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MockBa

06 yrBepxnenun TpeboBaHHil K HHCTPYKIHH 110 BETEPHHAPHOMY
NpPHMEHEHHIO JIeKAPCTBEHHBIX NpenapaTos

B  memsx  peammzanud  ctathd 5 DelepalbHOrO  3aKOHA
or 12 ampens 2010 r. Ne 61-03 «O6 obpaiieHHH JT€KapCTBEHHBIX CPEACTB»
(Cobpaume 3axonozarenbctBa Poccuiickoit @enepanun, 2010, Ne 16, ct. 1815;
Ne 31, ct. 4161; Ne 42, ct. 5293; Ne 49, ct. 6409; 2011, Ne 50, ct. 7351; 2012,
No 26, ct. 3446; Ne 53, ct. 7587; 2013, Ne 27, ct1. 3477, Ne 48, ct1. 6165; 2014,
Neo 11, ct. 1098; Ne 43, ct. 5797; Ne 52, ct. 7540; 2015, Ne 10, ct. 1404; Ne 27,
cT. 3951; Ne 29, ct. 4359, ct. 4367, cT. 4388; Ne 51, ct1. 7245, 2016, Ne 1, ct. 9;
No 23, cr. 3287; Ne 27, ct. 4194, ct. 4238, c1. 4283) U B COOTBETCTBUHU
¢ noamyHKkToM 5.2.25(103) mynkra 5 ITonoxenus o MUHHCTEpPCTBE CEIbCKOTO
xo3aiictBa Poccuiickolt @enepauuu, YTBEPKICHHOTO I1IOCTaHOBIIEHHEM
IMpasurensctBa Poccuiickoit @enepanuu ot 12 urons 2008 r. Ne 450 (Cobpanue
3akoHojaTenbcTBa Poccmiickoii ®eneparmm, 2008, Ne 25, cr. 2983; Ne 32,
cT. 3791; Ne 42, ct. 4825; Ne 46, ct. 5337; 2009, Ne 1, ct. 150; Ne 3, ct. 378;
Ne 6, ct. 738; Ne 9, ct. 1119, ct. 1121; Ne 27, ct. 3364; Ne 33, ct. 4088; 2010,
Ne 4, ct. 394; Ne 5; ct. 538; Ne 16, c1. 1917; Ne 23, ct. 2833; Ne 26, ct1. 3350;
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Ne 31, cT. 4251, c1. 4262; Ne 32, c1. 4330; Ne 40, ct. 5068; 2011, Ne 6, cT. 888;
Ne 7, c1.983; No 12, ¢T. 1652; Ne 14, ct. 1935; Ne 18, c1. 2649; Ne 22, ct. 3179;
Ne 36, ct. 5154; 2012, Ne 28, ct. 3900; Ne 32, ct. 4561; Ne 37, c1. 5001; 2013,
Ne 10, ct. 1038; Ne 29, ct. 3969; Ne 33, ct. 4386; Ne 45, ct. 5822; 2014, Ne 4,
ct. 382; Ne 10, ct. 1035; Ne 12, c1. 1297; Ne 28, ct. 4068; 2015, Ne 2, ct. 491,
Noe 11, ct. 1611; Ne 26, ct. 3900; Ne 35, ct. 4981; Ne 38, ct. 5297; Ne 47,
ct. 6603; 2016, Ne 2, ct. 325; Ne 28, c1. 4741; Ne 33, cr. 5188; Ne 35, ct. 5349,
Ne 47, c1. 6650; Ne 49, c1. 6909, c1. 6910), 1 p m K a 3 Bl B a IO:

<

1. YrtBepauTh puJiaraeMble TpeboBanus K HHCTPYKIAH
10 BETEPUHAPHOMY MIPUMEHEHHIO JIEKApCTBEHHBIX IIPEIapaToB.

2. VYcraHoBuTh, ur0 TpeOoBaHWs, YTBEp)KIEHHBIE  HACTOSIIUM
NPHUKA30M, [PUMEHSIOTCS K HHCTPYKLHUSIM IO BETEPUHAPHOMY MPUMEHEHHIO
JIEKapCTBEHHBIX MPENaparoB, 3asfBICHUS O TIOCYJapCTBEHHOW PpETHCTpalUu
KOTOpHIX TmpejcTapieHsl B DexepanpHylo CiiyxOy 10 BETEpUHAPHOMY

U (PUTOCAHUTAPHOMY HaJ30py MOCHIE BCTYIUICHHS B CHITYy HACTOSAIIETO MpUKa3a.

