas cuctema. —  URL:
https://e.lanbook.com/book/12691806mas u (bapmMareBTHUECKas OMOTEXHOJIOTHS
[DnexTpoHHBIN pecypc| : yueOHOe mocoOue/ - DJIEKTPOH. TEKCTOBbIE AaHHBIE. - Camapa:
PEABIN3, 2009. - 118 C. - 2227-8397. — Pexxum JIOCTYyTIa:

http://www.iprbookshop.ru/10164.html

3. Ilanun A. H. ToBapoBeneHue, crangapTu3anys U KOHTPOJIb KaueCTBAa BETEPUHAPHBIX
npenapatoB: yueOHuk /Ilanun A.H., Yma Bb.B., Pogun B.U., Spemuyk B.II. - M.: KonocC,
2010. — 343 c.: un.

4. Crannaptusanus U cepTU(UKAIUS JIEKApCTBEHHBIX MPENnapaToB: METOJ. YKa3aHUs 110
BBINOJIHEHHIO JIAOOPAaTOPHBIX paboT /s crenuaibHocTH 36.05.01 Betepunapus (crenuanuct) /
Cocr.: Erynosa A.B. // ®I'bOY BIIO «CapatoBckuiit AY». - Caparos, 2016. - 21 c.

5. Tpoumn A.H. HopmaTuBHO-IIpaBOBOE pETyJIHMpOBaHHE BETEPUHAPHON (apmanuu.
Metona. nmocobue mo AWCHUIUIMHE CHEelUaln3aluy 1o ¢apmanuu «YTpaBieHHEe U KOHOMHUKA
dapmarmn» / A.H. Tpomun, B. A. Antunos. - Kpacnoaap, 2012, - 100 c.

6. CoBpeMeHHbIe NpoOJeMbl HAayKd U TPOU3BOJACTBA B BETEpPUHApPHOW (apMaiuu.:
KpaTKUi Kypc JEKLUMH JUIsl CTYJEHTOB 5 Kypca HalpaBiI€HMs] MOATOTOBKU CIELHMAIbHOCTU
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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

36.05.01 Berepunapus // Coct.: M.I1. MapunnueBa // ®T'BOY BIIO «CapatoBckuii AY». -
Caparos, 2014. - 145 c.

7. TocynapctBennas papmakones XIV uzn. - [Dnekrponsslii pecype] - Pexxum mocryna:
https://femb.ru/record/pharmacopeal4

8. Ilepeyenn pecypcoB HH(GOPMALMOHHO-TEJIEKOMMYHUKANMOHHOM ceTH
"UnrepHer"

http://elibrary.ru/defaultx.asp (Hayunas saexTponHas 6uOIHOTEKA)

www.e.lanbook.com (anekTponHas OubauoTeuHas cucremMa «JIaHb)

www.ipbookshop.ru (anektpornas 6ubnmuoreunas cucrema IPB)

9. Meronuyeckue YKa3aHus sl 00y4al0IIUXCHA 110 OCBOEHUIO JUCHMILIHHbI
10. ITepeyenb nHGOPMAITMOHHBIX TEXHOJOTHIA HE TpeOyeTCs

11. MaTepuajabHO-TeXHUYECKOE o0ecTeYeHne TUCIUIIHHBI

Jlnst mpoBeieHUst 1a00paTOPHBIX 3aHITUN HCIONB3YETCsl ayJAMTOpUs C J1a0OpaTOPHBIM
00opyIoBaHNEM, HATTISAHBIMA YI€OHBIMU MTOCOOUSMU, YICOHO-METOUICCKIMH MaTepruaiaMy 1
MYJIbTUMEAMMHBIMUA CpPEACTBAMU: BHJICONPOCKTOP, HOYTOYK, BHICO(DUIBMBI, CIAWI—JICKIUH,
IUTAKaThl, TAOJUIbI, PUCYHKH, TIOJOMBITHBIC JKUBOTHBIC, MHUKPOCKOIBI, (HOHCHIOCKOIIHI,
TEPMOMETPBI, BEChI, TEpMOOaHs, KOJObI, MEH3YypKH, MPOOUPKH, IUCTUILISATOP, KICTKH JUIS
COJICp)KaHUsl JKUBOTHBIX, INTATUB YHHUBEpPCAJIbHBIA, IeHTpudyra madoparopHas, mKad
BBITSDKHOM, mKad mis npubopoB, mkad maboparopHbi, ImKad MEAUIUHCKHN, OHKC
MEAMIIMHCKHH, CTOJI Ay TUTOPHBIN, TAOypeT, XUMUICCKUE PEAKTUBEI, XOJIOAUIbHUK.

12. OcoGeHHOCTH OCBOEHHS AUCUMILIUHBI I HHBAJMI0B M JIMI ¢ OTPAaHUYEHHBIMH
BO3MOKHOCTSIMH 3/10POBbSI

OOyuenune oOydarlUXCS C OrPaHUYEHHBIMH BO3MOXKHOCTSMM  3[0pOBBbSl  IIpU
HEOOXO/MMOCTH OCYIIECTBIISIETCSI Ha OCHOBE aJalNTHPOBAaHHOM pabodell mporpaMmMel ¢
UCTIOIF30BAaHUEM  CHEIHAJIbHBIX METOJO0B OOYYeHHS H JAHJAKTHUYECKHX MaTepHajioB,
COCTaBJIEHHBIX C Y4Y€TOM OCOOEHHOCTeHl NCHUXO(PU3MUECKOrO Ppa3BUTHUS, WHIAMBUAYATbHBIX
BO3MOYKHOCTEH M COCTOSTHUS 3/I0POBBS TAKUX 00ydaronuxcs (00yJaromerocs).

B wmemsx ocBoeHuss y4yeOHOM mporpamMmbl JUCHMIUIMHBI HMHBAJUAAMH W JIMLIAMHU C
OTPaHUYCHHBIMU BO3MOKHOCTSIMU 3JI0OPOBbS 00€CTIeYNBAETCSI:

* I MHBAJIWAOB M JIUI C OTPAHUYEHHBIMH BO3MOXHOCTSIMHM 3/I0pPOBBSI 110 3PEHUIO:
pa3MelneHne B JOCTYIHBIX ISl OOYYaIOIIMXCS, SBISIFOIINXCS CIENBIMU WM CITa0OBHSAIINMH,
MecTax M B aJalNTUPOBaHHON ¢opme crnpaBOYHOM HH(POpPMAIMKU O PACHUCAHUU Y4EOHBIX
3aHATHUI; TMPUCYTCTBHE aCCHCTEHTA, OKa3bIBAIOUIEro oOydaromeMycss HeoOXOIUMYI0 MOMOIIb;
BBIITYCK aJbTEPHATUBHBIX (HOPMATOB METOJUYECKUX MAaTepHaloB (KPYNHbBIM MIpUPT wHIu
aynuogaiinel), ucnoib3oBaHue Bepcuu caita mua crnadoBupsinmux OBC PR BOOKS wu
cnenuanbHoro  MoOwibHoro mnpuioxenuss [PR BOOKS  WV-Reader (mporpaMmsl
HEBU3YaJbHOTO JIOCTyNa K WH(OpMAIMH, NpPEAHA3HAYCHHOW [UII MOOWIIBHBIX YCTpPOWCTB,
pabotaronux Ha onepainroHHoi cucteme Android m 10S, xoropas He TpeOyeT cHerHaaIbHO
00y4eHHOTO accucTeHTa, T.K. Joau ¢ OB3 mo 3peHnio paboTalOT CO CBOMM YCTPOHCTBOM
IPUBBIYHBIM CLIOCOOOM, UCTOJB3YS CHelHalbHbIe ITaTHBIE TPOrPaMMBbI ISl HE3PSUMX JIIOJCH, ¢
kotopeiMu IPR BOOKS WV-Reader nmeeT noiaHyo cOBMECTUMOCTH);

* IS WMHBAJIMIOB M JMIl C OTPAHUYCHHBIMH BO3MOXKHOCTSIMH 3JI0POBbSI IO CIYXY:
Ha/IJISKAIIMMU 3BYKOBBIMH CPEJICTBAMHU BOCIIPOM3BEICHHE HH(POPMAIINH;

* IS MHBAJUIOB M JIMII C OrPAaHUYEHHBIMH BO3MOXKHOCTSMHU 37I0POBbS, HMEIOILINX
HapyIICHUs ONOPHO-IBUTATEJIBLHOTO ammapaTa: BO3MOXKHOCTb OECHpEensTCTBEHHOrO J0CTyla
o0yyaromuxcst B yueOHbIe IOMEIIEHUS, TyaleTHble KOMHATBI U IpYrHe MoMeneHus Kadeapsl, a
TaKXe MpeObIBaHNE B YKA3aHHBIX TOMEIICHHUSX.
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https://femb.ru/record/pharmacopea14

O6pa3oBanue 00y4arOMIMXCSI ¢ OTPAHUYECHHBIMUA BO3MOKHOCTSIMHU 3JI0POBbSI MOXET OBITH
OPTraHM30BaHO KaK COBMECTHO C IPYTUMH OOYYaIOUIMMUCS, TaK U B OTJEIBbHBIX I'PYyINIax HIN B
OTJENBHBIX OPraHU3aALUSAX.
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[Tpunoxenue 1
MuHHCTEpCTBO HAYKU U BhICIIEro oOpazoBanus Poccuiickoit denepannn
®I'bOY BO I'ocygapcTBeHHBIN arpapHblii yHuBepcuTeT CeBepHOro 3aypaibs
HMHCTUTYT OMOTEXHOJIOTUU U BETEPUHAPHON MEAULINHBI
Kadenpa nezapazubix 0one3Hel CelNbCKOXO03HCTBEHHBIX JKUBOTHBIX

OOHA OHEHOYHLIX CPEJACTB

0 Y4eOHOU JUCIUTUIMHE
CoBpemeHHbIe PO0JIeMbI HAYKH M IPOU3BOICTBA
B BeTepuHapHO#l apmanuu

JU1sl HartpaiieHus: noarotoBku 36.05.01 Berepunapus

HaIlpaBJICHHOCTh «BeTrepuHapus»

VYpoBeHb BhICIIET0 00pa30BaHUS — CIICIIUATIUTET

Pa3zpaboTuuk: goueHt, kanauaat BerepuHapHbix Hayk JI.H.Ckocbipckux

VYTBep:kIeHO Ha 3aceaHnu Kadeapsl
npotokoi Ne 9 ot «31» mas 2024 r.
Bapenyronuii kadeapoit

,{I:.-_-..- /ﬁ ' 0.A. Cronboa

Tromens, 2024
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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 TP00JIeMbI HAYKH U POM3BOJACTBA B BeTePUHAPHOM

dbapmanun

1. Bomnpocsl AJisi NPOMEKYTOYHON aTTecTaluM (3a4eT)

K-4
Crnioco0eH miiaHupoBaTh U
MPOBONTH OPraHU3aMOHHO-
TCXHUYCCKHUEC U BETCPUHAPHLBIC
MEpOIPUSATHS HAITPaBICHHBIC
Ha 3alllUTYy )KU3HU U 300POBbA
YeIOBeKa U JKUBOTHBIX

BHamp:

- mpebosanus hedepanbHo20 3aKOHOO0AMeNbCMEd,
npeovssisemvle K 0essmelbHOCmu 6 cghepe oopawyeHus
1eKapcmeeHHbIX CpeOCms 015 HCUBOMHBIX

- 00WUe NPUHYUNBL pa3padoOmKu, UCHLIMAHUSL U PeLUCPayuu
1eKapCcmeeHHbIX cpeocms

- NPABUIA 20CYOApPCMBEHHOU pe2ucmpayull 1eKapCcmeeHHbIX
cpeocme 05 HCUBOMHBIX U KOPMOBLIX 000ABOK

- NOPAOOK TUYEH3UPOBAHUS NPOU3BOOCTNEA JIeKAPCMBEHHBIX
cpedcma u papmayesmuuecKkoll 0esmeibHoCmu 6 cgepe
0Opawerss 1eKapCcmeenHblx cpeocma OJisl HCUBOMHBIX

1. TpebGoBanus benepanbHOTO 3aKOHOJIaTEIbCTBA,
MpenbsBiIsieMble K  JAesITeNbHOCTH B cdepe  oOpaleHus
IIeKapCTBEHHBIX CPEACTB IJIsl )KUBOTHBIX.

2. I'ocynapctBennoe peryivpoBaHue OTHOIIICHUH,
BO3HHUKAIOMIKUX B cepe oOpalieHusi JEKapCTBEHHBIX CPEICTB,
MpeIHa3HAYEHHBIX JIJIS JKUBOTHBIX.

3. Tlopsimoxk WCIONHEHHS TOCYIapCTBEHHBIMH OpraHaMy|
(GYHKIMI 1[0 TPHUHITHIO HOPMATHUBHBIX TIPABOBHIX AaKTOB WU
OKa3aHHIO TOCYAPCTBEHHBIX YCIYT B YKa3aHHOW OOJIACTH.

4. HopmaTuBHO-TIpaBOBOE  peryiIMpoBaHue B  cdepe
NMEesITEIbHOCTH, CBSI3aHHOM C  OOpalmieHHeM JIeKapCTBEHHBIX|
CPEACTB ISl )KUBOTHBIX.

5. KoHTpoib ¥ HaA30p 3a UCHOJHEHUEM HOPUIUYECKUMHU M|
MHBIMH JIMIIaMU  TpeOoBaHUI 3akoHOAATeNbCTBa Poccuiickoi
Denepanuu.

6. ITIpou3BOACTBO JEKApPCTBEHHBIX MPEMapaToB Kak COCTaBHAs
yacTb BeTepuHapHOW Qapmanuu. CTpykTypa BeTepHUHApHOU
dbapmanuu.

7. Hopmbl mesxayHnaponnoro (dapmakonies EC, ctangapt ISO
9000) mpaBa B cdepe 000poTa JEKApCTBEHHBIX CPEACTB ]
PKUBOTHBIX.

8. Hopmel Poccuiickoro aaMuUHHCTpaTHBHOTO MpaBa B chepe
000poOTa JIEKAPCTBEHHBIX CPEJCTB IS KHUBOTHBIX

9. Hopmbl Poccuiickoro yronoBHOTo mpaBa B chepe 060poTa)
IIeKapCTBEHHBIX CPEACTB ISl Y)KUBOTHBIX
10. 'ocynapcTBeHHBIN BeTepUHAPHBINA HA/I30p 3a 0OpalleHueM
IIeKapCTBEHHBIX CPEACTB ISl Y)KUBOTHBIX

11. Tlopsnok HCHOMHEHHS TOCYJApCTBEHHBIMH OpraHaMu
(YHKIIUH 110 TPHHITHIO HOPMATHUBHBIX IPABOBBIX AaKTOB W
O0Ka3aHHIO FOCYJapCTBEHHBIX YCIYT B YKa3aHHON 00JIaCTH.

12. TocynapcTBeHHass perucTpauus H  cepTHHUKaIusL.




Atrectanus BITHKU npousBoacTs.

13. GMP (mpaBuna opraHuzanuy INpOU3BOACTBA U KOHTPOJIS
kadectBa), GPP (mpaBuia Hajuiexkamel anTeqYHol MPaKTHKH ).

14. Hayunoe oGecnieuenue ¢apmanuu. PazpaboTka HOBBIX U
BOCIPOU3BOJACTBO (IIOJly4€HUE JHPKEHEPHUKOB) JIEKapCTBEHHBIX
CPEJICTB.

15. Pazpabotka, JOKJIMHUYECKHE u KIIMHUYECKUE
MCCIIEI0BAHUS JIEKAPCTBEHHBIX CPEACTB

16. XpaHeHWe  JE€KapCTBEHHBIX  CPEACTB.  XpaHEHHUE
OTHEOIACHBIX U B3PHIBOOIACHBIX BEIIECTB.

17. XpaHeHue HAPKOTUYECKHUX, STOBUTHIX, CHUJIBHOACUCT-
BYIOILMX JICKAPCTBEHHBIX CPEACTB U MPEKYPCOPOB.

18. TocymapcTBeHHass cucTeMa KOHTpPOJISI — KaudecTBa,
AP PEKTUBHOCTH, OE30MACHOCTH JIEKAPCTBEHHBIX CPE/ICTB.

19. HopwmatuBHO-paBOBOE 00€CIICUCHHE W MOHUTOPHHT
KauecTBa JIEKAPCTBEHHBIX CPEJICTB JIJIsl ’KUBOTHBIX.

20. OOG30p TrOCYIapCTBEHHBIX, OTPACleBbIX M  HHBIX
CTaHJApTOB B 00JacTH OOpalmieHusl JIEKAPCTBEHHBIX CPEJICTB,
MpeaHa3HAYEHHBIX JIS 5)KUBOTHBIX.

21. Ilopsanok u mpaBuiia JUIEH3UPOBaHUS (hapMalleBTHUECKON
eI TEIbHOCTH.

22.  CpenctBa  JIEKapCTBEHHbIE  JUII  BETEpUHAPHM.
Texnonornueckue periameHTsl npousBojacTBa. 'OCT P 54763-
2011.

23. IlpaBuna mpou3BOACTBA M  KOHTPOJS  KadecTBa
nexapctBeHHbIx cpencts. 'OCT P 52249-2000.

24. CpexncTtBa JEeKapCTBEHHBIC JJISI KUBOTHBIX. YTaKOBKa,
MapKupoBKa, TpancnoptupoBanue u xpanenue. 'OCT P 52683-
2006.

25. IlpaBoBoe peryianpoBaHue AeAaTeIbHOCTH B chepe 060poTa
HAPKOTUYECKUX CPEJICTB, ICUXOTPOIHBIX BEIIECTB.

26. VYcioBUS UCHOJIB30BaHUS HAPKOTUYECKUX CPEICTB U
MCUXOTPOITHBIX BEIIECTB B BETEPUHAPHBIX IIEIISX.

27. TpeboBaHnus 3akoHoaTenbcTBa Poccuiickoit denepannu k
ITMIIaM, OCYIIECTBIISIOIUM PEeATU3alUI0 JIEKaPCTBEHHbIX
CpE/CTB, MPEHA3HAUYECHHBIX JJIs1 ’KUBOTHBIX.

ymemo:

- 01b3068AMbCSL HOPMAMUBHO-NPABOBLIMU OOKYMEHMAMU,
peznamenmupyouumMu npouU3e00Cme0 1eKapcmeeHHbIX
npenapamos u gapmayesmuieckyio 0esimenbHOCms 8 chepe
0Opauenust 1ekapcmeenHbLx cpeocma OJisl 6emepUHaApPHO20
npumMeHeHus

1. TpebGoBanus beneparbHOTO 3aKOHOJIaTEIhCTBA,
MpenbsBIsieMble K  JeSTeNbHOCTH B chepe oOpaiieHus
IEKapCTBEHHBIX CPEJICTB TSl J)KUBOTHBIX.

2. I'ocynapctBenHoe peryaupoBaHue OTHOILEHUH,
BO3HUKAIOIIUX B cdepe oOpalleHusi JEeKapCTBEHHBIX CPEJCTB,
MpeAHa3HaYEHHBIX JIs 5)KUBOTHBIX.

3. Tlopsmok HCIONHEHUS TOCYIapCTBEHHBIMU OpraHaMy
(GYHKIIUI 10 TPHUHITHIO HOPMATHUBHBIX MPABOBBIX AaKTOB M|
0Ka3aHUIO FOCY/IapCTBEHHBIX YCIYT B YKa3aHHOM 001acTu.

4. HopmaTtuBHO-IpaBOBOE  peryiaupoBanue B  cdepe
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NEesITeIbHOCTH, CBSI3aHHOM C  OOpallleHHMeM JIEKapCTBEHHBIX|
CPEICTB AJIs )KUBOTHBIX.

5. KoHTpos1b M HaA30p 332 UCHOJIHEHUEM IOPUAMYECKUMH U
MHBIMH JIMIAMH  TpeOOBaHMU 3aKOHOJATENbCTBA Poccuiickoi
Denepanuu.

6. IIpon3BOACTBO JIEKapPCTBEHHBIX IIPENAPATOB KAK COCTaBHAs
yacTh BeTepuHapHOW ¢apmanuu. CTpyKTypa BeTE€pUHApPHOM
bapmanumn.

7. Hopmbl mesxxayHnapoanoro (dapmakones EC, ctangapt ISO
0000) mpaBa B cepe o0opoTa JIEKAPCTBEHHBIX CPEIACTB s
PKUBOTHBIX.

8. Hopmbl Poccuiickoro aJIMUHHUCTPATHBHOTO TpaBa B cdepe
000pOTa JIEKAPCTBEHHBIX CPEJICTB JUIsl AKUBOTHBIX

9. Hopmbt Poccuiickoro yrosoBHOTO mpaBa B cepe 060poTa)
IeKapCTBEHHBIX CPEACTB IS )KUBOTHBIX

10. 'ocynapcTBeHHBIN BeTEpUHAPHBINA HAA30D 32 OOpalIeHueM
IIeKapCTBEHHBIX CPEACTB AJIS )KUBOTHBIX

11. Ilopsook HCHONHEHHUS] TOCYHApCTBEHHBIMM OpraHaMu
(GYHKIMHA 10 TPUHATHIO HOPMATHUBHBIX TIPABOBBIX AaKTOB H
O0Ka3aHHUIO FOCYJapCTBEHHBIX YCIYT B YKa3aHHON 00JIaCTH.

12. TocynmapcTBeHHass perucTpanus W CepTHUPHUKAIHS.
Attectauust BTHKUW npousBoacTs.

13. GMP (mpaBmia opraHu3aiuu NPOU3BOJACTBA U KOHTPOJIA
kauecTBa), GPP (mpaBuna Haanexamieil antedHon IPaKTHKY).

14. Hayunoe oGecrnieuenue ¢apmanuu. PazpaboTka HOBBIX U
BOCIIPOU3BOJCTBO (MOJIy4YeHHE JDKEHEPUKOB) JIEKapCTBEHHBIX|
CPEJICTB.

