NMOCTAHOBJIEHUE MUHUCTEPCTBA CEJIbCKOIO XO3AMCTBA
M NPOOOBOJILCTBUA PECIMYBJIUKU BEJIAPYCb
21 viroHsa 2007 r. N 44
Ob YTBEPXKOEHUU MHCTPYKLWU O NOPAOKE PETUCTPALIUUN
BETEPUHAPHbLIX MPEMNAPATOB B PECIYBJIKE BEJIAPYCb
(B pea. noctaHoBneHus MuHcenbxosnpoga ot 11.06.2009 N 37)

Ha ocHoBaHum ctatbmn 9 3akoHa Pecnybnvku benapyck ot 2 aekabpsa 1994 roga "O BeTepuHapHOM
aene" n BetepuHapHoro yctaBa Pecnybnukn benapycb, yTBepXAeHHOro nocrtaHoBneHnem KabuHeta
MuHucTtpoB Pecnybnukn Benapycb ot 30 aBrycta 1995 r. N 475 "O mepax no ganbHeunlemMy pasBuTuto
BETEPVHAPHOro Aera B pecnybnuke", B LEensx yCUIeHNss KOHTPOIA KayecTBa, anpobauun u npyuMeHeHuns
BETEpMHapHbIX npenapatoB B Pecnybnuke Bbenapycb MUWHUCTEPCTBO CENbCKOrO XO3ANCTBA U
npogoBonbcTBUs Pecnybnukn Benapycb NOCTAHOBJIAET:

1. YTBepauTb npunaraemyro VIHCTpyKUMIO O nopsgke permcrpauum BeTepUHapHbIX npenapaTtoB B
Pecnybnuke benapych.

2. BBecTtu obsi3aTenbHy0 perncTpauuio:

¢ 1 aHBaps 2008 r. Guonornyecknx BeTEpMHapPHbIX NpenapaToB AMsi HENPOAYKTUBHbBIX XXUBOTHbIX;

¢ 1 aHBapa 2009 r. dapmakornorm4yeckux BeTepuHapHbIX MNpenapaToB Afs HEenpOAYKTUBHbIX
XXUBOTHBIX.

3. [llpusHaTb yTpaTMBWIKUM CWUMy MocTaHoBneHMe MUuHUCTEpPCTBA CENbCKOr0 XO3§MCTBa MU
npogoBonbCcTBMA Pecnybnuku Benapycb ot 13 oktabpsa 2005 r. N 61 "O6 yrBepkaeHum MIHCTpyKumum o
nopsigke pervcTpauum BeTepuHapHbIX npenapaTtoB B Pecnybnuke Benapyck" (HauvoHanbHbI peectp
npaBoBbIx akToB Pecnybnuku benapyck, 2006 r., N 8, 8/13635).

4. HacTosee NocTaHOBMEHNE BCTYMaeT B CUMy CO AHSA ero oguumanbHoro onybnukoBaHus, 3a
ncknioveHmeM nognyHkra 9.9 nyHkra 9 MIHCTpyKumm o nopsigke peructpaumyM BeTepMHapHbIX NpenapaTos
B Pecnybnuke Benapycb, koTopbii BcTynaeT B cuny ¢ 1 suaps 2009 r.

Mununctp J1.B.PYCAK
YTBEPXIEHO
[locTaHOBJIEHUE
MMHMCTepCTBa CeJIBCKOTI'O
X039MCTBa U IIPOOOBOJIECTBUA
Pecnybnuku Bejapychb
21.06.2007 N 44
MHCTPYKLUUA
O NOPAOKE PETUCTPALUU BETEPUHAPHbBLIX MPEMNAPATOB
B PECNYBJIUKE BEJIAPYCb
(B pea. noctaHoBneHns MuHcenbxo3npoga ot 11.06.2009 N 37)
maBa 1
OBLUNE MOJIOXKEHNA

1. VIHCTpyKUMS O nopsigke peructpaumm BeTepuHapHbix npenapatoB B Pecnybnvke Benapycb
(manee - IHCcTpyKums) paspaboTaHa B cCOOTBETCTBUU ¢ 3akoHOM Pecnybnukn Benapyck ot 2 gekabps 1994
roga "O BeTepuHapHoM gene" (Begamacui BapxoyHara Caseta Pacny6niki Benapycb, 1995r., N 4, cT. 11),
BeTtepuHapHbiM yctaBoM Pecnybnukn Benapych, yTBepXaeHHbIM nocTaHoBneHeM KabrnHeta MnuHmcTpoB
Pecnybnuku Benapycbk ot 30 aBrycta 1995 r. N 475 "O mepax no AanbHenLWeMy pa3BUTHIO BETEPUHAPHOTO
aena B pecnybnuke" (CobpaHue yka3oB Npe3nageHTa n noctaHoBneHui KabvHeta MuHucTpoB Pecnybnuku
Benapycb, 1995 ., N 25, cT. 624).

2. Hactodwaa WHCTpykumMst onpefensier nopsgok peructpauuuM BeTepuHapHbIX MpenapaTtos,
npegHasHavYeHHbIX Ans NpMMeHeHns Ha TeppuTopumn Pecnybnukm benapyceb.

3. TpeboBaHus, W3MNOXEHHbIE B HacToAWen WIHCTpyKUuM, SBRAKOTCA o0b6s3aTenbHbIMU OIS
jopyamdecknx  niy  Bcex  POpM  COBCTBEHHOCTM M WMHAMBMAYamnbHbIX  MpeanpuHMMaTenen,
OCYLLECTBMSAOLWMX pa3paboTKy, MOCTAHOBKY Ha MPOM3BOACTBO, M3rOTOBIIEHME U BBO3 BETEPUHAPHbIX
npenapaTos.

4. B VIHCTPYKUUKN NPUMEHSIIOTCS CrieaytoLimne TepMrUHbI U UX onpeaeneHuns:

BeTepuHapHbIV Npenapar (fekapcTBEHHOE CPeACTBO BETEPUHAPHOIO Ha3HaYeHWs!) - BELLLECTBO UMK
COYETaHWE  HECKONbKMX  BELEeCTB  MPUPOAHOIO, CUMHTETMYECKOTO UM OMOTEXHOMOrMYEeCcKoro
npoucxoxaeHusi, obnagatowee cneumduyeckon apMakoriormyeckon akTMBHOCTbIO, NMPUMEHSIEMOE Ansi
NPodOUNaKkTUKA, ANAarHOCTUKN U NEYEHUS XKUBOTHbIX UMW A5 UBMEHEHUS COCTOSIHUSA U DYHKLUI OpraHn3ma,



a Takke UCMonb3yemMoe AN NPOM3BOACTBA APYrMX FOTOBbIX fEKapCTBEHHbIX hopM. K nekapCTBEHHbIM
cpencTBaM BETEPMHAPHOIO Ha3HayYeHusi OTHOCATCHA bapMakorormiyeckne n drvonornyeckre npenaparbl,
Oe3MHMLMPYIOLLME N aHTUCENTUYECKNE CPEACTBA U MPOAYKThHI AN KOPMITEHMS XKMBOTHbIX, MCMOMb3yeMble
B BETEpuUHapuu;

