[IPABUTEJILCTBO POCCUMCKOW ®EIEPALNU
[IOCTAHOBJIEHUE
or 23 okTabps 2017 r. N 1286

MOCKBA

O BHeCeHMM muBMeHeHUM B IloJIoXeHMre
o QenepalibHOM I'OCyHapCTBEHHOM HaI3o0pe B cdepe
obpaleHnda JIEKaPCTBEHHEIX CPENCTB B 4YacCTHU
IIPVIMEHEHNVA PUCK-OPUMEHTHMPOBAHHOI'O IIOOXOIHOa IIPM Opl'aHM3aluuun
bemepalsIbHOT'O I'OCYHapCTBEHHOI'O Hans3opa B cbhepe obpalleHud
JIEKAPCTBEHHEIX CpPeInCTB IOJId BETEPMHAPHOI'O IIPMMEHEHNMA

[IlpaBuTenbCTBO Poccuiyickoym demepaumm II O C T & H O B JI 4 € T:

1. YTBepauTh HOpuilaT'aeMble M3MeHEeHUd, KOTOPEIE BHOCATCHA B
[TonoxeHre O QermepaJZibHOM I'OCyIHAapPCTBEHHOM Han3o0pe B cohepe obOpalleHUS
JIEKAPCTBEHHBIX CPelnCTB, YTBEPXIEHHOEe IIOCTAaHOBJIEHMEM I[lpaBUTeJIbECTBA

Poccumickon denmepaumm OoT 15 oxTdbpsa 2012 ». N 1043 "OO yTBEepXIEeHUU
[TonnoxeHMsa o ¢emepalIbHOM T'OCYyIapCTBEHHOM Hansope B Ccbepe obOpalleHUA
JIEKapCTBEHHEIX CcpencTs" (Cobpanue 3aKOHOOATEJIbCTBA Poccumckon

depepauum, 2012, N 43, crT. 5877; 2013, N 24, cr. 2999; 2015, N 25,
cr. 3672; N 37, cv. 5153; 2016, N 38, cr. 5567; 2017, N 32,
cT. 5087).

2. PeamnmsBauus HacTOsAWeEIO I[IOCTaHOBJIEHUA OCyIEeCTBJIAETCA B
npenesyax YCTaHOBJIEHHOM npenesybHOU YMCJIEHHOCTHU PabOTHMKOB
denepaliIbHOM CJIYyXOBl 10 BETEPMHAPHOMY U (QUTOCAHUTAPHOMY HaI30py U
OIIXEeTHEX aCCUTHOBaHMI, IpenyCMOTPEHHEIX yKasaHHOM Cnyx0e B
benepanpHOM OIIXeTe Ha PYKOBOICTBO n yIpaBJieHue B cbepe

YCTAHOBJIEHHHX OYHKLIMMI.

[lpencenaTerns [lpaBUTENBCTBA
Poccumckou demepalumn I.Mensenes

YTBEPXIEHH
[IOCTaHOBJIeHMEM IlpaBUTeNLCTBA
Poccurickon denmepalnu
orT 23 okTadbpsa 2017 r. N 1286

N3MEHEHVA,
KOTOpEIe BHOCHATCS B I[lojoxeHme O benmepalibHOM
TOCYyIapCTBEHHOM Hanz3ope B chepe obpameHus
JIEKAPCTBEHHEIX CPENCTB

1. B nyHkre 5-1 CJIOBO "ocymecTBiasgeT" B3aMeHMTbL CJIOBaAMU
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"y demepasipHad ciayxba 1o BEeTEPMHAPHOMY u buTOCaHMTAPHOMY
Hao30py OocyumecTBIST".

2. B nysukTe 14:

a) mnocJjye cJoB "demepasZlbHOM CHOyX0OO0O¥ IO HaO30pYy B cbepe
3OpaBooxXpaHeHua" IOONOJHUTL cJoBaMu "u denmepalibHOM  CJIyx0Ool 1o
BeTEePMHAPHOMY U OMTOCAHMUTAPHOMY Hazazopy";

©) cjuoBa "OjuAa MeOMUMHCKOI'O INPMMEeHeHUA" MCKJIIUUTH.

3. B nyHkTe 15:

a) nocJye cnos "OTHeceHMe OOBEKTOB TI'OCyIapCTBEHHOTO Hanzopa'"
OOINOJIHUTL cJjioBaMm "B chepe oOpalleHUd JIEKAPCTBEHHEX CPenCcTB IOJIA
MEOMLUMHCKOTO HNpuMeHeHua";

©) cjoBa "COIJIACHO MNPWJIOXEeHMI'" 3aMeHMTh CJioBaMM "COIJIaCHO
npuioxeHuo N 1",

4. HOOmoOJIHUTHL NYyHKTOM 15-1 crenmymoumero COIepXaHUS:

"15-1. OTHeceHMe ODBEKTOB TOCYOapCTBEHHOTO Hazms3opa B cbepe
oOpalleHUd JIEKAPCTBEHHBIX CPENCTB IJIS BEeTEPMHAPHOI'O IPMMEHEHMS K
OIlpeleJIEHHOM KAaTeTOpMM PUCKa OCYUEeCTBJISeTCH Ha OCHOBAHUM KPUTEPUEB
OTHECeHMUs ODBEeKTOB TIOCYHApPCTBEHHOTO Hal30pa K KAaTeropMsaMm pHuUcka
COTJIaCHO MNpPUJIOXeHMo N 2.