Munuctp v A.H. TxaueB



YTBEPXJIEHBI
npuka3zoM MuHncenbxo3a Poccun
ot 22 asrycra 2017 r. Ne 430

TPEBOBAHUSA
K HHCTPYKIHH [0 BEeTEPHHAPHOMY NPHMEHEHHUIO JT€KaPCTBEHHBIX
npenapaTos

1. MucTpykius 1mo BeTepHHApPHOMY INPUMEHEHHIO JIEKapCTBEHHOTO
npernapara (gajmee — MHCTPYKLIMSA) JOMKHA COJAEpPXKaTh CIEAYHOIUe
CBEICHUS:

a) HaMMeHOBaHUE JIEKAapCTBEHHOTO Mpernapara AJisi BeTEPUHAPHOTO
NpUMeHeHus (MEXIyHapoJHOE HEMaTeHTOBAaHHOe, WU TPYINHUPOBOYHOE,
HJTH XUMHYECKOe U TOProBO€ HauMEHOBaHUA);

0) nexapcTBeHHas  ¢opMa  JIeKapCTBEHHOI'o0  mpemapara s
BETEPUHAPHOTO pUMEHEHUS C yKa3zaHHueM HaWMEHOBAHHIA
H KOJUYECTBEHHOT'O COCTaBa JE€WCTBYIOHIIUX BEIIECTB M KaueCTBEHHOTO
COCTaBa BCIIOMOTaTeNIbHBIX BEIECTB, BXOAAIIMX B COCTAaB JIEKAPCTBEHHOTO
mpernapara AJjisi BeTepUHapHOro MPUMEHEHHUS;

B) ONIMCaHWEe BHEIIHETO0 BHJA JIEKapCTBEHHOrOo TMpemaparta mJid
BeTEpHHAPHOT'O IPUMEHEHUS;

r) ¢hapMaKoTepaneBTHIECKas IPyIIa JIEKAPCTBEHHOT'O Mpernapara Ui
BEeTEPHHAPHOTO  TNpPHUMEHEHHS  WIH  yKa3aHHe  «TOMeOMaTH4YeCKui
JIEKapCTBEHHBIHN Mpenapar IJis BETEPUHAPHOTO MPUMEHEHUS»;

n) bapmakoguHaMuka u  ¢dapMaKkOKHHETHKa (3a HCKIIOYEHHEM
bapMakOKMHETHKH T'OMEONMAaTUUYEeCKUX JIEeKapCTBEHHBIX IIPENapaTtoB A
BETEPUHAPHOT'O NMPUMEHEHHUS M PACTHTEJIBHBIX JIEKAPCTBEHHBIX MpenapaToB
IS BEeTEPUHAPHOTO NPUMEHEHHS) WM ONUCaHHEe HUMMYHOOHOIOIMUYEeCKUX
CBOWCTB JIEKapCTBEHHOTO Mpernaparta AJisl BeTEpUHAPHOTO MPUMEHEHHUS;

€) MoKa3aHus JJIs1 IpUMEHEHUS;

) IPOTHUBOIIOKA3aHUS ISl MPUMEHEHHUS;

3) MepHI IPEAOCTOPONKHOCTH NPU NNPUMEHEHHH;

1) yKa3aHhWe Ha BO3MOXHOCTB W OCOOCHHOCTH IPUMEHEHUS
y OepeMeHHBIX JXHBOTHBIX, Y )XKUBOTHBIX B IEpUOJ JIaKTaLlUH, Y MOTOMCTBA
KUBOTHBIX;