hapmakonornyeckue npenapatbl - MPOTUBOMUKPOOHbIE U MPOTMBOBMPYCHbIE Mpenaparhbl,
WMMYHOKOPPEKTOPbLI, MPOTUBOOMNYXOMEBbIE, MNPOTUBOMNAPA3UTapHble, (EPMEHTHbIE U TFOPMOHarbHbIE
npenapaTtbl, Npenapartbl, COAEpXalune BUTaMMUHbI, MaKpO- U MUKPOINEMEHTbI, MrasMo3aMeHsoLne
CcpeacTBa, CpeAcTBa AMs NapeHTeparnbHOro NUTaHus, penenneHTbl U aTTpakTaHThbl, AepaTu3alnoHHbIe
CpeacTBa, CpencTBa, MpUMMEHsieMble Mpy  TpaHcnnaHTauuM 3aMOpuoHOB, napadapmMaleBTunyeckas
NPOaYKLUUS, cogepkallias BELLeCTBa, MCNoNb3yeMble A5 NPOUNaKTUKN 1 TeHEHNS XKNBOTHBIX (fle4ebHble
LamnyHu, nevyebHo-NpocnnakTnyeckne oLenHUKA, OMpK1 1 gpyroe), n Apyrme cpencrtsa, AeNCTBYoLLMe
Ha pasnunyHble aHaTOMO-(U3NONOTMYECKME CUCTEMBI;

Buonornyeckme npenaparbl - CbIBOPOTKW, BakUMHbI, bakTepuodary, GuarHoCTUKYMbl 1 ansieprexs,
MUMEILLME KOHTAKT C OpPraHm3MOM >XMBOTHOMO, ramma-riobynuHbl, NPobuoTukM, NpebnoTukM n gpyrue
cpencTBa, Ucnorb3yemble AN ANarHOCTUKN 6one3Her, NPoUIaKTUKA U TEYEHNS] XKUBOTHBIX;

Oe3VHUUMPpYOLLME U aHTUCEeNTUYeCKMe CcpeactBa - BellecTBa WM CMeCU  BeLLeCTB,
NPUMEHSIIOLNECA AONA YHUUTOXEHUS OOne3HEeTBOPHbIX MMKPOOPraHM3MOB Ha MyTaX nepegayn ot
UCTOYHMKA MHAEKUUN K 300POBOMY OpPraHu3My vnv npeaynpexneHns nonagaHuss MUKPOOPraHnM3mMoB B
OpraHn3m >XUBOTHOTO;

NPOAYKTbl ANs KOPMSIEHUS XUBOTHbIX, UCMONb3yeMble B BETEPMHAPUKM, - BELLECTBO WU CMECK
BELLECTB, BBOAMMbIE B KOpMa M MPUMEHSAEMbIE C LeNblo NPoUNakTMku 3aboneBaHUM >KUBOTHbIX U
obragatowime agcopObUMOHHBIMK, 3aKBaALUMBAOLWMMK, (EPMEHTATUBHLIMU U CTAOMIM3NPYOLLUMK
cBovicTBamu (COpOEHTLI Y KOHCEPBAHTLI);

cblpbe - (hapMaueBTUYECKME CYOCTaHUWUW, NEKAapCTBEHHBIE PACTEHUSl, UX YacCTU WAM MPOLYKTHI
nepepaboTKW, BCMOMOraTesibHbIe BELLECTBA, MCMNOJb3yeMbIE B MPON3BOACTBE JIEKAPCTBEHHBLIX CPEACTB, 3a
NCKIMOYEHMEM YNAKOBOYHbLIX MaTepUaros;

hapmavueBTMyeckad cybcTaHuusa  (flekapCTBEHHOE BELEeCTBO) - BELEeCTBO  MPUPOAHOrO,
CYHTETUYECKOro UM BMOTEXHONOrMYECKOro NPOUCXOXAEHUS, obrnagatoLee 6GMoONOrMYecKon akTUBHOCTBIO
N M3MEHSILWEEe COCToAHME U  (PYHKLMM oOpraHu3Ma, Wucnorb3yemoe nAns MNpou3BOACTBA FOTOBbIX
NEKapCTBEHHbIX CPEACTB;

BCMoOMoratesfibHoe BeLLeCTBO - (bapMakonorMiyeckM HeakTUBHOE BELLECTBO, KOTOPOe BMECTE C
NeKapCTBEHHbIM  BELLECTBOM (hapMaLeBTUYECKON CcybCTaHUMen) MOXET MCMonb3oBaTbCa  Anis
NMpPOu3BOACTBA FOTOBOIO FIEKAPCTBEHHOIO CPeACTBa B KAYECTBE KOHCEPBAHTA, cTabunuaartopa, KpacuTens,
apomarm3artopa WUy HanofTHUTENS NeKapCTBEHHOM hOpMbl U Ap.;

nekapcTtBeHHoe cpeacTBo "in bulk” - ntoboe nekapcTBEHHOE CPEACTBO, KOTOPOE MPOLLIIO BCE CTaaum
NPOU3BOACTBA, 3a UCKIMYEHNEM OKOHYATENBbHOM pacacoBKM U YNAKOBKW ANsi PO3HUYHOW peanu3auuu;

nekapcTBeHHas chopma - BuA, NpuOaBaembli NEKAPCTBEHHOMY CPEACTBY, OMPEenensolniA ero
COCTOSIHME, 03MPOBKY U CNOCOO NPYMEHEHNS;

npenapaTbl-aHanory - npenapartbl, cogepXallne O4HU U Te Xe OENCTBYOLLME BELLECTBa, MMEKoLLne
OAMHAKOBYIO NEKAPCTBEHHYHO hOPMY U HA3HAYEHUE;

3a8BUTENb - OPUAMYECKOE UNN (hU3MYECKOE NULIO, MOAAaBLUEE 3asIBNIEHWE HA PErncTpauuio unm
nepeperncTpaumio BETEPUHAPHbIX NMpenapaToB 1 ABNSAOLLEECS YNOTHOMOYEHHbIM NINLOM NMPOM3BOAUTENS,
U NPOU3BOOUTENb;

CTaHOapTHbI obpasel [OeWCTBYIOLLEro BeLLeCcTBa - OMpederieHHOe KOMMYECTBO BELLECTBA,
NCMONb3yeEMOro B Ka4eCcTBe AENCTBYHOLLENO BELLECTBA BETEPMHAPHOIO hapMaKkonormyeckoro npenapara,
a Takke MEeXOYHapOAHbI WM HauMoOHanbHbLIA CcTaHZapT Ouomornmyeckoro npenapaTa, CoOCTas,
KOHLEHTpaLWsi 1 aKTUBHOCTb KOTOPOro NOATBEPXXAEHbLI NACMOPTOM UM APYrMM OOKYMEHTOM O Ka4ecTBe,
1 NpegHasHa4YeHHOro A5 BOCNpou3BeaeHNst METOAMK KOHTPONS;

perucTpaumsi - cUCTeEMa y4vyeTa W OLIEHKM LIenecoobpasHOCTU WCMONb30BaHMSA BeTepUHapHbIX
npenapatoB B Pecnybnuke benapyce;