OTHeceHMe ODOBEKTOB I'OCYyINapCTBEHHOI'O Hanzopa B cbhepe obOpaweHUs
JIEKAPCTBEHHLIX CPEelCTRB NOJId BEeTEPMHAPHOT'O IIPMMEHEeHMS K OlpeleJieHHEM
KaTeropusaM PMUCKa OCYULEeCTBJISEeTCH:

peleHueM PYKOBOOUTEJA (3aMecTuTensda pykosomurens) denepalslbHOM
CJIyXOBl IO BEeTEPMHAPHOMY M OMTOCAHMTAPHOMY HaI30py - B OTHOUEHUU
OEeATEJIbHOCTM BHDPUMONYECKMX JIVL U VIHOIVMBUMIOY AJIbHBIX npenanHMMaTeneﬁ B
cbepe nDpom3BOACTBA JleKapCTBEHHBIX CpencTs s BEeTEPUHAPHOTO
IPUMEHEHMSA, OITOBOM TOPT'OBJINU JIEKapCTBEHHBIMU cpencTBaMu ons
BEeTEPUHAPHOTO IpUMEeHeHUS, PO3HUYHOM TOPT'OBJIMU JIeKapCTBEHHEMU
CpencTBaMM IOJId BETEPMHAPHOTO MNpPpMMEeHeHus (B CJjydae, eCclIM MecTa
OCYWECTRJIEHUS PO3HUYUHOM TOPIOBJIM HaAXOIATCS B 2 U 0Oojiee CcyOBeKTax
Poccumckomn denepaluuu) ;

peueHneM PYKOBOOMUTEJIA (BamecTHUTENS PYKOBOOUTEJIS)
TEepPUTOPUAJIbLHOTO oOpraHa demepalibHOM CJHyXOB I[I0 BeTepMHAPHOMYy MU
brTOCaHMTAPHOMY HAI30pPyY — B OTHOIEHMM NEATEJIBHOCTM KPUMAMYECKMUX  JIMILL
u UHIVBUIYaJlb HEIX npennpuHMMaTesen B cbepe OOKJIMHUYE CKUX
MCCIIeDOBAaHMM JIEKAPCTBEHHEIX CPEANCTB IJid BEeTEepPMHAPHOTO [IPUMEHEeHUd,
KJIVMHUYECKUX MCCJIEOOBAHUM JIEKAPCTBEHHHX I[IPEelapaToB OJid BeTEepPUHAPHOT'O
IPUMEHEHMS, XPaHeHUd, I[IepPeBO3KM, PO3HUUHOM TOPIOBIM JiIeKapCTBEHHBIMU

cpemcTBaMM IOJIS BETEPMHAPHOTO MNPMMEHeHMUS (B Cclydae, eCcJIM MecTa
OCYWEeCTRJIEHUS PO3HUUHOM TOPIOBJIM HAXOOATCH Ha TEeppUTOPUM OHOHOTIO
cybpekTa Poccurickom Odenmepaluy), YHUUTOXEHMS JIEKAPCTBEHHEIX CPEICTB
IOJIS BeTEPUHAPHOI'O INPMMEHEeHUS.

B crydae ecamu OPUONYECKME amua n VHIOVUBUOYaJbHEE
NpennpUHMMaTEeN M OCYUWEeCTBJIAIT IeSTeJIbHOCTL, IPeOyCMOTPEeHHYI abzalaMmu
TPEeTbMM M UYETBEPTHIM HACTOAWEeIo NOYHKTa, ONHOBPEMEHHO, OTHEeCeHU e
TaKO¥ IOeATeJIbHOCTU K onpenesIeHHOM KaTeropmm OCyWEeCTBJISAETCH
pyKoBOIOUTEJIEM (3aMecTuTesieM pykoBomutressa) demepasibHOM CJYyXOBE IO

BEeTEPMHAPHOMY U OMTOCAHMTAPHOMY Hazm3opy.".

5. HOonojyiHUTE NYyHKTOM 16-1 cjenymoumero COoIepXaHUS:

"16-1. IlepecMOTP KaATeTOPUM PMUCKA, I[IPUCBOEHHOM pPaHee OOBEeKTY
TOCYyIapCTBEHHOT'O Hanzopa B cbhepe obOpalleHUs JI€KAPCTBEHHEIX CPEeICTB
IJIS BeTEepPMHAPHOTO IIPMMEHEHMS, OCYULEeCTBJISETCS He pexe OIOHOI'O pasa
B T'OnO npm HaJIMuum OCHOBAHUM OJ1da MBMEeHEHUHA KaTePOpMﬁ pHruCckKa B

COOTBETCTBMM C KPUTEPUAMM OTHeCeHMS OOBEKTOB TOCYyIapCTBEHHOTIO
Han30pa K KaTeropMsaM PMUCKa COTJIACHO MNPUJIOXeHmo N 2.".
6. AOz3all HepBBM NOyHKTa 17 nocje cjaoBa "Hamzopa" OONOJHUTH

cinoBaMu "B chepe obpameHMs JIEKAPCTBEHHBIX CPENCTB IJId MEIOULUMHCKOIO
npuMeHeHua" .



7. JONMOJHUTBL NyHKTOM 17-1 cienymoumero comepXaHMUH:

"17-1. IIlpoBemeHMe IIJIAHOBEIX I[POBEPOK B OTHOUWEHUU OOBEKTOB
TOCyHoapCTBEHHOT'O Hans3opa B chepe obOpalleHUA JIEKAPCTBEHHEIX CPenCTB
IOJId BETEPUMHAPHOI'O IIPVMMEHEHNVA B 3aBUCHMMOCTM OT HpMCBoeHHOT\/J[ KaTeropmum
PMCKa OCYUIEeCTBJIIeTCS CO CJlenyolel NepMOIMYHOCTHIO:

I0JiS KaTeTOpMM 3HAUYMTEJIbHOT'O PMCKa — OOMH pa3 B 3 Tona;

IJIA KATeropMmM CpelHeI'0 pucCKa — He Jdalle ’4eM OIOMH pas B 4 rozna;

IOJIS KaTeropMM YyMEPEHHOT'O pMCKa - He Jalle yeM OIOMH pa3 B 5 JerT.

B oTHomeHMM ODOBEKTOB I'OCyIoapCTBEHHOTI'O HaIo3opa, OTHEeCEHHEBEIX K
KaTeropuM HU3KOTO PUCKa, [IJIaHOBBE MNPOBEPKM He NpoBoIATCS.".

