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MockBa

006 yrBep:kaennu TpeOGoBaHHi K HHCTPYKIHH 110 BETEPHHAPHOMY
NPHMEHEHHIO JIEKAPCTBEHHbIX NIPpenaparos

B  wmemsx  peammsanuu @ cTathi S5 DenepanbHOrO0  3aKOHA
or 12 ampenst 2010 r. Ne 61-®3 «O6 obpaiieHuH JIeKapCTBEHHBIX CPEIACTB»
(Cobpanne 3akoHomarensctBa Poccuiickoit @enepanuu, 2010, Ne 16, ct. 1815;
Ne 31, ct. 4161; Ne 42, ct. 5293; Ne 49, c1. 6409; 2011, Ne 50, ct. 7351; 2012,
Ne 26, ct. 3446; Ne 53, c1. 7587; 2013, Ne 27, c1. 3477, Ne 48, ct. 6165; 2014,
No 11, ct. 1098; Ne 43, c1. 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, c1. 9;
No 23, cr. 3287; Ne 27, ct. 4194, ct. 4238, ct. 4283) U1 B COOTBETCTBUHU
¢ moamynkroM 5.2.25(103) myukra 5 TTonoxxeHuss o MUHHCTEPCTBE CENBCKOIO
xo3aiictBa Poccuiickoit ®epepanuu, YTBEPXKIECHHOTO I1OCTAaHOBJIEHHEM
IMpasurensctBa Poccuiickoit @enepanuu ot 12 mous 2008 r. Ne 450 (Cobpanue
3akoHojarenscTBa Poccuiickoit @enmepamuu, 2008, Ne 25, cr. 2983; Ne 32,
cT. 3791; Ne 42, ct. 4825; Ne 46, ct. 5337; 2009, Ne 1, ct. 150; Ne 3, cr. 378;
Ne 6, ct. 738; Ne 9, ct. 1119, ct. 1121; Ne 27, ct1. 3364; Ne 33, ct. 4088; 2010,
Ne 4, c1. 394; Ne 5, ct. 538; Ne 16, cr. 1917; Ne 23, ct. 2833; Ne 26, c1. 3350;
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Ne 31, ct. 4251, c1. 4262; Ne 32, ct1. 4330; Ne 40, ct. 5068; 2011, Ne 6, ct. 888;
Ne 7, c1.983; Ne 12, cT. 1652; Ne 14, cr. 1935; Ne 18, cr. 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, ct1. 3969; Ne 33, c1. 4386; Ne 45, ct. 5822; 2014, Ne 4,
ct. 382; Ne 10, ct. 1035; Ne 12, ct. 1297; Ne 28, c1. 4068; 2015, Ne 2, cT1. 491;
11, ct. 1611; Ne 26, ct. 3900; Ne 35, ct. 4981; Ne 38, ct. 5297; Ne 47,
ct. 6603; 2016, Ne 2, c1. 325; Ne 28, ct. 4741; Ne 33, cT. 5188; Ne 35, ct. 5349;
Ne 47, c1. 6650; Ne 49, ct. 6909, c¢1. 6910), m p 1 Kk a 3 BI B a IO:

=

1. YtBepauthb npusIaraeMbie TpeGoBanus K HHCTPYKIHH
10 BETEPUHAPHOMY IIPUMEHEHHIO JIEKapCTBEHHBIX IIPENapaToB.

2. VYcraHoButh, uTO TpeGoBaHHs, YTBEpXKACHHBIE  HACTOSIIUM
NPHUKA30M, IPUMEHSIOTCS K HHCTPYKLMSAM II0 BETEPHHAPHOMY MPUMEHEHHIO
JIEKapCTBEHHBIX IIpenaparoB, 3asfBIEHUS O TOCYIapCTBEHHOW PpErHCTpalvu
KOTOpHIX mpezacTaBieHsl B DenepalbHylo ChoyxO0y II0 BeTEpHHAPHOMY

U (PUTOCAHUTAPHOMY HaI30py HOCIEe BCTYIUIEHHS B CHIIY HACTOSIIETO MPHUKa3a.

Munuctp v A.H. TkaueB




YTBEPXIEHbI
npuka3zom Muncenbxo3a Poccun
ot 22 aBrycta 2017 r. Ne 430

TPEBOBAHHUSA
K HHCTPYKIHH N0 BETEPHHAPHOMY NPHMEHEHHIO JIEKAPCTBEHHBIX
npenapaTos

1. UHCTpyKUHMS 1O BETEPUHAPHOMY IIPUMEHEHHIO JIEKAPCTBEHHOTO
npenapara (majlee — UWHCTPYKLHS) JOJDKHA COJAEpX aTh CleAyIomue
CBEJIEHHS:

a) HaMMEeHOBaHUE JIEKAPCTBEHHOr0 IMpemapara JMAJjis BETEPUHAPHOTO
npuMeHeHus (MeXAyHapOoJHOE HEMaTEeHTOBaHHOE, WU TPYNIHAPOBOYHOE,
WA XUMUYECKOe U TOProBo€ HAaNMEHOBAHHUS );

