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MockBa

06 yreep:xkaennu Tpe6oBaHHH K HHCTPYKLHH 110 BETePHHAPHOMY
NpHAMeHEHHIO JIeKapCTBeHHBIX NMpenapaTos

B  memsx  peammsamumu  cratbM 5 DenepanpHOro - 3aKoHa
ot 12 ampens 2010 r. Ne 61-®3 «O6 obpanieHun JIeKapCTBEHHBIX CPEACTB»
(Cobpanue 3akonomarensctsa Poccuiickoit @enepamuu, 2010, Ne 16, ct. 1815;
Ne 31, c1. 4161; Ne 42, ct. 5293; Ne 49, cr. 6409; 2011, Ne 50, cr. 7351; 2012,
Ne 26, ct. 3446; Ne 53, cr. 7587; 2013, Ne 27, c1. 3477, Ne 48, ct1. 6165; 2014,
Ne 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, cr. 4388; Ne 51, c1. 7245; 2016, Ne 1, cT. 9;
Ne 23, cr. 3287; Ne 27, cr. 4194, cr. 4238, c1. 4283) U B COOTBETCTBHH
¢ mommmyskToM 5.2.25(103) mynkra 5 TTonoxeHus o MUHHCTEPCTBE CEIbCKOTO
xo3siictBa Poccuiickoit @epepaumuu, YTBEPXKIAECHHOTO I1O0CTAHOBIECHHEM
IMpasutenscTBa Poccuiickoit ®eneparyn ot 12 mons 2008 r. Ne 450 (Cobpanue
3aKoHojaTeNnscTBa Poccuiickoii ®enpepanmu, 2008, Ne 25, cr. 2983; Ne 32,
cT. 3791; Ne 42, ct. 4825; Ne 46, cr. 5337; 2009, Ne 1, ct. 150; Ne 3, cr. 378;
Ne 6, cT. 738; Ne 9, cr. 1119, c1. 1121; Ne 27, ct. 3364; Ne 33, cr. 4088; 2010,
Ne 4, ct. 394; Ne 5; ct. 538; Ne 16, c¢t. 1917; Ne 23, ct. 2833; Ne 26, ct. 3350;
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Ne 31, ct1. 4251, ct. 4262; Ne 32, ct. 4330; Ne 40, ct. 5068; 2011, Ne 6, ct. 888;
Ne.7,c1-983; No 12, cT. 1652; Ne 14, é’r. 1935; Ne 18, c1. 2649; Ne 22, ct1. 3179;
Ne 36, cr. 5154; 2012, Ne 28, ct. 3900; Ne 32, ct. 4561; Ne 37, cr. 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, ct. 1297; Ne 28, ct. 4068; 2015, Ne 2, ct. 491;
Ne 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, ct. 4741; Ne 33, ct. 5188; Ne 35, ct. 5349;
Ne 47, ct. 6650; Ne 49, c1. 6909, c1. 6910), 1 p 1 K @ 3 BI B 4 O

1. VYTBepouTh TIpHJIaraeMele TpeboBanus K  HHCTPYKLHHU
10 BETePHHAPHOMY IIPHMEHEHHIO JIEKapCTBEHHEIX IIPEMapaToB.

2. VYcraHoBuTh, uTO0 TpeboBaHHA, YTBEPKACHHBIE HACTOAIIMM
NPHKA30M, OPHMEHSIOTCA K HMHCTPYKIMAM II0 BETEPHHAPHOMY NPHMEHEHHIO
JIEKapCTBEHHEIX MIPEMapaToB, 3asfBIEHHS O TIOCYJapCTBEHHOH pErucTpaluu
KOTOpBIX TpeicTaBleHsl B @DexepanbHyio ciayxk0y IO BETEpUHAPHOMY

¥ QUTOCaHUTAPHOMY HaI30py IOcje BCTYIUICHHS B CHIIy HACTOSIIEr0 IIPHKa3a.

MunucTp A.H. Tkayes




VYTBEPXIEHbBI
npuxaszoMm Muncensxo3a Poccun
ot 22 asrycra 2017 r. Ne 430

TPEBOBAHHUSA
K HHCTPYKHHH 10 BETEPHHAPHOMY NPHMEHEHHIO JIeKAPCTBEHHBIX
nmpenapaTos

1. UHCTpYKLIHA MO BETEpPUHAPHOMY IIPUMEHEHHIO JIEKapCTBEHHOTO
npenapara (Zajlee — MHCTPYKLAA) JOJDKHA COJAEPXKAaTh CIEAYIOLIHE
CBEJICHHUS:

a) HAUMEHOBaHHE JIEKApPCTBEHHOI'O Iperniapara AJii BETEPHHAapPHOTO
NpUMeHeHHs (MeXIyHapoJHOEe HENMaTeHTOBAHHOE, WM TIPYINIHPOBOYHOE,
WY XMMHYECKOe ¥ TOProBo€ HaUMEHOBAaHHA);