BPEMEHHAas perncTpauus - permctpaumnsa BeTepMHapHbIX NPenapaToB Ha OrpaHNYEHHbIA CPOK;

nepeperucTpayms - NOBTOPHAas PErMcTpaLmsi Nocrne OKOHYaHUS CpoKa AENCTBUS PErMCTpaLnK;

pPEerncTpaumMoHHbIE UCMbITaHUS - MPOBEpKa KadecTBa M BOCMPOM3BEAEHME METOLOB KOHTPOIS
(nabopaTtopHble UCMbITaHUA) U 3asiBIIEHHON 3hPEKTUBHOCTY (MPOU3BOACTBEHHBLIE UCTbITAHUSA);

nabopaTopHble WCMbITAHUA - MNPOBEpKa KadyecTBa M BOCMPOM3BEOEHUE METOAOB KOHTPOMS
PErMcTpMpyeMoro BETEpPMHAPHOro Npenapara;



NPON3BOACTBEHHbIE WCMbITAHUA - MpoBepka 6e3onacHoCTM M 3hPEKTUBHOCTU PETNCTPUPYEMOTO
BETEPVHAPHOIOo NpenapaTta B YCNOBUSX NPOV3BOACTBA;

roCygapCTBEHHbI  peecTp - oduuManbHbIl  OOKYMEHT, cogepXawuh  cBedeHus O
3aperncTpupoBaHHbix B Pecnybnuke bernapycb u paspelleHHbIX K MPOM3BOACTBY WU MPUMEHEHUI0
BETEPUHAPHbIX Npenapatax u nx Npou3BOAUTENSX;

perncTpaumoHHOe CBUOETENbCTBO - OOKYMEHT, MOATBEPXKAAKLINA PErncTpaumio BeTEPUHAPHbIX
npenapaToB 1 ux nponssoautenen B Pecnybnvke benapycs;

KOMUCCUS MO BETEPUHAPHbIM NpenapaTtaM - KonnerManbHbI OpraH, MepcoHarnbHbIA COCTaB YreHOB
KOTOPOro yTBepxaaeTcs npukazoM MunHMCTepCTBa CENbCKOro X03sMCcTBa U NPOAOBONLCTBUSA Pecnybnuku
Benapyck (ganee - MnHcenbxo3npog);

BetbnodapmcoBeT - KOMMEKTUBHBIA KOHCYNbTATUBHbIA OpraH npu [NaBHOM ynpaBneHuu
BeTepuHapun ¢ 'ocygapCTBEHHOW BETEPUHAPHOW MHCNEKumen MUHUCTEPCTBA CESbCKOro XO3AMCTBa U
npogoBonbCcTBMSA Pecnybnvkn Benapych (ganee - [maBHoe ynpaBfieHe BETEPMHAPUK), COCTaB YNEHOB U
9KCMEepPTOB KOTOPOrO yTBepXAaeTcsa npukasdom MuHcenbxosnpoga.

5. Peructpaumn nognexat Guonorumdeckue m gapmMakonormiyeckne npenapartbl, B ToM yucrie "in
bulk", pesuHduuMpyOLLMEe W aHTUCENTUYECKMe CpeacTBa, MPOAYKTbl AN KOPMIIEHUSA >XMBOTHbIX,
nucnonb3yemble B BETEpPMHApUW, 3a WCKMYEHWEM MNpeAHas3HaYeHHbIX TOMbKO AN NOBbILIEHUS
NPOAYKTUBHOCTU XUBOTHbIX.

6. K npumeHeHunio B Pecnybnuke bBenapycb [donyckatoTCsi JflekapCTBEHHble CpeacTsa,
3aperncTpupoBaHHble MaBHbIM ynNpaBreHeM BETEPUHAPUN.

7. Bbes peructpaumm gonyckaeTcs UCNOSNb30BaHNE:

NeKapCTBEHHbIX CPeacTB, MPUIOTOBIMEHHBIX BETEPMHAPHLIMU BpadYaMyM WM MO  pelentam
BETEPVHAPHbLIX Bpader pAns MpUMEHEHMS B OOCHy>XMBaeMblX WMW XO3ANCTBaX, BETEPUHAPHbIX
YYPEXOEHUSAX;

NeKkapCTBEHHbIX CPEACTB, UCTMOSb3YEMbIX ANsl HayYHbIX UCCIEe0BaHNN;

neKkapCTBEHHbIX CPEACTB, NpeaHas3Ha4YeHHbIX 411 NPOM3BOACTBEHHbIX UCMbITAHUIN B COOTBETCTBUN C
NpPOrpaMmoni NPOV3BOACTBEHHbIX UCMbITAHUIN U BPEMEHHOW UHCTPYKLUMEN NO NPUMEHEHNIO, YTBEPXKAEHHON
[MaBHbIM yrnipaBneHnem BeETEPUHaPUN, U NO PELLEHMIO KOMUCCUM MO BETEPMHAPHBIM NpenapaTam;

OTEYECTBEHHbIX NEKAPCTBEHHbLIX CPEACTB MPU HanMMumm BPEMEHHOW MHCTPYKLNU NO MPUMEHEHMIO,
YTBEPXXAEHHON [MNaBHbIM ynpaBneHWeM BeTepuHapuUu, TEXHUYECKMX YCIOBUW Ha OMbITHYO MapTuto,
YTBEPXOEHHbIX  pyKOBOAMTENEM  MNpeanpuaTusl,  pekoMeHOoBaHHbIX  BetbuodhapmcoBetom m
COrnacoBaHHbIX [NMaBHbIM yNpaBneHNeM BETEPUHAPUN.

