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00 yreep:xaennn TpebGoBaHHH K HHCTPYKIHH IO BETEPHHAPHOMY
NPHUMEHEHHIO JIeKAPCTBEHHBIX NpenapaToB

B  memix peammsagmu  ctate 5 (enepanbHOrO  3aKOHA
ot 12 ampens 2010 r. Ne 61-®3 «O06 olpalileHUH NTeKapCTBEHHBIX CPEICTB»
(Cobpanme 3akoHomaTenbeTBa Poccuiickoit ®enepamun, 2010, Ne 16, ct. 1815;
No 31, cT. 4161; Ne 42, ct. 5293; Ne 49, ct1. 6409; 2011, Ne 50, cr. 7351; 2012,
Ne 26, ct. 3446, Ne 53, cr. 7587; 2013, Ne 27, ct. 3477; Ne 48, ct. 6165; 2014,
Noe 11, cr. 1098; Ne 43, c1. 5797; Ne 52, ct. 7540; 2015, Ne 10, cT. 1404; Ne 27,
ct. 3951; Ne 29, c1. 4359, c1. 4367, cT1. 4388; Ne 51, cr. 7245; 2016, Ne 1, cT1. 9;
23, cr. 3287; No 27, ct. 4194, ct. 4238, cT. 4283) H B COOTBETICTBHU
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¢ moamyHkToM 5.2.25(103) mynxra 5 [lonoxeHus o MUHHCTEPCTBE CENBCKOTO
xo3stictBa Poccufickol @enepauyu, YTBEPKIACHHOTO [OCTAHOBIICHAEM
INpasurensctBa Poccuiickoit @enepatmy ot 12 urors 2008 r. Ne 450 (Cobpanue
saxoHogateabcTBa Poccuiickoii Pemeparmn, 2008, Ne 25, cr. 2983; Ne 32,
cT. 3791; No 42, cr. 4825; Ne 46, ct. 5337; 2009, Ne 1, cr. 150; Ne 3, ct. 378;
Ne 6, cr. 738; Ne 9, ct. 1119, c1. 11215 Ne 27, ct. 3364; Ne 33, ct. 4088; 2010,
Ne 4, ct. 394; Ne 5, cT. 538; Ne 16, ct. 1917; No 23, cr. 2833; Ne 26, ct. 3350;
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Ne 31, ct. 4251, ct. 4262; Ne 32, ct. 4330; Ne 40, ct. 5068; 2011, Ne 6, cT. 338,
Ne 7, cT. 983: Ne 12, ¢r. 1652; Ne 14, ct. 1935; Ne 18, c1. 2649; No 22, c1. 3179;
Ne 36, cr. 5154; 2012, Ne 28, ct. 3900; Ne 32, cr. 4561; Ne 37, ct. 5001; 2013,
Ne 10, ct. 1038; Ne 29, ct. 3969; Ne 33, cr. 4386; Ne 45, cr. 5822; 2014, Ne 4,
cT. 382; Ne 10, ct. 1035; Ne 12, c1. 1297; Ne 28, ct. 4068; 2015, Ne 2, ct. 491,
No 11, et. 1611; Ne 26, cr. 3900; Ne 35, ct. 4981; Ne 38, cr. 5297; Ne 47,
cT. 6603; 2016, No 2, ct. 325; Ne 28, c1. 4741; Ne 33, ct. 5188; Ne 35, c1. 5349,
Ne 47, c1. 6650; No 49, c¢1. 6909, ¢cT. 6910), 1 p M K a3 Bl B a 10!
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1. ¥YTBepaurs npuiaracmeie Tpeboraxus K HHCTPYKIHHA
[0 BETEPUHAPHOMY MPHMEHEHHIO JIEKAPCTBEHHBIX NIPEIApaTOB.