15. Pa3paboTka,  JOKJIMHUYECKHE M  KJIMHUYECKUE
MICCJIEIOBAHMSI JIEKAPCTBEHHBIX CPECTB

16. XpaHeHue  JIEKapCTBEHHBIX  CPEICTB.  XpaHEHUE
OTHEOMACHBIX U B3PhIBOONIACHBIX BEILIECTB.

17. XpaHeHue HaApKOTUYECKHUX, SJOBHUTBHIX, CUIBHOLECHCT-
BYIOIIMX JIEKAPCTBEHHBIX CPEJICTB U MPEKYPCOPOB.

18. TocymapcTBeHHass cHCTeMa KOHTpOJS  KaydecTBa,
A (HEeKTUBHOCTH, 0€30IaCHOCTH JIEKAPCTBEHHBIX CPECTB.

19. HopmatuBHO-IIpaBOBO€ OOECIEYEeHHE M MOHUTOPHHI]
KauecTBa JIEKAPCTBEHHBIX CPEICTB JIJIS JKUBOTHBIX.

20. OO030p TroOCYAapCTBEHHBIX, OTPACIEBBIX M  HMHBIX
CTaH/IapTOB B o00JacTH OOpalleHHsl JIEKapCTBEHHBIX CPENCTB,
MpeJHa3HAYCHHBIX JJIS )KUBOTHBIX.

21. Ilopsanok u mpaBuiia JULEH3UPOBaHUs (hapMalleBTHUECKON
ESATEIIBHOCTH.

22. CpenctBa  JIEKapCTBEHHbIE  JUII  BETEPUHAPHM.
Texnonornueckue perinameHTsl npoussoacTBa. I'OCT P 54763-
2011.

23. IlpaBuna nOpoM3BOACTBA U  KOHTPOJSA  KadyecTBa
nmexapctBeHHBIX cpenctB. [[OCT P 52249-20009.

24. CpencrtBa JEKapCTBEHHBIE Ul SKMBOTHBIX. YIIAKOBKA,
MapKupoBKa, TpaHcnoptupoBanue u xpanenue. OCT P 52683-
2006.

25. IlpaBoBoe peryianpoBaHue JeaTeIbHOCTH B cepe 060poTa
HAapKOTUYECKUX CPEACTB, ICUXOTPOIHBIX BEIIECTB.
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26. VYcioBusL HCHOJIB30BAHUSI HAPKOTHUYECKHX CPEICTB U
MCUXOTPOIHBIX BEIIESCTB B BETEPHHAPHBIX IIEIISAX.

27. TpeboBanms 3akOoHOMATENbCTBA Poccuiickoit deaepanun K
ITMIaM, OCYHIECTBIISIOIUM PEATU3aLUI0 JIEKAPCTBEHHBIX
CPEICTB, MpeAHA3HAYCHHBIX ISl )KUBOTHBIX.

6nademp:

- HABbIKAMU PAOOmMbL ¢ HOPMAMUBHO-NPABOBLIMU OOKYMEHMAMU,
pe2yupyowuMu nPouU3800CmMe0 1eKapCmeeHHblX CPeOCms U
bapmayesmuueckyro desmenvHocms 6 chepe obpaujerus
1eKapCmeeHHbIX CpeOCms 015l BeMePUHAPHO20 NPUMEHEHUS

- aneopummom  Oelcmeull no HAO30py U KOHMpONO 34|
UCNOTHEHUeM IOPUOUYECKUMU U UHBIMU JUYamMu mpeOo8aHull
Bakonooamenvcmea PD 6 cghepe obpawenus nekapcmeeHHbix|
cpeocme 05 HCUBOMHBIX

1. TpeboBanus benepanbHOTO 3aKOHO/ATEJIbCTBA,
NpeabsBIsieMble K JeSITeIbHOCTH B cepe  oOpamieHus
NEeKapCTBEHHBIX CPEJICTB IS dKUBOTHBIX.

2. l'ocynapcrBenHoe peryiupoBaHue OTHOIIICHUH,
BO3HHUKAIOMKUX B cepe oOpalieHusi JEKapCTBEHHBIX CPEICTB,
MpeIHa3HAYEHHBIX JIJIS )KUBOTHBIX.

3. llopsnok MCHOMHEHMsS] TOCYIAapCTBEHHBIMU OpraHamy|
(GyHKIMI 10 NPUHATHIO HOPMATUBHBIX IPABOBBIX aKTOB H
0Ka3aHUIO FOCY/IapCTBEHHBIX YCIIYT B YKa3aHHOM 001acTu.

4. HopmartuBHO-IpaBOBOE  peryiaupoBaHue B  cdepe
e TEIbHOCTH, CBSI3aHHOW ¢ 0OpallleHueM JIeKapCTBEHHBIX
CPEICTB AJIsl )KUBOTHBIX.

5. KoHTposib ¥ Haa30p 3a WCHOJHEHUEM HOPUAUYECKUMU H
MHBIMH JIMIIaMU  TpeOoBaHMWI 3akoHOAaTenbCcTBa Poccuiickoi
Denepanuu.

6. ITpou3BOACTBO JEKAapPCTBEHHBIX MPEMapaToB Kak COCTaBHAs
yacTb BeTepuHapHOW Qapmanuu. CTpykTypa BeTepHUHApHOU
dbapmanuu.

7. Hopmbl mexyHaponsoro (¢papmakoness EC, crannapt ISO
0000) mpaBa B cdepe 000pOoTa JEKAPCTBEHHBIX CPEACTB JUIS
PKUBOTHBIX.

8. Hopmel Poccuiickoro agMuHHCTpaTHBHOTO MpaBa B chepe
000pOTa JIEKAaPCTBEHHBIX CPEACTB JUISI JKUBOTHBIX

9. Hopmbl Poccuiickoro yromnoBHOTo mpaBa B cepe 060poTa
NEKapCTBEHHBIX CPEICTB JUISl JKUBOTHBIX

10. 'ocynapcTBeHHBIN BeTepUHAPHBINA HAA30p 3a OOpalleHueM
NEeKapCTBEHHBIX CPEICTB ISl )KUBOTHBIX

11. Tlopsnok HCHOMHEHHS TOCYJApCTBEHHBIMH OpraHaMu
(YHKIIUH 110 TPHHITHIO HOPMATHUBHBIX IPABOBBIX AaKTOB W
O0Ka3aHHUIO FOCYJapCTBEHHBIX YCIYT B YKa3aHHOU 001acTH.

12. TocynapcTBeHHass perucrpauus H  cepTHPHUKALUSL.
Arrectauust BTHKHW npousBoncts.

13. GMP (mpaBmia opraHu3aiiuu MPOU3BOJICTBA U KOHTPOJIS
kauecTBa), GPP (mpaBuna Haxnexamiei anteyHon MPaKTHKH).

14. Hayunoe oOecrnieuenue dapmaiuu. Pa3paboTka HOBBIX H
BOCIIPOU3BOJCTBO (TOJIy4YeHHE HKEHEPHUKOB) JIEKAPCTBEHHBIX|
CPEJICTB.

15. Pa3paboTka, JOKJIMHUYECKHE M  KIWHUYECKHUE
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MCCJIEIOBAHMSI JIEKAPCTBEHHBIX CPECTB

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

17. XpaHeHue HaApKOTUYECKHUX, SJIOBUTHIX, CUIbHOIEICT-
BYIOIIMX JIEKAPCTBEHHBIX CPEJCTB U MPEKYPCOPOB.

18. T'ocynmapcTBeHHass cHCTeMa KOHTpOJS  KaudecTBa,
Hb(HeKTUBHOCTH, 0€30IaCHOCTH JIEKAPCTBEHHBIX CPECTB.

19. HopmaruBHO-TIpaBOBOE o0OeCIeUeHUE W MOHHTOPHHI]
KauecTBa JIEKAPCTBEHHBIX CPEICTB JIJIS JKUBOTHBIX.

20. OO630p TOCYIapCTBEHHBIX, OTPACIEBBIX M  HHBIX
CTaHJapTOB B 00JacTU OOpalleHHs] JIEKApCTBEHHBIX CPEJCTB,
[IpeIHA3HAYEHHBIX JUJIS )KUBOTHBIX.

21. Topsnok 1 mpaBuiia JUIEH3UPOBaHUs hapMaIleBTUUECKON

e TEIBHOCTH.

22. CpenctBa  JIGKapCTBEHHbIE IS  BETEpHUHAPHHU.
Texnonornueckue persnamenTsl npousBoacTBa. 'OCT P 54763-
2011.

23. IlpaBuna 1OpoU3BOJACTBA U  KOHTPOJS  KadyecTBa
nexapctBeHHBIX cpenctB. OCT P 52249-20009.

24. CpencrBa JleKapCTBEHHBbIE Ul JKUBOTHBIX. YIIaKOBKa,
MapKupoBKa, TpaHcnoptupoBanue u xpanenue. 'OCT P 52683-
2006.

25. TIpaBoBoe perynupoBaHHe AeSITEIBHOCTH B chepe 000poTa)
HApKOTHUYECKUX CPEJCTB, ICUXOTPOIHBIX BELIECTB.

26. VYcnoBus HCIIOJNB30BAHMUSI HAPKOTUYECKUX CPEACTB U
[ICUXOTPOITHBIX BELIECTB B BETEPUHAPHBIX LIEIISIX.

27. TpeboBanus 3akoHOHaTenscTBa Poccuiickoit denepanun K
IMIIaM,  OCYHIECTBJSIOIIMM  pealM3allii0  JIEKapCTBEHHBIX
CpEeICTB, IPEAHA3HAYCHHBIX IS J)KHBOTHBIX.

IIpumep 3auemnozo bunema
denepanbHOE rocy1apCTBEHHOE OI0KETHOE 00Pa30BaTENbHOE YUPEXKICHUE
BbICIIET0 00pa30BaHUs
INocynapctBenHslit arpapHblil yauBepcuter CeBepHoOro 3aypaiibs
HHCTUTYT OMOTEXHOJIOTMH U BETEPUHAPHON MEUIIMHBI
Kadenpa nesapa3zubix 0oe3HeH cenbCKOX039HCTBEHHBIX )KUBOTHBIX
VYyeOHas qucCUMILIMHA
CoBpeMeHHbIe IP00JIeMbl HAYKH M IIPOU3BO/ICTBA B BeTePHHAPHOI hapManuu
cnenuanbHocTh 36.05.01 Berepunapus

3auerHbiii Ouster Ne 1
1. TocynapcTBeHHOE PEryIMpoBaHUE OTHOLIEHWH, BO3HUKAIOMIMX B cepe oOparmieHus
JIEKapCTBEHHBIX CPECTB, MPETHA3HAYCHHBIX [T dKUBOTHBIX.
2. TpeOGoBaHusi, MpeabsBIsSEMbIE K JUIAM, JIOMyCKaeMbIM K paboTe ¢ HapKOTUYECKUMHU
CpeACTBaMH M IICUXOTPOITHBIMU BEIIECTBAMH.
CocraBuin: Ckoceipekux JI.H. / / « » 20 I.
3aenyromuii kadenpoit: Crondosa O.A. / / « » 20 T.

Kpurepum ouenku:

Onenka Onucauune

3a4yeT O6yyaronumiicst o01aaeT rIyOOKMMH M MPOYHBIMU 3HAHUSIMH MO IPEIMETY; MpU
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OTBETE HA J[Ba BOIIPOCA JEMOHCTPUPYET MCUEPIBIBAOLIEE; MTOCIEA0BATENBHOE U
JIOTMYECKH OOOCHOBAHHOE W3JIOKEHHWE 3HAHWM; MPaBHIBHO C(HOPMYIHPOBAT
MOHATHUS U 3aKOHOMEPHOCTH 110 BOIPOCaM; UCIOJIb30BaJl IPUMEPHI U3 MPAKTHKH,
CZeJ1aJl BBIBOJI 110 U3JIara€MOMY MaTepHualy.

HE3a4CT Ecnmu O6y‘l310H.[PII>i HE€ 3HACT 3HAYUTCIBHYKO 4YacCTb MaTcpualia, JOIIYCTHUJI
CYLICCTBCHHBIC OImuOKHU B Mponecce U3JIOKCHHUA; HC YMCCT BBIACIIMTD INIABHOC U
CACJIaTb BBIBOA, IIPHUBOAUT OIIOOYHBIE OMpe€aAcCICHUs, HU OJUH BOIIPOC HEC
pPaCcCMOTPCH 40 KOHIIA, HABOAAIIHNEC BOIIPOCHEI HC TIOMOTI'at0T.

2. TecToBble 3alaHUS 1JIsl IPOMEKYTOYHOM aTTeCTAlUM
(3auet B (hopMe TECTHUPOBAHUS)
IK-4

Crioco0eH MIaHUPOBaTh M MPOBOJIUTH OPTaHU3AIMOHHO-TEXHUYCCKUE W BETEPUHAPHBIC

MEPOTPHSITHSI HAITPABJICHHBIC HA 3alTUTY )KU3HU U 3JI0POBbS YEIIOBEKA U )KMBOTHBIX
3HaAMb:

- mpebosanus hedepanbHoco 3aKOHO0AMeNbCMEd, npedvasisiemvle K 0esmelvHocmu 6 cghepe
00pawenust 1eKapCmeeHHblX CpeoCcme Ol HCUBOMHBIX
- 00WUe NpUHYUNBL PaspadoOmKu, UCHIMAHUSL U Pe2UCMPayUul 1eKapCmeeHHbIX CPeoCcme
- mpasuna 20CyO0apCmeeHHol pe2ucmpayul JeKapCcmeeHHvlX Cpeocms OJisl IHCUBOMHBIX U
KOpMOBbIX 000AB0OK
- NOPAOOK JUYEH3UPOBAHUSL NPOU3BOOCMBA NeKAPCMBEHHbIX CPeOCme U Gapmayesmuieckoll
dessimenvHOCMU 8 chepe 0bpaujeHus 1eKapCmMeeHHbIX CPeOCms OJisl HCUBOMHBLX

1. JlekapcTBEHHBIE CpEACTBA B BHJE JACHCTBYIOUIMX BEIIECTB OMOJIOTHYECKOTO,
MUHEPATFHOTO WJIH XUMHUYECKOTO TIPOUCXOXKIEHUsS, obOnamaromme (GpapMakoIorudecKon
AKTUBHOCTBIO, TMpEAHA3HAUYEHHBbIE Ui MPOU3BOJCTBA, H3TOTOBIEHUS  JIEKAPCTBEHHBIX
IPerapaToB U onpeAesstomue ux 3pHEeKTUBHOCTh — ITO

2. BeriecTBa HEOPraHUYECKOTO WJIM OPTaHUYECKOTO MPOUCXOXKICHUS, UCIOJIb3yeMbIe B
MPOIIeCCe TMPOM3BOJICTBA, W3TOTOBJICHUS JICKAPCTBEHHBIX IMPEIMapaToB [UIsl TMPUIAHUS UM
HEOOXOUMBIX (PUZUKO-XUMHUYECKUX CBOWCTB — 3TO

3. JlekapcTBEHHOE CPENICTBO, COJEpPIKAIEe TaKyl ke (papMaleBTUYECKYIO CYOCTaHITUIO
WM KOMOMHAILIMIO TakuX ke (apMaleBTHUECKUX CyOCTaHIMH B TakKOMl e JIeKapCTBEHHOM
dopme, uro u opurunHanpHoe JIC, W mocTymuBIIEe B OOpalieHHWE IOCIE IOCTYIUICHHS B
oOpallileHne OPUTHHATILHOTO JIEKAPCTBEHHOTO CPEICTBA — ATO

4. XapaKTepuCTUKA JICKAPCTBEHHOTO CPEJICTBA, OCHOBAHHAS HA CPABHUTEIILHOM aHAIN3e
ero 3Q¢GeKTUBHOCTH U PUCKa MPUINHEHUS Bpea 310POBbIO — ATO

5. JlekapcTBeHHOE CpEACTBO, HaxXojdlleecss B 00OpOTE€ C HapyIIEHUEM TI'PakJaHCKOTO
3aKOHOJATENHCTBA — ATO

6. Peakmust oprann3mMa, BO3HUKINAS B CBSI3H C TIPUMEHEHUEM JICKApPCTBEHHOTO IIperapara
B J103aX, PEKOMEHIYEeMbIX B HMHCTPYKIIMH MO €ro MNpPUMEHEHHI0, I NPOPUIAKTHKH,
JTUATHOCTHKH, JICYCHHS 32a00JICBaHUS WJTH JIJIST peaOMIIATAIIIN — 3TO

7. 'ocynapCTBEHHOM perucTpanuu moajexar

8. IIponsBogutenu JIC HE MOT'YT OCYIIECTBIIATH MMPOJAXKY JIEKAPCTBEHHBIX CPEACTB

9. Opranu3aiuy OnTOBOW TOPTOBJIH JIEKAPCTBEHHBIMH CPEJCTBAMH MOTYT OCYILECTBISATh
npoaaxy JIC, kpome

10. CocrosiHue JIeKapCTBEHHOTO TpernapaTa, COOTBETCTBYIOIIEE CIIOCO0aM €ro BBEICHUS
Y IPUMEHEHUS U 00ecTieurBaroIee TOCTHREHNE He00X0aMMOoro JiedeOHoro dpdexra — 3To

11. JlexapcTBeHHBIN Mpenapar ¢ HOBBIM JCHCTBYIOIIMM BEIIECTBOM, KOTOPBIA MEPBBIM
3apeructpupoBaH B Poccuiickoii @enepaniui WM B MTHOCTPAHHBIX FOCYIapCTBAaX Ha OCHOBAHHH
pe3yNbTaTOB JTOKIMHMYECKUX HCCIEIOBAHUN JIEKAPCTBEHHBIX CPEACTB U KIMHHUYECKHX
WCCJICIOBAHMH JICKAPCTBEHHBIX MPEMapaToB, MOATBEPKIAIOIMIUX €r0 KauyecTBO, Y (HEKTHUBHOCTH
1 0€30MacHOCTh — 3TO
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12. CoOTBETCTBHE JIEKAPCTBEHHOT'O CpEACTBA TPEOOBAHUSAM (apMaKONEHHONW CTAaThu
a0 B cilyyae ee OTCYTCTBUS HOPMATHBHOM JOKYMEHTAIMH WJIM HOPMATHBHOIO JIOKYMEHTa —
3TO

13. JlekapcTBEeHHOE CPEICTBO, COITPOBOXKIAEMOE JIO)KHONH MH(POPMAIIMEH O €ro COCTaBe M
(um) MpOU3BOAUTENE — 3TO

14. JlexapcTBEHHOE CPEACTBO, HE COOTBETCTBYIOIIEE TpeOOBaHUSAM (apMaKoneHHOM
cTatbu JHOO B CIydae €€ OTCYTCTBHS TpeOOBaHMAM HOPMATHBHOM JTOKYMEHTALMU WU
HOPMATHUBHOTO IOKYMEHTa — 3TO

15. T'ocynapcTBEHHOW PErUCTPALIUU HE MOJIEKAT

16. He 3anperniaercst mpou3BOACTBO

17. Ha mnepBHYHON YMaKOBKE XOpPOIIO YUTAEMBIM MIPU(YTOM HA PYCCKOM S3BIKE
YKa3bIBaeTCs BCE, KPOME

18. Pacxonpl, cBsi3aHHbIE ¢ YHUUTOXKeHHEM KoHTpadakTHbIX JIC, HeqoOpokaueCTBEHHBIX
JIC, danbcudunupoanusix JIC

19. IIpoBeaeHre NMPOBEPKH BBHIMOJHEHHS IOPUANYECKUM JIMLIOM WM WHAWBUIYAIbHBIM
OpeNpUHIMATEIEM IPH OCYIIECTBICHHH WX JCSITEIBHOCTH O0SM3aTeNbHBIX TPEOOBAaHMHA K
ToBapaM (paboTaM, yciayram), yCTAaHOBJICHHBIX (ellepalbHBIMU 3aKOHAMU WJIM IPUHUMAEMbIMU B
COOTBETCTBUM C HUMH HOPMATUBHBIMH ITPABOBBIMHU aKTaMHU — 3TO

20. Ceprudukanus — 310

21. Opranuzanus, OCYIIECTBISIONIas ONTOBYIO TOPIOBIIO  JIEKAPCTBEHHBIMH
CpeICTBAaMH, UX XpaHEHHE, TIEPEBO3KY B COOTBETCTBHUH ¢ TpeboBaHusMu DenepanbHOro 3aKoHa
«O0 obOpareHnn JeKapCTBEHHBIX CPEACTBY - 3TO

22. JIoKkyMeHT, TIOATBEPXKIAIOMIMI  COOTBETCTBME  IMOATOTOBKH  CIIELUATHCTA
rocy/1apcTBEHHOMY 00pa30BaTeIbHOMY CTaHAPTy, Ha3bIBAETCS

23. ®epepanbHble OpraHbl  UcHodHHUTENbHOW Bimacth  HE  ocymectBistonie
TOCYyJapCTBEHHOE PETyJIMPOBAaHHE OTHOLICHWIA, BO3HHMKAOMMX B chepe oOpameHus
JIEKapCTBEHHBIX MPENapaToB

24. YxaxuTe, Kakue GyHKIUU HE MOYKET OCYIIECTBIIATh anTeKa

25. HawmmeHoBaHmWe JAEHCTBYIONIETO BemiecTBa (apMameBTUYECKOH CcyOcTaHIWH,
PEKOMEHIOBaHHOE BceMupHO# opraHn3anueil 31paBoOXpaHeHus — 3TO

26. YKaxxuTe, KaK Ha3bIBaeTCs JEATENIbHOCTh, BKJIIOYAIOIas B c€0s ONTOBYIO TOPIOBIIIO
JIEKapCTBEHHbIMM CpPEJCTBAMHU, MX XpaHEHHUE, MEepeBO3KYy M (WIM) PO3HUYHYIO TOPTOBIIIO
JIEKapCTBEHHBIMU  IIpernaparaMH, WX OTIYCK, XpaHEHHe, TIepeBO3KY, H3TOTOBIIECHUE
JIeKapCTBEHHBIX IpenapaToB

27. YKaxuTe, KaKOH M3 HIKETIEPEUNCIICHHBIX BHJIOB JIESITEILHOCTH HE BXOAUT B TIOHSTHE
«(papmarneBTHUECKas 1€ATEIbHOCT)»

28. VkaxuTe KIacCUPUKAIMIO MPEANPHUITUNH PO3HUYHOM TOPTOBIM JIEKApPCTBEHHBIMU
CpeACTBaMU M TOBapaMM MEAULIMHCKOTO U BETEPHUHAPHOTO Ha3HAYECHUs

29. TlombepuTe TmpaBWIBHBIA TEPMUH [UIS TEXHHYECKOTO COOPYKCHHUs, 3HaHus,
YCTPOMCTBA, KOTOPOE COCTOMT M3 B3aUMOCBSI3aHHBIX DJJIEMEHTOB W TMPEJHA3HAUEHO JUIs
XpaHEHMs, HAKOIUIEHUS, TOJTOTOBKM IPOU3BOJCTBEHHOMY NOTPEOJICHUIO MM pealu3aluu
JIEKapCTBEHHBIX CPEACTB M TOBApPOB MEIUIIMHCKOTO HA3HAYEHMs, a TaKXKe pacrpeaeiecHus
TOBApOB ANTEYHOI'0 ACCOPTUMEHTA MEKIY MOTPEOUTETAMU