8. B nmyHkTe 18:

a) B [IEPBOM I[IPEeOJIOXEeHUNU cjoeo "BemeT" 3aMeHUTH CJIOBAMU
n denmepanbHad ciryx06a 1o BETEPMHAPHOMY U OUTOCaHUTAPHOMY
Hansopy BemyT";

©) BTOpPOEe npenjoxeHue nocJyse CJIOB "BrJioueHME obBeKTa
TOCYyIapCTBEHHOT'O Hanmzopa'" HOOHNOJIHMUMTE cJjoBaMu "B cbepe obpalleHUA
JIEKAPCTBEHHLEIX CPEenCTB OJid MeIMLMHCKOI'O NpUMeHeHua";

B) IOONOJIHMTE ab3aleM CJenyolero CONEPXaHMUA:

"BkillodeHre OOBEKTa I'OCYHAapCTBEHHOI'O Hansopa B cdepe obpalleHuda
JIEKAPCTBEHHBIX CPEOCTB IJiS BETEPMHAPHOTO IIPMMEHEHMS B IIepeueHb

OoCyleCcTRBJISeTCS Ha OCHOBE peueHmusa PYKOBOOUTEJSA (BamMecTUTEIS
pykoBonuTresisa) demepasibHOM CJIYyXOB 10 BETEPUMHAPHOMY UM OMTOCAHUTAPHOMY
HaI30py WM pPeleHus PYKOBOOUTEIA (BamMecTHUTEIA PYKOBOIOUTEJIS)

TEPPUTOPUAJIBHOTO oOpraHa denepalibHOM CJHyXOB I[I0 BeTepMHAPHOMY MU
buTOCaHMUTAPHOMY Hano30py 00 OTHECEeHMM OOBEeKTOB IT'OCYHapCTBEHHOIO
Haos0opa K COOTBETCTBYNIMM KAaTeIOopMsaM pucka.".

9. B nyukTe 20:

a) cJyora "opuumMadbHOM camTe" BaMeHUTh CcJoBaMu "oduUiMaJibHEX
camrax";
©) mnocJe cJioBa "sopaBooxpaHeHUa" IOOIIOJIHUTD CJIOBaMU

n denmepalibHOM CJyXOH 10 BeTEPMHAPHOMY M OUTOCAHUTAPHOMY HAaI30py U
€e TeppUTOpPMAaJIbHEIX OPTaHOB".

10. B nyHkTe 22:

a) mocJe cJyoBa "saopaBooxpaHeHua" IOOIIOJIHUTb CJIOBaMM
, denmepasibHasa ciayxba IO BETEPMHAPHOMY M QUTOCAHMTAPHOMYy Hanzsopy";

©) cjaoBo "mpenmocTarBygeT" 3aMeHUTL CJIOBOM "mnpemocTaBigoT".

11. B nyHkTe 23 1@ocje cJoBa "3apaBooxpaHeHUsa" IOOIOJIHUTD
ciopamMm ", demepalibHYK CIyX0y IO BETEPMHAPHOMYy UM OMTOCaHUTAPHOMY
Hanzsopy".

12. B ODpMJIOXEHUM K yKa3aHHOMY IIOJIOXEHMIO:

a) B HYMepalMOHHOM 3aroJIOBKe cJoBa "llpuioxeHue K I[IOJIOXEHMI O
benmepaslbHOM TI'OCyIapCTBEHHOM Hal3o0pe B chepe obOpalleHMA JIEKAaPCTBEHHEX
cpencTtB" BaMeHUTH cjoBamu "llpuioxeHue N 1 k IIOJIOXeHMIO O QemepajibHOM
TOCyIapCTBEHHOM Hal30pe B cbepe obpaleHMUs JIeKapCTBEHHEIX CPEeICTB IJid
MEeOUUMHCKOT'O IIpuMeHeHUua";

©) HaMMEHOBAaHME MBJIOKMTL B CJelylllel pelaKLuM:

"Kpurepmn OTHeCeHMSa OOBEKTOB I'OCYHAapCTBEHHOI'O Han3opa B cbepe
obpaleHusa JIEKAPCTBEHHEX CPEeOCTB IOJ4 MEeIOMUMHCKOIO IPMMEHEeHMS K
OIpenesIeHHOM kaTeTropuu pucka";

B) HYMePalMOHHHEE S3aroJIOBKM NPUJIOXeHUMr N 1 - 3 K KPpUTEpHUSaIM
OTHeCeHUsa OOBEKTOR TOCYyIapCTBEHHOTO Hanosopa K onpeneJyIeHHOU
KaTeropum pucka Iocje cijoBa "Hanzopa" IOONOJIHMUTBE cjoBaMm "B chepe
oOpalleHMs JIEKAPCTBEHHEIX CPEOCTRB IOJiS MeOULMHCKOIT'O NpuMeHeHMa".

13. HomnoJHUTHL OpuiioxeHueM N 2 clenyoumero COINepXaHUS:

"TIPVJIOXEHUE N 2
k [lonoxeHuo O QermepajibHOM
TOCyIoapCTBEHHOM Han3o0pe B cdepe



obpalleHrs JIEKAPCTBEHHEX CPEICTB

KPUTEPUN
OTHeCeHM s OOBEeKTOB I'OCYINapCTBEHHOI'O HaIszopa
B cbepe obOpaleHMs JIEKAaPCTBEHHBX CPEICTB IOJiId BETEPMHAPHOTO
NpYMEeHEeHUs K ONpeleJyIeHHOM KaTeTopuu pucka

I. OOume IIOJIOXEeHUI

1. Opu ocymecTBJeHUM O(emepaljIbHOTO TOCYIapCTBEHHOT'O Ham3opa

OTHEeCeHUe nesaTeJIbHOCTU OPUINYECKUX L, VIHOIVMBUOYAJIbHEIX
npennpmuHyMaTeseir B cbepe oOpameHMs JIEKAPCTBEHHEIX CPENCTB ojist
BETEPUHAPHOTO IpUMEeHeHUs (majiee — OOBEKTH I'OCYyOapCTBEHHOTO Han3opa)

K ONpeneJIeHHOM KaTeTropMM PUCKa OCYHMEeCTBJIAEeTCaS B COOTBETCTBUM C
KpnureprmAaMmM TAXeCTM IIOTEeHLMAaJIbHBEIX HEeI'aTVMBHBIX HOCJ‘[G,HCTBI/HZ BO3MOXHOI'O
HecobOmoaoeHMsa o0sa3aTeNbHEX TpeOOoBaHMUM, NPeIyCMOTPEHHEMM paszesoM 11
HacCcToAmWero OgOKyMeHTa, M C ydeTOM KpUuTepMmep BEPOATHOCTU HGCO@J’HO,IL@HMF{
oBsg3aTesIbHEIX TpeboBaHMM, MNPEeNyCMOTPEHHBX pas3nesoM 1II HacToAWeIro
OOKyMEHTa .

