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06 yreepxaenun TpeGoanui K HHCTPYKIHH 110 BETEPHHAPHOMY
IpHMEHEHHIO JIEKAPCTBEHHBIX HPeNapaToB

B memtx  pearwzaium  crathu 5 (DexmepanbHoro  3aKoHa
or 12 ampema 2010 r. Ne 61-®3 «O0 oOpalieHHN JTCKAPCTBEHHBIX CPEJICTBY»
(Cobpanue 3akoHomaTenbcTa Poccuiicko Denepalu, 2010, Ne 16, ct. 1815;
Ne 31, cr. 4161; Ne 42, ct. 5293; Ne 49, c1. 6409; 2011, No 50, c1. 7351; 2012,
Ne 26, ct. 3446; Ne 53, ct. 7587; 2013, Ne 27, cr. 3477; Ne 48, c1. 6165; 2014,

-

N 11, cr. 1098; Ne 43, ct. 5797; Ne 52, cr. 7540; 2015, Ne 10, cr. 1404; Ne 27,
or. 3951; Ne 29, cr. 4359, cr. 4367, cr. 4388; Ne 51, ct. 7245; 2016, Ne 1, cT. 9;
No 23. cr. 3287: No 27, c1. 4194, cr. 4238, cr. 4283) u B COOTBETICTBHH
¢ moamynkroym 5.2.25(103) nysxra 5 Tonoxenust 0 MUHACTEPCTBE CCIBCKOTO
xossiicrea  Poccuiickoit  (Mejgepauud, YTBEPXKICHHOTO  IIOCTAHOBICHHEM
[pasutensctra Poceuiickoit Oexepatuu ot 12 mrons 2008 1. No 450 (Cobpanse
3aKoHOaTeNbeTBa Poccuiickoit Memeparmu, 2008, Ne 25, cr. 2983:; Ne 32,
cr. 3791; Ne 42, c1. 4825; Ne 46, cr. 5337; 2009, Ne 1, cr. 150; Ne 3, ct. 378;
Ne 6, cr. 738; Ne 9, c1. 1119, cr. 1121; N 27, ¢ 3364: No 33, cr. 4088: 2010,
Ne 4. cr. 394: Ne 5, cr. 538; Ne 16, c1. 1917; Ne 23, ct. 2833; Ne 26, cr. 3350;



No 31, ct1. 4251, cr. 4262; Ne 32, ct. 4330; Ne 40, cr. 5068; 2011, Ne 6, cT. 888;

Ne.Z,.cr- 9837 Ne' 12, ¢r. 1652; No 14, cr. 1935; Ne 18, cr. 2649; Ne 22, ct1. 3179,
No 36, cr. 5154; 2012, Ne 28, cr. 3900; Ne 32, cr. 4561; Ne 37, ct. 5001; 2013,

Ne 10, cr. 1038: Ne 29, cr. 3969; Ne 33, cr. 4386; No 45, cr. 5822; 2014, Ne 4,
ctT. 382; Ne 10, cr. 1035; Ne 12, cr. 1297; Ne 28, ct. 4068; 2015, Ne 2, cT. 491;

No 11, cr. 1611; No 26, cr. 3900; Ne 35, cr. 4981; Ne 38, ct. 5297; Ne 47,
cT. 6603; 2016, Ne 2, ct. 325; Ne 28, ct. 4741; No 33, ct. 5188; Ne 35, c1. 5349;
No 47, ct. 6650; Ne 49, ¢t. 6909, ¢c1. 6910), 1 p 1 X a 3 BI B a 10:

. YTBepuuth TpuUIaracMbie Tpebopanus K HHCTPYKUHH
0 BETEPUHAPHOMY PUMEHEHUIO JIEKaPCTBEHHEIX TIPEIapaToB.