30. Ykaxwure, UISI Kakoi IeNy HE JOMycKaeTcsi BBO3 B PD He3aperncTpupoBaHHOTO
JIEKapCTBEHHOI'O CPECTBA

31. JlexapcTBEHHBII mpenapaT, IPOM3BEACHHBIA MM M3rOTOBIEHHBINM U3 OJAHOTO BHIA
JIEKapCTBEHHOTO PACTUTEIBHOTO ChIPbs MM HECKOJIBKMX BH/IOB TAKOTO CHIPhS U Pealn3yeMbli B
pacacoBaHHOM BHUJI€ BO BTOPUYHOMN (IOTPEOUTENBCKON) YIIaKOBKE — 3TO

32. YkaxuTe, Kakasg OpraHu3alusi UMEeT MPaBO OCYIIECTBIATh KOHTPOJIb YHHUTOXKCHUS
(banbcupUIMPOBAHHBIX, HEAOOPOKAUECTBEHHBIX U KOHTPA(aKTHBIX JEKAapCTBEHHBIX CPEICTB
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33. JlekapCTBEHHBIE Ipenaparhl, ACHCTBYIOIIEE BEIIECTBO KOTOPBHIX MPOM3BEACHO WU
BBIJICJIEHO M3 OMOJIOTMYECKOTO MCTOYHHMKA W JJIsl ONpEAETIeHHUs CBOWCTB M KayeCTBA KOTOPBIX
Heo0Xxo1uMa KOMOMHALUS OMOJIOTHUECKUX U PU3UKO-XMMUYECKHX METOJI0B — 3TO

34.  JlekapCTBEHHBIH nperapar, KOTOPBIN UCIIONB3yeTCA I OLICHKU
OMOAPKBUBAJICHTHOCTH WJIM TEPANEeBTUYECKON SKBHUBAJICHTHOCTH, KadecTBa, 3(P(EKTUBHOCTH U
0€30I1aCHOCTH ~ BOCIIPOM3BEJCHHOIO  JIEKApCTBEHHOI'O  Ipernapara Wi  OMOaHaJIoroBOIrO
(bnomo00HOT0) JTEKaPCTBEHHOTO Mpemnapara (buoaHamora) — 3To

35. JlocTmkeHHe KIMHMYECKH COINOCTAaBUMBIX TepameBTHYeckoro 3ddexkra u
nokasaresne 3pQPEeKTUBHOCTH U 0€30MaCHOCTH NPH NPUMEHEHHUH JIEKAPCTBEHHBIX IMpernapaToB
JUISL MEULIMHCKOIO IMPUMEHEHMS, MMEIOIIMX OJHO MEXAYHapOoJAHOE HENaTeHTOBaHHOE (WiIn
XMMHUYECKOE, WU TPYNIIMPOBOYHOE) HAUMEHOBAHKE, B SKBUBAJICHTHBIX JI03UPOBKAX 110 OJHUM U
TEM K€ MOKa3aHUAM K IIPUMEHEHMIO U IIPU OJMHAKOBOM CIIOCOOE BBEJIEHUS y OJHOM M TOH ke
Ipymnbl 00JIbHBIX

36. Uro u3 nepeuncnennoro HE otHocuTces k cyObexTaM (hapMareBTHIECKOro phIHKa

37. JlexapcTBeHHBIN IIpenapar ¢ JOKa3aHHOW TEpaleBTUYECKOW SKBUBAJIECHTHOCTBIO
Wi OMOIKBHUBAJICHTHOCTHIO B OTHOUICHWH pe(EepeHTHOro JIeKapcTBEHHOI'O Iperapara,
MMEIOUIMI  DKBUBAJIECHTHBIE €MY KAUeCTBEHHBIM COCTaB M KOJMWYECTBEHHBIM COCTaB
JEMCTBYIOIINX BEIIECTB, COCTaB BCIIOMOTATEIbHBIX BEUIECTB, JIEKAPCTBEHHYIO (OPMY U CIIOCOO
BBEJICHUS — ITO

38. JlexapcTBeHHBIC TpenapaThl, NPeAHA3HAYCHHbBIC HUCKIIOYUTEIBHO IS AUATHOCTHKH
WIM TATOT€HETHUYECKOro JIedeHMs] (JIeUeHUus, HalpaBICHHOIO Ha MEXaHU3M DPa3BUTHUS
3a001eBaHus) PEIKUX 3a00JIE€BaHUM - ITO

39. VkaxuTe, Kakue OpraHbl BBIJAIOT JIMIEH3UIO HAa PO3HUYHYIO peaH3aIiio
JIEKApCTBEHHBIX CPEJICTB JUIsl BETEPUHAPHOTO IPUMEHEHMS

40. BemecTtBa WM UX KOMOMHAIMK, BCTYHAIOIIKME B KOHTAKT C OPraHU3MOM 4YellOBeKa
WIM SKABOTHOTO, IPOHMKAIOIIME B OpraHbl, TKaHU OpraHM3Ma YeJOBEKa WIH >KUBOTHOIO,
IpUMEHsSIeMble JUIsl NPO(UIAKTUKH, JUAarHOCTUKU (32 HCKIIIOUEHUEM BELIECTB WM HX
KOMOMHAIMK, HE KOHTAKTUPYIOIIMX C OPraHM3MOM YeJIOBEKa WM JKUBOTHOIO), JICUEHUS
3a0osieBaHus, peadWIMTalWK, s COXPAaHEHUs, NPEJOTBPAIICHUS WIM  TpPEpbIBAaHUS
OEpeMEHHOCTH M TOJyYEHHbIE M3 KPOBM, IUIa3Mbl KPOBH, U3 OPraHOB, TKaHEH OpraHu3Ma
YEJIO0BEKa WJIM JKUBOTHOIO, PAaCTE€HUM, MHUHEpPAJIOB METOJAMHM CHHTE3a WJIH C IPUMEHEHUEM
OMOJIOTMYECKUX TEXHOJIOTUN — 3TO

41. JlekapcTBEHHBIE CpEACTBA B BHJE JIEKApPCTBEHHBIX (QOpPM, NpUMEHSEMbIE s
npo(UIaKTUKY, JAUArHOCTUKM, JiedyeHUs 3a0oseBaHus, peaOWiIuTalMM, s COXPAaHEHUs,
NPEJOTBPALCHNS WK TpepbIBaHUs OEPEMEHHOCTH — 3TO

42. CopnepxaHHue OJHOTO WM HECKOJBKUX JEHCTBYIOIINX BEIIECTB B KOJMYECTBEHHOM
BBIPQXEHUM Ha €IMHUILY J103bl, WM €IUHMIY 00beMa, I €JUHHUILY MAacChl B COOTBETCTBHUHU C
JeKapcTBEeHHOH ¢opMoii 1100 A7 HEKOTOPHIX BHUIOB JIEKAPCTBEHHBIX (OPM KOJIUYECTBO
BBICBOOOKJA€MOT0 U3 JIEKapCTBEHHOM (DOPMBI IEHCTBYIOIIETO BEIIECTBA 3a €IMHUILY BPEMEHU —
3TO

43. YkaxuTe, KaK¥e OpraHbl BBJIAIOT JUICH3WIO Ha JEATENBHOCTh, CBS3aHHYIO C
000pOTOM HApKOTHYECKUX M ICUXOTPOMHBIX JIEKAPCTBEHHBIX CPEJCTB Ui BETEPUHAPHOTO
IIPUMEHEHHUS

44. B BeTepuHapuH MOTYT MCIOJIb30BaThC HAPKOTHYECKHE CPENCTBA U ICHUXOTPOITHBIE
BEILECTBA, 3aperUCTpUpOBaHHbIE Ha Teppurtopun Poccuiickonn ®Penepauuu B NOPAAKE,
YCTaHOBJIEHHOM 3aKOHO/IaTeIbCTBOM 00 00pallleHNuH JeKapCTBEHHBIX CPEJCTB

45. Cpok neiictBus momycka iuma k padore ¢ HC, 1B, a takxke K AeSITETbHOCTH,
CBSI3aHHOU ¢ 000POTOM MPEKYPCOPOB

46. K nuIeH3MOHHBIM TpeOOBaHUSM TMPH  OCYIIECTBIECHUH (hapMarieBTHUECKON
JeATEIbHOCTH HE OTHOCUTCS
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47. JInueH3upyOIUi OpraH MPUHUMAET pelleHHe O MPEeJOCTaBICHUH Wi 00 OTKa3e B
MPEAOCTAaBICHUH JIMLIEH3MM B CPOK CO [JHS IIOCTYIJIEHUs 3asBJICHUS O NPEIOCTaBICHUU
JMLEH3UU U [IPUIaraéMbIX K HEMY JJOKYMEHTOB, HE IPEBbIIIAIOIINI

48. JIMeH3upyonmi oprai IpUHUMAET PEIICHUE O MPEKPALCHUN ACHCTBUS JTUILICH3UU
CO JIHS TIOJTyYEHUS 3asBJICHUS OT JIMLIEH3UATa B CPOK:

49. JIuueH3upyromuii oprad BIpaBe IPOBOJAUTH BHEIUIAHOBYIO BBIE3JIHYIO MPOBEPKY O€3
HaIpaBJICHUS IPEJBAPUTEIBLHOTO YBEAOMIICHHS JIMIIEH3UATy 110 OCHOBAHUIO

50. Bun nestenbHOCTH, HA OCYILIECTBICHHE KOTOPOTO He TpeOyeTcs TUIEeH3Us

51. JInuensus Ha (papManeBTUYECKYIO IEATEILHOCTh BBIAETCS CPOKOM Ha

52. JIntileH3MOHHBIA KOHTPOJIb MOXKET MPOBOJUTHCS B BUJIE

53. AHHYIUpOBaHUE JUIEH3UH OCYILECTBIISCTCS 110 PEIICHUIO

54. [InaHoBOE MEpPONPUATHE MO KOHTPOIK B OTHOLIEHUH OJHOIO HOPUIAMYECKOrO JULa
WIM WHAWBUIYAJIBHOTO MpPEINPUHUMATENS KaXKIbIM OPraHOM TIOCYIapCTBEHHOI'O KOHTPOJIS
(Ham30pa) MOKET OBITH MPOBEICHO

55. Couckarenp JIMLIEH3UH — 3TO

56. OcHoBaHUEM ISl OTKa3a B IPEAOCTABICHUH JIMLIEH3UH SIBISETCS

57. OpraHuzauuyd ONTOBOM TOPrOBJIM JIEKAPCTBEHHBIMU CPEICTBAMU HE MOTYT
OCYLIECTBIISATh MPOJIAXKY JIEKAPCTBEHHBIX CPEACTB

58. B cootBerctBUM ¢ Ne 99-D3 «O nuneH3UPOBAHUN OTAEIBHBIX BUJIOB JESATEIbHOCTH
MOHSTUE WIMLIEH3US» 03HAYAET

59. OCHOBHBIMM NPUHIUIIAMU OCYIIECTBIICHUS JIMLIEH3UPOBAHUS SIBIISIIOTCS

60. JluneH3noHHble TPeOOBaHMS YCTAHABIMBAIOTCS MOJOXKEHUSMHU O JHUICH3UPOBAHUU
KOHKPETHBIX BUJIOB JAESATEIbHOCTU U YTBEPKIAIOTCS

61. B mnepeyeHb BBHINONHSAEMBIX pabOT, OKA3bIBAEMBIX YCIYI, COCTABIISIIOIINX
@dapmaneBTHYECKYI0 JEATEIbHOCTh B cdepe oOpamieHuss JIEKapCTBEHHBIX CpPEACTB IS
BETEPUHAPHOr0 IPUMEHEHUS HE BXOJUT

62. JlnnenzupoBanue (hapManeBTHUIECKON IS TeIPHOCTH alITEYHBIX OPraHU3aIUi 3TO

63. IIponenypa IMIIEH3MPOBAaHUS aITEYHOW OpraHU3alluy HE IIPEyCMAaTPUBAET

64. JluueHs3us, BbIJAHHAs KOMHUCCHEH 1O JIMLEH3UPOBaHMIO (hapMalleBTHUECKON
JeATEeIbHOCTH, IEUCTBUTENIbHA HA TEPPUTOPUU

65. HopMaTuBHBIN TOKYMEHT, OINPEEIISIONINIA JINIIEH3NOHHBIE TPEOOBAHUS U YCIIOBUS,
cOOJTI0JIeHHE KOTOPBIX HEOOXOAMMO /IS MOIYYEHHUS JIMIEH3UH Ha JEATelNbHOCTb, CBA3aHHYIO C
000pOTOM HAPKOTUUYECKUX CPEACTB U NMCUXOTPOIHBIX BEIIECTB

66. JluneHsnio Ha PO3HUYHYIO PEATU3aLUI0 JEKAapCTBEHHBIX CPENCTB AJI KMBOTHBIX
BbIJIa€T

67. CnenuaibHOE pa3pellieHHue Ha IMPaBO OCYUIECTBIICHUS HOPUAWYECKUM JIMLOM HIIU
VHAUBHUAYaAJIbHBIM MPEANPUHUMATENIEM KOHKPETHOTO BUA JIEATEIbHOCTH

68. YkaxuTre, KAKUM U3 HOPMATUBHBIX JOKYMEHTOB ONPEAEISAIOTCS BUIbI AEATEIBHOCTH
Ut (papManeBTUUECKUX MPENNpHUATHI, Ha OCYIIECTBICHHE KOTOPHIX HEOOXOIUMO IOIy4YEHHE
JULEH3UH Ha Tepputopun PO

69. B anreuHoil opraHu3anuyd B YAOOHBIX JIJIi O3HAKOMJIEHHUS MECTax TOPTOBOTO 3aya
JOJIKHBI OBITH Pa3MEIEHBI

70. AnTeyHBIM YYpPEKIEHHAM, IMPOIICAIINM JHMIEH3UPOBAHUE B YCTAHOBIEHHOM
MOPSIZIKE, JINLIEH3UPYIOIUMHI OpraHaMH BbIIAETCS

71. BeiOepute agpec caiTa, re MOXXHO O3HAKOMHUTHCA C WH(MOpMaImend O IIIaHOBBIX
MIPOBEPKAX BETEPUHAPHBIX ANTEUHBIX OpraHu3aluil

72. Tlonoxenust @eaepaibHOrO 3akoHa Ne 99 «O JIHIIEH3UPOBAHUU OTJEIBHBIX BUJIOB
JESATEIIBHOCTH» HE NPUMEHAIOTCS K  OTHOIIEHUSM, CBSI3aHHBIM C  OCYIIECTBJIEHUEM
JUIEH3UPOBaHUS

73.JIneH3upOBaHUIO HE MOJJICKUT
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74. HopMaTuBHBIA TOKYMEHT, ONPEACIISIONINIA JINIEH3NOHHBIE TPeOOBAaHUS U YCIIOBUS,
COOJIIOICHHE KOTOPBIX HEOOXOAUMO JUIsl TIONYYSHHUsS JIMIIEH3WW Ha (apMaleBTHYECKYIO
JESTENIbHOCTD

75. Bun nesTenbHOCTH, Ha OCYHIECTBJICHHUE KOTOPOro Ha Tepputopun Poccuiickoi
Oeneparun TpeOyeTcs MoTydeHUe JTUIEH3UN

76. YTBepKACHHUE MOJOKEHUN O JTUIICH3UPOBAHUU KOHKPETHBIX BUIOB JIEATEIBHOCTH U
IPUHIATHE HOPMATHBHBIX IIPABOBBIX AaKTOB I[10 BONpOCAM JIMIIEH3UPOBAHUS OTHOCHUTCA K
MOJIHOMOYHSIM

77. YTBepAcHUHE TOKa3aTejde MOHHMTOpUHTA APPEKTUBHOCTH JUIICH3UPOBAHUS,
MOpsIKa MMPOBEJICHUSI TAKOTO MOHUTOPHHTIA, MOPsIAKAa OJTOTOBKU U MPEJICTABICHUS €KErOHBIX
JIOKJIaJIOB O JIMLIEH3UPOBAaHUHM OTHOCUTCS K IIOJTHOMOYMSIM

78. OcyiecTBlieHUE JMIIEH3UPOBAHUS KOHKPETHBIX BHJIOB JAESITEILHOCTH OTHOCUTCS K
MIOJIHOMOYUSIM

79. B cnydae, eciu 3asBJIEHUE O MPEIOCTABICHUN JTUIEH3UU 0QOPMIICHO C HAPYIIEHUEM
TpeOOBaHUM, JUIEH3UPYIOLUIMII OpraH BpydYaeT COUCKATEII JIMLUEH3UHU YBEJOMIIEHHUE O
HEOOXOJUMOCTH YCTPAaHEHHUS BBISBICHHBIX HApyHUIEHUH CO JHS TpUeMa 3asBICHUS O
IIPEIOCTABIICHUY JINLIEH3UU B TEUEHUE

80. B ciyuae, ecnu 3asBIieHUE O MPEIOCTABICHUU JHUIICH3UU OQPOPMIICHO C HapYIICHHEM
TpeOOBaHU, COUCKATEIb JULEH3UH JI0JKEH YCTPAHUTh BbISIBICHHbBIC HAPYILICHUS B TEUEHUE

81. CyObexTamy rpakJJaHCKUX MPABOOTHOIICHUH SIBISIFOTCS

82. [IpaBoHapymieHue — 3T0 0OIIECTBEHHO OMACHOE, BUHOBHOE, ITPOTUBOIIPABHOE JIESHUE
(mefictBue wnu Oe3zeiicTBUE), HaHOCsIIEE Bpel OOIIECTBEHHBIM OTHOILICHHUSM U BIIEKYIIEE 3a
co0oit

83. JlestenpHOCTb, HamNpaBiICHHAas Ha HEIOMYIIECHHE, OTPaHUYEHUE WM YCTpaHEHUE
KOHKYpPEHLIUHU, Ha3bIBaeTCs

84. [IlpaBoBoe perynupoBaHHE pPEKIAMHPOBAHHUS JIEKAPCTBEHHBIX MpENnaparoB
oOecrnieunBaeTcs 3aKOHaMH, 32 UCKIIOYEHUEM

85. CyObekTaMu aAMUHUCTPATUBHOTO MPAaBOHAPYIIECHUS SIBIISIOTCS

86. OxpaHurenbHast QyHKIMS [IpaBa OCYILECTBISIETCS TyTEM

87. 3a coBeplieHHe MOHOMOJIMCTUYECKUX JIEHCTBUI ¢ MPUYMHEHUEM KPYITHOTO yiiepoa B
COOTBETCTBUH C 3aKoHOAaTeabcTBOM P®d mpenycmarpuBaeTcsi OTBETCTBEHHOCTD

88. @usnueckue JMLa, B TOM 4YHCIE€ WHIUBUAYaIbHBIC MPEANPUHUMATENN, U
IOPUAMYECKHE JIMLA, OCYLIECTBIISIIOIINE JAESITeNbHOCTh MpHU OOpallleHUHM JEeKapCTBEHHBIX
CPEICTB, 3TO

89. HeOnaronpusiTHblE NOCIEACTBHS, HACTyMAlONIME B Pe3yJbTaTe NPOTHUBONPABHOIO
NOBEJICHUs CYOBEKTa IPABOOTHOLICHMs, TO €CTh Haka3aHHE B BHJE NPUMEHEHHs CaHKLUHU
HOPMBI 1IpaBa - 3TO OTBETCTBEHHOCTh

90. K Bugam ropuandecKoil OTBETCTBEHHOCTH HE OTHOCUTCS

91. OCHOBHBIM HOpPMATHBHBIM aKTOM, PETJIAMEHTUPYIOLUIUM TI'pakIaHCKO-IIPABOBYIO
OTBETCTBEHHOCTD, ABJIETCS

92. Bua ropuauuecKod  OTBETCTBEHHOCTH, KOTOpas BO3HHUKAET  BCJIEICTBHUE
aJMMHHMCTPATUBHOTO ITPAaBOHAPYIIEHUS WIN aAMUHUCTPATUBHOIO MTOCTYIIKA

93. OCHOBHOW HOPMAaTUBHBIM aKT, PpENNIAMEHTUPYIOIIUN aIMUHHCTPATUBHYIO
OTBETCTBEHHOCTh

94. CamocrosTenbHasi, OCyIIECTBIIsIEMasl HA CBOM PUCK JE€ATEIBbHOCTh, HAPABJICHHAS HA
CHUCTEMaTHYeCKoe MOJy4YeHHE NPUObUIM OT TMOJb30BAHUS HMMYILECTBOM, IMPOJaKH TOBAPOB,
BBITMIOJTHEHUs] pabOT MM OKa3aHUs YCIYT JIMIIAMH, 3apETHCTPUPOBAHHBIMU B 3TOM KauecTBE B
YCTaHOBJIEHHOM 3aKOHOM IOPSIIKE

95. VYcraHOBIIEHHas TOCYJapCTBOM Mepa OTBETCTBEHHOCTH 3a  COBEPIICHUE
aJMMHHMCTPATUBHOTO MPAaBOHAPYILEHUS U IPUMEHsAEMAs B LENSIX MPEAYIPEKICHUS COBEPLICHUS
HOBBIX NPAaBOHAPYILIEHUH, KaK CAMUM MPaBOHAPYIIUTEIEM, TaK U APYTUMU JIMLIAMHU 3TO
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96. Mepa aAMHHHCTPATHBHOTO HaKa3aHWs, BBIPAKEHHAS B OQUIIMAILHOM MOPUIIAHUU
(bu3MYECKOT0 WK I0PUINYECKOTO JIUIA, BBIHOCHUMAs B MUCbMEHHOM (opme

97. TocymapCTBEHHBI HAg30p TMPU OOpAICHUH JIEKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO MPUMEHEHHUSI OCYIIIECTBIISETCS

98. Bua ropuandeckoil OTBETCTBEHHOCTH, OCHOBHBIM COJIEPKAHUEM KOTOPOU BBICTYIAIOT
Mepbl, MPUMEHSEMbIE TOCYJAapPCTBEHHBIMH OpraHaMH K JIMIy B CBSI3M C COBEPIICHHUEM UM
MPECTYIICHUS