2. OTHeceHMe OOBEKTOB I'OCYIapCTBEHHOT'O Hanzopa K KaTeropusaM
PMCKa OCyIEeCTBJISeTCAa C ydeToM MHopMaummM, Comepxalleldica B peecTpe
J'H/[LLSHSI/HZ Ha TIIPpOM3BOILOCTBO JIEKAPCTBEHHBIX CprencTs OJI4 BETEPVMHAPHOI'O
IPpMMEHEHHUS, PpeecTpe JMLIEH3MM Ha OCylleCTBJIeHMe (apMalleBTUIeCKOM
OeaTeJIbHOCTM B coepe obpaleHm s JIeKapPCTBEHHHX CpeInCcTB s
BETEPMHAPHOT'O NPMMEHEHMS, BeIeHMe KOTOPHX ocymecTrisaeT demepasibHasa
canyxba 0 BeTepMHaApPHOMY U OMTOCAHMUTAPHOMY HaIO30py, M B OQemepasibHOMU
TOCyHOapCTBEHHOV MHOOPMAlLIMOHHOM CHCTeMe B OOJIaCTM BeTEepUHAPUN.

IT. KpuTepum TAXEeCTM NOTEHUMAJIbHBEIX HETATUBHEIX I[IOCJIEOCTBUN
BO3MOXHOT'O HeCcOoOJoneHMs o0sa3aTesIbHEIX TpeOboBaHUM

3. Kpurepum TEXeCTM [IOTEHUMAJIbHBIX HeTaTWBHEX IIOCJIEOCTBUM
BO3MOXHOT'O HeCOOJoIeHMS 00d43aTeJIbHEX TPpeOOBaHMM MIPUMEHSITCHS IYTEM
Pas3mOesyIbHOT'O OTHeCEeHMA OOBekTa I'OCYHAapCTBEHHOI'O Hansopa K KaTeropuu
pUcCKa IO KaxIOoMy U3 CJIeOyllMX BUIOB NEeATEJIBHOCTHU:

a) onromasa TOPI'OBJIA JIeKapCTBEHHEMU cpencTBaMu ojs
BETEPMHAPHOT'O IIPUMEHEHNS;

©) PO3HMUUYHAHA TOPT'OBJIA JIeKapCTBEHHBEIMUA npernapaTaMm OJis
BETEPMHAPHOT'O IIPUMEHEHMS, INOKJIMHMUYECKME MCCJIENOBaHMSA JIEKapPCTBEHHEX
CPEeOCTB IJid BETEPMHAPHOTO [PUMEHEHMS, KIMHUMUECKME MCCIEeIOBaHUI
JIEKAQPCTBEHHEIX [pernapaToB IOJig BETEPUHAPHOI'O IIPUMMEHEHMH, XpPaHeHUe
JIEKAPCTBEHHBIX CPENCTB IOJIS BETEPMHAPHOTO IIPMMEHEHMS (3a MCKInUEeHMEM
XPaHEeHus, OCYWEeCTBJISEeMOI'O HOPpM I[IPOM3BOLCTRBE JIEKAPCTBEHHBIX CpPEeICTB
IJIS BEeTEPMHAPHOTO IIPMMEHEHMS UM IPU OINTOBOM TOPIOBJIE JiIeKapCTBEHHBIMU

cpencTBaMmu IJiS BEeTEPUMHAPHOTO MIPUMMEHEeHMs), I[epeBOo3Ka JeKapCTBEeHHBEX
CpPeInCTB IJid BETEPMHAPHOTO IMPUMEHEHMVs (3a MCKJIOUYEeHMEM I[epeBO3KH,
OCyleCTBJIAEMON npm IIPOMBBOICTEE JIeKapPCTBEHHHX CpeIncTs niisa
BETEPUHAPHOTO TNPVMMEHEHUMS W HOPpUM OINTOBOM TOPTOBJIE JeKapCTBEHHBEMU
cpencTBaMy IJIS BETEPUMHAPHOT'O MNPMMEHEHMs), YHUUTOXEHME JIeKapCTBEHHEBIX
CpeICTB OJiS BETEPUMHAPHOTO IIPUMEHEHUI;

B) HOPOMBBOICTBO JIEKAPCTBEHHEIX cpencTs oJis BETEPUHAPHOTO
IpYMeHeHMUs .

4. Jlia oOnTOBOMU TOPTOBJIN JIeKapCTBEHHEIMU cpencTBaMmu niis

BETEPUMHAPHOTO IIPMMEHEHMUS OTHeCeHMre OOBeKTa I'OCYHAapCTBEHHOT'O Hamsopa
K KaTeTopuM pHUCKA OCYUEeCTBJISeTCa C YUeTOM CJeOyllMxX SHadeHUM
nokazarenda pucka (K):

a) BHAUMUTEJIbHEM PUCK — B CJllydae, eCJaM IIoKa3aTeJlb pPUckKa (K)



cocTapjdgeT cBHIe 39 06ajiJyioB;

©) cpenHuMM PUCK - B CJydae, eCJM [0oKa3aTeJb pucka (K)
cocTaByisgeT oT 27 pmo 39 6ajjoB;

B) YMEPEHHBM PpPMCK — B CJydae, ecJM TIokazaTeJb pPMcKa (K)
cocTarjyiseT OoT 16 mo 26 0aJjujioB;

I') HM3KMM PUCK - B CJydae, ecyn rokasaTesb pucka (K)

cocrTaryigeT 15 06aJiJIoOB M MeHee.
5. 3BHaueHMe nokazsaTelyia pucka (K) onpemenserca no QopwmyJie:

K=Kl + K2 + K3 + K4 + K5 + Ko,
rne K1, K2, K3, K4, K5, K6 - mokasaTejau puUCKa, [IpUCBauBaeMHE

IJiS OIITOBOM TOPTOBJIM JIEKAPCTBEHHEIMM CpPeICTBaMyM IJIS BETEePUMHAPHOTO
[IPMMEHEHYs, COIJIACHO NIpuMJIOoXeHmo N 1.

