Tema 1 3anstue 1. PegepanbHbie HOPMATHBHbIE NMPABOBbIe aAKTHI B c(epe
oOpalleHusl JIEKAPCTBEHHBIX CPEICTB, NMPEJHA3HAYEHHBIX ISl KUBOTHBIX.

0O030p.

K nopmaruBubiM aktaM Poccuiickoit ®enepaunu B cdepe oOpaiieHus
JIEKAQpPCTBEHHBIX CPEJCTB, MPEIHA3HAYCHHBIX JJIS1 KMBOTHBIX OTHOCSITCS 3aKOHBI
P®, IlocranoBnenuss mnpaBureabcTBa PO u  nokyMeHTbl MUHCENbX03a U
Poccenpxo3nanzopa PO.

['maBHBIM efepasbHBIM MPABOBBIM aKTOM SABJISETCS (penepanbHbIl 3aKOH
«O0 obOparieHnn JIeKapcTBeHHBIX cpeactBy - @3 Ne 61 ot 12.04.2010 [1]. On
peryJMpyeT OTHOIICHHS, BOZHUKAIOIIME B CBSI3M C OOpalleHUeM - pa3paboTKOM,
JTOKIIMHUYECKUMHU HCCIIEIOBAaHUSIMU, KJIIMHUYECKUMH UCCIIEIOBAHUSIMU,
JKCIIEPTU30M, TOCYJAPCTBEHHOM PETUCTpAlME€d, CO CTaHIAPTH3ALMEd U C
KOHTPOJIEM KauecTBa, MPOU3BOJICTBOM, U3TOTOBICHUEM, XPAaHEHUEM, TIEPEBO3KOM,
BBO30M B Poccuiickyro @enepanuro, BbiBO30M U3 Pocculickoir Depepanuu,
pEeKIaMOM, OTIYCKOM, pealvi3aluueil, nepeaayed, NpUMEHEHUEM, YHUUTOXKECHUEM
JIeKapCTBEHHBIX cpelcTB. CIOBO «BETEpHHAp» B 3aKOHE BcTpeuaercs 175 pas, a
CIIOBO <OKMBOTHOE» — 43. B mpenpiaynieM 3akoHe O JiekapcTBax (yke He
JEHCTBYIOLIEM) OBLIO JIMIL TPU YIIOMUHAHMS, B YACTHOCTU B YacTu 6 ctaThu 32
®3 Ne 86 ot 1998 roma ObLIO yKa3aHO JUIIL TO, YTO JIEKAPCTBA ISl KUBOTHBIX
NpOJAIOTCSI B BETEPUHAPHOM amnTeke Wi BeTepuHapoM. Takum oOpazom,
JecTByrOIMi 3akoH o JiekapctBax (D3 61), B oTiamume OT MNPEeabIAYIIEro
CYIIECTBEHHO TIOBEPHYJCS K BETepUHApHOW dapmaruu. ITO  SBISETCA
CYILIECTBEHHBIM TPHU3HAHUEM, YTO MEAMIIMHCKAas M BeTepuHapHas (apmaius 3T
OJIHa OTPACTh YIKOHOMHKH, HO UMEIOIIAs PA3IMYHBIX CYOBEKTOB ISl PUMEHCHHUS
JIEKapCTB — B IEPBOM CJy4yae — 4YeJIOBeKa, a BO BTOPOM — >KMBOTHbIX. Camu
JIEKAQpCTBEHHBIE CPEACTBA SBJSIOTCS YAacTO HWJICHTUYHBIMM B MEJIULMHE W
BeTepuHapuu. Hanpumep, umeercsa maszb uxtuoiaoBas 10%-Has u 115 4yeloBeKa U

JJI1 ZKUBOTHBIX.



3akoH 00 oOpamenun jexkapctB ®3 61 ycraHaBiIMBaeT  €IUHYIO
TEPMUHOJIOTHIO, TPUMEHHUTENBHO K CaMHUM JIEKapCTBaM, HUX HCTOYHHUKAM,
OpraHu3anusIM B PU3NIECKUM JIUIIaM, OCYIIECTBIISIONINM UX O0paIieHue.