(ab3au nckntoveH. - MoctaHoBneHne MuHcenbxo3npoga ot 11.06.2009 N 37)
(cMm. TekcT B npeplayLlen pegakLumm)
[maBa 2
KINMACCUNPUKALMNA PAPMAKOJIOTMYECKNX MPEMAPATOB

8. B 3aBucumMocTM OT oObObema HeOOXOAUMbIX Hay4YHbIX WCCNenoBaHUA BeTepuHapHble
dhapmakornormyeckue npenapatbl 4eNAT Ha 8 rpynm:

8.1. BnepBble pa3paboTaHHble opurMHanbHble npenapaTtbl. ViccnegoBaHusa OaHHbIX MpenapaTtoB
NnpoBOOATCA B 00beme, BKOYAKLEM U3yYEeHUEe TOKCUYHOCTM (OCTPON, MOLOCTPON M XPOHUYECKOW) B
onbiTax Ha 2 BMAaax NnabopaTopHbIX U CENbCKOXO3ANCTBEHHBIX XMBOTHbIX, CNELN(UYECKON TOKCUYHOCTHU
(3MBPMOTOKCUYECKOTO N TEPATOreHHOro AEUCTBUS, annepreHHOCTU U MUMMYHOTOKCUYHOCTU, MyTareHHOCTH
N KaHLEePOreHHOCTH), (bapMakoKMHETUKN U chapMaKkoAMHaMUKK B ONbITax in Vvitro v in vivo, cneuunduyeckom
aKTMBHOCTM, CPOKOB NpeayboHON BbIAEPXKKN XKMBOTHBIX MOCHE NPMMEHEHUS Npenapara, CTabunbHOCTY;

8.2. npenaparTbl, UCNonb3yemMble B MEOULUHE Y PEKOMEHOYEMbIE ANSl NPUMEHEHUS B BETEPUHAPUN.
ViccnepoBaHusa NpoBoasiTca B 06beMe, Kak Ansi NEPBOW rpynmbl, 3a UCKITOYEHNEM N3YHEHNS TOKCUYHOCTU
Ha NabopaTopPHbLIX KUBOTHbLIX U CNELMEUYECKOA TOKCUYHOCTY;

8.3. HOBble IEeKapCTBEHHbIE Mpenapatbl, COCTOSLME W3 paspeLleHHbIX K MPUMEHEHMIO B
BETEPVHApPUM OEWCTBYIOLLMX M BCMOMOratenbHbIX BellecTB. [Mpu vccnegoBaHMM Takvx mnpenapaToB B
onbiTax Ha JlabopaTopHbIX XXMBOTHBIX M3Yy4alT OCTPYHD W MOLOCTPYH TOKCMYHOCTb. B ombiTax Ha
CEINbCKOXO3ANCTBEHHbIX XXUBOTHBIX ONPEeaenisaioT MakCMarnbHO NEPEHOCMMYI0 403y, CPOKM BO3MOXHOMO
NCNONb30BaHUSA MPOAYKTOB XMBOTHOBOACTBA MOCME MNPUMEHEHMS Mpenapata M ero cneunduyeckyro
(neyebHo-TepaneBTMYECKYH0) 3hPEKTUBHOCTD;

8.4. n3BecTHble Npenaparbl (eKapCTBEHHbIE hOPMbI), PEKOMEHAYEMbIE K MPUMEHEHUIO MO HOBOMY
nyTn BBEOEHUS:



npenapaTbl, PeKoMeHOyeMble Ans NapeHTepanbHOro W OoparbHOro BBEAEHWS, M3yyaroT, Kak
npenapaTtbl TpeTbewn rpynnbl;

npenapaTbl, pPeKoOMeHAyeMmble [And WHTPauMCTEPHANbHOro BBEAEHWS, U3y4alT: MeCTHOoe
pasgpaxarolee OeNCTBME, CPOKU BbIBEAEHUS OCTATOYHbIX KOMMYECTB MpenapaTta C MOJIOKOM, CPOKM
npeaybonHOM BbIOEPXKKN XUBOTHBIX U TEpaneBTUYECKYH 3(EKTUBHOCT;

npenapatbl, pPekoMeHOyemble [Afs BHYTPUMATOYHOrO BBEAEHWUS, W3y4aloT: pasgpaxarollee
OencTBve B oOmnbiTax Ha NnabopaToOpHbIX XMBOTHbLIX, TepaneBTUYECKYD 3(AEKTUBHOCTb, BMUSHUE Ha
BOCNpOM3BOAsLIME  (DYHKUMM  OpraHvM3Ma  >KMBOTHOTO, MOPSAOK  UCMOSMb30BaHWS  NPOAYKLMM
XVBOTHOBOACTBA;

8.5. n3BecTHble nNpenapaThbl (NIekapCTBEHHbIE DOPMbI), PEKOMEHAYEMbIE APYrOMY BUAY >KUBOTHBIX,
M3y4aloT, KaK npenapatbl TpeTben rpynmbl, 3a UCKNIOYEHMEM UCCMeAOoBaHUA TOKCUYHOCTM B OMblTax Ha
nabopaTopHbIX XXMBOTHBIX;

8.6. n3BecTHble npenaparbl (fleKapCTBEHHbIE (DOPMbI), PEKOMEHOYEMbBIE K MPUMEHEHMIO B HOBbIX
[03ax Unm ¢ HoBbIMY MHTepBanamu. [pu nccrnefoBaHUy TakMx NpenapaToB OnpeaenstoT cneunguyeckyro
aKTMBHOCTb Y MNOPSO0K UCMOMb30BaHWSA NPOAYKLNN XXMBOTHOBOACTBA;

8.7. n3BecTHble npenaparthbl (NeKapCTBEHHbIE (POPMbI), pPEKOMEHAYEMbIE MO HOBbIM NokasaHusaM. [Npu
nccrnegoBaHUM TakvMx NpenapaToB U3yyaroT cneunduyeckyto akTMBHOCTb;

8.8. m3BecTHble MpenapaTbl, y KOTOPbIX 3aMeHeHbl BCrOMOraTerbHble BeLlecTBa Ha HOBblE,
paspeLleHHbIE K UCMOMb30BaHWI0 B BETEPUHAPUK, UMW NpenapaTthbl, aHanormyHble 3aperMcTpupoBaHHbIM B
Pecnybnvke Benapycb (BocnpounsBedeHHble). [Mpu nccnegoBaHMm Takvx npenapaToB M3yYatoT: OCTPYHO
TOKCUYHOCTb Ha NTabopaTopHbIX XXUBOTHBIX, CNELMMUYECKYI0 aKTMBHOCTb B CPaBHEHUM C aHANoroM Ha Tex
B/AAX XUBOTHbIX, OMS JNIEYEHUS KOTOPbIX OHW MNpedHasHayeHbl, NOPSAOK MCMOMb30BaHUA MPOAYKUUU
XXMBOTHOBOZACTBA.

[maBa 3
OOKYMEHTbI, MPEACTABINAEMbBIE OJ1A PEFTUCTPALMA

9. ina perncrpauumn hapMakorormyeckoro 1 bronornyeckoro npenapaTta 3asBUTENb NPeACTaBMSET:

9.1. 3agBneHne 0 perncTpauum npenapara no oopme CornacHo NpuUnoxexHuto 1;

9.2. HdhopmaLmio 0 npenapartax-aHanorax;

9.3. oT4eT 06 3KCMEPUMEHTANIbHOM U3Y4YEeHUN BETEPUHAPHOrO Npenapara.