6. 3BHaueHue nokaszsarejyem K1, K2, K3, K4, K5, K6 onpemengercsa
nyTeM BbEIOOpa OHOHOM M3 XapaKTepMCTUK IO KaxXIOMy ns YCIJIOBUM
OCyUlEeCTBJIEHUSA HOEeATEJIbHOCTM, [NPeOyCMOTPEHHHX NpuiaoxeHmueM N 1 K
HacToAlEeMy IOKYMEHTY .

7. I POBHMYHOM TOPTOBJIM JIEKaPCTBEHHEIMM [pelapaTaMu onsa
BETEPMHAPHOT'O INPMMEHEHMS, MNPOBEIOEeHUsa HNOKJIMHUYECKMX MCCIeOOBaHUM
JIEKAPCTBEHHHX CPENCTB IJid BEeTEPUHAPHOTO IPMMEHEHMUHd, KJIMHUUECKUX
MCCJIeOOBaHMY JIEKaPCTBEHHEIX NIPEeNnapaToB OJI BETEPMHAPHOTI'O NPMMEHEHMS,
XPaHEeHMUs JIeKapPCTBEHHHBIX CPENCTB IJIg BeTePMHAPHOTO IpMMeHeHHus (3a
VICKJIIOYEeHMEM XpPaHeHusd, OCYyLEeCTBJIAEMOTO npu IIPOMBBOIACTEE

JIEKAPCTBEHHHX CPENCTB IJIS BEeTEPUHAPHOTO MNPUMMEHEeHMS U IIPU OITOBOM
TOPTOBJIE JIEKAPCTBEHHEIMM CPeICTBaMyM IOJiS BETEPMHAPHOTO IMPUMEHEeHU),
IIEPEeBO3KM JIEKAPCTBEHHHX CPENCTB IJIS BEeTEePMHAPHOT'O IpMMeHeHus (3a
VCKJIIOUEHUEM IepeBO3KH, OCYyLEeCTRBJIIAEMOM npu IPOUBBOICTEE
JIEKAPCTBEHHHX CPENCTB IJIS BETEPUMHAPHOT'O IPMMEHEHMsS U TIIPU OITOBOM
TOPTOBJIE JIEKAPCTBEHHBEIMM CpPeICTBaMM OJiS BETEPUMHAPHOTO IMPUMEHEeHUd),
YHUUTOXEHUS JIEKAPCTBEHHEIX CPEeICTB OJid BETEPMHAPHOTO IIPUMEHEHUS

OTHeCceHMe O00OBeKTa TI'OCYHAapCTBEHHOTO Hal30pa K KaTeropmuu pucCka
OCYWEeCTRJISETCS C yUeTOM CJenyllMxX 3BHAUeHMUM IoKaszsaTess pucka (JI):

a) BHAUMUTEJIbHEIM PUCK — B CJlydae, ecJM TIokKazaTeJb pPMcCKa (JI)
cocrTaBnsgeT cBrouie 20 6ajjosB;

©) cpemHuMM PUCK - B CJydae, ecy IHokasaTesb pucka (JI)
cocTaByigeT oT 16 mo 20 6Ganjos;

B) YMEPEHHEM pPMUCK — B CJlydYae, eCJIM Iokas3aTrenb pucka (JI)
cocrarysger ot 10 mo 15 Ganjuos;

') HU3KMM PUCK - B CJydae, €CJu nokasaTelb pucka (JI)

cocTaryigeT 9 0aJIJIoB U MeHee.

8. 3HaueHue nokazarTejysa pucka (JI) omnpemejssgeTcda NyTeM CJIOXESHUS
6aJJiIoB B 3aBUCUMOCTM OT IpoLIeCCoB, oCylleCTBIIAEMBIX 0BBEeKTOM
TOCYHOAapCTBEHHOTO HaI30pa, COTJIACHO MNPUJIOXeHmio N 2.

9. Insa NpoM3BOICTBAa JIEKAPCTBEHHHX CPEOCTB IJIS BEeTEPUMHAPHOTO
IpyMeHeHMs OTHeceHMe o0beKTa T'OCYyIapCTBEHHOTO Hamso0pa K KaTeTopunu
prCKa OCYWEeCTBJISAETCS C YyUYeTOM CJEeNyolMx SBHadYeHMM oKaszaTejey pucka
(M) :

a) BHAuUUTEeJIbHHM PUCK - B CJlydae, €eCcJaM IoKasaTeJlb pUucka (M)
COCTAaBJISET CBbIIe 8 6aJjioB;

©) cpemnHuUM PUCK - B CJydae, eCJM [I0oKa3aTellb pucka (M)
cocTaBJiISseT OT 6 mo 8 06aJiJjioB;

B) YMEPEHHBM pPMUCK — B CJydae, ecJM TInokaszaTeJb pMcKa (M)
cocTaryiser 4 miam 5 6aJJIoOB;

') HM3KMM pPUCK - B CJydae, eciu mokasaTesb pUcKa (M)

cocraengeT 3 Dajiyla ¥ MeHee.
10. 3BHaueHMe nokaszareysa pucka (M) onpemensgeTrca o GopmyJe:



M = Ml x M2 x M3,

roe M1, M2, M3 - 1nokasaTeu puCKa, nprcbBaubBaeMele oJis
IIPpOM3BOLOCTRBa JIEKAPCTBEHHEIX CpPpeInCTB OJiAa BETEPVMHAPHOI'O IIPpVMIMEHEHNA,
COIJIACHO MNpuJioxeHMiO N 3.