2. VYecradosuth, uTo TpeGoBaHus, YTBEpAACHHBIE  HACTOALUIMM
OpPUKa30M, TIPUMEHSIOTCS K HHCTPYKIMAM TI0 BETEPHHAPHOMY NPHMEHEHHIO
JEeKAapCTBEHHBIX TIperaparoB, 3adB/CHHS O TOCYJapCTBEHHOH PErHCTpalyH
KOTOpHIX TpeicTaiensl B @edepanbHylo cayxOy 0o BeTepHHAPHOMY

H (bHTOC&HI/ITapHOMy HaJ30py ONOCIe BCTYIUICHHA B CHUIIY HACTOAIIEIO IMPHKasa.

MusnucTtp A.H. Tkaues



YTBEPXJEHDBI
npuxazom Muncensxo3a Poccun
ot 22 asrycra 2017 . Ne 430

TPEBOBAHUA
K HHCTPYKIHH N0 BETePHHAPHOMY NPUMEHEHHIO JIEKAPCTBEHHBIX
npenaparTos

1. AHCTpYKITHS 1O BeTEPHHAPHOMY TMPHMEHEHHIO JIEKapCTBEHHOIO
nperapara (gajgee — WHCTPYKUHSA) [JOMKHA COAEPXATh CIEIYHOLIHE
CBEJICHHS:

a) HAUMEHOBAHHUE JIEKAPCTBEHHOrO IMpenapara i BETePHHAPHOIO
TIpUMeHeHUA (MeXAyHapoJHOE HENMaTeHTOBAaHHOE, HJIH TIpPYIIHPOBOYHOE,
HJTH XUMHYECKOE U TOProBoe HaMEHOBAaHHA);

0) nekapcTBeHHas  ¢opMa  JIEKAPCTBEHHOr0  mpemapara  [ais
BETEPHHAPHOIO TIPHMEHEHHS c yKazaHHEeM HaWMEHOBaHUMH
M KOJHYECTBEHHOIO COCTaBa AEHCTBYIOILIMX BEIIECTB M KA4YECTBEHHOTO
COCTaBa BCIIOMOTATENBHEIX BEIECTB, BXOMAININX B COCTAR JIEKAPCTBEHHOTO
rpenapara AJisi BeTepUHAPHOI0 MPUMEHEHHS

B) OMMHCAHHWE BHENIHEr0 BHJAa JIEKAPCTBEHHOIO I[permapara mJid
BETEPHHAPHOTO MPUMEHEHHS;

r) papMakoTepaneBTHYECKasd IPyINa JEeKApCTBEHHOro mpenapara Jaias
BETEPHHAPHOTO  TpPUMEHEHHS  HIM  yKa3aHHe  «TOMEONaTHYECKHii
NIEKAPCTBEHHBIH Mpenapar Ui BeTepUHAPHOTO MPHMEHEHHS»;

) papmaxkonuaamMuka W ¢apMakOKHHETHKa (32 HCKIIOYEHHEM
(hapMakOKHHETHKH TOMEOIaTHUeCKHX JIEKapCTBEHHBIX IIPENapaToB s
BETEPHHAPHOT'0 MPUMEHEHHS H PacTHTENbHBIX JIEKAPCTBEHHBIX MpenapaToB
IJisi BETEPHHAPHOTO NMPUMEHEHHs) HITH ONHCaHHe UMMYHOOHONOrHYeCKHX
CBOMCTB JICKAPCTBEHHOTO TIpernapara JUis BeTEPUHAPHOTO MPHUMEHEHHUS;

€) nmoka3zaHuA 71 IpHMeHEeHHUS,

) MMPOTHBOIIOKA3AHUS I MPUMEHEHHUS;

3) Mephl IPeIOCTOPOXKHOCTH NPU NPUMEHEHUH;

W) yKazaHHe Ha BO3MOXKHOCTE H OCOOCHHOCTH NpUMEHEHHS
y OepeMeHHbIX XXHBOTHBIX, Y XHBOTHEIX B MEPHOJ JIAKTALUH, ¥ MOTOMCTBA
HHUBOTHBIX;