99. OcHOBHOM HOPMATHUBHBIN aKT, PErIIAMEHTUPYIOIINI YTrOJIOBHYIO OTBETCTBEHHOCTh

100. 3anpemiennsie as obopota B Poccuiickoii denepaniyii BEImecTBa CHHTETHYECKOTO
WIM €CTECTBEHHOTO MPOUCXOXKJICHHUS, HE BKIIOUEHHble B [lepeueHb HApKOTHUECKUX CPEICTB,
MICUXOTPONHBIX BEIIECTB M HX MPEKypCOpPOB, MOMJIEKAIIMX KOHTpoJto B Poccuiickoi
Oenepalyiy, XuMU4eckasi CTpyKTypa U CBOMCTBA KOTOPBIX CXOAHBI C XUMHUECKOM CTPYKTYpOM U
CO CBOMCTBaMU HAPKOTUYECKHUX CPEJCTB U IMCHUXOTPOIHBIX BEIIECTB, ICHXOAKTUBHOE JCHCTBUE
KOTOPBIX OHU BOCIPOH3BOJST

ymembs:
- N0Ib3068AMbCSL HOPMAMUBHO-NPABOBLIMU OOKYMEHMAMU, PEe2NAMEHMUPYIOUWUMU NPOU3BOOCTNEO
JIeKapCMBEHHbIX Npenapamos u gapmayesmuyeckyio oesimenbHocms 6 cghepe obpaujenus
JIeKAPCMBEHHBIX CPeOCm8 Ol BeMEPUHAPHO20 NPUMEHEHUs

1. JlexkapcTBeHHbIE CpeACTBAa B BHJAE JCHCTBYIOLIUMX BELIECTB OMOJIOIHMYECKOTO,
MUHEPATBPHOTO WJIM XUMHUYECKOTO TMPOUCXOXKACHHUSA, obnagaromue ¢GapMaKoIOrH4ecKon
AaKTUBHOCTBIO, TMpEAHA3HAUYEHHbIE Ui IPOU3BOJCTBA, W3TOTOBJIEHUS  JIEKAPCTBEHHBIX
[pernapaToB U onpeaenstonue ux 3pHeKTUBHOCTh — ITO

2. BemiecTBa HEOPraHUYECKOTO WJIM OPTaHUYECKOTO IPOUCXOXKIEHUS, UCIOJIb3yEMbIE B
mpolecce IMPOU3BOJCTBA, HW3TOTOBJIEHUS JIEKAPCTBEHHBIX IMpEnaparoB s MNPUAAHUS UM
HEOOXOIUMBIX (PU3UKO-XUMUYECKUX CBOMCTB — 3TO

3. JlexapcTBEeHHOE CpENICTBO, COJEpKaIlee TaKylo ke (papMaleBTUYECKYI0 CYyOCTaHIIMIO
WIM KOMOMHALIMIO TakuxX ke (apMalleBTUUECKUX CyOCTaHIMH B TakoM e JeKapCTBEHHOMU
dopme, uro u opuruHanbHoe JIC, M mocrtymuBuiee B oOpallleHHe Iocjie MOCTYIUIEHUS B
oOpallleHne OPUTHHAIBHOTO JIEKAPCTBEHHOI'O CPEJCTBA — ATO

4. XapakTepucTuKa JIEKAQpCTBEHHOTO CPEACTBA, OCHOBAHHASI HA CPABHUTEIBLHOM AHAJIN3E
ero 3¢eKTUBHOCTH U PUCKa MPUUMHEHUS Bpea 3J0POBbIO — 3TO

5. JlexkapcTBEHHOE CpPEICTBO, Haxojsuleecs B 00OpPOTE € HapyIIEHHEM TI'Pa’kKAaHCKOTO
3aKOHOJATEIbCTBA — ATO

6. Peakuus opranusma, BOZHUKIIAS B CBA3U C MPUMEHEHUEM JIEKAPCTBEHHOT'O IIpenapara
B J103aX, PEKOMEHJYEeMbIX B MHCTPYKIMH IO €ro MpPUMEHEHHUI0, Uil NpOoUIAKTUKH,
TUATHOCTHKH, JIeYeHUs 3a00JIeBaHUS WM JIJIS peaOuIUTAIlN — 3TO

7. I'ocynapCTBEHHOM pETrUCTpaLKU TOAJIEKAT

8. IIponsBogutenu JIC HE MOTyT OCYIIECTBIIATH IPOJAXKY JIEKAPCTBEHHBIX CPEICTB

9. Opranusanuu onToOBOM TOPrOBIH JEKAPCTBEHHBIMH CPEJICTBAMH MOTYT OCYIIECTBISThH
nponaxy JIC, kpome

10. CocrosiHue JeKapCTBEHHOTO Tpernapara, COOTBETCTBYIOIIEE CIIOCO0aM €ro BBEICHUS
U IPUMEHEHUS 1 00ecrieynBarolee J0OCTHKEHNE HE0OX0IMMOro JieueOHoro 3 dexra — 310

11. JlexkapcTBeHHBII mpenapaT ¢ HOBBIM JIEWCTBYIOIIMM BEIIECTBOM, KOTOPHIA MEPBBIM
3apeructpupoBaH B Poccuiickoii @enepanui WK B HHOCTPAHHBIX FOCYJIapCTBaX HA OCHOBAHUHU
pEe3yNbTaTOB JOKJIMHMYECKHX HCCIEJOBAaHUM JIEKAPCTBEHHBIX CPEACTB W  KIMHUYECKHX
MCCJIEIOBAHMH JICKAPCTBEHHBIX MPEMapaToB, MOATBEPKIAIOIMNX €r0 KauyecTBO, Y (HEKTUBHOCTH
U 0€30MacHOCTh — ATO

12. CooTBeTcTBUE JIEKAPCTBEHHOTO cpeAcTBa TpeOoBaHUSAM (apMaKONEHHON CTaTbu
aubo B cilydae ee OTCYTCTBHS HOPMATHBHOM JOKYMEHTAIIMH WJIM HOPMATHBHOTO JIOKYMEHTa —
3TO
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13. JlekapcTBEHHOE CPEICTBO, COMPOBOXKIAEMOE JIOXKHOM MH(OpMAIUel o ero cocrtaBe u
(W) TPOU3BOAUTEIIE — ITO

14. JlexkapCTBEHHOE CpEICTBO, HE COOTBETCTBYIOIIEE TpeOoBaHMIM (papmakomneitHoH
cTaTbu JIMOO B Cilydae €€ OTCYTCTBUS TpPeOOBaHUSIM HOPMATHUBHOM JOKYMEHTALlUU WU
HOPMAaTUBHOTI'O IOKYMEHTa — 3TO

15. T'ocynapcTBEHHOM perucTpaluu He MoyIekKaT

16. He 3anpenaeTcst mpou3BOJCTBO

17. Ha mnepBMYHON yHakoBKE XOpPOIIO YHTAEMbIM HIPU(PTOM Ha PYCCKOM SI3BIKE
YKa3bIBaETCs BCE, KpOME

18. Pacxopbl, cBsI3aHHBIE ¢ YHUUTOKEHHEM KoHTpadakTHbIX JIC, HemoOpoKkauecTBEHHBIX
JIC, dpanscudunmpoBannbix JIC

19. IlpoBenenuie MPOBEPKH BBIMOJHEHUS IOPUINYECKUM JIMLIOM WIA WHIUBUAYAIbHBIM
OpeIlprUHUMATEIeM MpPH OCYIIECTBICHUU HX JEATEIBHOCTH 00s3aTelbHBIX TpeOOBaHUN K
ToBapaM (pabotaM, yciayram), YCTAaHOBJICHHBIX (elepabHBIMHA 3aKOHAMH WJIH IIPUHUMACMBIMU B
COOTBETCTBUU C HUMU HOPMATUBHBIMH IIPABOBBIMU aKTaMHU — 3TO

20. Ceprudukamus — 310

21. Opranuzanus, OCYILECTBJSIOUIasE ONTOBYIO TOPIOBJIIO  JIEKAPCTBEHHBIMU
CpeACTBaMH, UX XpaHEHHE, IEPEBO3KY B COOTBETCTBUU C TpeOoBaHUsMH DenepaabHOro 3aKOHa
«O0 oOpallleHnH JIEKapCTBEHHBIX CPEICTB - 3TO

22. JIOKyMEHT, TOJTBEPXKIAIOMIMKA  COOTBETCTBHE  IOATOTOBKH  CHEIHMAJIHCTa
rocy/1apCTBEHHOMY 00pa30BaTeIbHOMY CTaHApTy, Ha3bIBAETCS

23. @enepanpHble OpraHbl ucnoilHUTeNnbHOM BractTh HE  ocymectBustonue
rOCyIapCTBEHHOE PEryJIMpOBaHME OTHOIICHM, BO3HUKAOIIMX B cdepe oOpaimieHus
JIEKapCTBEHHBIX IIPENapaToB

24. YxaxuTte, Kakiue QyHKIIMU HE MOXKET OCYILIECTBIISATH anTeKa

25. HaumeHoBaHue JAEHCTBYIOUIEr0 BeliecTBa (hapMaleBTUUECKONH CYOCTaHIIUU,
pexoMeH10BaHHOe BeeMupHoii opranu3zamueil 31paBooXpaHeHus — 3T0

26. YxaxuTe, KaKk Ha3bIBACTCS JIEATEIBHOCTh, BKIIOYAIOIIAS B c€0s1 ONTOBYIO TOPTOBIIIO
JIEKapCTBEHHBIMU CPEJCTBAMH, MX XpaHEHHE, MEPEeBO3KY M (WIM) PO3HUYHYIO TOPTOBIIO
JIEKapCTBEHHBIMU  IIperapaTaMH, WX OTIYCK, XpaHEHWe, IEepEBO3KY, H3TOTOBIICHHE
JIEKapCTBEHHBIX MIPEeNapaToB

27. YKkaxuTe, KaKOH 13 HUKETEPEUUCIEHHBIX BUJIOB JESITEILHOCTH HE BXOAUT B TIOHATHE
«(apmanieBTHUECKAs AEATEITBHOCTD)

28. VKaxuTe KIACCUPHUKAIMIO TPEANPHITANH PO3HUYHOW TOPTOBIH JIEKAPCTBEHHBIMH
CpeJICTBAaMHU M TOBapaMH MEIUIIMHCKOTO U BETEPUHAPHOTO Ha3HAUEHUS

29. TlopOepuTe mNpaBWIBHBIA TEPMUH Ui TEXHHYECKOTO COOPYXKEHHUsS, 3AaHus,
YCTPOMCTBA, KOTOPOE COCTOMT M3 B3aUMOCBS3aHHBIX DJIJIEMEHTOB M IPEJHA3HAYECHO MJIs
XpaHEHUs, HAKOIUIEHUS, MOJATOTOBKM IPOU3BOJACTBEHHOMY MOTPEOJICHUIO WIM pealu3alun
JIEKapCTBEHHBIX CPEACTB M TOBAPOB MEIUIMHCKOTO HA3HAYECHMs, a TAKXKE pACIpENeIcHUS
TOBapOB alTEUHOTO ACCOPTUMEHTA MEXKY TOTPEOUTENIMU

30. Ykaxwure, Ul Kakoil Llenn He Jomyckaercs BBo3 B P® HezaperucTpupoOBaHHOTO
JIEKapCTBEHHOI'O CPEJCTBA

31. JlekapcTBeHHBINM Tperapar, MPOU3BEICHHBIA MM H3TOTOBJICHHBIM U3 OJHOTO BHJA
JIEKapCTBEHHOI'O PACTUTEIBHOTO ChIPhsI MJIM HECKOJIBKUX BUIOB TaKOTO ChIPbs M pealn3yeMblil B
pacacoBaHHOM BHJIE BO BTOPUYHOH (MTOTPEOUTENIBLCKOI) yITAaKOBKE — 3TO

32. YkaxuTe, Kakas OpraHM3alsi UMEET MPaBO OCYIIECTBIATH KOHTPOJIb YHHUTOKCHHS
banbcuPpUIMPOBaHHBIX, HEAOOPOKAYECTBEHHBIX U KOHTPA(PaKTHBIX JIEKAPCTBEHHBIX CPECTB

33. JlekapcTBEeHHBIE Ipenaparthl, JEHCTBYIOIIEE BELIECTBO KOTOPHIX MPOU3BEACHO WIIU
BBIJICJIEHO M3 OMOJIOTMYECKOTO MCTOYHHMKA W JJIsl ONpeAeTeHHUs CBOWCTB M KayecTBAa KOTOPBIX
He0OXoarMa KOMOMHAITMST OMOJIOTHYECKUX U (PHU3UKO-XUMHUYECKUX METOJIOB — 3TO
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34.  JlekapCTBEHHBIH mpernapar, KOTOPBIN UCIIONB3yeTCA  JUId OLICHKU
OMOAPKBUBAJIEHTHOCTH WJIM TEPANEeBTUYECKON SKBUBAJICHTHOCTH, KauecTBa, Y(PPEKTUBHOCTH M
0€30I1aCHOCTH ~ BOCIIPOM3BEJCHHOIO  JIEKApCTBEHHOI'O — Ipernapara Wi  OMOaHaJIOroBOIrO
(bnomo00HOT0) JTEKAPCTBEHHOTO Mpernapara (buoaHamora) — 3To

35. JlocTmkeHHe KIMHMYECKH COINOCTABUMBIX TEpameBTHUECKOro sddexra u
nokasaresned 3(pPEeKTUBHOCTH U 0€30MaCHOCTH NPH NPUMEHEHHUH JIEKAPCTBEHHBIX IpernapaTroB
JUISL MEIMLIMHCKOIO INPUMEHEHMS, MMEIOIIMX OJHO MEXAYHapOoJHOE HENaTeHTOBaHHOE (WiIn
XMMHUYECKOE, WU TPYNIIMPOBOYHOE) HAUMEHOBAHKE, B SKBUBAJICHTHBIX JI03UPOBKAX 110 OJHUM U
TEM K€ MOKA3aHUSAM K NMPUMEHEHHIO U TPU OJMHAKOBOM CIOCOOE BBEIEHUS Y OJHON M TOHU ke
rpymnbl 00JbHBIX

36. Uro u3 nepeuncnennoro HE otHocuTcs k cyObexTaM (hapMareBTHIECKOro phIHKa

37. JlexapcTBeHHBIN IIpenapar ¢ JOKa3aHHOW TEpaleBTUYECKOW SKBUBAJIECHTHOCTBIO
wii OMOIKBHUBAJICHTHOCTHIO B OTHOUICHHM pPE(PEpPeHTHOro JIEKapCTBEHHOIO Iperapara,
UMEIOLIIMI  DKBUBAJICHTHBIE €MY KAUECTBEHHBIM COCTaB M  KOJWYECTBEHHBIM  COCTaB
JICMCTBYIOIIMX BEIIECTB, COCTAB BCIIOMOTATEIbHBIX BEIIECTB, JEKAPCTBEHHYIO (GOPMY U CHIOCOO
BBEJICHUS — ITO

38. JlexapcTBeHHBIE TpenapaThl, MpeJHA3HAYCHHBIC UCKIIIOUUTEIBHO IS JTHArHOCTHKH
WIM TATOT€HETHUYECKOro JIeYeHMs] (JIeUeHUus, HalpaBICHHOIO Ha MEXaHU3M pPa3BUTHUS
3a001eBaHus) PEIKUX 3a00JE€BaHUM - ITO

39. VkaxuTe, Kakue OpraHbl BBIAAIOT JIMIEH3UIO HA PO3HUYHYIO pEaTH3aIHI0
JIEKAPCTBEHHBIX CPEJICTB ISl BETEPUHAPHOIO IIPUMEHEHHUS

40. BemecTtBa min UX KOMOMHAIMK, BCTYHAIOIIKME B KOHTAKT C OPraHU3MOM 4YellOBeKa
WIM SKABOTHOTO, IPOHUKAIOIIME B OpraHbl, TKaHUM OPraHM3Ma YeJlIOBEeKa WM JKUBOTHOTO,
IpUMEHsSIEMblEe JUIsl NPO(UIAKTUKM, JUAarHOCTUKU (32 HCKIIIOUEHUEM BELIECTB WM HX
KOMOMHAIMK, HE KOHTAKTUPYIOIIMX C OPraHU3MOM YEJIOBEKa WM JKUBOTHOIO), JICUEHUS
3a0osieBaHus, peadWIMTalMK, I COXPAHEHHUs, NPEJOTBpPALICHMs] WU IMpepbIBaHUSA
OepeMEHHOCTH U TOJyYEHHbIE W3 KPOBH, IJIa3Mbl KPOBHM, M3 OpPraHoOB, TKaHEH opraHusma
YeJIO0BEKa WJIM JKUBOTHOI'O, PAaCTE€HUH, MHHEPAJIOB METOJAMM CUHTE3a WIM C IPUMEHEHUEM
OMOJIOTUYECKUX TEXHOJIOTUN — 3TO

41. JlekapcTBEHHBIE CpEACTBA B BHJE JIEKAapPCTBEHHBIX (QOpPM, NpUMEHSEMbIE s
npoUIaKTUKY, JAUAarHOCTUKM, JIeYeHHs 3a0oieBaHMs, peadWIMTaluu, Uil COXpaHEeHus,
NPEOTBPALCHNS WX TPepbIBaHUsI OEPEMEHHOCTH — 3TO

42. CopnepxaHHe OJHOTO WM HECKOJBKUX JEHCTBYIOIINX BEIIECTB B KOJMYECTBEHHOM
BBIPQXEHUM Ha €IMHUILY J103bl, WM €AUHMIY 00beMa, WM €JUHHUILY MAacChl B COOTBETCTBHUHU C
JeKapcTBeHHON ¢opMoii 1100 A7 HEKOTOPHIX BHUIOB JIEKAPCTBEHHBIX (OPM KOJIUYECTBO
BBICBOOOKJA€MOT0 U3 JIEKapCTBEHHOM (DOPMBI IEHCTBYIOIIETO BEIIECTBA 3a €IMHUILY BPEMEHU —
3TO

43. YkaxuTe, KaKhe OpraHbl BBJIAIOT JMICH3WIO Ha JEATENBHOCTh, CBS3aHHYIO C
000pOTOM HAapKOTHYECKUX M ICUXOTPONHBIX JIEKAPCTBEHHBIX CPEICTB I BETEPUHAPHOTO
IIPUMEHEHHUS

44. B BerepuHAapyUH MOTYT MCHOJIb30BaThCS HAPKOTHYECKHUE CPENCTBA M ICHUXOTPOITHBIE
BEIIECTBA, 3aperucTpupoBaHHble Ha Tepputopun Poccuiickoii ®Penepanuu B NOPSIKE,
YCTaHOBJIEHHOM 3aKOHO/ATEIbCTBOM 00 00pallleHuH JeKapCTBEHHBIX CPEJICTB

45. Cpok neiictBusi momycka numa k padore ¢ HC, TIB, a Takke K JesSTEIbHOCTH,
CBSI3aHHOU ¢ 000POTOM MPEKYPCOPOB

46. K nuIeH3MOHHBIM TpeOOBaHUSM IPH  OCYIIECTBIECHUH (hapMarieBTHUECKON
JeATEIbHOCTH HE OTHOCUTCS

47. JIuueH3upyomuii oprad MPUHUMAET pelIeHUe O MPEAOCTAaBICHUH WK 00 OTKa3e B
IIPEIOCTABJIEHUN JIMLEH3UM B CPOK CO JHA IIOCTYIUIEHUS 3asBJIEHUS O IPENOCTaBICHUU
JUIEH3UU U MIPUJIaraeMblX K HEMY JTOKYMEHTOB, HE MPEBbIIIAIOMINN

48. JIueH3upyromui oprad IPUHUMAET PELICHUE O NMPEKPAIIECHNUN JEUCTBUS JTMLEH3UN
CO JIHs MOJTy4YEHUs 3asBJIEHUS OT JINLIEH3UaTa B CPOK:
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49. JIuueH3upyromuii opral BIpase MPOBOANTHh BHEIIJIAHOBYIO BBIC3JIHYIO TIPOBEPKY O€3
HaIpPaBJIEHUS IPEIBAPUTEIHLHOTO YBEAOMIICHHS IUIIEH3UATy IO OCHOBAHUIO

50. Bua nesiTenbHOCTH, Ha OCYIIECTBICHUE KOTOPOTO HE TPEOYETCS TUTICH3US

51. Jlunen3us Ha GpapMaleBTUYECKYIO JIEATEIbHOCTh BBIIAETCS CPOKOM Ha

52. JIN1eH3UOHHBIH KOHTPOJIb MOXKET MPOBOAUTHCS B BHJIE

53. AHHYIMPOBAaHUE JHUIICH3UU OCYIIECTBIISIETCS [0 PELICHUIO

54. TlinanoBoe MEpPONpPHUSTHE MO KOHTPOJIIO B OTHOIICHUH OJHOTO IOPUIUYECKOTO JIUIA
WIM MHAWBHUIYAJIBHOTO MPEINPUHUMATENS KaXKIbIM OPraHoM TOCYJapCTBEHHOIO KOHTPOJIS
(Haz3opa) MOKET OBITH MPOBEACHO

55. Couckareinb JUIEH3UH — 3TO

56. OcHoBaHuEM JJIs1 OTKa3a B MPEJOCTABICHUH JINLICH3UU SIBJIACTCA

57. Opranuzanuu ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMH CpPEJICTBAMH HE MOTYT
OCYIIECTBIISAT MPOIAXKY JIEKAPCTBEHHBIX CPEACTB

58. B cootBercTBHM ¢ Ne 99-D3 «O nuIIeH3UPOBAHUU OTACIIBHBIX BUJIOB JACATEIBHOCTH
MOHSITUE WIMLIEH3USD» O3HAYAET

59. OCHOBHBIMU MPUHIIMIIAMU OCYIIECTBICHUS JIULICH3UPOBAHUS SBIISIOTCS

60. Jlunen3uoHHbsie TPeOOBAaHUS YCTAHABIMBAIOTCS IMOJOKEHUSIMH O JIUIEH3UPOBAHUU
KOHKPETHBIX BHJIOB JAESITEILHOCTU U YTBEPKIAIOTCA

61. B mepedeHb BBHINIONHSAEMBIX pabOT, OKA3bIBAEMBIX YCIYT, COCTABJISIFOIINX
dapMaleBTUYECKYI0 JIeATeIbHOCTh B cdepe oOpalieHusl JEeKapCTBEHHBIX CPEACTB s
BETEPUHAPHOTO IPUMEHEHHS HE BXOJIUT