11. Eciu o0OBEeKT TOCYyIapCTBEHHOT'O Hall30pa OCYIWECTRBJISET BHIIYCK
HECKOJIbKMX BUIOB MNPOOYKLMUM MM OIHOBPEMEHHO C BHIIYCKOM IIPOOYKLUMU
OCyHEeCTBJISET OesSTEeJIbLHOCTH I[I0 YIAaKOBKEe JIeKAPCTBEHHHEX [pPenapaTos,
BHIOMpPAeTCsa OIIHA CTPOKa C HamMOOJIbIMM KOJIMUECTBOM OajiJjioB.

IIT. Kpurepuy BO3MOXHOI'O HECOONIIEHMUA OO0a3aTEJIbHEIX TpeOOBaHUM

12. OBBekTH T'OCYHAapCTBEHHOI'O HaI30pa, [IoIJiexalye OTHECEeHMUO B
COOTBETCTBMM C pasmejyioM 11 HaCTOAMEero OOKYMEeHTa K KaTeTropusaM
CpenHero, YMEPEeHHOTO ¥ HM3KOTO PMCKOB, I[OIJIEXaT OTHECEHUO K
KaTeropusaMm 3HAUYUTEJILHOTO, cpenHeTro u YMEPEHHOTO PVICKOB
COOTBETCTBEHHO IPMY HAJIMUMM BCTYNMBIMX B BaKOHHYK CUJIy B TeueHue 2
JeT, NpemlecTBYOIMX IaTe NIPpUHATUS pemeHus o6 OTHeCeHuMr oObekTa

TOCYyHOapCTBEHHOTO Hansopa K KaTeropumn puCKa, 2 W Bojee
IIOCTAHOBJIEHUM O IPUBJIEUEHUM K aIMUHUCTPATMBHOM OTBETCTBEHHOCTU
OPUINYECKOTO JiMla, €Tro HOOJDKHOCTHBIX JINLL NI VMHIMBUIYAJIbHOTO
IPpennprUHMMaTesss 3a COBEPUIeHVEe aIMUHMUCTPATUBHEIX IpaBOHAPYUEHWNM,
IpenyCMOTpPeHHHx cratbe¥ 10.6, Jmbo uwacteio 4 crarem 14.1, 5wubo
crareey 14.43 (B UYacTM COOTBETCTBMSA JIEKAPCTBEHHBIX CPEeNCTB OJdg
BETEPMHAPHOT'O IIPMMEHEHMS, HaXONAWMXCH B TpaxnaHCKOM oboporTe,

YCTAHOBJIEHHEIM TpeDOBaHMAM K MX KadeCTBY, a TakXe B YacTU XpaHeHUd,
IIEPEBO3KU U peaiu3aluMM JIEKAPCTBEHHBEIX CPeOCTBE »OJS BEeTePMHAPHOTO
npuMeHeHusa), cratbey 14.4-2, jnmubo uyacTteio 1 crateu 19.4, 5nubo yYacThbO
1l crarem 19.5, smbo craTtben 19.6, mgmbo craTtberm 19.7 Kozmekca
Poccurickom Qenepauuyu 060 aIMMHUCTPATUBHEIX IPaBOHAPYUEHUSIX.

13. OBBexTH TOCyIapCTBEHHOTI'O Hansopa, OTHECEHHEE B
COOTBETCTBMM C pasmesoM II HaCTOAWEro OOKYyMEeHTa K KaTeropMuaM
3HAUUTEJILHOT'O, CpelHeI'0 M YMEPEeHHOI'O PMCKOB, IIOAJIeXaT OTHEeCEeHMI K
KaTeropusaM CpelHeIro, YMEPEHHOTO M HUBKOI'O PUCKOB COOTBETCTBEHHO IPU
OTCYTCTBUM B TeUeHMe 2 JIeT, NPenuecTBYUMUX OaTe NPUHATUS pemeHus o6
OTHeCeHUM OoOBekKTa T'OCYOapCTBEHHOT'O Hal30pa K KaTeropuM pPUCKaE,

BCTYIIMBIINX B 3aKOHHYIO CUITYy IIOCTAaHOBJIEHUMN @) IIPVIBJICUYEHUN K
aHMMHMCTpaTMBHOﬁ OTBETCTBEHHOCTM KHOPMIMYECKOTI'O JiMila, €rI'0 OOJIXHOCTHEIX
JIVILT ) Z0)8%8 VMHINBVMIOYAJIEHOI'O IIPpEenInprHMMaATETIA C Ha3HadYeHMeEM
AIMVHVICTPATVBHOI'O HaKa3aHnuA 3a COoBeplieHMEe AIMVHVICTPATVIBHBIX

NIPpaBOHAPYIWEHWM, YyKa3aHHBIX B IIYHKTE 12 HACTOSAWMEIO OOKYyMEeHTAa.

IPUMJIOXEHVE Ne 1
K KPUTEPHUSIM OTHECEeHUS OOBEKTOB
TOCYyIapCTBEHHOI'O Han3opa B chepe
oBpaleHrs JIeKapCTBEHHEIX CPEeICTB
IOJIS BETEPUMHAPHOTO MNPVMEHEHUST
K OIIpPeleJIEHHOV KaTeTOopuM PUCKa

TIOKABATEJIM PUCKA,
NpUCBaMBAEMBIE IIJIsI ONTOBOM TOPTOBJM JIEKAPCTBEHHBIMM CPEICTBAMM
I0JiS BETEPUMHAPHOTO IIPMMEHEHUS



[Toka-— |
3aTeNn |

K2

K3

K4

K5

K6

YciaoBusA

OCYylleCTBJIEHUI

JedaTeJIbHOCTIUM

HajJidye I1Jiolla KM

IJIs pasTpy3Ku
aBTOTPAHCIOPTA

CTelrleHb
MexXaHUu3alumu
CKJIAICKMX
IOMelle HUM

BHICOTA YKJAOKU
rpy3a

nonnepxaHue
CreuMajbHOTO
pexmma
TeMIlepaTypPh

PexuM XpaHeHUs

IIepeBO3Ka

aBTOMaTUUYECKME BOpPOTa IOKOBOTO
THUNIa C MOTPY30UYHO-PAa3TPY30UHEIMU
JomankaMy PerynpyeMOM BBICOTH
TaMOYyPHO-IJIIO30Bas pPa3rpys3ka
MEeXaHU3VPOBAHHEIE BOPOTa IOOKOBOTO
TUIA C MNOTPY30UHO-Pa3TPY30UHEMMU
IJiomankKaMm