B ort4yete 006 oKkcnepyMeHTanbHOM WK3y4eHuM apMaKkororMyeckoro npenapara  LOJKHbI
copepXatbCd CBedeHUs O TOKCMYHOCTM (OCTPOW, MOOOCTPOM WM XPOHUYECKOW, cheundguryeckon),
dapMakokMHeTMKE U  (papmakoguMHaMuke, cneunduUyeckon axkTUBHOCTW, OMNpederieHMn  CpPOKOB
MCNONb30BaHUSA NPOAYKL MM XXMBOTHOBOACTBA MOCME ero NpMMeHeHUs.

B otyeTe 06 aKCNepUMEHTaNbHOM M3Y4YEHUN AE3UHMULMPYIOLLMX U aHTUCENTUYECKMX cpeacTs (ans
BrepBble pa3paboTaHHbIX Ae3NHPULMPYOLWNX CPEACTB) LOIPKHO COAepXaTbCA MogpoOHoe onucaHve
METOLOB MCCNeaoBaHUM C yKasdaHWeM WCMbITaHHbIX pa3BedeHun u apdekTnBHoCcTU. B oT4eTe OOMmKHbI
ObITb NpPYBEAEHbI AAaHHBIE O CPOKax MCMOJSIb30BaHUS NMPOAYKLUN )XMBOTHOBOACTBA UMW AaHHbIE O CPOKax
NCNONb30BaHUSA XUBOTHOBOAYECKUX NOMELLEHWI NOCHe NPpUMEHEeHUs Ae3nHuLMpyoLero cpeacraa.

B otyeTe 06 akcnepuMmMeHTanbHOM M3ydYeHun BMonornyeckoro npenapara, npegHasHa4YeHHoro Ans
NPOUNaKkTUKN 1 fedyeHns OBonesHem >KMBOTHbIX, AOMKHbI COAEpXaTbCA CBEAEHUs O CBOWCTBax
NCMOMb30BaHHbIX LITAMMOB MUKPOOPraHM3MOB (BMPYCOB, HakTepui, MUKONNasm, Xxnammani, pUKKeTCUn,
rpMboB u Ap.), MeTodax WX KynbTMBMPOBaHMSA, 6e3BpedHOCTM, MMMYHOreHHOCTUW, CpOKax M crocobax
npuMeHeHusl, nedyebHon (mpodpmnakTuyeckon) addeKkTMBHOCTM, NOBOYHbIX dddpekTax, onpegeneHumn
CPOKOB MCMOMb30BaHMS NPOAYKLMN XNMBOTHOBOACTBA MOCHE €ro NpUMeHeHUs;

9.4. OTYET MO M3YHEHUIO CTAOMITLHOCTU BETEPMHAPHOIO Npenapara;

9.5. Hay4Hble OTYETbI, CTaTbW, OTHETLI O MPUMEHEHWM, OT3bIBbI CMELMANNCTOB U ApYroe MoryT ObiTb
npeacTaBneHbl B KayectBe MHoOpMaLmMu1, ykasaHHoOW B nognyHkrax 9.3, 9.4 nyHkta 9 npu peructpauumm
3apybexHbIX BETEPUHAPHLIX NPenapaToB, 3aperMcTPUPOBaHHbIX B CTPAHE NMPOUCXOXAEHUS;

9.6. onncaHne BeTepPMHAPHOro NpenapaTa C ykadaHMeM UCMOMNb3yeMOoro npu Nnpovu3BoACTBE Chipbs -
OEVCTBYIOLLMX M BCMOMOraTenbHbIX BELLECTB, BXOASLLMNX B €70 COCTaB;

9.7. WHCTPYKUMIO MO MPUMEHEHMIO, OMOPMIIEHHYI0 B COOTBETCTBMM C TpeboBaHusMM,
YyCTaHOBMEHHbIMM B rnaBe 5;

9.8. TexHMYeckun HOPMaTUBHbIA NPaBoBOM akT (ganee - THITA), B KOTOpPOM [JOMMKHbI ObITb
YyCTaHOBMEHbI MoKasaTenu KayecTBa BETEPUHapPHbIX MpenapaToB COrMacHO NPUMOXeHUsaM 2, 3 1 MeToapl
NX KOHTPOMS; MpU peructpaumm 3apybexHbiX - JOKYMEHT, yCTaHaBnvBawowWmi TpeboBaHMsA K KayecTBy
perncTpupyemoro npenapata U MeTofbl KOHTPOrS;



MoanyHkT 9.9 BcTynun B cuny ¢ 1 aHBaps 2009 roga (MyHKT 4 NOCTaHOBIEHMS).

9.9. MeTOANKN obHapyxeHus OCTaTOYHbIX  KONWYECTB  OENCTBYHOLLEro BellecTBa
hapmakonornyeckoro npenapara Ans NpoAYyKTUBHbBIX XXUBOTHbIX B OMONOrMYecknx TKaHAx (KpoBb, Mo4a) U
NPOAYKLUMN, NOSTy4YaeMON OT >KUBOTHbIX (MOJIOKO, MSICO, AWlla MU Ap.), KOTOPbIM COrMTAaCHO HaCTaBMEHUIO
paspeLleHo NpMMeHeHMe npenapara;

9.10. o6pasLibl BETEPMHAPHOrO Npenapara O4HON Cepun B TOBApHOM yNakoBKe B HEOOX0AMMOM Aris
UCNbITaHUI KONN4YecTBe, 0popMIEHHbIE akTOM 0TOOpa UM akTom nprvema-nepenadvn obpasLos;

9.11. DOKYMEHT U3roToBUTENS, MOATBEPXKOAIOLLNIA KaYECTBO BETEPUHAPHOro npenapara;

9.12. ctaHgapTHble 06pasLbl AENCTBYOLLMX BELLECTB (MPY MPMMEHEHMN B METOA4AX KOHTPOMS);

9.13. JOKYMEHT, NOATBEPXAALUN pErMcTpaumio B CTpaHe Npov3BOACTBa;

9.14. cepTudmkaT, yooCTOBEPSOLLMIA NPON3BOACTBO B ycroBuax GMP (Npu Hanuuun);

9.15. cBMOETENbCTBO O perucTpauun npeanpuaTus-npon3BoaUTENsa U NULEH3US Ha NPOU3BOACTBO
UnNu gpyrve OKYMEHTbI, MOATBepXAaloLmne npaBo Ha NPoOU3BOACTBO 3asBNIEHHOW NPOaYKLUK;

9.16. obpaseL, ITUKETKM Ha PYyCCKOM SA3bIKe.