6) nexapcTBeHHass  ¢opMa  JIEKapCTBEHHOIo  Ipemapara s
BETEPUHAPHOTO MPUMEHEHHUS c yKa3aHHEM HaWMEHOBaHHI1
H KOJUYECTBEHHOTO COCTaBa MAEHCTBYIOIIUX BEIIECTB M KavYeCTBEHHOTO
COCTaBa BCIIOMOTraTeNIbHBIX BEIIECTB, BXOAAIIMX B COCTAaB JIEKAPCTBEHHOTO
npemnapara Ijis BeTepHHAPHOrO MPUMEHEHN;

B) ONMCaHWE BHEIIHEr0 BHJAA JIEKAPCTBEHHOTO IMpemapaTta IJjid
BETEPHHAPHOTO MPUMEHEHHUS;

r) hapmMakoTepaneBTHUYECKas rpynIia JEKapCTBEHHOrO Mpemnapara s
BETEPHHAPHOTO  NpPUMEHEHHS  HJIH  YKa3aHHe  «TOMEONaTHYeCKH
JIEKapCTBEHHBIN Mpenapar AJis BeTepHHAPHOTO MPUMEHEHUS»;

) bapmakonmHaMuika ¥ ¢apMaKOKHHETHKa (3@ HCKIIOYECHHEM
(hapMaKOKAHETHKH TOMEONAaTHYECKUX JIEKapCTBEHHBIX IIpPEerapaTtoB I
BETEPHHAPHOTO NMPHUMEHEHHUS M PacTUTENbHBIX JIEKApCTBEHHBIX MPENnapaToB
IUIS BETEPUHAPHOIO0 IPUMEHEHHMs) WM ONMHCAaHHE HUMMYHOOHOJIOTrHYEeCKHUX
CBOWCTB JIEKApCTBEHHOTO Mpernapara AJjis BeTepUHAPHOI0 MPHMEHEHHUS;

€) MoKa3aHus IS IPUMEHEHMS

’K) IPOTHUBOTIOKA3aHMs sl MPUMEHEHHUS;

3) Mephbl IPeIOCTOPOKHOCTH NPHU IPUMEHEHUH;

1) yKa3aHHe Ha BO3MOXHOCTh M OCOOEHHOCTH TPUMEHEHHS
y OepeMeHHBIX )XHBOTHBIX, Y )XKHBOTHBIX B MEPHUO] JIaKTaLlUHU, Y OTOMCTBA
’)KUBOTHBIX;

K) pe)KMM JO3UPOBaHMA, CHOCOO BBeNEHUS M MpPUMEHEHHs, IMpH
HEOOXOOUMOCTH BpeMs IpHeMa JIEKapCTBEHHOTO Iperapara s
BETEPUHAPHOTO MPUMEHEHUS, POJOJKUTEIBHOCTE JIEUSHHUS,

J1) BOBMOXXHBIE MOOOYHBIE NEHCTBUS, HEXelaTelbHble pPeaKIUuHu IIPU
IPUMEHEHUH JIEKapCTBEHHOTO Mpenapara Al BETCPUHAPHOTO IPUMEHEHUS

M) CAMIITOMBI [epefO3UpPOBKH, MEpPHI IO OKAa3aHUIO MOMOIIM MpHU
[epeI03UpOBKE;

H) B3aUMOJENUCTBHE C JIPYTHMMH JIEKApPCTBEHHBIMH IMpenapaTaMy IS
BETEPUHAPHOTO NMPUMEHEHUS U (MJIH) KOPMaMH;
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0) GopMBI BEIIIyCKa JIEKAPCTBEHHOrO Ipernapara Al BETEpHHApHOTO
IIPHMEHEHUS;

n) ykazange (Ipu  HeoOXoxuMocTH) OCOOCHHOCTEH  JeicTBUSA
JIEKapCTBEHHOTO Mpemnapara i BETEPHHAPHOI'O NMPUMEHEHHUs MpPU [1€pPBOM
IIpHeMe WM TPU €ro OTMEHE;

p) omucanue (mMpu HEOOXOOUMOCTH) ACUCTBUH BETEPHHAPHOr0 Bpaya
(BeTepuHapHOTro (enbAalIepa), HHOTO CHEIUANINCTa B 001aCTH BETEpHHAPHH,
BJIAJeNblla XHBOTHOTO IIPH IIPOIMyCKe MpHeMa OJHOM WM HECKOJIBKUX 103
JIEKapCTBEHHOTO Mpelapara Jylsi BETepHHAPHOTO IPUMEHEHHS;

C) CPOK TOOHOCTH M YKa3aHue Ha 3aIlpeT IpUMEHEHHUs JIEKapCTBEHHOTO
npernapara AJisl BETEPHHAPHOTO NIPUMEHEHHS 110 UCTeYeHUH CPOKa r'OJHOCTH;

T) YCIOBHS XpaHEHHS,;

y) yKa3aHHe Ha HEOOXOAMMOCTh XpaHEeHHs JIEKapCTBEHHOIO Iperapara
IJIS BETEPHHAPHOTO MPUMEHEHHS B MeCTax, HEJOCTYIIHBIX JJISl AETEH;