JlexapCTBEHHBIE CPEICTBA - BEIIECTBA WMJIM WX KOMOWHAIIUM, BCTYIMAIOIINE B
KOHTAKT C OPraHU3MOM 4YEJOBEKa WJIM >KHUBOTHOTO, MPOHUKAIOIINE B OPraHbI,
TKaHW OpraHWU3Ma YeJIOBEKAa WJIM JKUBOTHOTO, MPUMEHSEMbIC JJIsi MPOPUIAKTUKH,
JUArHOCTUKU (32 MCKJIIOYEHUEM BEHIECTB WJIM HUX KOMOHWHAIMi, He
KOHTAKTUPYIOIIUX C OpPraHU3MOM YEJIOBEKa WM >KUBOTHOIO), JICYCHUS
3a0oyieBaHusl, peadWIUTallMK, Ui  COXpPAHEHHUs, TNPENOTBpAICHUS WU
npepbIBaHus OEPEMEHHOCTH U MOJIyYeHHBIE U3 KPOBH, IJIa3Mbl KPOBH, U3 OPTraHOB,
TKaHEW OpraHu3Ma 4YeJIOBeKa WJIM JKMBOTHOTO, PacTEHU, MUHEPAJIOB METOAaMU
CUHTE3a WM C NMPUMEHEHHEM OUOJIOTHYecKuX TexHosoruil. K yexapcTBeHHBIM
CpeACTBaM OTHOCSATCS (papMaleBTUYECKUE CYOCTAaHIMM U  JIEKApPCTBEHHBIE
npenaparhl.

JIOKITMHAYECKOE UCCIIEOBAHUE JIEKapCTBEHHOTO cpeactBa s
BETCPUHAPHOTO MPUMEHEHUS MPOBOJIUTCA MyTEM MPUMEHEHUS HAyYHBIX METOJIOB
OIICHOK B IEJNSAX TMOJy4YeHUs JI0Ka3aTeNbCTB O€30MacHOCTH, KadecTBa W
3 PEeKTUBHOCTU JIEKAPCTBEHHOTO CPEJCTBA, B TOM YHUCJIE OMPENCICHUs CpOKa €Tro
BBIBEJICHUSI W3 OpraHu3Ma »HUBOTHOIO, B LEJsAX oOecredyeHus Oe30MacHOCTH
MPOAYKIUU KUBOTHOTO MPOUCXOKAECHUSA MOCJE NMPUMEHEHUSI COOTBETCTBYIOIIETO
JIEKapCTBEHHOTO MIpenapara.

JIOKITMHAYECKOE HCCIEOBAHUE JIEKAPCTBEHHOTO CPEICTBA U KIMHHYECKOE
UCCIIEIOBAHUE JICKAPCTBEHHOrO IIperapara [jisi BETEPUHAPHOTO MPUMEHEHUS,
UCClieIOBaHUEe OMOIKBUBAJICHTHOCTH YKAa3aHHOTO JICKAPCTBEHHOTO IIperapara
MPOBOJASTCA B COOTBETCTBUU C MpPAaBUJIAMHU, YTBEPKICHHBIMH YMOJIHOMOYEHHBIM
dbenepaabHbIM OPraHOM HCTOJHUTENbHOW BiiacTu - [lpukazom MuHcenbxo3a
Poccun ot 06.03.2018 Ne 101 «OO6 yTBepKkIeHUH TMPaBWI MPOBEACHUS
JOKJIMHUYECKOTO HCCIIEIOBAHMS JIEKAPCTBEHHOTO CPEICTBA /JII BETEPUHAPHOTO

INPUMCHCHUA, KIMHHYCCKOI0 HCCICAOBAHUA JICKAPCTBCHHOI'O IIpe€rapara I



BETEPUHAPHOTO IIPUMEHEHUS, UCCIIEI0BAHMUS OMOPKBUBAJIEHTHOCTH
JIEKapCTBEHHOTO IperapaTa Juisi BETEPUHAPHOTO TIPUMEHEHUsD [5].