2. VYcragoBuTb, 4ro  TpcOoBaus, YTBEPKACHHbIE  HACTOSAIIHM
PUKA30M, IIPHMEHSIOTCS K HMHCTPYKUMAM 110 BETEPHHAPHOMY TIPUMEHCHHIO
JIEKApCTBEHHBIX [IPEHAPATOB, 3aABJEHMS O TOCYJapCTBEHHOW pPErucTpalidu
KOTOPLIX TIpencTaBicHrl B (DeiepalbHyro  Clyk0y 10  BeTepHHAPHOMY

1 GUTOCAHHTAPHOMY HAA30PY NOC/e BCTYTICHHS B CHITY HACTOSIIEI O IPHKA3A.

MunucTp A.H. Txaues



YTBEPX/IEHbBI
nprkazoM Muncensxoza Poccnn
ot 22 aprycta 2017 r. Ne 430

TPEBOBAHUS
K HHCTPYKUHH 10 BETEPHHAPHOMY NPHMEHEeHHUIO JeKapCTBEHHbIX
npenapaTos

. MuCcTpyK|sl 110 BETEPUHAPHOMY IPUMEHEHHIO JICKAPCTBEHHOTO
mpenaparta (Jamee — HHCTPYKIHSI) [JOJDKHA COAEPIKATh  ClledyIOLue
CBE/ICHUS:

a) HAMMEHOBAHHE JIEKapPCTBEHHOIO IIperapara Uil BeTepHHAPHOTO
OpUMEHCHUS (MEKIyHapo/IHOE HEeNaTeHTOBAHHOE, WIIH IPYIIIHPOBOYHOE,
MM XUMUYECKOe U TOPTOBOEC HAMMEHOBAHUS );

0) nexapcTBeHHas  Gopma  JIEKAPCTBEHHOI'O0  IIpemapara s
BETEPUHAPHOTO MPUMEHEHUS c yKa3zaHueM HaUMEHOBAHHI
d KOJHIECTBEHHOTO COCTaBa MEHCTBYIONMIMX BEIIECTB M KadeCTBEHHOTO
COCTaBa BCIIOMOIATEJIBHBIX BEIIECTB, BXOMSIIHMX B COCTAB JIEKAPCTBEHHOTO
mpenapara ;1 BeTepHHAPHOTO MPUMeHEeHHUS;

B) OITHCAHHE BHCUIHEIO BUJA JIEKAPCTBEHHOIO I[peraparda s
BETEPUHAPHOTO NPUMEHEHUS;

r) dhapmaxoTeparneBTHYeckas pyla JACKapCTBCHHOIO Ipernapara A
BETEPUHAPHOIO  NPUMEHEHHs  WIH  yKazaHHe  «TOMeoNaTHYeCKui
JICKAPCTBEHHBIN TIpernapatT A BeTepUHAPHOro IPUMEHEHUA»

n) bapMakoguHaMuKka W (apMakoKHHeTHKa (32 HCKIIOYeHHeM
(hapMakOKHHETHKH TOMCOTATHYECKHX JEeKapCTBEHHBIX I[IpernaparoB IyIs
BETEPUHAPHOTO NPUMEHEHHS W PACTHUTEIBHBIX JEKAapPCTBEHHEIX IPelapaToB
IUIsI BETCPHHAPHOTO TIPUMEHCHHS) FIIH ONHCAaHHWE HMMYHOOHOIOTHIECKHUX
CBOMCTB JIEKAPCTBEHHOT'0 TIperapaTa JJIsl BeTepUHAPHOI0 IPUMEHeHHUS;

€) MoKa3aHus JUISI TPUMEHEHUS;

K) TIPOTUBOTIOKA3AHUS (1S IIPUMEHEHHUS;

3) MEphI [IPETOCTOPOIKHOCTH IIPU IPUMEHEHHH;

M) yKazamde Ha  BO3MOJXHOCTL U OCODEHHOCTH  IPUMEHEHHUS
y OepeMEeHHbIX KHBOTHBIX, Y JKMBOTHBIX B [IEPUOJ JIAKTALMH, Y [IOTOMCTBA
KUBOTHBIX;