K) PEKHM JO3HPOBaHUA, CHOCOO BBEJCHHA U INPHUMCHEHHUS, ITpH
HeOoOXOMMUMOCTH BpeMs IpueMa JEKapcTBEHHOro Ipenapara M
BETEPHHAPHOTO MPUMEHEHH, TIPOJOJDKHTEIBHOCTS JIeUSHNUS;

J) BO3MOXHBIe MOOOYHBIE ACHCTBHA, HEXKENAaTeNbHBIE PEaKUHUH IIPH
IPUMEHEHUH JIeKapCcTBEHHOTO NpenapaTa Ajf BeTepHHAPHOTO IpHMEHEeHUS;

M) CHMOTOMBEl TNEpPefo3UpPOBKH, MEpBI II0 OKa3aHUI IOMOLIK IIpH
epea03UPOBKE;

H) B3aMMOJIeliCTBAEe ¢ JPYTHMH JeKapcTBEHHBIMH MpellapaTaMi s
BETCPHHAPHOTO IIPUMEHEHHS H (MIH) KOPMaMU;
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0) GopMBI BBIITYCKa JIEKAPCTBEHHOIO Npenapara Nl BETCPHHAPHOTO
NpUMEHEHHS,

m) ykazande {(npu HeoOxoxuMocTH) ocobGeHHocTell  nelicTBUA
JIEKapCTBEHHOTO NpenapaTra A1 BeTepHHAPHOrO NPHUMEHEHHS TIPH IEPBOM
IIpHEMe HIIH IPH ero OTMEeHe;

p) omucanne (IpH HeoOXOAUMOCTH) AeHCTBHH BETEPHHAPHOTO Bpaya
(BeTepHHAPHOTO (eNbIlIepa), HHOTO cMenuanicTa B 001acTH BETEpHHAPHH,
BIIAJI€/Ib1A KHUBOTHOTO TIPU IPOILyCcKe [pHeMa OJHOM WM HECKOJNBKHX 103
NEKapCTBEHHOTO Iperapara AJis BeTepHHapPHOTO IPHMEHEHHS

¢) CPOK TOJHOCTHY M YKa3aHHe Ha 3alpeT IPHUMEHEHHUs JIEKAPCTBEHHOTO
mpemnapara Jisi BETEPHHAPHOTO NPUMEHEHUS 110 UICTEUEHHUH CPOKa FOJHOCTH;

T) YCIIOBUSL XPaHEHHUA;

y) ykazaHue Ha HeoOX0AMMOCTh XpaHEeHHs JeKapCTBEHHOTO IIpenapara
JJIS BeTepHHAPHOTO TIPHMEHEHHUS B MECTaX, HEJOCTYIHBIX I IeTei,

&) yxasanue (mpu HeoO0X0IUMOCTH) CIenHaNnbHbIX Mep
IPeIOCTOPOKHOCTHU 1pu YHHUTOXKEHUH HEHCIIOJIE30BAHHOTO
JIeKapCTBEHHOTO Mpenapara sl BeTepUHAPHOTO IPHMEHEeHH,

X) CPOKH BO3MOJKHOI'O  HCIOJIb3CBaHHA TMPOAYKLUHH SKHBOTHOIO
[IPOUCXOXIAECHUA TIOCNIe BBEACHMSA JKMBOTHOMY JISKAPCTBEHHOIO IIpernapara
JJ11 BETEPUHAPHOrO NMPUMEHEHHS;

1) YCIIOBHA OTIIYCKA;

4) HAUMEHOBAHWA W  aJpeca  NPOH3BOACTBEHHBIX  IJIOLIAJOK
OPOW3BOJUTENA  JIEKApCTBEHHOro  IIpemnapara Anid  BETEPHHAPHOTO
NpHMeHEeHHUS;

1) HaHMEeHOBaHUe, azpec OpraHM3alHuH, YIOJTHOMOYEHHOH
mep;KaTesleM WM BlajenblieM  PEeTHCTPallMOHHOTO  YAOCTOBEpEHHs
JeKapCTBEHHOrO Ipenapara I BEeTepHHAPHOTO NPHMEHEHHs Ha TpPHHATHE
NpeTeH3mit oT noTpebuTeNs.