Baxxno oTmeruth, uUTO BeTEepHHApHAs (apMaleBTUYECKasi EATEIbHOCTh
OTHOCUTCS K JIMLIEH3UPYEMBIM BHJIAM SKOHOMHYECKON JACSITEIBHOCTU COTJIACHO
3akoHa «O JIMIIEH3UPOBAHUH OT/ICIBHBIX BHIOB JesTelbHOCTHY [2]. TpeboBanus Kk
muueHsuaraMm  usnokenol B IlocranoBnenum — IlpaButensctBa PO o
JMLEH3UPOBAHUHN (dapmalneBTUYECKOM NEeATEIbHOCTH [3]. 3amavamu
JUUEH3UPOBAHUS OTIEIbHBIX BHUJIOB JACSATEIBHOCTU SIBISIOTCA NPEIYyIPEKICHUE,
BBISIBJICHUE U IIPECEUYCHNUE HAPYLIEHUIN FOPUINYECKUM JIMIIOM, €T0 PYKOBOJIUTEIEM
Y WHBIMH JOJDKHOCTHBIMH JIMLIAMH, UHAWBUAYAJIbHBIM IPEANPUHUMATEIIEM, €r0
YIOJHOMOYEHHBIMU  TPEACTABUTEISIMU  (Jajee -  IOPUAMYECKOe  JIUIO,
WHAMBUAYAJIBbHBI IpealpUHUMATEIb) TpPeOOBaHMH, KOTOpPbHIE YCTAHOBJIECHBI
HacTosiuM  DenepaibHbIM  3aKOHOM, JIpYrUMU  (eaepaibHbIMU  3aKOHAMH U
IPUHUMAEMBIMU B COOTBETCTBHM C HUMH HMHBIMA HOPMATUBHBIMHU IPAaBOBBIMU
aktraMu Poccuiickoit ®eneparuu. COOTBETCTBHE COUCKATENs JMIEH3UNA 3THM
TpeOOBAHMSM SABJISIETCSI HEOOXOAUMBIM YCIIOBUEM JUJISl IPEAOCTABIICHUS JIMLICH3UH,
uxX  CcoOJIoOfieHHe  JIMIIEH3MaToM  00s3aTeJbHO  HPH  OCYUIECTBICEHUU
JULEH3UPYEMOTr0 BUA IE€ATEIbHOCTH.

Couckarenb  JMIEH3UM )9 OCYIIECTBIEHUs  (hapMaleBTUYECKOU
NEATEIbHOCTH  JOJDKEH  COOTBETCTBOBAaTh  CIEAYIOUIMM  JIMLEH3MOHHBIM
TpeOoBaHUSIM (HyMepallds MyHKTOB OCTaBJIeHA Kak B O(QUIIMAIBHOM JOKYMEHTE
[3D:

a) HaJM4Me MOMEIICHUH U 000pyAOBaHUA, MPHUHAIIEKAIIMX €My Ha IpaBe
COOCTBEHHOCTH MWJIM Ha MHOM 3aKOHHOM OCHOBaHUHU, HEOOXOAMMBIX JUIS
BBIMIOJIHEHUsT  paboT  (ycnyr), KOTOpbIE COCTaBIAIOT  (hapMaleBTUYECKYIO
NeATEIbHOCTh, COOTBETCTBYIOIINX YCTAHOBJICHHBIM TPEOOBAHUSIM;

B) HalMyuMe Yy PYKOBOAMUTENS OpraHu3aluy, JIeATebHOCTh KOTOpPOIo
HEIOCPEJICTBEHHO CBs3aHa C ONTOBOM TOProBJEH JIEKAPCTBEHHBIMH CPEACTBAMM,
UX XpaHEHHEM, MEpPeBO3KOW W (WUJIM) PO3HUYHOW TOPIrOBJIEH JIEKAPCTBEHHBIMU

npenapaTaMmu, UX OTIYCKOM, XpaHEHUEM, NTEPEBO3KON U MU3TOTOBJICHUEM:
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JUTSL OCYIIECTBJICHUS (DapMalleBTUUECKON NESITeIbHOCTH B cpepe oOpaleHus
JIEKapCTBEHHBIX CPEACTB JUIsi BETEPUHAPHOTO MPUMEHEHHUS - BBICHIETO WIH
cpenHero (hapMareBTHUECKOro JHOO BBICIIETO MM CPEIHEr0 BETEPUHAPHOTO
oOpa3oBaHus, cTaka pabOThl MO CIENMATBLHOCTH HE MeHee 3 Jer, cepTudukara
CTCINAITUCTA,

I') HATMYUE Y UHANBUAYAIBHOTO PEIPUHUMATEIS

JUTSL OCYIIECTBJICHUS (DapMalleBTHUECKON JIeATeNIbHOCTH B chepe oOpaieHus
JICKapCTBEHHBIX CPEJCTB JUIsI BETEPUHAPHOTO TMPUMEHEHHUS - BBICHIETO WJIH
cpenHero (hapMaleBTHUECKOro JMOO BBICIIETO WM CPEIHEr0o BETEPUHAPHOTO
oOpa3oBaHusl, cepTU(UKaATA CIIEHUATNCTA;

1) HAIWYUE y COUCKATENs JHUICH3UH PaOOTHUKOB, 3aKIIOYMBIINX C HHUM
TPYAOBBIE JOTOBOPBI, JESATENIBHOCTh KOTOPBIX HEMOCPEICTBEHHO CBSI3aHA C
ONTOBOM TOPTOBJIEH JIEKAPCTBEHHBIMH CpPEICTBAMHU, HMX XpaHEHHWEM U (WIIN)
PO3HHYHOWM TOPTOBIEH JEKapCTBEHHBIMU TMpenapaTaMu, UX OTIYCKOM, XpaHCHUEM
Y U3rOTOBJIEHUEM, UMEIOIIINX:

JUTSL OCYIIECTBJIEHUS (DapMalleBTHUECKON JIEATENIbHOCTH B c(pepe oOpaieHus
JIEKapCTBEHHBIX CPECTB Il BETEPUHAPHOIO MPUMEHEHHS - BBICIIEE WM CPEAHEE
dbapMalieBTHUECKOE JMOO BBICIIEE WM CpeAHEe BeTepUHApHOE OOpa3oBaHUE,
cepTU(UKAT CrICHUAIIUCTA.

Jlunensuar, = TOMHUMO  yKa3aHHBIX  BBINIE, JUISI  OCYIIECTBIICHUS
dbapmaneBTUUECKON  IEATENBHOCTH JOJKEH COOTBETCTBOBATh  CIIEAYIOIINM
JULIEH3UOHHBIM TPEOOBaHUSM:

B) COOJIIOIGHHE JIMLEH3UATOM, OCYUIECTBIIAIOIIUM ONTOBYIO TOPTOBIIIO
JICKapCTBCHHBIMHU CPEACTBAMH [JIsl BETEPUHAPHOTO TPUMEHEHUS, - TpeOOBaHMIA
crareit 53 u 54 denepanpHOro 3akoHa «O06 oOpaIIeHNH JEKAPCTBEHHBIX CPEICTBY
W TpaBuUJ  HaUIekKAMedW JUCTPUOBIOTOPCKOM  TMPaKTUKUA  JIEKaQpCTBEHHBIX
npernapaToB JUisl BETEPUHAPHOTO TPHUMEHEHUs, TPaBWJI HaJIeKalleld MpPaKTHKU
XpaHEHUs] H TIEPEBO3KH JIEKAPCTBEHHBIX TMpEnapaToB [JIsi BETECPUHAPHOTO
IPUMEHEHUS;

1) coOJo/IeHNEe JIUIIEH3UATOM, OCYIIECTBIISIIONIUM PO3HUYHYIO TOPTOBIIIO
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JIEKapCTBEHHBIMU TIperapaTaMu JjIsi BETEPUHAPHOTO MPUMEHEHUs (BeTepUHApHAs
anTe4yHas OpraHu3alsi, BETEpUHApHAs OpraHU3allMs, MMEIOIIasl JUIEH3UI0 Ha
OCYLIECTBIICHUE bapmareBTUIeCKOn JESTEIIbHOCTH, VIH/IMBU1yaJIbHBIN
MpeANpPUHUMATEh, UMEIOIIMN JTUIIEH3UIO Ha OCYIIECTBICHUE (papMalleBTUYECKON
NEeATEIbHOCTH ), MPAaBHJI OTITYCKA JIEKAPCTBEHHBIX MPEMAPATOB JJIsl BETEPHUHAPHOTO
NPUMEHEHMS, TMPaBWI HaJJIeKalleldl anTeyHOW NPaKTHUKU JIEKapCTBEHHBIX
MpenaparoB Jyisl BETEPUHAPHOTO TPUMEHEHUS;

€) CcoOJIoJeHMe  JUUEH3HATOM,  OCYIIECTBIAIOIIMM  W3TOTOBJICHHE
JICKapCTBEHHBIX TMpenapaToB [JIsi BETEPUHAPHOTO MPUMEHEHHUS, - IIPaBUII
U3TOTOBJICHUSI M OTIyCKa JIGKAPCTBEHHBIX IMpEnapaToB JJisi BETEPUHAPHOTO
IPUMEHEHUS;

K) coOmogeHue TpeboBanuit crtathu 57 DenepanbHoro 3akoHa "OO
oOpallleHUH JIEKapCTBEHHBIX CPEACTB";

3) COONIOACHUE JHMIIEH3UATOM, OCYLIECTBISIOMIUM XPaHEHUE JIEKapCTBEHHBIX
CPEIICTB JJi1 BETEPUHAPHOIO NMPUMEHEHUS, - MPaBHJI XPAHEHUS JIEKAPCTBEHHBIX
CPEJICTB JIJIs1 BETEPUHAPHOTO TPUMEHEHUS;