62. JIuuensupoBanue (hapMaleBTHUECKOMN 1eATeIbHOCTH alTeYHbIX OPTaHU3alUNA 3TO

63. IIpouenypa TUIIEH3UPOBAHUS ANITEUHON OpraHU3alUK HE MPEAyCMaTPUBAET

64. JluueHs3us, BbIIAHHAS KOMHUCCHEH IO JIMIEH3UPOBAHHIO (hapMalleBTHUECKOM
JIeATeTbHOCTH, IEUCTBUTENIbHA HA TEPPUTOPUHU

65. HopMaTuBHBII JOKYMEHT, ONpPEENISIIONINIA JIUIIEH3UOHHBIE TPEOOBAaHUS U YCIIOBUS,
COOJTII0ICHNE KOTOPBIX HEOOXOIUMO ISl TIOJTYYEHHUSI JIMIICH3UU Ha JIeATEeIbHOCTh, CBA3AHHYIO C
000pOTOM HAPKOTHUYECKUX CPEACTB U MCUXOTPOIHBIX BEIIECTB

66. JIumeH3nuo Ha PO3HUYHYIO PEATU3AIUI0 JIEKAPCTBEHHBIX CPEACTB JJI YKUBOTHBIX
BBIJIAET

67. CrnenunaiibHOE pa3pelieHre Ha MPaBO OCYIIECTBICHUS OPUIAMYECKUM JIUIIOM HWJIU
WHUBUIyaJIbHBIM MTPEANPUHUMATEIEM KOHKPETHOTO BUAA I€ATEIbHOCTH

68. YkaxuTe, KaKUM U3 HOPMATUBHBIX JOKYMEHTOB ONPENEISIOTCS BUIBI ACATEIHHOCTH
Ut (papManieBTUYECKUX MPEaNpHUsATHI, HAa OCYIIECTBICHHE KOTOPHIX HEOOXOIUMO IMOIy4YeHHE
JIMLEH3UH Ha TeppuTopun PO

69. B anteuyHoii opraHu3aMi B YAOOHBIX JJISi O3HAKOMJICHHS MECTaX TOPrOBOTO 3aja
JTOJKHBI OBITH Pa3MEIIeHbI

70. AnNTeYHBIM YYPEKICHUAM, MPOIICIIINM JHIEH3UPOBAHUE B YCTAHOBICHHOM
MOPSIZIKE, JINIIEH3UPYIOMUMH OpraHaMH BbIIAETCS

71. Breibepute aapec caiiTa, T MOKHO O3HAKOMHUTHCS ¢ WMH(pOpMalueld O TUIaHOBBIX
MIPOBEPKaX BETEPUHAPHBIX AlITEUHBIX OpPTraHu3aIfil

72. Ionoxenuss PenepanbHoro 3akoHa Ne 99 «O nHUIEH3UPOBAHUU OTAETBHBIX BHUJIOB
NEATeTLHOCTHY» HE TPHUMEHSIOTCS K OTHOIICHHWSM, CBSI3aHHBIM C  OCYIIECTBICHUEM
JTULEH3UPOBAHMS

73.JIu1eH3upOBaHUIO HE TTOJICKHUT

74. HopMaTUBHBIN JOKYMEHT, ONPECISIONINIA JIUIIEH3UOHHBIE TPEOOBAaHUS U YCIOBUS,
COOIO/ICHNE KOTOPBIX HEOOXOAUMO JUIsl TIONYYEHHUsS JIMIEH3WW Ha (HapMaleBTHUYECKYIO
JIeATETbHOCTh

75. Bun neATenpHOCTH, Ha OCYLIECTBIEHHME KOTOPOro Ha Tepputopuu Poccuiickon
Oenepanuu TpedyeTCs MOTYISHHE JTUIICH3UN
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76. YTBEpkKACHHUE MOJOKEHUN O JUIEH3UPOBAHUU KOHKPETHBIX BUAOB JIEATEIBHOCTH U
NPUHIATHE HOPMATHBHBIX IPABOBBIX AaKTOB [0 BOMpPOCAM JIMIIEH3UPOBAHUS OTHOCUTCS K
MIOJIHOMOYMSIM

77. YTBepxkaeHue TmoKazareiled MOHHUTOpPHHTAa 3(P(EKTUBHOCTH JIMIICH3UPOBAHUS,
NOpsIJIKA [TPOBEJICHUSI TAKOT'O MOHUTOPHHTIA, MOPsAKA IOJATOTOBKU U MIPEICTABICHUSI €KETOJHBIX
JOKJIAJIOB O JIMLIEH3UPOBAHUHM OTHOCUTCS K MTOJTHOMOYHSIM

78. OcyliecTBlIEHUE JINLEH3UPOBAHUS KOHKPETHBIX BHUJIOB JAEATEIBHOCTU OTHOCHUTCS K
MOJIHOMOYHSIM

79. B ciydae, eciu 3asiBIIEHHE O MPEIOCTABICHUH JHUIEH3UU OQOPMIICHO C HapyIIEHUEM
TpeOOBaHUM, JHUICHIUPYIOUIMII OpraH BpydaeT COUCKATEII JIMLIEH3UHW YBEJOMIIEHHE O
HEOOXOJUMOCTH YCTPAaHEHHUS BBISIBICHHBIX HApyLIEHMH cO JHS [pueMa 3adBJICHUS O
MPEIOCTABIICHUY JIULIEH3UU B TEUCHUE

80. B ciryuae, ecnu 3asBiIeHHE O MPEIOCTABICHUH JIULEH3UU OPOPMIICHO C HapyIIEHHUEM
TpeOOBaHUI, COMCKATEIND JUIEH3UH JI0JDKEH YCTPAHUTD BISIBICHHBIC HAPYIICHUS B TEUCHUE

81. CyObekTamMu rpakJaHCKUX PAaBOOTHOIICHUH SIBIISIOTCS

82. IlpaBoHapy1ieHre — 3TO OOIIECTBEHHO OMACHOE, BUHOBHOE, POTHUBOIIPABHOE JIESTHUE
(meiictBue wiM Oe3EUCTBHE), HAHOCSIIEE Bpea OOIIECTBEHHBIM OTHOIICHHSM U BJICKYIIEE 3a
co0oit

83. JlesTenbHOCTb, HalpaBiCHHass Ha HEIOMYIIEHUE, OTPaHUYEHUE WU YCTPaHEHUE
KOHKYpPEHIINHU, Ha3bIBACTCS

84. [IlpaBoBoe peryiupoBaHME pPEKIAMHUPOBAHMS  JIEKAPCTBEHHBIX IMPENapaTroB
o0OecrnieunBaeTcs 3aKOHaMHU, 332 UCKITIOYCHHEM

85. CyObexTamMu aAMUHUCTPATHBHOTO TIPABOHAPYIICHUS SIBIISIOTCS

86. OxpanurenbHas QYHKIHS [IpaBa OCYIIECTBISIETCS MTyTeM

87. 3a coBepleHNEe MOHONOJUCTUYECKUX AEHCTBUN ¢ IPUUMHEHUEM KPYIHOIO yiiepoa B
COOTBETCTBUH C 3aKOHOJaTeNnbCcTBOM P®D mpenycmarpuBaeTcsi OTBETCTBEHHOCTD

88. @usnueckue JMLa, B TOM 4YHCIE WHIUBUAYAIbHbIE MpEANPUHUMATENH, U
IOPUJIMYECKHE JIUIA, OCYIIECTBISIOMME JesITeIbHOCTh MpU OOpaIleHUH JEKapCTBEHHBIX
CPEJICTB, 3TO

89. HebOnaronpusiTHbE TOCIEACTBHS, HACTyMAlOIME B pe3yiabTaTe MPOTHBOIPABHOTO
MOBE/IEHNS CyObEeKTa IMPaBOOTHOILIEHHUS, TO €CTh HaKa3aHWEe B BHUIE NPUMEHEHUS CAHKIUU
HOPMBI IIpaBa - 3TO OTBETCTBEHHOCTh

90. K Bugam 0puanuecKoil OTBETCTBEHHOCTH HE OTHOCHUTCS

91. OCHOBHBIM HOpPMAaTHBHBIM AaKTOM, PErIaAMEHTHPYIOLIUM T'paXJIaHCKO-TIPaBOBYIO
OTBETCTBEHHOCTb, ABJIETCS

92. Bux OpHUOUYECKOH  OTBETCTBEHHOCTH, KOTOpas BO3HHUKAEeT  BCIIEICTBUE
aJMHUHHMCTPATUBHOTO [TPaBOHAPYIIEHUS I aAMUHUCTPATUBHOIO MTOCTYIIKA

93. OCHOBHOM HOPMAaTHBHBIA aKT, PpErNIAMEHTUPYIOLIHM aJIMUHHUCTPATUBHYIO
OTBETCTBEHHOCTh

94. CamocrosTenpHas, OCyIECTBIsIEMasl Ha CBOM PUCK AEATEIbHOCTD, HAllPAaBICHHAS Ha
CHUCTEMATUYECKOE TMOJy4YeHHE MNPUObUIM OT MOJb30BAaHUS HMMYIIECTBOM, NpPOJaXW TOBAapOB,
BBITIOJIHEHHUST pa0OT WM OKa3aHUsS YCIyT JUIAMHU, 3apEerHMCTPUPOBAHHBIMU B 3TOM KauyecTBE B
YCTaHOBJIEHHOM 3aKOHOM IOPSIKE

95. VYcraHOBIE€HHas TIOCYIapCTBOM Me€pa OTBETCTBEHHOCTH 3a  COBEpILIEHUE
aJMUHHUCTPATUBHOTO MPAaBOHAPYILEHUS U IPUMEHseMas B LENSIX MPeAYIPEKICHUS COBEPLICHHS
HOBBIX IIPaBOHAPYIICHUH, KaK CAMUM MPaBOHAPYIIUTENIEM, TaK U IPYTUMH JIULIAMU 3TO

96. Mepa aAMMHHUCTPaTHUBHOIO HaKa3aHUs, BhIpAKEHHAs B OQUIUAIBHOM IMOPUIIAHUU
(U3UUECKOro UM IOPUINYECKOTO JIUIA, BBIHOCUMAs B MUCbMEHHOM opme

97. TocymapcTBeHHBIM HaA30p TMPU OOpAIIEHWU JIEKAPCTBEHHBIX CPEJICTB A
BETEPUHAPHOT'O IPUMEHEHUSI OCYIIECTBIISAETCS
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98. Buj 1opuan4ecKoil OTBETCTBEHHOCTH, OCHOBHBIM COJIEPKAHUEM KOTOPOU BBICTYIAIOT
Mepbl, MPUMEHSIEMbIE TOCYJAapPCTBEHHBIMU OpraHaMH K JIMIy B CBSI3M C COBEPIICHHEM UM
MPECTYIICHUS

99. OcHOBHOM HOPMATUBHBIN aKT, PETJIAMEHTUPYIOIIUN YTrOJIOBHYIO OTBETCTBEHHOCTh

100. 3anpemiennsie A oboporta B Poccuiickoii depepaui BEMeCTBa CHHTETUIECKOTO
WIM €CTECTBEHHOTO MPOMCXOXKJICHUS, HE BKIIOUEHHble B [lepeueHb HApKOTHUECKUX CPEICTB,
MICUXOTPOMHBIX BEIIECTB W HMX NPEKYypPCOpOB, MOMJISKAINUX KOHTPOIK B Poccuiickoit
®Denepalny, XuMu4eckasi CTpyKTypa U CBOMCTBA KOTOPBIX CXOAHBI C XUMHUYECKOMN CTPYKTYpOi U
CO CBOMCTBAaMHU HAPKOTUYECKUX CPEACTB M ICHXOTPOITHBIX BEIIECTB, TICHXOAKTUBHOE JICHCTBUE
KOTOPBIX OHU BOCIPOHU3BOJST

enaoemsu:

- Haevlkamu  pabomvl ¢  HOPMAMUBHO-NPABOBLIMU — OOKYMEHMAMU,  Pe2yIupyouumu
npouU3B00CME0 JNEeKAPCMBEHHbIX CPeOCm8 U papmayesmuieckyro oOesameibHocms 6 cghepe
obpawenusl 1eKkapcmeeHHvlX cpeocma 015l 6eMePUHAPHO20 NPUMEHEHUS

- aneopummom Oetcmeull no Had30py U KOHMPOIIO 30 UCNOJHEHUeM IOPUOUYECKUMU U

UMbIMU uYamu mpebosanuli 3akonooamenvcmea P® 6 cghepe obpawenus nexapcmeeHHblx
cpeocme 0ist HCUBOMHBIX

1. JlexkapcTBeHHbIE CpeACTBAa B BHJAE JCHCTBYIOIIUMX BELIECTB OMOJIOIMYECKOTO,
MUHEPATBPHOTO WJIM XUMHUYECKOTO TPOUCXOXKIEHUs, obnagaromue (GpapMakoIOTHIECKOU
AaKTUBHOCTBIO, MpEAHA3HAUYEHHbIE JUI1 IPOU3BOJCTBA, W3TOTOBJIEHUS  JIEKAPCTBEHHBIX
[pernapaToB U onpeaenstonue ux 3pHeKTUBHOCTh — ITO

2. BemiecTBa HEOPraHUYECKOTO WJIM OPTaHUYECKOTO IMPOUCXOXKIEHUS, UCIOJIb3yEMbIE B
mpolecce IMPOU3BOJICTBA, H3TOTOBJIEHHUS JIEKAPCTBEHHBIX IpPENapaToB i MPUIAHUS UM
HEOOXOIUMBIX (PU3UKO-XUMUYECKUX CBOMCTB — 3TO

3. JlexapcTBEeHHOE CPENICTBO, COJEpKaIlee TaKyro ke (papMaleBTUYECKYIO CYyOCTaHIIMIO
WIA KOMOWHAIIMIO TakuX ke (papMaleBTUYECKUX CYOCTAaHIIMI B TaKOW k€ JIEKApCTBEHHOMN
dopme, uro u opurunHanbHoe JIC, M mocrynuBuiee B oOpallleHHe TIOocie MOCTYIUIEHUS B
oOpallleHne OPUTMHAIBHOTO JIEKAPCTBEHHOI'O CPEJCTBA — ATO

4. XapaKkTepuCTHKA JIEKAPCTBEHHOT'O CPEJICTBA, OCHOBAHHAs HA CPAaBHUTEIILHOM AaHAJIN3E
ero 3(¢QeKTUBHOCTH U PUCKa MPUUMHEHUS Bpea 310pOBbIO — 3TO

5. JlexkapcTBEHHOE CpPEICTBO, Haxojsuleecs B 00OPOTE C HapyLIEHHEM TIPa)KJIaHCKOTO
3aKOHO/ATENIbCTBA — ATO

6. Peaknus oprann3Ma, BO3HUKILAS B CBSI3U C IIPUMEHEHUEM JIEKapCTBEHHOTO IIpenapara
B J103aX, PEKOMEHJYEeMbIX B MHCTPYKIMM IO €ro MNpPUMEHEHHIO, i NpOPUIAKTHKHY,
JIMarHOCTHUKH, JIeUeHHsI 3a00J1eBaHUs WM 111 peaOUIIUTALUN — 3TO

7. I'ocynapCTBEHHOM pETUCTPALINKU TOAJIEKAT

8. IlponzBogutenu JIC HE MOTyT OCYIIECTBIIATH IPOJAXKY JIEKAPCTBEHHBIX CPEICTB

9. Opranusanuu onTOBOM TOPrOBIM JEKAPCTBEHHBIMH CPEJICTBAMH MOTYT OCYIIECTBISAThH
nponaxy JIC, kpome

10. CocrosiHue JeKapCTBEHHOTO TMpemnapara, COOTBETCTBYIOIIEE CIIOCO0aM €ro BBEICHUS
U IPUMEHEHUS 1 00ecrieynBarolee J0OCTHKEHNE HE0OX0IMMOro JieueOHoro 3 dexra — 310

11. JIekapCTBEHHBIN NpenapaT ¢ HOBBIM JIEHCTBYIOIIMM BEIIECTBOM, KOTOPBIA MEPBBIM
3apeructpupoBaH B Poccuiickoii Denepaliuy WM B MTHOCTPAHHBIX FOCYIapCcTBAaX Ha OCHOBAHHH
pE3yJIbTaTOB JTOKIMHMYECKUX HCCIENOBAHUN JIEKAPCTBEHHBIX CPEACTB U KIMHUYECKHX
MCCJIEIOBAHMH JICKAPCTBEHHBIX MPEMapaToB, MOATBEPKIAIOINX €r0 KauyecTBO, Y (HEKTUBHOCTH
1 0€30MacHOCTh — ATO

12. CooTBeTcTBUE JIEKAPCTBEHHOIO CpeAcTBa TpeOoBaHUSAM (apMaKONEHHON CTaThu
1100 B cilyyae ee OTCYTCTBHsSI HOPMAaTHBHOW JOKYMEHTAI[MH MJIM HOPMATHUBHOT'O JIOKyMEHTa —
3TO
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13. JlekapcTBEHHOE CPEICTBO, COMPOBOXKIAEMOE JIOXKHOM MH(OpMAIUel o ero cocrtaBe u
(W) IPOU3BOUTEIIE — ITO

14. JlexkapCTBEHHOE CPEICTBO, HE COOTBETCTBYIOIIEE TpeOoBaHMIM (hapmakoneitHoOH
cTaTbu JIMOO B Cilydae €€ OTCYTCTBUS TpPeOOBaHUSIM HOPMATHUBHOM JOKYMEHTALlUU WU
HOPMAaTUBHOTI'O IOKYMEHTa — 3TO

15. T'ocynapcTBEHHOM perucTpaluu He MoyIekKaT

16. He 3anpenaeTcst mpou3BOJICTBO

17. Ha mnepBuYHON yHakoBKE XOPOIIO YUTAaeMbIM MIPUPTOM Ha PYCCKOM SI3bIKE
YKa3bIBaETCs BCE, KpOME

18. Pacxopbl, cBsI3aHHBIE ¢ YHUUTOKEHHEM KoHTpadakTHbIX JIC, HemoOpoKkauecTBEHHBIX
JIC, dpanscudunmpoBannbix JIC

19. IlpoBenenrie MPOBEPKH BBIMOJHEHUS IOPUAWYECKUM JIULIOM WJIM UHAUBUAYAIbHBIM
OpeIlprUHUMATEIeM MpPH OCYIIECTBIEHUU WX JEATEIbHOCTH O00s3aTENIbHBIX TpPeOOBaHUN K
ToBapaM (pabotaM, yciayram), YCTAaHOBJICHHBIX (elepabHBIMHA 3aKOHAMH WJIH IIPUHUMACMBIMU B
COOTBETCTBUU C HUMU HOPMATUBHBIMH IIPABOBBIMU aKTaMHU — 3TO

20. Ceprudukamus — 310

21. Opranuzanus, OCYILECTBJSIOUIasE ONTOBYIO TOPIOBJIIO  JIEKAPCTBEHHBIMU
CpeACTBaMH, UX XpaHEHHE, IEPEBO3KY B COOTBETCTBUU C TpeOoBaHUsMH DenepaabHOro 3aKOHa
«O0 oOpallleHnH JIEKapCTBEHHBIX CPEICTB - 3TO

22. JIOKyMEHT, TOJTBEPXNAIOUIMA  COOTBETCTBHE  IOATOTOBKM  CHEIHAIHCTa
rocy/1apCTBEHHOMY 00pa30BaTeIbHOMY CTaHApTy, Ha3bIBAETCS

23. @enepanpHble OpraHbl ucnoilHUTeNnbHOM BractTh HE  ocymectBustonue
rOCyIapCTBEHHOE PEryJIMpOBaHME OTHOIICHM, BO3HUKAOIIMX B cdepe oOpaimieHus
JIEKapCTBEHHBIX IIPENapaToB

24. YxaxuTte, Kakiue QyHKIIMU HE MOXKET OCYIIECTBIIATh anTeKa

25. HaumeHoBaHue JAEHCTBYIOUIEr0 BeliecTBa (hapMaleBTUUECKONH CYOCTaHIIUU,
pexoMeH10BaHHOe BeeMupHoii opranu3zamueil 31paBooXpaHeHus — 3T0

26. YxaxuTe, KaKk Ha3bIBACTCS JIEATEIBHOCTh, BKIIOYAIOIIAS B c€0s1 ONTOBYIO TOPTOBIIIO
JIEKapCTBEHHBIMU CPEACTBAMH, WX XpaHEHHUE, IEpPeBO3KY M (WIM) PO3HUYHYIO TOPTOBIIO
JEKAPCTBEHHBIMU  IpernapaTaMy, HX OTIYCK, XpaHEHWE, MEepeBO3KYy, M3TOTOBJIEHUE
JIEKapCTBEHHBIX MIPEeNapaToB

27. YkaxuTe, KAaKOW U3 HIDKETIEPEUUCICHHBIX BUIOB IEATEIHLHOCTH HE BXOAUT B MOHSATHE
«papmarnieBTHYECKas 1€ATEILHOCTD)

28. VKaxuTe KIACCUPHUKAIMIO TPEANPHITANH PO3HUYHOW TOPTOBIH JIEKAPCTBEHHBIMH
CpeJICTBAaMHU M TOBapaMH MEIUIIMHCKOTO U BETEPUHAPHOTO Ha3HAUEHUS

29. TlomGepute TpaBWIBHBIA TEPMUH NI TEXHUYECKOTO COOPYKCHHsS, 3AaHUf,
YCTPOMCTBA, KOTOPOE COCTOMT H3 B3aUMOCBSI3aHHBIX DJJIEMEHTOB M IPEIHA3HAYEHO JUIA
XpaHEHUs, HAKOIUIEHUS, MOJATOTOBKM IPOU3BOJACTBEHHOMY MOTPEOJICHUIO WIM pealu3alun
JIEKAPCTBEHHBIX CPEACTB M TOBAapPOB MEAUIMHCKOIO HA3HAYEHHUA, a TAKXKE paclpeneraeHus
TOBapOB alTEUHOTO ACCOPTUMEHTA MEXKY TOTPEOUTENIMU

30. Vkaxwure, JUIs Kakoil LlelM He JOMycKaeTcss BBO3 B P® HezaperucTpupoBaHHOTO
JIEKapCTBEHHOI'O CPEJCTBA

31. JlekapcTBeHHBINM Tperapar, MPOU3BEICHHBIA MM H3TOTOBJICHHBIM U3 OJHOTO BHJA
JIEKapCTBEHHOI'O PACTUTEIBHOTO ChIPhsI MJIM HECKOJIBKUX BUIOB TaKOTO ChIPbs M pealn3yeMblil B
pacacoBaHHOM BHJIE BO BTOPHYHOMU (TIOTPEOUTENIBCKOI) YITAaKOBKE — 3TO