0) mekapcTBeHHas  Qopma  JIEKapCTBEHHOrO0  Ipemnapara  JUId
BETEPHHAPHOTO IpUMEHEHUS (v yKazaHHEM Ha¥MEHOBaHHUH
H KOJIMYECTBEHHOTO COCTaBa JeHCTBYIOIIMX BEIECTB M Ka4ueCTBEHHOIO
cOCTaBa BCIIOMOTAaTeNbHBIX BEINEeCTB, BXOAAIIHX B COCTAB JIEKAPCTBEHHOTO
Iperapara AJisi BeTepUHAPHOTO IPUMEHEHHS,

B) ONMKCaHHe BHEIIHETO BHAA JIEKapCTBEHHOrO0 Iipemapara Ojid
BETEPHHAPHOTO IIPHMEHEHNS;

r) hapMakoTepaneBTHIeCKas IpynIla JeKapCTBEHHOTO IIpernapaTa I
BETEPHHAPDHOTO  NPAMEHEHHs  MJIH  yKa3aHHe  «TOMeONaTHYeCKHH
JeKapCTBEHHBIH Npenapar A8 BETEPHHAPHOTO IPUMEHEHH»;

I) bapMakoguHaMHKa U (apMaKOKHHETHKa (32 HCKIIOYEHUEM
bapMakKOKHHETHKH TOMEONaTHIEeCKUX JeKapCTBEHHBIX IIpenapaToB MJd
BETEPHHAPHOT0 NPUMEHEHWS W PaCTHTEJIbHEIX JIEKAPCTBEHHBIX MpPENapaToB
JUIsi BETEPHHAPHOTO IPUMEHEHHS) MM ONHCaHHE UMMYHOOHONOTHYECKHX
CBOMCTB JIEKapCTBEHHOTO IIpenaparta Ui BeTepHHAapHOT0 IPAMEHEHHS;

€) ToKa3aHus sl IPUMEHEeHHUs,;

) IPOTHBONIOKA3AHUS JJIS IPUMEHEHHUS;

3) MEpPHI IPEJOCTOPOIKHOCTH [P NPUMEHEHHH;

W) yKazaHWe Ha BO3MOXHOCTB M  OCOOEHHOCTH IPUMEHEHHS
y OepeMeHHBIX XHBOTHEIX, ¥ XHBOTHEIX B IIEpHOJ JaKTalllH, Yy IOTOMCTBa
XHBOTHEIX;

K) peXXHM [03HpOBaHMs, crnoco® BBeNeHHS X NPHUMEHEHHUA, IIpH
HEOOXOOHMOCTH BpeMs IIpHeMa JIeKapCTBEHHOro Ipemapara  Ald
BETEPHHAPHOTO PHMEHEHHUS, NPOJOKUTENHHOCTD JISUEeHHUS;

J) BO3MOXHbIe TMOOOYHBIE NEHCTBUSA, HEXKEIATEIbHBIE PEaKNHH IIpH
NpXMEeHEeHHUH JIeKapCcTBEHHOTo IIpenapara AJii BETEpHHAPHOTO IPUMEHEHHUS,

M) CHMIITOMBl II€PEJO3HPOBKH, MEPHl II0 OKa3aHHIO IOMOIIM IIpH
IIepeI03UPOBKE;

H) B3aUMOJEHCTBHE C JPYTHMMH JIeKapCTBEHHBIMM IIperapaTaMH s
BETEPHHAPHOTO NIPAMEHEHNUS U (MIH) KOPMaMHu;
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0) hopMBI BBIITyCKa JEKaPCTBEHHOI'O IperapaTta AJsi BETepHHApPHOIO
IIpPHMEHEHHS;

n) ykazande (mpu HeoOxomumocTH) ocoOeHHOCTed  melcTBHA
JIeKapCTBEHHOr0 Mpenapara Ojsi BeTepUHAPHOTO NPUMEHEHHS IIPU MEePBOM
IpHeMe WJIH IPH ero OTMeHe;

p) onucanue (IpH HEOOXOOUMOCTH) NEHCTBHH BETEPHHAPHOTO Bpada
(BeTepuHapHOIo ¢enpamepa), HHOTO CIENAANNCTAa B 00IaCTH BETepUHADHH,
BIaZleTbIla XXUBOTHOTO IIPH MPOILyCKe IpHeMa OXHOM HIIH HECKOJBKHX 03
JIeKapCTBEHHOTO IpenapaTa sl BeTepHHAPHOr0 IpUMEHEeHHUS

C) CPOK TOZHOCTH U yKa3aHHe Ha 3aIlpeT IPUMEHEHHS JIEKapCTBEHHOTO
Ipenapara AJs BeTepUHAPHOI0 IPUMEHEHHS 110 MCTeYEeHHH CpoKa r'OJHOCTH;

T) YCIIOBHS XpaHEHHUT;

y) yka3aHuie Ha HEOOXOIUMOCTE XpaHeHHs JIEKapCTBEHHOIO Mpernapara
JUIS BETEPHHAPHOI'O IPUMEHEHHS B MecTaX, HeJOCTYITHEIX I JeTei;