10. [Anga perncTpaumn Ae3vHMPULMPYIOLWLMX U aHTUCENTUYECKMX CPEACTB 3asBUTENb NPeACcTaBnseT:

10.1. 3agBneHne o perncTpauum Se3vHULMPYIOLLEro Un aHTUCENTUYECKOro cpeacTea no oopme
COrnacHoO NMpUIIOXeHuo 1;

10.2. oT4yeT 06 3KCMEPUMMEHTANbHOM W3YyYeHUM AEe3MHMULMUPYIOLLErO WMAW aHTUCEMNTUYECKOro
cpeacTBa (ansa BnepBble pa3paboTaHHbIX), cogepXallmi nogpobHoe onucaHme MeTooB UCCreAoBaHUN C
yKa3aHMEeM WCMbITaHHbIX pas3BedeHnn 1 apPeKTMBHOCTU. B oTyeTe AomKHbI ObITb NPUBEAEHBI AaHHbIE O
CpoKax WMCMonb30BaHWS NPOAYKLUUN XMBOTHOBOACTBA WUIIM CPOKax WCMOMb30BaHUS XUBOTHOBOOYECKMX
NMOMELLIEHNI;

10.3. ot4eT 06 N3y4eHur cTabunbHOCTM B MPOLLECCE XPAHEHUS;

10.4. Hay4HbIE OTYETLI, CTaTbW, OTHYETHI O MPUMEHEHNM, OT3bIBbI CNIELIMANUCTOB 1 OPYroe MOTyT ObITb
npencTaBrneHbl B Ka4yecTBe nHdopMaumnn, ykazaHHow B nognyHktax 10.1, 10.2 nyHkra 10 npu permctpaumm
3apybexHOro Ae3vHUUUPYIOLLEro UM aHTUCENTUYECKOro CpeacTBa, 3aperMcTpMpoBaHHOMO B CTpaHe
NPOVICXOXAEHWS;

10.5. onncaHune Ae3nHMULMPYIOLLIEro NN aHTUCENTMYECKOro CPeACTBa C yka3aHMeM UCNONb3yeMOro
npv NPOU3BOACTBE Chipbsl - 4ENCTBYIOLLNX U BCTIOMOraTenbHbIX BELLECTB, BXOAALLMX B €ro COCTaB;

10.6. VHCTPYKUMIO MO MNPUMEHEHUIO, OGQOPMIIEHHYD B COOTBETCTBMM C TpeboBaHUSMU,
YCTaHOBMEHHbLIMU B rMNaBse 5;

10.7. [OOKYMEHT MW3roTOBUTENS, MOATBEPXOAMOWMNA Ka4yeCTBO  Ae3VHMULMPYIOLLEro  Unu
aHTUCENTUYECKOro CPeacTBa;

10.8. ceptudukat, yaooCTOBEPSAOLLMIA NPOM3BOACTBO OE3UHMULIMPYIOLLErO NN aHTUCENTUYECKOrO
cpeactBa B ycrnosusax GMP (npu Hanuyun);

10.9. [OOKyMeHTbl, YycCTaHaBnuBawlme TpeboBaHMA K KayecTBy M MeTodaM MCMbITaHWui
OEe3NHPULMPYOLLEro UNn aHTUCENTUYECKOro CpeacTBa (A9 oTeYecTBEHHbIX npousBoauTenen - THIA),
obsi3aTenbHble NoKasaTeny KavyecTBa, KOHTPONMpyeMble NMPU PErMCTPALMOHHBLIX UCMbITAHUSAX, COrTacHO
MPUIOXEHWUIO 3;

10.10. o6pasubl Oe3VMHMUUMPYIOLEro WM aHTUCENTMYECKOrO CpeacTtBa OOHOW cepun B
Heo6XooMMOM ANt UCTbITAHUIM KONMYecTBe, 0POPMIIEHHbIE aKTOM OTOOpa UM akToM npuema-nepeaayu
00pasuoB.;

10.11. ctaHgapTHble 06pasLbl AEACTBYOLLMX BELLECTB (MPU MPUMEHEHMN B METOAAX KOHTPONS);

10.12. cBUOETENBLCTBO O perucTpauun NnpeanpusaTUa-npou3BOAUTENS U NULIEH3US HA NPOM3BOACTBO
Unu gpyrve OKYMEHTbI, MOATBepXKAaloLLne NpaBo Ha NPOU3BOACTBO 3asBNIEHHOW NPOaYKUNK;

10.13. obpaseL, ITUKETKN HA PYCCKOM SA3bIKE.

11. B cny4ae otcytctBua THIA, 3apernctpupoBaHHOro B YCTaHOBIIEHHOM NopsAKe, HO NPy Hanu4um
ero npoekTa 1 JOKYMEHTOB, YKa3aHHbIX B MyHkTax 9, 10, komuccunen no BeTepMHapHbIM NpenapaTtamM MoxeT
ObITb MPUHATO PELLEHNE O BPEMEHHOWN perncTpaumnm apmMakonormieckmx n 61Monormiecknx npenapaTos,
OE3NHPULMPYHOLNX N aHTUCENTUYECKUX CPEACTB, NPOAYKTOB AN KOPMITEHUS XXMBOTHbIX, UCMOJb3YEMbIX
B BETEPUHAPUM OTEYECTBEHHOIO MPON3BOACTBA.

12. Ona nepepervctpaunm apmMakonormyeckmx, Gnonormvyecknx BETEPUMHapHbIX MpenapaTos,
OE3NHPULMPYHOLMX U aHTUCENTUYECKUX CPEACTB, MpMMeHsBLUMXCA B Pecnybnuke benapych, 3asButenb
npeacTaBnserT:



12.1. BOKyMEeHThbI, yka3aHHble B nognyHkTax 9.1, 9.7 - 9.16 nyHkta 9 n nognyHkrax 10.1, 10.6 - 10.13
nyHkTa 10 HacToswen NHCTpyKUmK;

12.2. [OKYMEHT, MOATBEPXKOAIOLIMIA perncTpaumnio apMakoriormieckoro unu Oronornyeckoro
BETEPUHAPHOro npenapara, Oe3UHMUUMPYIOLLEro WnM aHTUCENTUYEecKoro cpeactea B Pecnybnuke
Benapycs;

12.3. [OKYMEHTbI, XapakTepusyoLlume CBOUCTBA, 3PMEKTMBHOCTL U 6GE3BPEAHOCTb BETEPUHAPHOMO
npenapata, Ae3VHMUUUPYIOLWEro WM aHTMCENTUMYECKOro CcpeactBa (HaydHble OTYeTbl, CTaTbMy,
MHpopMaLnsi 0 cTabunbHOCTU B MPOLECCe XpPaHEHUs, OTYETbl O MPUMEHEHUWN, OT3bIBbI CNELNAn1CcToB 1
Ap.);

12.4. THIA, 3apernctpMpoBaHHbIN B YCTAHOBIEHHOM MOPSAKE, PErMCTPaLMOHHOE CBUAETENBCTBO U
WHCTPYKUMIO MO MPUMEHEHUO  MpU rnepepermctpaumm  BPEMEHHO  3apErMcTpMpOBaHHbIX
cbapmakonormyeckux 1M OGMoOMOrMYecknx  BeTEPUHapPHbIX  MpenapaToB, Ae3VHOUUUPYOLWUX U
AHTUCENTUYECKMX CPEACTB OTEHYECTBEHHOIO NPOM3BOACTBA.