32. YkaxuTe, Kakas OpraHM3alsi UMEET MPaBO OCYIIECTBIATH KOHTPOJIb YHHUTOKCHHS
banbcuPpUIMPOBaHHBIX, HEAOOPOKAYECTBEHHBIX U KOHTPA(PaKTHBIX JIEKAPCTBEHHBIX CPECTB

33. JlekapCTBEeHHBIE Ipenapathl, JCHCTBYIOIIEE BEIIECTBO KOTOPBIX MPOU3BEICHO WU
BBIJICJIEHO M3 OMOJIOTMYECKOTO MCTOYHHMKA W JJIsl ONpeAeTeHHUs CBOWCTB M KayecTBAa KOTOPBIX
He0OXoarMa KOMOMHAITMST OMOJIOTHYECKUX U (PHU3UKO-XUMHUYECKUX METOJIOB — 3TO
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34.  JlekapCTBEHHBIH mpernapar, KOTOPBIN UCIIONB3yeTCA  JUId OLICHKU
OMOAPKBUBAJIEHTHOCTH WJIM TEPAIEeBTUYECKON SKBHUBAJICHTHOCTH, KadecTBa, Y(P(PEKTUBHOCTH U
0€30I1aCHOCTH ~ BOCIIPOM3BEJCHHOIO  JIEKApCTBEHHOI'O — Ipernapara Wi  OMOaHaJIOroBOIrO
(bnomo00HOT0) JTEKAPCTBEHHOTO Mpernapara (buoaHamora) — 3To

35. JlocTmkeHHe KIMHMYECKH COINOCTaBUMBIX —TepameBTHUYeckoro 3ddexkra u
nokasaresned 3(pPEeKTUBHOCTH U 0€30MaCHOCTH NPH NPUMEHEHHUH JIEKAPCTBEHHBIX IpernapaTroB
JUISL MEIMLIMHCKOIO INPUMEHEHMS, MMEIOIIMX OJHO MEXAYHapOoJHOE HENaTeHTOBaHHOE (WiIn
XMMHUYECKOE, WU TPYNIIMPOBOYHOE) HAUMEHOBAHKE, B SKBUBAJICHTHBIX JI03UPOBKAX 110 OJHUM U
TEM K€ MOKa3aHUSIM K NMPUMEHEHHIO U IPU OJMHAKOBOM CHOCOOE BBEIEHUS Y OAHON M TOU Ke
rpymnbl 00JbHBIX

36. Uro u3 nepeuncnennoro HE otHocuTcs k cyObexTaM (hapMareBTHIECKOro phIHKa

37. JlexapcTBeHHBIN IIpenapar ¢ JOKa3aHHOW TEpaleBTUYECKOW SKBUBAJIECHTHOCTBIO
wid OMOIKBHUBAJICHTHOCTHIO B OTHOLICHWHM pePEepeHTHOTO JIEKAPCTBEHHOrO Ipernapara,
UMEIOLIIMI  DKBUBAJICHTHBIE €MY KAUECTBEHHBIM COCTaB M  KOJWYECTBEHHBIM  COCTaB
JICMCTBYIOIIMX BEIIECTB, COCTAB BCIIOMOTATEIbHBIX BEIIECTB, JEKAPCTBEHHYIO (GOPMY U CHIOCOO
BBEJICHUS — ITO

38. JlexapcTBeHHBIE TpenapaThl, IPeIHA3HAUYCHHBIE UCKIIIOUUTEIBHO Ui TUArHOCTUKU
WIM TATOT€HETHUYECKOro JIeYeHMs] (JIeUeHUus, HalpaBICHHOIO Ha MEXaHU3M pPa3BUTHUS
3a001eBaHus) PEIKUX 3a00JE€BaHUM - ITO

39. VkaxuTe, Kakue OpraHbl BBIAAIOT JIMIEH3UIO HA PO3HUYHYIO pEaTH3aIHI0
JIEKAPCTBEHHBIX CPEJCTB ISl BETEPUHAPHOIO IIPUMEHEHHUS

40. BemecTtBa min UX KOMOMHAIMK, BCTYHAIOIIKME B KOHTAKT C OPraHU3MOM 4YellOBeKa
WIM SKABOTHOTO, IPOHUKAIOIIME B OpraHbl, TKaHUM OPraHM3Ma YeJlIOBEeKa WM JKUBOTHOTO,
IpUMEHsSIEMblEe JUIsl NPO(UIAKTUKM, JUAarHOCTUKU (32 HCKIIIOUEHUEM BELIECTB WM HX
KOMOMHAIMM, HE KOHTAKTUPYIOIIMX C OPraHU3MOM YEJOBEKAa WM >KUBOTHOIO), JIEUEHUS
3a0osieBaHus, peadWIMTalMK, I COXPAHEHHUs, NPEJOTBpPALICHMs] WU IMpepbIBaHUSA
OepeMEHHOCTH U TOJyYEHHbIE W3 KPOBH, IJIa3Mbl KPOBHM, M3 OpPraHoOB, TKaHEH opraHusma
YeJI0BEKa WJIM JKUBOTHOI'O, PAaCTE€HUM, MHUHEpPAJIOB METOAAMHM CHUHTE3a WIM C NPUMEHEHHEM
OMOJIOTUYECKUX TEXHOJIOTUN — 3TO

41. JlekapcTBEHHBIE CpEACTBA B BHJE JIEKAapPCTBEHHBIX (QOpPM, NpUMEHSEMbIE s
npoUIaKTUKY, JAUAarHOCTUKM, JIeYeHHs 3a0oieBaHMs, peadWIMTaluu, Uil COXpaHEeHus,
NPEJOTBPALCHNS WK TpepbIBaHUs OEpEMEHHOCTH — 3TO

42. CopnepxaHHe OJHOTO WM HECKOJBKUX JEHCTBYIOIINX BEIIECTB B KOJMYECTBEHHOM
BBIPQXEHUM Ha €IMHUILY J103bl, WM €AUHMIY 00beMa, WM €JUHHUILY MAacChl B COOTBETCTBHUHU C
JeKapcTBeHHON ¢opMoii 1100 A7 HEKOTOPHIX BHUIOB JIEKAPCTBEHHBIX (OPM KOJIUYECTBO
BBICBOOOKJA€MOT0 U3 JIEKapCTBEHHOM (hOPMBI AEHCTBYIOIIETO BEIIECTBA 3a €IMHUILY BPEMEHU —
3TO

43. YkaxuTe, KaKhe OpraHbl BBJIAIOT JMICH3WIO Ha JEATENBHOCTh, CBS3aHHYIO C
000pOTOM HAapKOTHYECKUX M ICUXOTPONHBIX JIEKAPCTBEHHBIX CPEICTB I BETEPUHAPHOTO
IIPUMEHEHHUS

44. B BereprHapuu MOTYT MCHOJI30BaThCS HAPKOTHYECKHE CPENCTBA M ICHUXOTPOIHBIE
BEIIECTBA, 3aperucTpupoBaHHble Ha Tepputopun Poccuiickoii ®Penepanuu B NOPSIKE,
YCTaHOBJIEHHOM 3aKOHO/ATEIbCTBOM 00 00pallleHuH JeKapCTBEHHBIX CPEJICTB

45. Cpok neiictBus momycka auma k padore ¢ HC, IIB, a takke K JeATeTbHOCTH,
CBSI3aHHOU ¢ 000POTOM MPEKYPCOPOB

46. K nuIeH3MOHHBIM TpeOOBaHUSM IPH  OCYIIECTBIECHUH (hapMarieBTHUECKON
JeATEIbHOCTH HE OTHOCUTCS

47. JIuueH3upyomuii oprad MPUHUMAET pelIeHUe O MPEAOCTAaBICHUH WK 00 OTKa3e B
IIPEIOCTABJIEHUN JIMLEH3UM B CPOK CO JHS IIOCTYIUIEHHS 3asBJIIEHHS O IPEAOCTaBICHUU
JUIEH3UU U MIPUJIaraeMblX K HEMY JTOKYMEHTOB, HE MPEBbIIIAIOMINN

48. JIueH3upyromui oprad IPUHUMAET PELICHUE O NMPEKPAIIECHNUN JEUCTBUS JTMLEH3UN
CO JIHs MOJTy4YEHUs 3asBJIEHUS OT JINLIEH3UaTa B CPOK:
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49. JIuneH3upyromuii opral BIpaBe MPOBOJANTH BHEIJIAHOBYIO BHIC3IHYIO IPOBEPKY 0e3
HaIpPaBJIEHUS IPEIBAPUTEIHLHOTO YBEAOMIICHHS IUIIEH3UATy IO OCHOBAHUIO

50. Bua nesiTenbHOCTH, Ha OCYIIECTBICHUE KOTOPOTO HE TPEOYETCS TUTICH3US

51. Jlunen3us Ha GpapMaleBTUYECKYIO JIEATEIbHOCTh BBIIAETCS CPOKOM Ha

52. JInueH31oHHbIN KOHTPOJIb MOKET IIPOBOIUTHCS B BUJIE

53. AHHYIMPOBAaHUE JHUIICH3UU OCYIIECTBIISIETCS [0 PELICHUIO

54. TlinanoBoe MEpPONpPHUSTHE MO KOHTPOJIIO B OTHOIICHUH OJHOTO IOPUIUYECKOTO JIUIA
WIM MHAWBHUIYAJIBHOTO MPEINPUHUMATENS KaXKIbIM OPraHoM TOCYJapCTBEHHOIO KOHTPOJIS
(Haz3opa) MOXKET OBITH MPOBEACHO

55. Couckareinb JUIEH3UH — 3TO

56. OcHoBaHuEM JJIs1 OTKa3a B MPEJOCTABICHUH JINLICH3UU SIBJIACTCA

57. Opranuzanuu ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMH CpPEJICTBAMH HE MOTYT
OCYIIECTBIISAT MPOIAXKY JIEKAPCTBEHHBIX CPEACTB

58. B cootBercTBHM ¢ Ne 99-D3 «O nuIIeH3UPOBAHUU OTACIBHBIX BUJIOB JAEATEIBHOCTH
MOHSITUE WIMLIEH3USD» O3HAYAET

59. OCHOBHBIMU MPUHIIMIIAMU OCYIIECTBICHUS JIULICH3UPOBAHUS SBIISIOTCS

60. Jlunen3uoHHbsie TPeOOBAaHUS YCTAHABIMBAIOTCS IMOJOKEHUSIMH O JIUIEH3UPOBAHUU
KOHKPETHBIX BHJIOB JAEATEILHOCTU U YTBEPKIAIOTCS

61. B nepeueHb BBINOJHSAEMBIX pabOT, OKa3bIBAEMBIX YCIYI, COCTaBJISIFOIIMX
dapMaleBTUYECKYI0 JIeATeIbHOCTh B cdepe oOpalieHusl JEeKapCTBEHHBIX CPEACTB s
BETEPUHAPHOTO IPUMEHEHHS HE BXOJIUT

62. JIuuensupoBanue (hapMaleBTHUECKOMN 1eATeIbHOCTH alTeYHbIX OPTaHU3alUNA 3TO

63. [Ipouenypa TUIIEH3UPOBAHMS ANITEUHON OpTraHU3AIMK HE MPEyCMaTPUBAET

64. JluueHs3us, BbIIAHHAS KOMHUCCHEH IO JIMIEH3UPOBAHHIO (hapMalleBTHUECKOM
JIeATeTbHOCTH, IEUCTBUTENIbHA HA TEPPUTOPUHU

65. HopMaTuBHBII JOKYMEHT, ONpPEENISIIONINIA JIUIIEH3UOHHBIE TPEOOBAaHUS U YCIIOBUS,
COOJII0IEHNE KOTOPBIX HEOOXOIMMO JUIsl TIOJYUYECHHS JIMIICH3UN Ha JIEATEeIIbHOCTh, CBSI3aHHYIO C
000pOTOM HAPKOTHUYECKUX CPEACTB U MCUXOTPOIHBIX BEIIECTB

66. JIumeH3nuo Ha PO3HUYHYIO PEATU3AIUI0 JIEKAPCTBEHHBIX CPEACTB JJI YKUBOTHBIX
BBIJIAET

67. CrneumnaiibHOE pa3pelieHre Ha MPaBO OCYIIECTBICHUS IOPUIUYECKUM JIUIIOM WIIH
WHUBUIyaJIbHBIM MTPEANPUHUMATEIEM KOHKPETHOTO BUAA I€ATEIbHOCTH

68. YkaxuTe, KaKUM U3 HOPMATUBHBIX JOKYMEHTOB ONPENEISIOTCS BUIBI ACATEIHHOCTH
Ut (papManieBTUYECKUX MPEaNpHUsATHI, HAa OCYIIECTBICHHE KOTOPHIX HEOOXOIUMO IMOIy4YeHHE
JULEH3UH Ha Tepputopun PO

69. B anteuyHoii opraHu3aMi B YAOOHBIX JJIS O3HAKOMJICHHS MECTaX TOPrOBOTO 3aja
JTOJKHBI OBITH Pa3MEIIeHbI

70. AnNTeYHBIM YYPEKICHUAM, MPOIICIIINM JHIEH3UPOBAHUE B YCTAHOBICHHOM
MOPSIZIKE, JINIIEH3UPYIOMUMH OpraHaMH BbIIAETCS

71. Beibepute aapec caiiTa, Tae MOKHO O3HAaKOMHTHCS ¢ HMH(pOpManuend O TIaHOBBIX
MIPOBEPKaX BETEPUHAPHBIX AlITEUHBIX OpPTraHu3aIfil

72. Ionoxenuss PenepanbHoro 3akoHa Ne 99 «O nHUIEH3UPOBAHUU OTAETBHBIX BHUJIOB
NEATeTLHOCTHY» HE TPHUMEHSIOTCS K OTHOIICHHWSM, CBSI3aHHBIM C  OCYIIECTBICHUEM
JTULEH3UPOBAHMS

73.JIu1ieH3upoBaHUIO HE TOJICKUT

74. HopMaTUBHBIN JOKYMEHT, ONPECISIONINIA JIUIIEH3UOHHBIE TPEOOBAaHUS U YCIOBUS,
COOIO/ICHNE KOTOPBIX HEOOXOAUMO JUIsl TIONYYEHHUsS JIMIEH3WW Ha (HapMaleBTHUYECKYIO
JIeATETbHOCTh

75. Bun neATenpHOCTH, Ha OCYLIECTBIEHHME KOTOPOro Ha Tepputopuu Poccuiickon
Oenepanun TpedyeTcs MOTyISHHE TUIICH3UU
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76. YTBEpkKACHHUE MOJOKEHUN O JUIEH3UPOBAHUU KOHKPETHBIX BUAOB JIEATEIBHOCTH U
NPUHIATHE HOPMATHBHBIX IPABOBBIX AaKTOB [0 BOMpPOCAM JIMIIEH3UPOBAHUS OTHOCUTCS K
MIOJIHOMOYMSIM

77. YTBepxkIeHUE TMoKa3zarejleld MOHUTOpPHHTAa 3(PGEKTUBHOCTH JIUIEH3UPOBAHMUS,
NOpsIJIKA [TPOBEJICHUSI TAKOT'O MOHUTOPHHTIA, MOPsAKA IOJATOTOBKU U MIPEICTABICHUSI €KETOJHBIX
JOKJIAJIOB O JIMLIEH3UPOBAHUHM OTHOCUTCS K MTOJTHOMOYHSIM

78. OcyliecTBlIEHUE JINLEH3UPOBAHUS KOHKPETHBIX BHUJIOB JAEATEIBHOCTU OTHOCHUTCS K
MOJIHOMOYHSIM

79. B ciydae, eciu 3asiBIIEHHE O MPEIOCTABICHUH JHUIEH3UU OQOPMIICHO C HapyIIEHUEM
TpeOOBaHUM, JHUICHIUPYIOUIMII OpraH BpydaeT COUCKATEII JIMLIEH3UHW YBEJOMIIEHHE O
HEOOXOJUMOCTH YCTPAaHEHHUS BBISIBICHHBIX HApyLIEHMH cO JHS [pueMa 3adBJICHUS O
MPEIOCTABIICHUY JIULIEH3UU B TEUCHUE

80. B ciryuae, ecnu 3asBiIeHHE O MPEIOCTABICHUH JIULEH3UU OPOPMIICHO C HapyIIEHHUEM
TpeOOBaHUI, COMCKATEIND JUIEH3UH JI0JDKEH YCTPAHUTD BISIBICHHBIC HAPYIICHUS B TEUCHUE

81. CyObekTamMu rpakJaHCKUX PAaBOOTHOIICHUH SIBIISIOTCS

82. IlpaBoHapy1ieHre — 3TO OOIIECTBEHHO OMACHOE, BUHOBHOE, POTHUBOIIPABHOE JIESTHUE
(meiictBue wiM Oe3EUCTBHE), HAHOCSIIEE Bpea OOIIECTBEHHBIM OTHOIICHHSM U BJICKYIIEE 3a
co0oit

83. JlesTenbHOCTb, HalpaBiCHHass Ha HEIOMYIIEHUE, OTPaHUYEHUE WU YCTPaHEHUE
KOHKYpPEHIINHU, Ha3bIBACTCS

84. [IlpaBoBoe peryiupoBaHME pPEKIAMHUPOBAHMS  JIEKAPCTBEHHBIX IMPENapaTroB
o0OecrnieunBaeTcs 3aKOHaMHU, 332 UCKITIOYCHHEM

85. CyObexTamMu aAMUHUCTPATHBHOTO TIPABOHAPYIICHUS SIBIISIOTCS

86. OxpanurenbHas QYHKIHS [IpaBa OCYIIECTBISIETCS MTyTeM

87. 3a coBepleHNEe MOHONOJUCTUYECKUX AEHCTBUN ¢ IPUUMHEHUEM KPYIHOIO yiiepoa B
COOTBETCTBUH C 3aKOHOJaTeNnbCcTBOM P®D mpenycmarpuBaeTcsi OTBETCTBEHHOCTD

88. @usnueckue JMLa, B TOM 4YHCIE WHIUBUAYAIbHbIE MpEANPUHUMATENH, U
IOPUJIMYECKHE JIUIA, OCYIIECTBISIOMME JesITeIbHOCTh MpU OOpaIleHUH JEKapCTBEHHBIX
CPEJICTB, 3TO

89. HebOnaronpusiTHbE TOCIEACTBHS, HACTyMAlOIME B pe3yiabTaTe MPOTHBOIPABHOTO
MOBE/IEHNS CyObEeKTa IMPaBOOTHOILIEHHUS, TO €CTh HaKa3aHWEe B BHUIE NPUMEHEHUS CAHKIUU
HOPMBI IIpaBa - 3TO OTBETCTBEHHOCTh

90. K Bugam 0puanuecKoil OTBETCTBEHHOCTH HE OTHOCHUTCS

91. OCHOBHBIM HOpPMAaTHBHBIM AaKTOM, PErIaAMEHTHPYIOLIUM T'paXJIaHCKO-TIPaBOBYIO
OTBETCTBEHHOCTb, ABJIETCS

92. Bux OpHUOUYECKOH  OTBETCTBEHHOCTH, KOTOpas BO3HHUKAEeT  BCIIEICTBUE
aJMHUHHMCTPATUBHOTO [TPaBOHAPYIIEHUS I aAMUHUCTPATUBHOIO MTOCTYIIKA

93. OCHOBHOM HOPMAaTHBHBIA aKT, PpErNIAMEHTUPYIOLIHM aJIMUHHUCTPATUBHYIO
OTBETCTBEHHOCTh

94. CamocrosTenpHas, OCyIECTBIsIEMasl Ha CBOM PUCK AEATEIbHOCTD, HAllPAaBICHHAS Ha
CHUCTEMATUYECKOE TMOJy4YeHHE MNPUObUIM OT MOJb30BAaHUS HMMYIIECTBOM, NpPOJaXW TOBAapOB,
BBITIOJIHEHHUST pa0OT WM OKa3aHUsS YCIyT JUIAMHU, 3apEerHMCTPUPOBAHHBIMU B 3TOM KauyecTBE B
YCTaHOBJIEHHOM 3aKOHOM IOPSIKE

95. VYcraHOBIE€HHas TIOCYIapCTBOM Me€pa OTBETCTBEHHOCTH 3a  COBEpILIEHUE
aJMUHHUCTPATUBHOTO MPAaBOHAPYILEHUS U IPUMEHseMas B LENSIX MPeAYIPEKICHUS COBEPLICHHS
HOBBIX IIPaBOHAPYIICHUH, KaK CAMUM MPaBOHAPYIIUTENIEM, TaK U IPYTUMH JIULIAMU 3TO

96. Mepa aAMMHHUCTPaTHUBHOIO HaKa3aHUs, BhIpAKEHHAs B OQUIUAIBHOM IMOPUIIAHUU
(U3UUECKOro UM IOPUINYECKOTO JIUIA, BBIHOCUMAs B MUCbMEHHOM opme

97. TocymapcTBeHHBIM HaA30p TMPU OOpAIIEHWU JIEKAPCTBEHHBIX CPEJICTB A
BETEPUHAPHOT'O IPUMEHEHUSI OCYIIECTBIISAETCS
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98. Bua ropuanueckoil OTBETCTBEHHOCTH, OCHOBHBIM COJIEPKAHUEM KOTOPOU BBICTYIAIOT
Mepbl, MPUMEHSIEMbIE TOCYJAapPCTBEHHBIMU OpraHaMH K JIMIy B CBSI3M C COBEPIICHHEM UM
MPECTYIICHUS

99. OcHOBHOM HOPMATUBHBIN aKT, PETJIAMEHTUPYIOIIUN YTrOJIOBHYIO OTBETCTBEHHOCTh

100. 3anpemiennsie A oboporta B Poccuiickoii depepaui BEMeCTBa CHHTETUIECKOTO
WIM €CTECTBEHHOTO MPOMCXOXKJICHUS, HE BKIIOUEHHble B [lepeueHb HApKOTHUECKUX CPEICTB,
MICUXOTPOIHBIX BEIIECTB M HX MPEKypCOpPOB, MOJJIEKAIIMX KOHTpoJt0 B Poccuiickoi
®Denepalny, XuMu4eckasi CTpyKTypa U CBOMCTBA KOTOPBIX CXOAHBI C XUMHUYECKOMN CTPYKTYpOi U
CO CBOMCTBAMU HAPKOTUYECKHUX CPEJCTB U IMCHUXOTPOIHBIX BEIIECTB, ICUXOAKTUBHOE JCHCTBUE
KOTOPBIX OHU BOCIPOHU3BOJST