K) peXXKHM JO3UPOBaHMUA, CIHOCOO0 BBEAEHHUS U MPUMEHEHHUS, IpH
HEOOXOAMMOCTH BpeMsi IpueMa JIEKapCTBEHHOro [Mpernapara s
BETEPHUHAPHOTO MPUMEHEHU, TPOAOIKUTENBHOCTh JICUCHHUS,

J1) BO3MOXHBIe MOOOYHBIE EHCTBUS, HEXENAaTelbHbIE PEaKIHUH IPH
IPUMEHEHHUHU JIEKapCTBEHHOTO Mpenapara A1 BETepUHAPHOTO IPUMEHEHNS;

M) CUMIITOMBI TI€pelO3UPOBKH, MEPBHI MO OKa3aHUIO MOMOIIU IpU
[Iepe103UPOBKE;

H) B3aUMOJIHCTBUE C APYTMMH JIeKapCTBEHHBIMH IpenapaTaM# IJjis
BeTEpUHAPHOTO IPUMEHEHHS U (MJIM) KOpMaMU;
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0) GbopMBI BBITyCKa JEKApPCTBEHHOIO IIpernapara Ajs BETEPHHAPHOTO
MIpUMEHEHUS;

n) ykazanue (mpu  HeoOxommmoctu) ocoOeHHoOcTel  nelcTBHA
JIEKapCTBEHHOTO Tpenapara IJisi BETEPHHAPHOIO NMPUMEHEHHUS IPH IE€PBOM
IIpAeMe WM IIPU €ro OTMEHE;

p) onucanue (Ipu HeOOXOOUMOCTH) JEHCTBHUH BETEPHHAPHOrO Bpaya
(BeTepHHAPHOTO (eNbaIepa), HHOTO CIIENHUATINCTa B 00J1aCTH BETEPHHAPHH,
BIIaJIeIbI[a )KUBOTHOTO IPH IPOIyCKe MpHeMa OJHOU WM HECKOJIBKUX 103
JIEKapCTBEHHOTO Mpelapara Jylsi BEeTepUHApHOTO IPUMEHEHHUS;

C) CPOK TOJHOCTH M YKa3aHHe Ha 3aIpeT IPHUMEHEHHUS JIEKapCTBEHHOIO
mperapara Jisi BETEpUHAPHOT0 NIPUMEHEHHUS 110 HICTEYEHHH CPOKa F'OAHOCTH;

T) yCIOBHUS XpaHEHUS,;

y) yKazaHHe Ha HeOOXOIUMOCTh XpaHEHHUs JIEKapCTBEHHOIO Npernapara
IUIS BETEpUHAPHOTO MPUMEHEHHS B MeCTaX, HeJOCTYIHBIX JJI JeTeH;

¢) yka3zanue (mpu He00XOIHUMOCTH ) cHenualbHBIX Mep
IPEJOCTOPOKHOCTH npu YHUYTOXKEHUU HEHCII0JIb30BaHHOTO
JIeKapCTBEHHOTO Mpemnapara Jjisi BeTepUHaApHOT0 [IPUMEHEHHUS;

X) CPOKH BO3MOXHOTO HCIIOIb30BaHUSA IPOAYKIMHM >KMBOTHOIO
IIPOUCXOXKACHHUSA ITOC]e BBEACHHS >KUBOTHOMY JIEKapCTBEHHOroO IIpernapara
IJ1sl BETEPUHAPHOTO MPUMEHEHUS;

1) YCIIOBHUS OTIIyCKa;

4) HAUMEHOBAaHMSA ©  ajJpeca  MPOU3BOACTBEHHBIX  IIOMIAOK
IPOM3BOJUTENA  JIGKAPCTBEHHOr'O0  IIpemnapara JJsd  BETEpPHHAPHOIO
IpUMEHEHNS;

II) HAUMEeHOBaHUe, azpec OpraHu3aIuy, YIIOJTHOMOYEHHOM
fep)KaTejleM  WJAM  BIAJeNbleM  PETHCTPAalMOHHOTO  yAOCTOBEPEHHS
JeKapCTBEHHOI'0 Tpenapara IJisi BeTepUHAPHOTO IMPHUMEHEHUS Ha NMpPUHATHE
IpPEeTEeH3Hi OT MOTPeOUTENS.