¢) ykasaHue (pu HE0OXO0JUMOCTH) CIEIHATBHBIX Mep
MIPEeIOCTOPOKHOCTH npu YHHUYTOXESHUH HEHUCII0JIE30BAaHHOTO
JeKapCTBEHHOTO Ipenaparta Iy BeTepHHAPHOTO IPUMEHEHHU;

X) CPOKH BO3MOXHOTO MCIIONb30BAHHA IPOAYKIHH >KUBOTHOTO
IPOUCXOXKACHUS IOCJHE BBEACHHS >XMBOTHOMY JIEKapCTBEHHOIO IIpemnapara
IS BETEpUHAPHOT'O IIPUMEHEHS

1) YCIOBHSA OTIIYCKa;

9) HAUMEHOBaHUS ¥  aJpeca  IIPOM3BOJACTBEHHEIX  INLIOMIANOK
NPOU3BOJUTENS  JIEKAPCTBEHHOrO  IIpemapata A  BETEpHHApPHOTO
IIPUMEHEHHUS;

II) HAHMEHOBaHHE, anpec OpraHu3aIuy, YIOJTHOMOYEHHOH
IepiKkaTeleM WMJIH  BJAJENbLEM  PETHCTPAllHOHHOrO  YIOCTOBEPEHHS
JIeKapCTBEHHOr0 Tpemnapara s BeTepHHAPHOTO MPHUMEHEHUS Ha MPUHATHE
IIPETEeH3UH OT NOTpebuTEs.

2.B TexcTe MHCTPYKIMH  [JOIYCKaeTCs  COKpalleHHE  CIIOB
C IpeIBapHUTENbHBEIM yKa3zaHHEM, YTO JAajiee IO TEKCTy IIOHHMAeTcs IOoJ
COOTBETCTBYIOIIMM COKpAIlleHUeM CIIOB.

3.B TexkcTe MHCTPYKLUHH MOTYT HCIIOJB30BaThCA PHUCYHKH, CXEME,
MHKTOTPAMMBI, HUTIOCTpanud, Tabmuubl, TrpaduKd  pazbACHSIOMIEr0
XapakTepa.

4. He pmomyckaeTcs HCIOJNB30BaHHE CIIOB, HaOpaHHEIX 3arjaBHBIMH
O6yKBaMH, 3a HCKIIOYEeHHEM 3arojioBKa, C KOTOpPOro Ha4HHAeTCHd TEeKCT
uncTpykiuu: «MHCTPYKIUA IT0 BETEPUHAPHOMY ITPUMEHEHHIO
JJEKAPCTBEHHOI'O IIPEITAPATA», mocie KOTOpPOro NPHBOLUTCH
TOProBO€ HaWMEHOBAHHE JI€KaPCTBEHHOrO IIpenapaTa Ajsd BETEPHHAapHOIo
MIPUMEHEHHS HA PYCCKOM s3bIKe (@ Takke Ha aHITIMHCKOM M JaTHHCKOM
SI3BIKE, €CJIH MPUMEHHMO) B UMEHHUTEIBHOM ITaJIEXKE. '

5. TekcT HMHCTPYKIHH OOJDKEH OBITH HamedaTaH MPHQTOM Takoro
pasMepa, 4ToOBIl CTPOYHBI CHMBOJN HMMel He MeHee 1,4 MM B BEICOTY,
PacCTOSIHHE MEX/Y CTPOKaMH JOIDKHO OBITH He MeHee 3 MM.

6. NucTpykums pomkHa OBITE cornacoBaHa PenepanbHol Ciy)00#
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[0 BETePHHaPHOMY H (GHUTOCAHHTAPHOMY HaA30py IPH TOCyJapCTBEHHOH
pEeTHCTpallly JIEKapCTBEHHOIO IIpenapara AJis BETepUHAPHOTO MPUMEHEHHUS
WM TpH BHECEHHH H3MEHEHHWH B HOKYMEHTHl, COIepXallHecsi B
PErHCTPallMOHHOM JOCh€ HAa  3aperuCTPHPOBAHHBIR  JieKapCTBEHHBIN
IpernapaT i BeTepHHapHOrO IpHMEHeHHWs, TpeOyromux BEIAYH
HHCTpYKuuH. IIpy 3TOM B HMHCTPYKIHH HODKHEL OBITH yKa3aHbl HOMEP
PETHCTPallMOHHOTO  YAOCTOBEPEHHS JIEKAPCTBEHHOIO IIpemapara s
BETEPHUHAPHOTO NIPUMEHEHHS, a TAKKe AaTa roCyJapCTBEHHOM perucTpauuu
JIEKapCTBEHHOro Iperapara AJAs BEeTepHHApHOTO0 INPHMEHEHHs MWW JaTa
BHECEHHS HM3MEHEHUHM B MOKYMEHTEHI, COIEepXKalliecs B PEeTHCTPaliOHHOM
JOoCke Ha  3aperHCTPHpPOBAaHHBIA  JIeKapCTBEHHBIN  INpemapar  AJis
BETEPHHAPHOTO IPUMEHEHH, COOTBETCTBEHHO.