naHgyc IJisg pas3Trpy3KM ToBapa,

B TOM UMCJI€ C MCIOJbL30BAaHMUEM
PaMIIEL

aBTOMaTHUUYECKUE
aBTOMaTU3VPOBAHHEE
KOMIIJIEKCHO—MEXaHU3UPOBAHHEIE
HEMEXaHU3UPOBaHHEE
BLHICOTHOCTeJIJIaxHee (Bojiee 10 M)
omHosTaxHeEe (oT 6 mo 10 M)
OIOHOB®TaxHbe (oT 3 mo 6 M)
najiJIeTHOEe xXpaHeHume (mo 3 M)
aBToOMaTHUUYECKOe

ABTOMATUIVIPOBAHHOE

XOJIOOVMIJIbHBIE KaMeEPEl, I[IPOMEBIIJIEHHBIE
XOJIOOMJIb HVUKIM

XOJIOOMJIb HYUKIM @apmaueBTquCKme

C OMKCHPOBAHHEIM
TEMIIEPATYPHO~BJIAXHOCTHEIM PEXVMMOM

OTalJIMBaEMBIE LIEHTPAJIbHEM
cHabxeHMeM

oTalrJimBaeMele aBTOHOMHO

OTalJIMBaeMEle OTONUTEJIbHBIMU
npmubopamm

He OCyleCTBJIAEeTCHA IIepeBO3Ka

IIepeBO3Ka B TPAHCIIOPTHOM CpencTBe

10

10

10



C PEeryJIMPYyEeMBEIM TeMIIeEPaTyPHBEM
pexmMoM

nepeBos3ka B TpaHCcOopTHOM cpencrtee 10
C HEepeTryJMpPYyeMEM TeMIepaTypPHEM
pexuMoM

IIPMJIOXEHUE Ne 2
K KPUTEPHUSAM OTHECEeHUSI OOBEKTOB
TOCYyIapCTBEHHOI'O Hans3opa B chepe
obpaleHrs JIeKapCTBEHHEIX CPEeICTB
IJiS BETEPUMHAPHOTO MNPpUMMEeHEeHUS
K ONpeIeJIEeHHOM KAaTEeTOPUM PUCKA

I[IOKABATEJIM PVCKA,

NIpUCBaMBaEMbIe IIJIS PO3HUUHOM TOPTOBJIU
JIEKAPCTBEHHEMM IIpelapaTaMy OJis BETEPMHAPHOT'O IIPMMEHEHUS,
NpoBeIeHMUs NOOKJIMHUUECKMUX MCCIIeIOBaHUNI
JIEKAPCTBEHHHX CPENCTB IJIS BETEPUHAPHOTO NPMMEeHEeHUHd,
KJIMHUUECKUX MCCJIENOBAHUM JIEeKAPCTBEHHBIX [IpernapaToB
IJiS BETEPUMHAPHOTO MNPMMEHEHMS, XPaHEeHUS
JIEKAPCTBEHHHX CPENCTB IJId BETEPMHAPHOTO MNPUMEHEeHMS
(3a MCKJIOUEeHVEeM XPaHeHMs, OCYUEeCTBJISEeMOTO MNPU NPOU3BOICTBE
JIEKAPCTBEHHHX CPENCTB IJIS BETEPUMHAPHOT'O INPMMEHEeHUS U IIPY OITOBOM
TOPTOBJIE JIEKAPCTBEHHBEIMM CPeICTBaMM OJiS BETEPMHAPHOTO MIPUMMEHEeHUd),
[IEPEeBO3KU JIEKAPCTBEHHEIX CPENCTB IJiIS BETEPUMHAPHOTO IPUMEHEHUS
(3a MCKJIOUEHMEM I[epPeBO3KM, OCYIeCTBJISEeMOM
npMY OPOM3BOINCTBE JIEKAPCTBEHHEIX CPEICTB IJiS BETEPMHAPHOTO NPVMEHEHUS
Y IIPY OITOBOM TOPIOBJIE JIEKAPCTBEHHBIMM CPEICTBAMM
IOJiS BETEPUMHAPHOTO MNPMMEHEHUS), YHUUTOXEHMUS JIeKapCTBEHHBIX
CpPeInCTB OJid BETEPMHAPHOTO IIPYMEHEHUS

OOBEKTEL | [IpoueccH
TOCYyOapCTBEHHOI'O | ——————= | ——————- | —————- | ——————- | ——=—=—- | —————= | —————=
Hanszopa | IOKIV— | KJIMHM-| M3T0-| Hepe- | yHMU- |peau-|xpaHe-
| HMuec— |dyeckue |ToBJie—-| BO3Ka |ToXeHHUe |3auusa | Hue
| Kue |Mccye- |HUMe M | Jekap-|Jekap- |Jekap-|Jjexkap-
|Mccrne—- | ODoBaHUSA|OTIYCK| CTBEH-|CTBEH- |CTBEeH-|CTBEeH-—
| moBa- | Jexap-|Jjiexap-| HBIX | HBIX | HBIX | HBHX
| HUS | CTBeH-|CTBEH- |CPenCTRB|CpelCcTB | OIpena- |nopena-
| texap- | HEIX | HBIX |  mia | mns |paToB |paToB
|cTBeH- | npena-|npena-|BeTepu- |BeTepu-| 04 | mns
| HBEIX | PaTOBR |pPaTOBR |HAPHOI'O|HAPHOTO|BEeTe— |BeTe-
| cpencTr| nasa | mnsa | npmuMme-| npuMme- |pUHapP- |pUHaP-—
| oJis | BeTepu- | BeTe- | HeHUs | HeHMS | HOTO | HOTO
| BeTepn— | HAPHOTO | pHapP- | | | npuMe— | npuMe —
| HapHOTO| nNpuMe-| HOTO | | | HeHUS | HeHusd
| npume-| HeHus |npumMme- | | |
| HeHUsa | | HeHMS | | |
—————————————————————————— e e e B R It
BeTepmrHapHad anTedHas - - 10 7 2 8 6