K) PeXKUM AO3UpOBaHUs, cnocod BBEHEHWS] ¥ TPUMCHECHUA, IIpH
HeOOXOMHMMOCTH  BpeMsl  I[IpHeMa  JIeKapCTIBEHHOTO  lpenapara  Juid
BETEPUHAPHOTO MPUMEHEHHS, IIPOJOIDKUTEIBHOCTE JTEYeHHUS;

1) BO3MOIKHbBIE [TOOOYHRIE JIEHCTBUS, HeKelaTelbHble peakluu NpH
OPUMCHEHHY JIEKAPCTBEHHOTO TIpenapara 1l BEeTePHHAPHOTr0 IPUMEHEHH,

M) CHMIITOMLI [EPEemO3UPOBKH, Mephl TI0 OKa3aHHIO HOMOINK TpHU
epeI03MPOBKE;

H) B3aUMOJ[EHCTBHE C APYTHMH JICKApPCTBEHHBIMHM IIpenapaTaM¥ I
BETEPHHAPHOTO MPUMEHEHHS U (HIIM) KOPMaMH;
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0) GOpMBI BBINYCKAa JIEKAapCTBEHHOI'O Iipenapara JJIsi BCTCPHHAPHOTO
NIPAMEHEHHS;

) ykazanue  (upr  HeoOXOAUMOCTH)  OCOOEHHOCTEH  JedcTBHA
JEKapCTBCHHOI'O lIperapara JiIsl BEeTePUHAPHOTO IPHUMEHEHUs IIPU [IEPBOM
TpreMe UIIH IPHU ero 0TMEHE;

p) omucanue (Ipd HEOBXOMMMOCTH) efcTBHi BETEPUHAPHOTO Bpaya
(BeTepHHAPHOTO (elb/epa), HHOTO CHeNHaTHCcTa B 00JIacTH BeTepHHAPHH,
BIaAeNbla JKHBOTHOIO IIPHU IIPOIYCKE NpHeMa OJHON WM HECKOJBKHX 103
JTEKApCTBEHHOrO 1Ipelapara JJ1s BeTepHHAPHOTO IpUMeHEHHST;

C) CPOK I'OJIHOCTH ¥ yKa3aHWe Ha 3alpeT MPUMeHeHHS JIeKapCTBEHHOTO
npernapara s BETepUHapHOT0 IPUMEHEHHS 110 HCTEHEHHUH CPOKA FOJHOCTH;

T) YCIOBUSI XpaHCHU,;

y) yKaszaHHe 11a HeoOX0[MMOCTE XPaHeHHUs] JIEKaPCTBEHHOTO Ipenapara
JUId BETEPUHAPHOTO ITPUMEHEHH B MECTaX, HeAOCTYIIHBIX [JId J[eTek;

¢) ykazaunue (mpu HEOOXOIUMOCTH) CTIeIHaTbHEBIX Mep
MPEIOCTOPOIKHOCTH 1IPH VHHYTOIKCHUH HEHUCIOJIB30BAHHOIO

JICGKapCTBEHHOTO Tpenapara s BETEPUHAPHOI0 IPUMEHEHIST,

X) CPOKH  BO3MOJKHOI'O  HCIIONB30BAHMA TPOAYKIHH KUBOTHOTO
TPOUCXOXKACHUS! 1I0CTHE BBEJECHHS JKMBOTHOMY JEKAPCTBEHHOTO Iperapara
JUISL BETEPUHAPHOTO IPUMEICHUS;

1) YCJOBHSA OTIIYCKA;

9) HAUMEHOBaHMs M ajpeca  HPOU3BOJACTBEHHBIX  ILIOIMIATO0K

IPOU3BOJIMTEIN  JIEKAPCTBEHHOrO  Tperapara sl BCTEPHHAPHOTO
[IpUMEHEHU;
1) HAUMEHOBAHNUE, ajgpec Oprauy3aum, YIOJIHOMOYEHHOH

aepiKarelieM WM BIJACHBIEM  PErucTpanmoHHOIO0  yAOCTOBEPCHHSI
JIEKapCTBEHHOr0 IIpenapara JJsl BeTePUHAPHOI0 INPUMEHESHUs Ha IIPUHSTHE
TIPETEH3HMH OT ITOTPedOUTENA.