2.B  TekcTe  HMHCTPYKIMH  JOMYCKaeTCA  COKpalllgHHE  CJIOB
C HpeOBAPHTENBHBIM yKa3aHWEM, YTO Jaliee MO0 TEKCTYy IOHHMaeTcsA IOoJ,
COOTBETCTBYIOLIAM COKpAIIeHHUEM CIIOB.

3.B TekcTe WHCTPYKIHH MOTYT HCIIOJNB30BATHCA PHCYHKH, CXEMBEI,
MUKTOTPAMMBI,  HILIIOCTpauuu, TaOmuisl, TpapHKd Ppa’ybACHAIOMErO
xapakrepa.

4. He pomyckaeTcs HCNMOJB30BAHHE CJIOB, HaOpaHHBIX 3ariaBHBEIMHU
OykBaMH, 3a HCKIIOUYEHHEM 3arojiOBKa, C KOTOPOTr0 HAYMHAETCA TEKCT
uactpykuun: « MHCTPYKINUA ITO BETEPUHAPHOMY ITPUMEHEHHWIO
JJEKAPCTBEHHOI'O [IIPEIIAPATA», mnocie KoTOporo NpHBOJUTCS
TOProBOo¢ HaWMEHOBAaHHE IIEKApCTBEHHOIrO Ipefapara [ BETePUHApHOTO
MPUMEHEHHA Ha PYCCKOM s3bIke (a TakKe Ha aHIVIMHCKOM H JIaTHHCKOM
A3BIKE, ECTU APUMEHUMO) B HMEHUTE/IBHOM MaJexke.

5. TekcT HMHCTPYKIMH I0JkeH OBITH HamedaTaH UIPHGTOM Takoro
pasMepa, 4To0BI CTPOYHBIH CHMBOJI HMel He MeHee 1,4 MM B BBICOTY,
PaccTOsHKME MEXIY CTPOKAMH AOJIKHO OBITH He MeHee 3 MM.

6. UacTpykuus gomxkHa ObiTh coracosaHa @epepansHoll cmyx6oi
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II0 BETEPHHAPHOMY M (HTOCAHHTApHOMY HAA30pY NPH TOCYAapCTBEHHOH
perucTpallfiyl JIeKapCTBEHHOIO Iperapara 1A BeTepHHAPHOTO MPHMEHEHHS
AAH TpH BHECEHHH H3MEHEHHM B [JOKYMEHTHI, CcoJepikanueca B
PErHCTPAIlHOHHOM  [IOChE Ha 3aperHCTPUPOBAHHBIA  JIEKapCTBEHHBIM
TpenapaT IS BETEPUHAPDHOIO TNpPUMEHEHHA, TpeOyromux BEAa4H
HHCTPYKuuH. [Ipy 3TOM B HHCTPYKIIMH JODKHBI OBITH YKa3aHBl HOMEP
PETHCTPAllMOHHOTO  YAOCTOBEpeHMs JEKapCTBEHHOrO mperaparta  Jid
BETEPHHAPHOIO MPHMEHECHHs, a TAK)Ke AaTa rocyXapcTBEHHOH perucTpalHi
JEeKapCTBEHHOTO IIperapara A BETSPHHApPHOTO NpPHUMEHEHHS WM [aTa
BHECEHHMS H3MEHEHHH B JOKYMEHTHI, cCOAepXallMecsi B PErHCTPALHOHHOM
I0Ch€ Ha  3aperuCTPUpPOBAHHBIM  JEKAapCTBEHHBIH  IIperapat  Ansd
BETEpHHAPHOI'0 IPUMEHEHH, COOTBETCTBEHHO.