2.B Tekcre HHCTPYKIMH JOIyCKaeTCd  COKpallleHHWe CJOB
C MpeABapUTEIbHBIM yKa3aHHEM, YTO Jajiee IO TEKCTy IIOHHUMAaeTCs IOJ
COOTBETCTBYIOIIMM COKpaIlleHHEM CIIOB.

3. B TexcTe MHCTPYKLHH MOTYT MCIIONB30BaThCd PUCYHKH, CXEMBHI,
MHKTOIPaMMBI, HWUTIOCTpanuy, TaOmuibl, TpaduUKU  Ppa3bICHIIOMETo
XapakTepa.

4. He pomyckaeTCs WCIOJB30BaHUE CJIOB, HaOpaHHBIX 3arjaBHBIMHU
OykBaMH, 3a HCKJIIOYEHHEM 3arojloBKa, C KOTOPOTO HA4yHMHAeTCAd TEKCT
uactpykuun: «<MHCTPYKIUA 1O BETEPUHAPHOMY TTPUMEHEHHNIO
JJEKAPCTBEHHOI'O [IIPEITAPATA», mocie XOTOpOro IpUBOJHUTCS
TOProBOoe HaWMEHOBaHHE JIEKapCTBEHHOrO Ipenapara s BeTEPHUHAPHOIO
MpPUMEHEHHS Ha PYCCKOM s3bIKe (a TakXKe Ha aHIVIMHCKOM M JTaTHHCKOM
SI3bIKE, €CJIH MPUMEHNMO) B UMEHUTEIBHOM MaJeKe.

5. TekcT HMHCTPYKIHMHM OOJKeH OBITh HameyaTaH LIPHPTOM TaKoro
pa3Mepa, 4TOOBI CTPOYHBIM CHMBOJ HMen He MeHee 1,4 MM B BEICOTY,
paccTosiHie MEXIy CTPOKaMH JODKHO OBITH HE MeHee 3 MM.

6. UucTpykius qoikHa OBITH corylacoBaHa DepepanbHOH ciryx60ii
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II0 BETEpHHApPHOMY U (UTOCAHUTAPHOMY HAA30pPY IpU TI'OCYAapCTBEHHOM
pPETUCTpalliU JIEKapCTBEHHOI'O IpernapaTa Ul BeTEPUHAPHOTO IMPMMEHEHHUS
UINM 1pH BHECEHHMH M3MEHEHUH B [OOKYMEHTHI, COJAepiKalliecs B
PETHCTPAIlAOHHOM  [JIOCh€ Ha 3aperHCTPHPOBAHHBIA  JIEKaPCTBEHHBIM
mpemapar AJA  BeTEepUHAPHOTO IIPUMEHEHHUd, TpeOyromHX BblJa4YH
UHCTpyKuuu. [IpH 3TOM B HHCTPYKIHMH MAODKHBI OBITH yKa3aHbl HOMEpP
PETHCTPALMOHHOTO  YJOCTOBEpEHHUS JIEKapCTBEHHOrO Ipenaparta I
BETEPUHAPHOIO NMPUMEHEHUs, a TaKXe AaTa rocyJapCTBEHHON PErHCTpaluH
JeKapCTBEHHOTO IMperapara jIs BeTepUHAPHOTO NPUMEHEHUS WIM Aara
BHECEHHS H3MEHEHHUH B JOKYMEHTEHI, COAEpXaluecs B pEerHCTPalliOHHOM
IOChe Ha  3apeTHCTPUPOBAHHBIM  JIeKapCTBeHHBIM  Ipemapar A
BETEPHHAPHOTO MPUMEHEHHUA, COOTBETCTBEHHO.