13. Mpwn peructpaumm (Nepepervctpaumm) NPOAYKTOB AN KOPMIAEHUS XUBOTHBIX, MCMOMb3YEMbIX B
BETEpPVHapWK, 3asiBUTENb NpeaCcTaBnseT:

13.1. 3agBneHue o perncTpauum no hopme CornacHo NPUNoXeHuto 1;

13.2. OOKyMEHTbI, XapakTepusylolne HasHavyeHue, CBOWCTBA, 3PPEKTUBHOCTb U Ge3BpeaHOCTb
(Hay4Hble oTyeTbl, CTaTby, MHPOPMaLMS O CTAabUNBHOCTY B MPOLIECCE XPaHEHUS, OTYETbI O NMPUMEHEHUN,
OT3bIBbl CNELNAnnCToB 1 ap.);

13.3. pekoMeHAauun no NPUMEHEHMUIO;

13.4. LOKYMEHT U3roTOBUTENS, MOATBEPXKAAOLLNN KaYeCTBO;

13.5. ceptudmkaTt, yOOCTOBEPSIOWNIA NPOU3BOACTBO MPOAYKTOB ANS KOPMIEHUS >KUBOTHBIX,
NCronb3yemMbix B BETEpMHapum B ycroBusax GMP (npu Hanu4uun);

13.6. BOKYMEHThI, yCTaHaBnuBatoLLe TpeboBaHUs K Ka4eCTBY U METOAAM UCTbITaHNI;

13.7. o6pasupbl 04HOM cepun B HEOOXOAMMOM Afsl UCMbITAHUA KONMYECTBE, 0DOPMIIEHHbIE aKTOM
oTbopa unu akTom npuema-nepegadv o6pasLoB;

13.8. cTaHgapTHbIe 06pasLbl 4ENCTBYIOLLMX BELLECTB, HeobxoanMble AN KOHTPONA KavyecTBa;

13.9. cBMAETENbCTBO O perucTpauun npeanpusTUa-npoM3BOaUTENS U NULEH3UA unu apyrue
OOKYMEHTbI, NOATBEPXAAtOLLME NPAaBO Ha NPOU3BOACTBO 3asiBIIEHHOWN NPOAYKLNY;

13.10. o6pasel, STUKETKM HA PYCCKOM SA3bIKE;

13.11. THIA, 3aperMcTpupoBaHHbI B YCTAaHOBIIEHHOM MOPSIAKE, PErMcTpaLMoHHOe CBUAETENBCTBO
N UHCTPYKLMIO NO MPUMEHEHMIO MPU NEepeperncTpauLy BpEMEHHO 3aperncTpupoBaHHbIX NMPOAYKTOB Ans
KOPMITEHWSI )KMBOTHBIX OTEYECTBEHHOIO NMPOU3BOACTBA.

14. Bce OOKYMEHTbI NPeACTaBMsATCA B OBYX 3K3EeMMApax Ha pycckom (6enopycckoMm) sisblke u
3aBEPAOTCA 3asiBUTENEM (MPON3BOOUTENEM).

[maBa 4
MOPAOOK PACCMOTPEHUA OOKYMEHTOB M NMPOBEOLEHNA PETMCTPALUNA

15. Peructpauus wnu nepeperncTpauus BETEPUHAPHbLIX MNpPenapaToB, Ae3UHMULUPYOLLNX,
AHTUCENTUYECKUX CPEACTB W MPOAYKTOB NSl KOPMIIEHUSA XXMBOTHbIX, UCMOMb3yEeMbIX B BETEPUHAPUW,
BKITHOYAET:

npuem 3asiBrieHus, OOKYMEHTOB, 0OpasLoB BeTEpUMHAapHbIX MpenapaToB, Ae3MHMULNPYIOLNX,
aHTUCENTUYECKUX CPEACTB, NPOAYKTOB ANSA KOPMAEHMUS XXUBOTHbIX, MCMOSb3YEMbIX B BETEPUHAPUN;

NEPBUYHYIO OLIEHKY JOKYMEHTOB;

OnpefeneHne BO3MOXHOCTM permctpaumm (nepeperncrpaunm) 1 LenecoobpasHocTu NpoBeneHus
NMPOU3BOLCTBEHHbIX UCMbITAHUA KOMUCCUEN MO BETEPMHAPHbLIM NpenapaTam;

N3y4eHne N BTOPUYHYIO OLIEHKY JOKYMEHTOB;

NpoBeAEHME 3KCMEPTU3bI JOKYMEHTOB;

nabopaTopHbIe UCTbITaHUS;

NMPOM3BOACTBEHHBIE  UCMbITAHWS  BETEPMHAPHbIX  MpenapaToB,  AE3VMHMUUMPYIOWMX U
aHTUCENTUYECKUX CPEACTB, NMPOAYKTOB AMs KOPMITEHUS XXMBOTHbLIX, UCMOMNb3YEMbIX B BETEPUHAPUU, HE
npumMmeHsiBLuMxcsa B Pecnybnvke Benapych (Mo peLleHnto KOMMCCUmM No BETEPUHAPHBIM Npenaparam);

pacCMOTpEHME pe3yNbTaTOB SKCMEPTU3bl [OKYMEHTOB W PErucTpPaLMOHHbIX WCMbITAHUA Ha
3acegaHum BetburnodapmcoBeTa, 0hopMIeHe NpoToKona;

NMPUHATME pELUeHUA O perucTpaumm (nepepeructpauumn) unM  OTKase B perucrpauuu
(mepeperncTpaumm) MaBHbIM yipaBneHNEM BETEPUHAPUN;



Bblgayvy perncTpauuoHHOro CBMAETENbLCTBA UM MMCbMEHHOE COobLLeHne 06 OTka3e B permctpaumm
C yKasaHueMm ero npuymHbl.

16. 3asBuTENb NpPeAcTaBnseT B rOCy4apCTBEHHOE ydpexaeHune "Bbenopycckuii rocyaapCTBEHHbIN
BeTEpUHapHbIA LLeHTp" (aanee - Benopycckun rocyaapCTBEHHbIN BETEPUHAPHBINA LIEHTP) 3asiBlieHUe O
pernctpaumn (nepepermcrpauum) no opme COornacHo npunoxeHuto 1, ABa KOMMMeKTa LOKYMEHTOB,
yKkasaHHbix B nyHktax 9, 10, 12, 13 Hactoswen WHCTpykumm, a Tawke obpasLbl perncTpupyembix
BETEPVHAPHbLIX MpenapaToB, AE3VHMULMPYIOLLMX, aHTUCENTUYECKMX CPeacTB U CTaHA4apTHble obpasubl
OENCTBYIOLLMX BELLECTB (MpU NpUMEHEHUM B METOLax KOHTpons). B cnyyae npeacraBneHUst HEMOMHOIO
KOMMNIieKTa JOKYMEHTOB UIN HENPAaBUIIBHOTO MX OPOPMAEHUS AOKYMEHTbI BO3BPALLATCS 3asBUTENIO.