IMIkana omeHUBaAHUSA TCCTUPOBaAHUS HA 3249€TEC

% BBINOJHEHHA 3aJaHUS Pe3yabTatr
50 - 100 3a4YTEHO
MmeHee 50 HE 3aUTEHO

3. KoMIuleKT 3a1aHuii 1J151 KOHTPOJIbHOM PadoThI

Bapuanrt 1
1. TpeGoBanus enepaabHOr0 3aKOHOAATENHCTBA, MIPEABSABISEMbIC K AEITEIbHOCTU
B c(hepe oOparreHus IeKapCTBEHHBIX CPEJCTB ISl )KUBOTHBIX.
2. OcoOenHoctu  oOpallieHuss HAPKOTUYECKMX JIEKAPCTBEHHBIX CPEACTB U
NICUXOTPOITHBIX BEIIECTB.
3. KRKA u AckoH: XapakTepucTHKa (UPMBI-IIPOM3BOAUTENSI M ACCOPTUMEHTA
BETEPUHAPHBIX MTPETIAPATOB.
Bapuant 2

2. I'ocynapcTBeHHOE PEryJIMpOBaHHE OTHOLIEHWH, BO3HUKAIOUIMX B cdepe oOpalieHus
JIEKapPCTBEHHBIX CPEJICTB, IPEIHA3HAYEHHBIX JUISl "KUBOTHBIX.
3. IlpaBoBoe peryiupoBaHue AEATENbHOCTH B chepe 000poTa HAPKOTUUECKUX CPEICTB,
MICUXOTPOIHBIX BEIIECTB.
4. Huta-®apm u Arpodapm: xapakTepucTHKa GUPMBI-IPOM3BOIUTENS U aCCOPTUMEHTA
BETEPUHAPHBIX MPENapaToB.
Bapuanr 3
1. IlopsanoK UCHOJHEHUS TOCYJAapCTBEHHBIMU OpraHaMud (QyHKUUH 10 NPUHATHIO
HOPMATHBHBIX IMPABOBBIX AKTOB M OKa3aHHWIO TOCYIAapCTBEHHBIX YCIYr B cdepe oOpalieHus
JIEKapCTBEHHBIX CPEJICTB, IPEIHA3HAYEHHBIX JUISl "KUBOTHBIX.
2. JInueH3upoBaHUE JIEATEIBHOCTH, CBSI3aHHOM ¢ 000POTOM HAapKOTHYECKUX CPEACTB M
MICUXOTPOIHBIX BEIIECTB.
3. A-BMMO u XenBer: xapakTepucTHKa (PUPMBI-TIPOU3BOAUTENS] U aACCOPTUMEHTA
BETEPUHAPHBIX MPENapaToB.
Bapuanr 4
1. HopmaTuBHO-TIpaBOBOE pEryJlMpoBaHHE B cdepe AesITeNbHOCTH, CBA3AHHOW C
oOpalleHneM JIEKapCTBEHHBIX CPEJICTB JUISl dKUBOTHBIX.
2. TpebGoBanwus, MpeIbIBIIEMbIC K JIUIIAM, OIMMYCKAaEMbIM K paboTe ¢ HApPKOTHYECKUMHU
CPEICTBAMU M IICUXOTPOIHBIMH BEILIECTBAMHU.
3. ABUBAK wu Ilamakc: XapakTepuCTHKa (GUPMBI-TPOU3BOAUTENST M aCCOPTUMEHTA
BETEPUHAPHBIX MPENapaToB.
Bapuanr 5
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1. OcymecTBienne JACUCTBUM 1O  KOHTPONIO M HAA30pY 3a  HCIOJHEHHEM
IOpUIMYECKUMH U UHBIMU JIUIIaMU TpeOoBaHUi 3akoHoAaTenbeTBa Poccuiickoit deneparun.
2. YCIOBHSA HCIIONB30BaHUS HAPKOTUYECKUX CPEACTB M IICUXOTPONHBIX BEUIECTB B
BETEPUHAPHBIX IEIISAX.
3. Arposer3amura u Crioga: xapakrepucTuka GUPMBI-TPOU3BOJAUTENS U aCCOPTUMEHTA
BETEPUHAPHBIX MPENapaToB.
Bapuanr 6
1. T'ocynapcTBeHHOE YIIpaBJiIeHUE U MEHEIKMEHT B 00J1aCTH 0OpalieHusl JIEKapCTBEHHBIX
CPEeACTB, IPEAHA3HAYCHHBIX JJIS )KUBOTHBIX.
2. HopMatuBHO-ipaBOBOoe oOecre4eHrne M MOHHUTOPHHI KadyecTBa JIEKapCTBEHHBIX
CPEACTB ISl )KUBOTHBIX.
3. Akcon u Ildaiizep: xapakrepuctuka (UPMBI-IPOU3BOIUTENE M ACCOPTHMEHTA
BETEPUHAPHBIX MTPETIAPATOB.
Bapuant 7
1. TocynapcTBeHHbIE, OTpacieBble W WHBIE CTaHAApPThl B o0jacTu  oOpameHus
JIEKapPCTBEHHBIX CPEJICTB, IPEIHA3HAYCHHBIX JUISI dKUBOTHBIX.
2. Pa3paboTka, TOKIMHUYECKHE M KIMHUYECKUE HCCIICIOBAHUS JIEKAPCTBEHHBIX CPEJICTB.
3. Anu-Can u VHTepBeT: XapakTepucTUKa (UPMBI-IPOU3BOJIUTENS U ACCOPTHMEHTA
BETEPUHAPHBIX MTPETIaPATOB.
BapuanT 8
1. Borpocsl kadecTBa M CTaHAAPTU3ALWHU JIEKAPCTBEHHBIX CPEICTB, MPHUMEHSIEMBIX
NpPOTUB UHPEKINOHHBIX 00JIe3HEN KUBOTHBIX.
2. JluensupoBanue papmManeBTUIECKOM eSATETbHOCTH.
3. Ackout wu baifep: xapakrepuctuka (QUPMBI-IPOU3BOAUTENST U ACCOPTHMEHTA
BETEPUHAPHBIX MTPETIAPATOB.
Bapuant 9
1. TocynapcTBeHHast cHcCTeMa KOHTpOJIsi KaudecTBa, 3(dekTuBHOCTH, O€30MacCHOCTH
JIEKapCTBEHHBIX CPE/CTB.
2. JluueH3upoBaHHUEe NESATEIHLHOCTH B cdepe OOpalleHHs JEKApCTBEHHBIX CPEICTB IS
KUBOTHBIX.
3. ABu-HoBa m MHBeca: xapakrepucTuka (QHUPMBI-IPOM3BOIUTENSI M aCCOPTUMEHTA
BETEpUHAPHBIX MTPETIAPATOB.
Bapuanr 10
1. HopmaTuBHO-TIpaBOBoe oOecreueHue M MOHUTOPHHI KayecTBa JIEKApPCTBEHHBIX
CPEZACTB ISl 5)KUBOTHBIX.
2. OTBETCTBEHHOCTb IOPUANYECKUX JIUI] U (HU3UUECKUX JIUI] 32 HApyIIeHUs] TpeOOBaHUM
3aKOHO/IATENIbCTBA B chepe 0OpalleHus JIeKapCTBEHHBIX CPEICTB.
3. Arpodpapm u KPKA: xapaktepuctuka (GUPMBI-IPOU3BOIUTENS M aCCOPTUMEHTA
BETEPUHAPHBIX MTPETIAPATOB.
Bapuanr 11
1. Cucrema cepTuduKalnuy JEKapCTBEHHBIX CPEJCTB.
2. TpeboBanus ¢enepaabHOIO 3aKOHOAATENbCTBA, MPEAbSBIsAEMbIE K JCATEIHHOCTH B
chepe oOpareHus JeKapCTBEHHBIX CPECTB ISl )KUBOTHBIX.
3. baitep u BerkoM: XapakTepucTUKa (QUPMBI-IPOM3BOIUTENSI U aCCOPTUMEHTA
BETCPUHAPHBIX MTPETIapaToOB.
Bapuanr 12
1. T'ocynapcTBeHHbIe, OTpaciieBble W HMHBIE CTaHJapThl B oOmactu oOpalieHus
JIEKapCTBEHHBIX CPEACTB, MPEAHA3ZHAYEHHBIX JUISl dKHUBOTHBIX.
2. OcobeHHoCcTH 00paIeHnss HAPKOTUYECKHUX JICKAPCTBEHHBIX CPENICTB U MCUXOTPOITHBIX
BELIECTB.
3. bankandapma m Buk: XapakTepucTuka (GUPMBI-TPOU3BOAUTENSI M aCCOPTUMEHTA
BETEpUHAPHBIX MTPETIAaPaATOB.
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Bapuanr 13
1. IlpaBmiia rocyJapCTBEHHOM PETrHMCTpalMU JIEKAPCTBEHHBIX CPEJICTB AJIS AKHUBOTHBIX U
KOPMOBBIX TOOABOK.
2. JInueH3upoBaHUE JIEATEIBHOCTH, CBSI3aHHOM ¢ 000POTOM HapKOTHYECKUX CPEACTB U
IICUXOTPOIHBIX BEILIECTB.
3. bendapmakoM u XenBer: XxapakTepUCTUKA (PUPMBI-IIPOU3BOAUTENS U aCCOPTUMEHTA
BETEPUHAPHBIX MIPENapaToB.
Bapuant 14
1. IIpou3BOACTBO M M3TOTOBJIEHUE JICKAPCTBEHHBIX CPEACTB U MUMMYHOOMOJOTHUECKUX
IpenapaToB, NPeAHA3HAYCHHBIX AJIS )KUBOTHBIX.
2. YCnoBUSA HCIIONB30BaHHUSA HAPKOTUYECKUX CPEACTB M IICUXOTPONHBIX BEUIECTB B
BETEPUHAPHBIX LIENISX.
3. buArpo um Mepuan: XapakTepuCTUKa (UPMBI-IPOU3BOANUTENSI W aCCOPTUMEHTA
BETEPUHAPHBIX [IPENAPATOB.
Bapuanr 15
1. Opranu3aluOHHO-TEXHOJOTMYECKass  JIOKyMEHTallus  Ha  INPOMU3BOACTBO MU
M3TOTOBJIEHHUE JIEKAPCTBEHHBIX CPEJICTB, IPEIHA3HAYECHHBIX JUISl JKUBOTHBIX.
2. OTBETCTBEHHOCTb IOPUANYECKUX JIUI U (GU3UUECKUX JIUI] 32 HApyLIEeHHUs] TpeOOBaHUM
3aKOHOJIATENBCTBA B chepe 0OpalieHus JIEKapCTBEHHBIX CPEJICTB.
3. buoXum®apm u Mepk, Hlapn u Joym (Merck&Co): xapaktepuctika (GUpMBI-
IIPOM3BOJUTENIS U aCCOPTUMEHTA BETEPUHAPHBIX MIPENapaToB.
BapuanTt 16
1. Pa3paboTka, JOKJIMHUYECKHE U KIIMHUYECKUE UCCIIEI0BAHUS JIEKAPCTBEHHBIX CPEJCTB.
2. I'ocynapcTBeHHbIE, OTpacieBble W HHBIE CTaHAApPThl B 00jacTh oOpaleHus
JIEKapPCTBEHHBIX CPEJICTB, IPEIHA3HAYEHHBIX ISl "KUBOTHBIX.
3. Betkom u buoBera: XapakTepucTUKa (DUPMBI-IPOU3BOAMUTENS U aACCOPTUMEHTA
BETEPUHAPHBIX NPENapaToB.
Bapuanr 17
1. JIuuensupoBanue GpapManeBTUIECKON JEATEIbHOCTH.
2. HopmatuBHO-TIpaBoBOe O0Oecle4eHne W MOHMTOPUHI KauecTBa JIEKAPCTBEHHBIX
CPEJCTB AJIsl ’)KUBOTHBIX.
3. BUK wu [Ildaiizep: xapakTepucTuka (UPMBI-IPOU3BOAUTENSS M acCOPTUMEHTA
BETEPUHAPHBIX MPENapaToB.
Bapuanr 18
1. JIuueH3upoBaHUe AEITEIBLHOCTU B cdepe oOpalleHHs JTeKapCTBEHHBIX CPEICTB IS
KUBOTHBIX.
2. TpeGoBanus ¢enepaTbHOTO 3aKOHOAATENHECTBA, NMPEAbABISEMbIE K JCATEIbHOCTH B
cdepe oOpalieHus JIEKapCTBEHHBIX CPEJICTB JUISl dKUBOTHBIX.
3. UnuBeca m Amu-CaH: xapakTepucTHKa (UPMBI-TPOU3BOJNUTENS M aCCOPTUMEHTA
BETEPUHAPHBIX MPENapaToB.
Bapwanr 19
1. TocynapcTBeHHBIN BeTEpUHAPHBIN HAA30p 3a OOpaIleHHEM JIEKapCTBEHHBIX CPEICTB
JUTSL JKUBOTHBIX.
2. I'ocynapcTBeHHOE yIpaBJIeHUE U MEHEKMEHT B 00J1aCTH 0OpallleHus JIEKapCTBEHHBIX
CPEJICTB, MpeAHa3HAYEHHBIX JUISl )KUBOTHBIX.
3. UnurepBer u baiiep: xapakrepucTuka QGUPMBI-IPOU3BOAUTENS U aCCOPTUMEHTA
BETEPUHAPHBIX MPENapaToB.
Bapuanr 20
1. TpeboBanms 3akoHomaTenbcTBa Poccuiickoit deneparuu K JIUIam, OCyIIeCTBISIONAM
pean3annio JIEKapCTBEHHBIX CPEACTB, IPEIHA3HAYEHHBIX 71 )KUBOTHBIX.
2. TocymapcTBeHHasi CHUCTeMa KOHTPOJISA KadecTBa, A(PQPEKTHBHOCTH, O€301TacHOCTH
JIEKaPCTBEHHBIX CPEJICTB.
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3. Mepuan u MocarporeH: XapakTepucTuka (pUpPMBI-TIPOM3BOIUTENS U aCCOPTHUMEHTA
BETEPUHAPHBIX MPENapaToB.
Bapuanr 21
1. OTBETCTBEHHOCTh IOPUAWYECKUX JUI] U (PU3MUECKUX JIMI[ 32 HapylIeHUs TpeOOBaHU I
3aKOHOJATENLCTBA B chepe oOpalieHus JICeKapCTBEHHBIX CPEJICTB.
2. IIpou3BOJCTBO M M3rOTOBIIEHUE JIEKAPCTBEHHBIX CPEICTB U MMMYHOOHOIOTHYECKUX
IIPENapaToB, IPeIHA3HAYEHHBIX /7S )KUBOTHBIX.
3. Huta-®apma u Bupbak (Virbac): xapaktepuctuka (QUPMBI-IPOU3BOAUTENS |
ACCOPTUMEHTA BETEPUHAPHBIX IPENapaToB.
Bapuant 22
1. CoGmoienne nHMIAMHU, OCYIIECTBISIONIMMH ONTOBYIO W PO3HHYHYIO TOPTOBIIIO
JIEKapCTBEHHBIMU CpEACTBaMHU, TpeOOBaHMI 3akoHoAaTenbcTBa Poccmiickoit denepanuu u
IIPaBWJI IPOJAKU JIEKAPCTBEHHBIX CPEJICTB
2. Ilopanok HCIOJNHEHUSI TOCYAApCTBEHHBIMU OpraHaMu (QYHKIHM 1O MPUHSATHUIO
HOPMATHBHBIX TPABOBBIX AKTOB M OKAa3aHHIO TOCYIAPCTBEHHBIX YCIyr B cdepe oOpamieHus
JIEKapPCTBEHHBIX CPEJICTB, IPEIHA3HAYCHHBIX JUISI dKUBOTHBIX.
3. CeBa m ArpoBeT3alIiTa: XapaKTEPUCTHKA (UPMBI-TIPOU3BOAMUTENS M aCCOPTHMEHTA
BETEPUHAPHBIX MPENapaToB.
Bapuanr 23
1. TpeboBanus (henepaabHOTO 3aKOHOAATEIHCTBA, MPEABSABISEMBbIE K ACATEILHOCTU B
chepe oOpareHus JeKapCTBEHHBIX CPEACTB ISl )KUBOTHBIX.
2. HopMaTuBHO-TIpaBOBOE peryiupoBaHue B cdepe OesITeNbHOCTH, CBA3aHHOW C
oOpallleHuEeM JIEKApCTBEHHBIX CPEJCTB /ISl )KUBOTHBIX.
3. Idaiizep u Mukpo-mitoc: xapakTepucTuka (pUPMBI-IPOU3BOIUTENSI U aCCOPTHUMEHTA
BETEPUHAPHBIX MPENapaToB.
Bapuant 24
1. TocynapcTBeHHBIE, OTpacjeBble W WHBIE CTaHIApThl B 001acTH oOpameHus
JIEKapPCTBEHHBIX CPEJICTB, MPEIHA3HAYCHHBIX JUISI )KUBOTHBIX.
2. OcobeHHocTH oOpameHnss HAPKOTHYECKHUX JIEKAPCTBEHHBIX CPEJICTB U MCUXOTPOITHBIX
BELIECTB.
3. ®opt domx nu Huta-®apm: xapakTepucTuka GUPMBI-TIPOU3BOIUTENS M aCCOPTUMEHTA
BETEPUHAPHBIX MPENapaToB.
Bapuanr 25
1. IlpaBuna rocyaapcTBEHHOW PErHCTpPAIlUU JEKAPCTBEHHBIX CPEACTB JJISl KUBOTHBIX U
KOPMOBBIX 10OABOK.
2. TpeboBanus ¢enepaqbHOrO 3aKOHOAATENbCTBA, MPEIbSBIsAEMblE K ACATEIbHOCTH B
chepe oOpareHus JeKapCTBEHHBIX CPECTB ISl )KUBOTHBIX.
3. ®apmacopT u HMuHBeca: xapakTepucTUka (UPMBI-TIPOU3BOAUTENSI U ACCOPTHMEHTa
BETEPUHAPHBIX MPENapaToB.
Bapuanrt 26
1. Pa3zpaboTka, JOKJIMHUYECKHE U KIIMHUYECKHE UCCIIeI0BaHUS JIEKApCTBEHHBIX CPEJCTB.
2. HopMmaTuBHO-TIpaBOBOE pETyJIMpOBaHHWE B cdepe HesATeTbHOCTH, CBSI3aHHOH C
oOpallleHueM JIEKapCTBEHHBIX CPEJCTB JIJIS )KUBOTHBIX.
3. Xenser u BHUK: xapakrepuctuka (GUPMBI-IPOU3BOAUTENST W  ACCOPTHMEHTA
BETEPUHAPHBIX MPENapaToB.
Bapuanr 27
1. Jlunen3upoBaHue AESATEIBHOCTH B chepe OOpaileHus JEKapCTBEHHBIX CPEICTB s
KUBOTHBIX.
2. IlpaBuiia rocyapcTBEHHONW PETHUCTPAIMH JICKAPCTBEHHBIX CPENICTB IJISl KHUBOTHBIX H
KOPMOBBIX T0OaBOK.
3. ®apmbuoser u Bupbak (Virbac):  xapakrepuctuka (QUPMBI-TIPOM3BOAUTEIS |
ACCOPTUMEHTA BETepUHAPHBIX MPETapaToB.

37



Bapuanr 28
1. JIunensupoBanue papMameBTUHICCKOMN NS TEIbHOCTH.
2. IlpaBoBOE peryiaupoBaHUE AEATEIBHOCTH B chepe 000poTa HAPKOTUUYECKUX CPEJICTB,
IICUXOTPOITHBIX BEIIECTB.
3. Arpodppam u baiiep: xapakrepucTuka (UPMBI-IPOUZBOANUTENS M aCCOPTUMEHTA
BETEPUHAPHBIX [IPETAPATOB.
Bapuanr 29
1. TocynapcTBeHHast cucCTeMa KOHTpOJsA KauecTBa, 3(deKTuBHOCTH, O€30MacHOCTH
JIEKapCTBEHHBIX CPECTB.
2. YcnoBUsA MHCIIOJB30BaHMSA HApPKOTUYECKUX CPEACTB M IICUXOTPONHBIX BEUIECTB B
BETEPUHAPHBIX LIEIIAX.
3. XapakTepuCTUKa  (UPMBI-IPOU3BOAMTENST U ACCOPTUMEHTa  BETEPUHAPHBIX
IpernaparosB.
Bapuant 30
1. TpeOoBanus ¢enepaabHOrO 3aKOHOAATENLCTBA, MPEABSABISEMbIC K JCATEIbHOCTU B
cdepe oOpaleHus JIEKapCTBEHHBIX CPEJICTB JUISl dKUBOTHBIX.
2. TpebGoBanus, MpenbsIBIIEMbIC K JIUI[AM, JOITYCKAaeMbIM K paboTe ¢ HApKOTHYECKUMHU
CpeACTBaMU U IICUXOTPOIHBIMU BEIIECTBAMHU.
3. Xapakrepuctuka  (QUPMBI-IPOU3BOANUTENSI M aCCOPTUMEHTAa  BETEPUHAPHBIX
Ipernaparos.

Bonpocs! 111 3alMTHI KOHTPOJIBHBIX PadoT

1. CoBpeMeHHble TpeOOBaHUS K JIEKAPCTBEHHBIM CPEICTBaM: 0OE€30MaCHOCTD,
3¢ dexTuBHOCTL U KadecTBO. Cucrema oOecrieueHusl KauecTBa JIEKAPCTBEHHBIX CPEJCTB Ha BCeX
JTanax uxX CO3JaHMs U UCIOJIb30BaHUS.

2. B 4eM 3akirodaercs 3HaUYEHUE CO3/IaHUs FOCYAAPCTBEHHOI'O PEECTpa JIEKapCTBEHHBIX
cpelacTB, peructpoB U  kiaccuduxatopoB JIC. MexayHapoaHble  HENAaTEHTOBAHHbIE
HaumeHoBanus (MHH) nexapcTBeHHBIX BEIIECTB.

3. T'ocymapcTBeHHBIE TPHUHIMIIBI M TIOJOXKEHUS, periameHtupytomme kadectBo JIC.
HopmartuBhas nokymentauus: I'ocynapcrsennas gapmakomnes ['® XIV (cocras).