¢) yxazaHue (mpu HE0O0XOJUMOCTH) CIeUAJILHEIX Mep
IPeIOCTOPOKHOCTHU npu YHHUTOXEHUU HEHUCIT0JIb30BAHHOTO
JIeKapCTBEHHOTO Mpenapara Jjisi BETEpHHAPHOT'O IPUMEHEHHS;

X) CPOKM BO3MOXHOTO HCIIONIb30BaHHA IPOAYKHHH KMBOTHOTO
IPOUCXOXICHHS I0CEe BBENCHHUS >XUBOTHOMY JIEKapCTBEHHOIO Ipenapara
ISl BETEpUHAPHOTO MMPUMEHEHH;

1) YCIIOBUS OTIIyCKa;

4) HAMMEHOBaHUA W  ajJpeca  MPOU3BOACTBEHHBIX  IUIOLIANOK
IPOM3BOMUTENS  JICKAPCTBEHHOTO  IIpermapata s  BETEPHHAPHOTO
IIpUMEHEHN;

II) HAUMEHOBaHHE, azpec OpraHH3aluy, YIIOJTHOMOYEHHOU
IepxaTeieM  MJIM  BIAJeNbleM  PEerHCTPallHOHHOTO  yAOCTOBEPEHHS
JIEKApCTBEHHOT0 Tpemnapara IJjis BETepUHAPHOTO MpPUMEHEHUs Ha MpHUHSATHE
NpeTeH3Ul OT NOTpeOuTENS.

2.B Tekcre HMHCTPYKIUH JOIyCKaeTCs  COKpallleHHe  CJIOB
C IpeIBapUTENbHBIM yKa3aHUEM, YTO Jajiee 10 TEKCTy IIOHHMMAeTCs IIOA
COOTBETCTBYIOIIMM COKpAIlEHUEM CIIOB.

3. B TekcTe HHCTPYKIHH MOTYT HCIIONIb30BAaThCS PUCYHKH, CXEMHI,
IMUKTOTPAaMMBI, HWUTIOCTpanuy, TaObaumsl, TrpaduKH  Ppa3bICHAIOIIErO
xapakrepa.

4. He pmomyckaeTcss HCNOJB30BaHHE CIIOB, HAaOpaHHBIX 3arJaBHBIMH
OykBaMH, 3a HCKIIOYEHHEM 3arojioBka, ¢ KOTOPOTO HAaYHMHAETCA TEKCT
uactpykuuu: «MHCTPYKIUA [10 BETEPUHAPHOMY ITPUMEHEHHIO
JEKAPCTBEHHOI'O [IIPEITAPATA», mocie KOTOpOro NpHUBOIOUTCA
TOProBoe HaWMEHOBaHME JIEKapCTBEHHOIO IIpernapaTa [Jjis BETEPHHapHOIO
NpUMEHEHHsT Ha PYCCKOM s3bIke (a Takke Ha AHIJIMICKOM H JIAaTHHCKOM
A3BIKE, €CJTH MPUMEHUMO) B UMEHUTEIBHOM NaJexe.

5. TekcT HMHCTPYKIHMHM IOJDKeH OBITH HamedaTaH IIPUPTOM TaKoro
pasMepa, 4TOOBI CTPOYHBIH CHMBOJ HMMel He MeHee 1,4 MM B BEICOTY,
paccTosHuE MeXIY CTPOKAaMH J0JDKHO OBITH HEe MeHee 3 MM.

6. UncTpykuus moMkKHA OBITH coriacoBaHa DejpepanbHON CiyxOo0i




5

10 BETEepHHAPHOMY H (PUTOCAHUTAPHOMY HAJ30py IpPU TOCYAAPCTBEHHOMU
PETUCTpaIHH JIEKApCTBEHHOI'0 IIpenapara Al BETEPUHAPHOIO IPHMEHEHHMS
UIM Tpd BHECEHMH H3MEHEHHH B JOKYMEHTHI, COJAEp)Kallhecs B
PErHCTPAllHOHHOM  JIOCh€ HAa  3aperHCTPUPOBAHHBIA  JIEKAPCTBEHHBIM
mpernapar Ui  BETEPUHAPHOIO IpUMEHEeHHs, TpeOylomMx BBIJAYU
UHCTpYKUuH. IIpy 3TOM B HHCTPYKLIMH IO/DKHBI OBITH YKa3aHbl HOMED
PETHCTPAMOHHOTO  YIOCTOBEpEHHUS II€KapCTBEHHOro IIpemapara  JAjs
BETEPUHAPHOTO IIPUMEHEHUs, a TAK)Ke JaTa rocyJapCTBEHHOH perucTpaluu
JEeKapCTBEHHOro Iperapara IS BeTEpHHApHOTO NPUMEHEHMs WIU AaTa
BHECEHHS W3MEHEHHH B JOKYMEHTBHI, COJIep)KallHecs B PEruCTPallHOHHOM
IOCBKE Ha  3aperHCTPHPOBAHHBIA  JI€KapCTBEHHBIM  IpemapaTr  JAnsf
BETEPHUHAPHOTO NIPUMEHEHHUA, COOTBETCTBEHHO.