2.B  Texcre  WHCTPYKIMH  JOIYCKaercst  COKpallleHHe  CIIOB
C IIpeIBAPUTEIbLHBIM YKa3aHWeM, 4TO Jallee II0 TeKCTy IIOHHMaercsl Mok
COOTBETCTBYIOIINM COKpaIl[eHHeM CIIOB.

3. B Texcte HMHCTPYKIHMH MOIYT HWCIIOIL30BaTLCS PHCYHKH, CXEMBI,
[IAKTOTPaMMbl,  MILIOCTpauuu, TaOauuel, rpa@UKd  pa3bACHAIOLIETO
xapakTepa.

4. He pomyckaeTcs HMCIOJNb30BAHNME CIOB, HaOpaHHbIX 3arjaBHBIMU
OyKBaMu, 3a MCKIIOYEHMEM 3arolloBKa, ¢ KOTOpPOL0 HAYWHAETCs TeKCT
pHcTpykipu: «MHCTPYKIIUA ITO BETEPUHAPHOMY TTPHMEHEHWIO
JEKAPCTBEHHOI'O [IPEITAPATA», 1ocie KOTOPOro IIPUBOJHTCS
TOProBO€ HAMMEHOBAHWE JICKapCTBEHHOI'O IIperapara Ui BEeTepUHApPHOIO
IpPUMEHEHHUSI Ha PYCCKOM sI3bIke (a TakKe Ha AHIIHMHACKOM W JaTHHCKOM
S3BIKE, ECITH MPUMEHUMO) B HMCHUTEIbHOM ITafeKe.

5. Texct wWHCTPYKIWH A0:DKeH OBITH HameyaTaH MWPHPTOM TaKoro
pasMepa, 4TOOBI CTPOUMLLIA CHUMBOI HMelI He MeHee 1,4 MM B BEICOTY,
PACCTOsIHIE MEXCy CTPOKAMH JOIDKHO OBITh HE MEHEEe 3 MM.

6. acTpyxuus JopkHa OBITH cornacosasHa MepepallbHON cinyxO0id



[0 BETEPUHAPHOMY M (UTOCAHUTAPHOMY HAA30PY IPH TOCYIApPCTBEHHOU

perucrpanyy JeKapCcTBEHHOro Ipernapara Julsd BeTepUHApPHOr0 HpUMEHEHHS
MU IIpM  BHECEHHHM W3MEHEHWHM B JOKYMEHTHI, COJEpXKalluecs B
PETUCTPAlMOHHOM  JOChE€ HA  3apPErUCTPUPOBAHHBIN  JIEKAPCTBEHHLIN
npenapar Aisd  BETEPUHAPHOIO  MPUMEHEHHS, TPeOYIIUX  BBIIAYH
HHCTpyKkIuu. llpr 3TOM B UHCTPYKUHH [JO/DKHBI OBITh YKa3aHbBI HOMEP
PEerucTPalUoOHHOro  YJOCTOBEpeHus JIEKAPCTBEHHOIO  mpenapara s
BETEPUHAPHOI'O IIPUMEHEHHs, a TaKXKe JaTa roCyIapCTBEHHOM perncrpanum
JAEKapCTBEHHOIO [penapara I BETePUHApPHOI0 MNpUMEHEHHs WU JlaTa
BHECEHHSA HM3MCHCHHUH B JOKYMCHTBI, COACPKALLMECA B PErMCTPAlMOHHOM
Joche  HA  3aperUCTPUPOBAHHLIN  IEKApCTBEHULIM  Ipemapar I
BETEPUHAPHOIO NPUMEHEHUs!, COOTBETCTBEHHO.