4. KaxkoBbl OCHOBHBIE IPUHIIMIIBI CTAHAPTU3AINN JEKAPCTBEHHBIX CPEJICTB?

5. Oxapaxtepu3yiite nonarust O6ume papmakoneiinslie ctatbi (ODC), papmakoneiinbie
ctatbi (PC), papmakoneiinsie ctatbi npeanpusatuil (OCII).

6. Posis H/I B moBbIIIEHNN KayecTBa JIEKAPCTBEHHBIX CPENICTB.

7. MexnyHapoaHble U PETHOHAJIbHBIE COOPHUKU YHU(PUIUPOBAHHBIX TpeOOBaHUN M
metonoB ucnbiTanus JIC: mexnyHaponnas dapmakones BO3, Eppomneiickas ¢dapmakones u
JIpyTrue peruoHalbHbIE U HAllMOHAJIbHBIE (hapMaKOIeH.

8. HazoBuTe 0COOEHHOCTH 1EATENBFHOCTH B cepe 0OpalleHus JIEKapCTBEHHBIX CPEJCTB,
NpeHa3HAYCHHBIX JUISl JIEYEHUS KUBOTHBIX?

9. llepeuncnure ocHoOBHbIe 3amaun dDenepanapbHOro opraHa yNpaBICHUS B LEIAX
roCy/IapCTBEHHOT'O PEryJupOBaHUs OTHOILIEHUI B cepe oOpalieHus JIEKapCTBEHHBIX CPEJICTB,
IIPEIHA3HAYEHHBIX JUIS )KUBOTHBIX.

10. KTo maer 3akiitoueHHe Ha JOIYCK K IPOU3BOJCTBY M NMPUMEHEHHIO JIEKAPCTBEHHBIX
CPEICTB, IPEAHA3HAYEHHBIX Ul )KUBOTHBIX?

11. OnummTe NOpsAA0K roCyJapCTBEHHOTO BETEPUHAPHOTO HA30pa 32 JIEKAPCTBEHHBIMU
CPEICTBAaMU JJIs )KMBOTHBIX, BBO3UMBIMH U BBIBO3UMBIMHU U3 PD.

12. Tlepeuncnute TpeboBaHHA K Oe30macHOCTH B cdepe oOpallleHus: JIeKapCTBEHHBIX
CpEeACTB U OMOJIOTHYECKUX MPENapaToB, UCIOIb3yEMBIX B BETEPUHAPHH.

13. Onumute GopMbl HHCTIEKIIMOHHBIX TPOBEPOK?

14.  KakoBa NpOJOJDKUTENBHOCTh MEPONPUATUH IO TOCYAAPCTBEHHOMY KOHTPOJIIO

(Hamsopy)?
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15. Ilepeuncnanute AOKYMEHTHI NPEAOCTABISACT JCUEOHOE YUPEKICHHUE IS TOITYyUEHHS
JIUneH3nun?

16. Kakue Buabl apManieBTUIECKON 1eATETbHOCTH MOJICKAT JINIECH3UPOBAHUIO?

17. Ko umeer npaBo Ha MOJy4EHUE JTULICH3UN?

18. KakoB cpok 1eilcTBUS JIMIIEH3UU U KEM OH omnpejensiercs?

19. YUto BKIIIOUAET B ce0sl MOHITHE — «IKCIIEPTU3A JIEKAPCTBEHHBIX CPEACTBY?

20. Kakue perucrpauvioHHble JOKYMEHTbl M JaHHbIE IPEACTABIAIOTCS B
Poccenbxo3znaazop?

21. OnuumuTe BUABI BHYTPUANTEYHOTO KOHTPOJIS?

22. Kakwue nexkapcTBEHHbIE CPEACTBA MOIJIEKAT FOCYIAPCTBEHHON PErucTpalum?

23. KTO mpoBOJUT rocy1apCTBEHHYIO PETUCTPALINIO JEKAPCTBEHHBIX CPEJCTB?

24. Yrto rapantupyer cucrema GMP?

25. 3Ha4yeHne rocy1apcTBEHHOM (papmMakomnen.

26. OCHOBHBIE BOIIPOCHI MPOIEAYPHI JIUIEH3UPOBaHUS (PapMaleBTUUECKON A TENbHOCTH

27. llonHomouus (eaepanbHbIX W PErHOHATBHBIX MCIOJHUTEIBHBIX OpPraHOB IIPU
oOpallleHnH JIeKapCTBEHHBIX CPEJCTB Ha Tepputopuu Poccuiickoit @eneparuu.

28. KoHTposb MPOM3BOACTBA, U3TOTOBIICHUS KadecTBa, 3(P(HEKTUBHOCTH U 0€30MacHOCTH
JIC

29. JluuensupoBanue jaearenbHoctu 1o obopory HC, IIB m ux mnpekypcopos,
KYJIbTUBUPOBAHUIO HAPKOCOAEPKALIUX PACTCHUM

30. IlpeanmpuHuMaTeNnbCTBO B chepe oOpalieHus: JEKapCTBEHHBIX CPEICTB,0CHOBHBIC
MOJIOKEHUS

31. YronoBHast OTBETCTBEHHOCTH (papManieBTUIECKUX PaOOTHUKOB

32. Pa3paboTka U COBEpIIEHCTBOBAHUE CHUCTEMBI peructpauuu u ceprudukanuu JIC u
JIPYTUX TOBapOB

33. TpeboBanus, mpeabsABIsIEMbIE K JHUIAM, JOMYIIEHHBIM K pa00Te ¢ HAPKOTUYECKUMU U
IICUXOTPOIHBIMU CPEJICTBAMU

34. OcymiecTBieHue JAEUCTBHMM MO KOHTPOIIO M HAJI30py 3a HCHOJIHEHUEM
IOPUAMYECKUMHU U MHBIMU JIMLIaMU TpeOoBaHMi 3akoHoAaTenbcTBa Poccuiickoit denepanuu

35. TocynmapcTBeHHBIE, OTpacieBble W HHBIE CTaHIAPTBl B 00JIAacTH oOparieHus
JIEKapCTBEHHBIX CPE/ICTB, IPEIHA3HAYCHHBIX JIISl J)KUBOTHBIX

36. IIpaBuna rocy1apCTBEHHON pETUCTpaIy JIEKAPCTBEHHBIX CPEJICTB ISl )KUBOTHBIX U
KOPMOBBIX J0OABOK

37. Ilopsimok BBO3a JIEKapCTBEHHBIX cpelncTB B Poccuiickyro denepaiuio U BbIBO3a U3
Poccniickoit ®enepanun

38. Pa3paboTka, TOKJIMHUYECKHE U KIMHUYECKUE UCCIIEOBAHUS JIEKAPCTBEHHBIX CPECTB

39. IlpumeHeHne Mep OTBETCTBEHHOCTH 3a HApPYIICHHE 3aKOHOJAATeNbcTBa Poccuiickoi
Oeneparun B chepe oOpaleHus JIeKapCTBEHHBIX CPEICTB JIJIS JKUBOTHBIX

40. [1nan ynpaBieHus puckamu 1o GpapMakoHaa30py

41. Iopsamox GhopMUPOBaHMS PETHCTPAIIMOHHOTO JOChE Ha JIEKAPCTBEHHBIN Ipernapar u
TpeOOBaHUS K JOKYMEHTaM B €r0 COCTaBe

42. HopMaTUBHO-TIPAaBOBBIE aKThI B C(hepe MPOU3BOJICTBA, UCIIOIH30BAHUS U YTHIN3AIUN
JIEKapCTBEHHBIX CPE/ICTB

43. HopmaTuBHO-TIpaBOBO€ 00O€CleYeHHE W MOHUTOPHHI KauecTBa JIEKapCTBEHHBIX
CPEICTB AJIsl ’KUBOTHBIX

44, TpeGoBanwus 3aKOHOJAaTenbCcTBA  Poccuiickoi denepaunn K  JUIaMm,
OCYIIECTBIISIONIUM peaTn3aluio JeKapCTBEHHBIX CPECTB, MPEAHA3HAYEHHBIX JJI dKUBOTHBIX

45. TIpaBoBoe peryiMpoBaHue IeSITEIbHOCTH B cepe 000poTa HAPKOTHYECKUX U
MICUXOTPOIHBIX CPEACTB

IIpoueaypa oneHMBaHUSI KOHTPOJIbHBIX Pa0d0T
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KontponbHble paboThl NPOBOASATCS [UIA CTYJACHTOB 3a0YHOM (OpPMBI OOY4YEHHUS U
BKJIIOYAIOT TPU BONPOCA. 3a KOHTPOJIBHYIO PA0OTY BBICTABISIETCA OLIEHKA «3a4eT/He3a4eT».

IIpy oueHke ypoBHS BBINOJIHEHHUS KOHTPOJIbHOW pPabOTBI, B COOTBETCTBUM C
IIOCTaBJIIEHHBIMU LIEJISIMM U 3a7jadyaMM Ul JAaHHOTO BHMJA Y4eOHON AEATeNbHOCTU, MOTYT OBITh
YCTAHOBJIEHBI CJIEYIOIINE KPUTEPUU:

- yMeHHUe paboTaTh ¢ 00bEKTAMU U3Yy4EHHs], KpUTUUECKMMH HCTOYHUKAMHU, CIIPAaBOYHOM U
SHUMKJIONEANYECKON JINTEPATYPOL;

- YMEHUe cooupaTh U CUCTEMATU3UPOBATh IPAKTHUECKUI MaTepua;

- YMEHHE CaMOCTOSATEIBHO OCMBICIISTH ITPOOJIEMY Ha OCHOBE CYIIECTBYIOIINX METOJIUK;

- YMEHUE JIOTUYHO U I'PAaMOTHO U3J1araTb COOCTBEHHbIE YMO3AKIOUEHUS U BHIBOJIBL;

- YMEHHUE aHAIM3UPOBATh U 00001aTh MaTepHall;

- YMEHHE I10JIb30BaThCs II100aIbHBIMU HH(OPMALIMOHHBIMHE PECYPCaMH U MPaBUIIBHO MX
MPETOAHECTH B KOHTPOJIBHOU padoTe.

IIpu onenke ompenensercss MOJTHOTA M3JIOKEHUS MaTepuasa, KaueCTBO U YETKOCThb, U
[IOCJIEI0BATEIbHOCTD M3JI0KEHUSI MBICIEH, HalMuue JOCTaTOYHBIX IOSCHEHWH, KyJlbTypa B
IpeIMETHOM 001aCTH, YUCIIO U XapaKTep OMNOOK (CYIIeCTBEHHbIE UM HECYILIECTBEHHBIE).

Cyl1iecTBeHHbIE OLIMOKHU CBSI3aHbl C HEJOCTATOYHOM INIYOMHON M OCO3HAHHOCTBIO OTBETA
(HampuMep, CTYAEHT  HENpaBWIbHO YKazajl OCHOBHbIE IIPU3HAKU IIOHATHH, SBJICHUH,
HEMPaBWIBHO C(HOPMYIMPOBAHBI 3aKOHBI WJIM TpaBWJIa W T.I. WIX HE CMOT IPUMEHUTH
TEOpPETUYECKHE 3HAHUS I OOBSICHEHUS NIPAKTUUECKUX SBJICHUH.)

HecymiecTBeHHbIe OLIMOKU OINpPENEISIOTCS HEMOJIHOTOM OTBETa (Hampumep, CTYAEHTOM
YIyIIEH U3 BUAa Kakoi—1M00 HexapakTepHbIH (akT MpH OTBETE€ Ha BOIPOC) K HHUM MOKHO
OTHECTU OIHCKH, JOIYILEHHbIE 10 HEBHUMATEIBHOCTH).

Kpurepun oueHkun

- OIICHKA «3a4eT» BBICTABISETCA B CIydae, €CIIM KOHTPOJbHAs padoTa BBITOJIHEHA IO
CBOEMY BapHMaHTy, JIOMYIIEHO IO Ka)KOMY BOINPOCY MO OJHOW HECYLIECTBEHHOM OIIMOKe U Ha
OJIMH BOIPOC JOMYIE€HA OJIHA CYIIECTBEHHAs OIIMOKA, IPUBEIEHbl PUCYHKH, TaOIUIbBl U
WITIOCTpAIMK, TpeOyroIue 3TH MOSICHEHUs 1o padoTe.

- OLIEHKA «HE3a4eT» BBICTABISETCS B Cilydae, €ClM KOHTPOJbHAs padoTa BBIIOJHEHA HE
110 CBOEMY BAPUAHTY, AOIYILEHO 10 MATUAECATH IPOLEHTAM BOIIPOCOB IO OJHOM CYIIECTBEHHON
omunOKe, HE NPUBEIEHbl PUCYHKHM U WUIIOCTpAllMM M T.I. 10 pabore, TpeOyrolmue 3TU
MOSICHEHHUSI K ITIOCTaBJIEHHOMY BOIIPOCY.

4. TeMBI TOKI210B

1. TocymapcTBEHHOE PETYJIMPOBAHUE OTHOIICHHWM, BOSHUKAIOMIMX B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEACTB, MPEAHA3HAYEHHBIX JUIS dKUBOTHBIX.

2. Cucrema cepTHU(UKAINH JEKAPCTBEHHBIX CPE/ICTB /IS )KHBOTHBIX.

3. HopmartuBHO-IpaBOBoe o0OecledeHne M MOHUTOPHHI KadecTBa JIEKapCTBEHHBIX
CpPEeZCTB, PeAHA3HAYCHHBIX /IS )KHBOTHBIX.

4. TlpaBuiia rocyJapCTBEHHOM PETUCTpalMU JICKAPCTBEHHBIX CPEJICTB I KUBOTHBIX U
KOPMOBBIX TOOABOK.

5. TIpou3BOJCTBO JEKApCTBEHHBIX CPEACTB M HMMYHOOMOJIOTMYECKHUX IIpenaparos,
NpeHa3HAYCHHBIX JIJIS )KHBOTHBIX.

6. Pa3zpaboTka, 10- 1 KIMHUYECKHE HCCIIeI0OBAHNUS JIEKAPCTBEHHBIX CPEJICTB.

7. JluneH3upoBaHHWE KaK MEXaHHM3M TOCYIapCTBEHHOIO perylupoBaHus cdepbl
oOpaleHus JTeKapCTBEHHBIX CPEJICTB.

8. JlunensmpoBaHue naeATENFHOCTH B cdepe oOpalieHHs JIEKapCTBEHHBIX CPEJICTB,
NpeIHAa3HAYCHHBIX JJIS )KUBOTHBIX.

9. 'ocynapcTBeHHas cucTemMa KOHTpOJIs kKauecTBa, 3¢ dexTuBHocTH, Oe30nmacHocTH JIC.

10. TpeGoBanusi 3akoHOAarenbcTBa P® K JHIaM, OCYIIECTBISIONIMM ONTOBYIO U
PO3HUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMH CPEJICTBAMH, TIPEHa3HAYCHHBIMH JIJIS1 5)KHBOTHBIX.
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11. IlpaBoBOE perynupoBaHuE AeATENbHOCTH B cdepe obopora HapkoTHueckux JIC u
IICUXOTPOIHBIX BEILECTB.

12. VcnoBus wucnonp3oBaHuss HapkoThueckux JIC M IICHXOTPOIHBIX BELIECTB B
BETEPUHAPHBIX LICIIAX.

13 FOCYHapCTBeHHbIﬁ BeTepHHaprIfI HaA30p 3a JICKAPpCTBCHHBIMU CPCACTBAMU JIA KUBOTHBIX,
BBO3UMBIMH U BBIBO3UMBIMU U3 PD.

14. OpurunanbpHble U BOCIIPOM3BEJCHHbIE JICKAPCTBEHHbIE cpescTBa. IIpuHIunuanbHble
pazianuus.

15. ®anbcupoBaHHblE, HEJOOPOKAYECTBEHHbIE W KOHTPAa(aAKTHBIE JIEKApCTBEHHbIE
cpencTsa. [IpuHnunuanbHble pa3audus.

16. IIpor3BOACTBO U MapKHUpPOBKa JieKapcTBEHHBIX cpeactB. Crangapt GMP.

17. Ilopssmox BBO3a JIEKapCTBEHHBIX CpEeACTB Ha Teppuropuro PP wu  BbIBO3a
JIEKapCTBEHHBIX CPEACTB ¢ Tepputopun PO.

18. IIpaBuna oTnycka HAPKOTUYECKHUX M IICUXOTPOIHBIX BEILECTB, 3apErUCTPUPOBAHHBIX
B KaUECTBE JIEKAPCTBEHHBIX IPEIapaTOB.

19. TIlpaBuia XpaHeHUS JIEKaPCTBEHHBIX MPEMIAPATOB B alITCYHBIX OPTaHU3ALUAX.

20. YHUYTOXEHHUE JIEKapCTBEHHBIX cpeCcTB. OCHOBAHUS U NOPSI0K YHUUTOKEHHS.

Bomnpocsl k 3amuTe J0KJIAI0B

1. B yeM 0coOEHHOCTH AEATENBHOCTH B cdepe oOpalieHus JEKapCTBEHHBIX CPEICTB,
IIPEIHA3HAYEHHBIX JUIS JICYEHUS dKUBOTHBIX ?

2. OcHoBHble 3amaun DenepaqbHOr0 OpraHa yIpaBi€HUs] B LIEISX T'OCYJapCTBEHHOI'O
peryaupoBaHus OTHOLIEHUH B cepe oOpalleHus JeKapCTBEHHBIX CPENICTB, NPEAHA3HAYCHHBIX
JUISL JKUBOTHBIX.

3. Kro nmaer 3akirodyeHHe Ha JOMYCK K IIPOM3BOACTBY M NPUMEHEHMIO JIEKAPCTBEHHBIX
CpEJIICTB, NMPEIHA3ZHAYCHHBIX AJIs1 dKUBOTHBIX?

4. T'ocynapCTBEHHBIM BETEpUHAPHBIA HAA30p 3a JIEKAPCTBEHHBIMH CpPEACTBAMM IS
JKUBOTHBIX, BBO3UMBIMHU U BBIBO3UMBIMH U3 PO.

5. TpeOGoBanus k Oe3zomacHocTH B cdepe OOpalleHus: JEeKapCTBEHHBIX CpPEICTB U
OMOJOTUYECKUX MIPErapaToB, UCIIOIb3YEMbIX B BETEPUHAPHH.

6. Kakue cymecTByoT (opMbl HHCIIEKIIMOHHBIX MPOBEPOK?

7. KakoBa mHpOAOKUTEIBLHOCTh MEPONPUATUI O TOCYAAPCTBEHHOMY KOHTPOJIIO
(Hag3opy)?

8. Kakue qoKyMEeHTHI IIPeI0CTaBIISAET JIEUEOHOE YUPEKACHHUE ISl TOTYYESHUS! TULCH3UU?

9. Kaxue Buap! hapManieBTHUECKON AEATEIbHOCTH MOJIEXKAT JIMIEH3UPOBAHUIO?

10. KTo nmeet npaBo Ha MoJIy4yeHUE JINLEH3UN?

11. KakoB cpok O€iCTBUS JIMLEH3UN U KEM OH ONpeAeseTcs?

12. Yto BKIItOUAET B ce0sl MOHATHE — «IKCIEPTU3A JIEKAPCTBEHHBIX CPEACTBY?

13. Kakme perucrpanvoHHble JOKYMEHTHI M JaHHbIE IPEACTABISAIOTCA B
Poccenpxo3nanzop?

14. Kakune cyniecTByroT BUJIbl BHYTPHUAIITEYHOTO KOHTPOJIS?

15. Kakue nexkapCTBEHHBIE CPECTBA MOAJIEKAT TOCYAAPCTBEHHON PErUCTpALMH?

16. KTo mpoBOAUT rocy1apCTBEHHYIO PETUCTPALIMIO JIEKAPCTBEHHBIX CPEACTB?

17. Yro rapantupyet cuctema GMP?

18. 3HaveHne rocy1apcTBEHHOMN (hapMaKoIIeH.

IIpouenypa oneHMBaHUSA TOKJIA0B
B paGoueii mporpamme AUCHMILTAHBI TPUBOJUTCS MEPEYCHb TEM, U3 KOTOPBIX CTYIIEHT
MOXET BBIOpaTh TEMY JTOKJIaa.
[TapameTpsl OLIEHOUYHOTO CPEACTBA!
- "H(OPMAIIMOHHAS IOCTATOYHOCTh
- COOTBETCTBUE MaTepuasa TeME U MIaHy
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- CTHJIb U SI3bIK W3TIOKEHUS (UCMOIh30BAaHUE HAYYHOTO M CIICIHATBLHOTO TOHATUHHOTO
ammapara, MOSCHCHHUE HOBBIX TEPMHHOB, JIAKOHHYHOCTH, MPABUIILHOCTh NMPUMEHEHHUS LUTAT U
zp.)

- HaJIn4Me COOCTBEHHOM MO3HIINH

- UCTOJIb30BaHUE WILTIOCTPATUBHOIO MaTepurana

- aZIeKBaTHOCTh U KOJUYECTBO UCIIOJIb30BaHHBIX HCTOYHHUKOB (5-10)

- BJIQJICHUE MAaTEPUAJIOM.

Ha npencrasnenue nokiana orsoautces 10-15 MunyT.

Kpurtepun ouenku

- OIICHKA «3a4eT» BBICTABIIACTCA B ClIydae, €CJIU JOKJIaJ] BBIMOJHEH KAauyeCTBEHHO, B
COOTBETCTBUU C BEIOPAaHHOW TEMOM, COITPOBOXKIACTCS MILTIOCTPATUBHBIM MaTEPUAIOM, TTOKA3aHO
CBOOOJIHOE BJIAJICHUE MAaTEPHAIIOM M TMOHSATUHHBIM aIlllapaToM, OTBEThI Ha BOMPOCHI YETKHE,
MOJIHBIE, APTYMEHTUPOBAHHBIE.

- OIIEHKA «HE3a4YeT» BBICTABIIACTCS B Cydae, €CJIM JOKJIa/ BBHIIIOJIHEH HE 10 BHIOPAHHOM
TeMe, HE COIMPOBOXK/IAECTCA WIUTIOCTPATUBHBIM MAaTEpUaIOM, MMOKAa3aHO HEJIOCTATOYHOE BIIAJICHUE
MaTepHaJOM M MOHATHHHBIM almapaToM, HEMOJIHO PACKPBITO COJAEpKaHWUE MPOOJIEMBbI, OTBETHI
Ha BOIPOCHI HEUETKHE, 0€3 apryMEHTAIIHH.

42