opraHu3aLus



BeTepuHapHEE OpraHM3aLMM - 10 - 7 2 - 6

a) opraHuM3aluMy WIN - 10 - 7 2 - 7*
MHIVBUOYAJIbHEIE

npennpmUHMMaTes,

ocyleCc TBIIAINME

pas3BeleHre, BHpallMBaHUE,

conepxaHme XVMBOTHBIX

0) MHIOIMBUIOYAJIbHBE - - 10 7 2 8 6
NpennpruHUMaTear, 3a

VCKJIOUEHMEM

VHIOUBUIY aJIb HEIX

npennpuHuMaTesien,

ocCylleCTBRIISOINX

pasBeneHuVe, BHpPAallMBAHUE,

coIepXaHue XMUBOTHEX

VcneTaTenbHEE JiabopaTopun

a) MCHOBETAaTEeJIbHBEe 10 10 - - - - -
JabopaTopuM (LEHTPEH), He

npouenmre akkpeouTaluio B

HalLMOHAJILHOM CUCTEMe

aKKpeauTaumum

©) wucHnelTaTeslbHEE 5 5 - - - - -
JabopaTopun (LLEHTPEH) ,

npouenmre akkKpeouMTalnio

B HaAlUMOHAJIbHOM CHUCTEeME

aKKpeInMTaumnum

B) MCIHTAaTEeJIbHBE 1 1 - - - - -
JabopaTopun (LEHTPEH) ,
BKJIIOUEHHEIE B pPeecTp
VICTIBITATEJb HEX

JabopaTopult (LLEHTPOB),
COOTBETCTBYKIMX IIPVMHIMIIAM
Haamexamell jJabopaToOpHOM
IPaKTUKM, COOTBETCTBYII MM
OPpMHLIMIIAM HaOjexalley
J1abopaTOPHOM MNPakKTUKM
OpraHmsauumn
SKOHOMMUECKOT'O
COTPpyOoHMYECTBA VM PA3BUTUA

VIHEIE OpTaHM3aLUM, - - - 10 - - -
OCYIEeCTRJIANIME [IE€PEBO3KY
JIEKAPCTBEHHEIX CPEeICTB IJg
BETEPUHAPHOTO TMPUMEHEHUI

* CobmyomeHre 0043aTeJIbHEX TPpeOOBaHMUM K XPAHEHMIO JIEKAPCTBEHHBIX CPEeNCcTB OJid
BETEPMHAPHOTO NPMMEHEHMS OpTaHM3aluMaAMM MM MHIOMBMAYAJIBHBEIMM OPENIPMHMMAaTEISIMM,
OCYyUWEeCTRBJIANINMMY Pa3BeleHre, BhHpallMBaHMe, COIEPXaHMEe XMUBOTHBIX, MOXET IIPOBEpPATHCSH
YIIOJIHOMOUYEHHEIM denmepaJsibHbM OpraHoM VICIIOJIHUTEJIbHOM BJIACTU COBMECTHO c
IIPOBEIEHMEM MeponpMaTMi [0 TI'OCyIapCTBEHHOMY BETEpPMHAPHOMY HAaI30py B Ipeneiax
YCTAHOBJIEHHOM KOMIIETEeHUUN .



[IPVJIOXEHVE N 3
K KPUTEepUSIM OTHEeCeHUS OOBEKTOBR
TOCYyHOapCTBEHHOT'O Han3opa B cbepe
obOpalleHUsa JIEKaPCTBEHHEIX CPEenCTB
OJI19 BEeTEPUMHAPHOTO IIPUMEHEHUS
K OINpeleJyIeHHOM KaTeTropuuM pucKa

[IOKASATEJIM PUCKA,
NprUcBaMBaeMele IJig [NPOM3BOACTBA JIEKAPCTBEHHEIX CPEICTB
IOJId BeTEePMHAPHOT'O MNPMMEeHeHUHA

I. BHaueHMe nokasaTeyd pucka Ml

Bun BHIyCKaeMOM NPOOYKLMM, IOeSATeJIbHOCTb | Bajssw
______________________________________________________ | —————— e e — —
1. VHBEeKUMOHHEE UM MHQY3MOHHBE CTEPMUJIbHBEE 4

JIeKapCTBEeHHBEEe IpenapaTs OJIA BEeTEPUMHAPHOTO
IPpYMEHEeHMS
2. VMMyHOOMOJIOTMYECKME MpenapaThl Ojid BEeTEPMHaPHOTO 4
IIPpYMEeHEeHMA
3. IllpenapaTH KPOBM IJisI BETEPMHAPHOI'O [PUMEHEHUS 4
4. HecTepuJbHEE JIeKapCTBEHHHE QOPMBI I 3
BETEPMHAPHOTO IPMMEHeHUud, QapMalleBTUUECKUE
cybcTaHuMUM
5. JledaTesbHOCTBL O yNaKOBKe JIEKAPCTBEHHEIX [PeNapaToBb 2

OJIA BETEPMHAPHOI'O IIPVMIMEHEHUA

6. PammobapMalLeBTHUUECKME [pelapaTH IJIS BeTePUHAPHOI'O 2
[IpVMMEeHEHMU

IT. 3HaueHMe [oKaszaTessa pucka M2

KonmmuecTBO BBIIyCKaeMbIX HaMMEHOBAHUM | Baser
JIEKAPCTBEHHEIX CPEeICTB |

1. Bomnee 50 3
2. Or 10 mo 50 2
3. Menee 10 1

III. 3HaueHMe IOKkazaTeyna pucka M3

CooTBeTCTBME NIPOM3BONCTBA JIEKAPCTBEHHEIX CPEICTB | Banswe
IOJiS BEeTEPUMHAPHOTO MNPMMEeHEeHUS NpaBujiaM Haajexamewn |



IIPOU3BOACTBEHHOM TPAKTUKU
1. cooTBEeTCTByET 1

2. He COOTBEeTCTBYET an,