J) HaJgu4We y JUIeH3uaTa pabOTHUKOB, 3aKIIOYMBIINX C HUM TPYJIOBBIC
JIOTOBOPBI, JEATEIbHOCTh KOTOPBIX HEMOCPEJICTBEHHO CBsi3aHa C OMNTOBOM
TOPTOBJICH JIEKAPCTBEHHBIMU CPEACTBAMM, WX XpaHEHHEM U (WIM) PO3HUYHOMU
TOPrOBJEH JICKAPCTBEHHBIMH TIpermapaTtaMu, HX OTIYCKOM, XpaHEHHUEM W
U3rOTOBJIICHHEM,  HMMEIOLMX: Ui OCYIIECTBIEHHS  (hapMaleBTHUECKOU
NesATeIbHOCTH B cpepe oOpallieHus JEKapCTBEHHBIX CPENICTB JJIsi BETEPUHAPHOTO
NPUMEHEHUSI - BBICIIEE WIH cpeaHee (apMaleBTHUECKOe MO0 BBICIICE WITH
CpellHee BeTepuHapHOe 00pa3oBaHue, cepTU(UKAT CHEIUAINCTA;

M) TIOBBIIICHUE KBaTU(UKAIIUU CICIHAIMCTOB C (DapMaleBTHYECKUM WA
BETEpUHAPHBIM 00pa3oBaHUEM He pexke | pasza B 5 jer.

®denepadbHBIM OPraHOM HCIIOJIHUTENIBHON BIIacTU B cepe BeTEepUHAPHOU
dapmaneBtukn  sBnsiercs  DenmepanpHas cinyx0a 1O BETEPUHAPHOMY H
dburocanutapaomy Hamzopy (Poccenbxo3namzop). OnHa paboTaeT Ha OCHOBE

[Tonoxxenuss o ciyxOe, yrBepxkaeHHOM llpaBurensctBom P®. B cBoeit pabote
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PYKOBOACTBYETCA COOTBCTCTBYIOIIMMH AAMHUHUCTPATHUBHBIMU PCrilaMCHTaAMHU H

NpUKa3amMu, B TOM unciie MuHcenbxo3a PO.

B uactu OTACJIbHBIX BHAOB Q)apMaHCBTquCKOﬁ ACATCIIBHOCTU TIPHUHATHI

HOPMATHUBHBIE aKThl, pETylHUpylollue ux, Hanpumep — I[lpaBuna XxpaHeHus

JIEKapCTBEHHBIX CPEJCTB I KUBOTHBIX - IIpumka3 Muncensxo3za Poccum ot

15.04.2015 Ne 145 «O06 yrBepxaenuu IIpaBun XxpaHeHus JIEKapCTBEHHBIX CPEACTB

JUI BETCPUHAPHOTO IpUMEHEeHHs» [4].

Jlureparypa:

1.

®enepanbHbiil 3akoH OT 12 ampens 2010 roga Ne 61-D3 «O6 oOpareHuu
JIEKapPCTBEHHBIX CPENICTBY.

Oenepanbabiil 3akoH OT 4 masg 2011 roga Ne 99-03 «O nuieH3upoBaHUU
OT/ICJIbHBIX BUJIOB JICSITEIHLHOCTHY.

[Toctanosnenue I[IpaButensctBa Poccuiickoit denepanuu oT 22 aexadps
2011 r. Ne 1081 «Ilonoxenue o JUUEH3UPOBAHUU (PapMaLIEBTUUECKOM
NEATEeIbHOCTW». [DJEKTpOHHbIM  pecypc]. — Pexum goctyna
http://www.consultant.ru/, cBOOOIHBIN. — 3arJ1. ¢ SKpaHa.

IIpuka3z Muncenbxo3a Poccun ot 15.04.2015 Ne 145 «OO0 yTBepkaeHUu
[IpaBun XpaHeHHs] JIEKAPCTBEHHBIX CPEICTB IS BETEPUHAPHOIO
MIPUMEHECHUSY.

[Tpuka3z Muncenbxo3a Poccun ot 06.03.2018 Ne 101 «O6 yTBepxkaeHUH
MpaBWJI TPOBEACHUS NOKIMHUYECKOTO HCCIEAOBAaHUS JIEKAPCTBEHHOIO
CpeACTBa JIsi BETEPUHAPHOTO MPUMEHEHUSI, KIIMHUYECKOTO MCCIIeI0BaHUs
JEKapCTBEHHOrO0  Mpenapara JJisi  BETEPUHAPHOTO  MPUMEHEHUS,
UCCJIeIOBaHUs OMOAKBUBAJIECHTHOCTH JIEKAPCTBEHHOTO Mpernapara s

BETEPUHAPHOTO PUMEHEHUSD.
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