Bernopycckuii rocyqapCTBEHHbIA BeTEepUHapHbIM LEeHTp B 15-AHEBHbIM CPOK paccmaTtpuBaeT
KOMMMEKTHOCTb NpeAcTaBneHHbIX JOKYMEHTOB, MPOBOANT UX MEPBUYHYIO OLIEHKY, MpOBepsAeT opopmMneHme
B COOTBETCTBMU C YCTAHOBMEHHbIMW TPebOBaHMAMU M BLIHOCUT Ha PaCCMOTPEHME KOMMUCCUMM MO
BETEpPUHApPHbLIM rpenaparam.

17. Komuccmss no BeTepuHapHbiM npenapatam B 15-OHEBHbLIN  CPOK paccmaTpuBaeT
NMpeacTaBreHHble OOKYMEHTbl M MPUHUMAET peLleHne O LienecoobpasHoCTV MpOBEAEHUS WUCTbITaHUM,
peructpaumMm wnu oTka3e B perncTpauum BeTEepuHapHbIX MNpenapaToB, OEe3VHPUUMPYIOWNX 1
aHTUCENTUYECKMNX CPEACTB.

PelwweHve komnccuy no BeTepuHapHbIM npenapaTaMm oopMIISeTCs NPOTOKOMOM, KOMUS KOTOPOro
HanpasnsieTcs B benopycckuii rocyaapCTBEHHbIV BETEPUHAPHBIV LIEHTP. 3asButenb MHOOPMUPYeTCs O
MPUHATOM KOMUCCUEN NO BETEPUHAPHBIM MpenapartamM peLLueHnu.

18. lNocne nony4yeHnss koMWW MPOTOKONiAa 3acefaHus KOMUCCUM MO BETEPUHAPHbIM Mpenaparam
Benopycckuii rocygapcTBeHHbI BeTEPUHAPHLIN LEHTP MNPOBOAUT BTOPUYHYKO OLEHKY MOCTYNUBLLNX
OOKYMEHTOB. B crnydae HeCOOTBETCTBMS [OOKYMEHTOB TpebOBaHMSAM, YCTaHOBMEHHbIM HaCTOSLLEN
WHCTpyKUMENn, N HenpeacTaBneHns 3asgBuTenemM HegocTtaolwmx matepuanos B TedeHue 30 aHeln 3asBka
aHHYINMpPYeTCs, a KOMNNEKT JOKYMEHTOB BO3BPALLAETCH 3adBUTENMHO.

OpuVH aK3eMnnsp OOKYMEHTOB U 0OpasLbl BETEpPUHapPHbIX MpenapaToB octatoTca B benopycckom
rocyqapCTBEHHOM BETEPUHAPHOM LEHTpe AnS PerncTpaumoHHbIX UCMblTaHu. BTopon ask3emnnsp
OOKYMEHTOB HanpasnisieTcs aKCnepTy unu yneHy BetbnodapmcoseTa (ganee - akCnepT) AN SKCNepTum3bl.

OKcnepT n3yyaeT AOKYMEHTbl U B CPOK He Bornee 15 gHen HanpaBnseT CBOe 3akIioYeHne BMecTe C
AOKyMeHTamu B benopycckuin rocygapCTBEHHbIN BETEPUHAPHBIN LeHTP. B cnydyae Hanuuns 3amevaHun y
akcnepta 3asBuTenb (NMPOM3BOAMTENb) YCTpPaHAeT HedoCTaTKM, FOTOBUT MWCbMEHHbIN OTBET Ha
3aknyeHre, KOTOpbIN paccmatpuBaeTcd Ha 3acejaHun BetbuodapmcoBeta wnvM KoMmuccuyi no
BeTEpPUHAPHbLIM npenaparam.

Okcrnept B obsizaTenbHOM  MOpsSiAKke  MOAMUCHIBAET 00A3aTenbCTBO O  HepasrnalleHun
KOHUAEHUnansHoM MHhopMauun, cogepxallenca B LOOKYMEHTauuW, M HeceT OTBETCTBEHHOCTb 3a
0OBEKTUBHOCTb U KA4YECTBO MPOBELEHHON KCMIEPTU3I.

19. JlabopaTopHble UCMbITaHUSA NPOBOAUT Benopycckuii rocyaapCTBEHHbI BETEPUHAPHbBIA LIEHTP.
Pe3ynbTaTthl NabopaTopHbIX UCMbITAHUI 0OPMIISOTCA MPOTOKOJIOM UCMbITAHUI, HA8 OCHOBaHMM KOTOPOro
FOTOBUTCS OTYET C MNPEAnoXeHWeM O perucrpauum (nepeperucrpauumn) unmM OTKase B perucrpauuu.
[onyckaeTcss npusHaHWe MPOTOKOMNOB TEeKyWMX WM CepTUUKALMOHHBIX MWCMbITaHUA MpenapaTos,
NMPOBEAEHHbIX TEM XXe 3asiBuTeNneM, Ha nocrneayoLme napTum NpoAyKLUN B TEYEHME LLIECTM MeCSLIEB.

B cnyyae oTcyTcTBMSA B Benopycckom rocyfgapcTBEHHOM BETEPUHAPHOM LIEHTPE COOTBETCTBYHOLLErO
obopygoBaHuss M MaTepuanoB, HeobxoAWMbIX Ans nabopaTopHbIX MWCNbITAHUA PEermcTpupyemMoro
BETEPVHAPHOIO Mpenaparta, [[onyckaeTcd npoBedeHve 3Tux paboT cneuumanuctamyu bBenopycckoro
rocy4apCTBEHHOINO BETEPMHAPHOTO LIEHTPa COBMECTHO C 3asiBUTENEM Ha ero 6ase unu B ApYrom
yyYpeXaeHUn No cornacoBaHuto ¢ 3asBuTenem. Npy HEOOXOOUMOCTU AOMYCKAETCsl OLEHKA OpraHu3aLmm
KOHTpoOns Ha 6a3e M3roToBUTENS U UCMONb30BaHNE Ero NPOTOKOMOB UCMLITAHWI UMW OPYrUX OOKYMEHTOB,
NoATBEPXKAAOLNX KAYECTBO PEMMCTPUPYEMOro NPOAYKTAa.

20. lMpon3BOACTBEHHbIE MCMbITaHUS NpoBoAMT Benopycckuin rocynapCTBEHHbIM BETEPUHAPHbLIN
LEHTP WM nopyyaeT uxX npoBedeHne npodunbHbIM opraHu3auusm Pecnybnvku Benapyce. Mocne
3aKmMYeHns JOroBopa C 3asiBMTENEeM OpraHm3auus, OTBETCTBEHHAs 3a NpoBedeHVe NPOU3BOLCTBEHHbIX
ucnbiTaHu, B TeyeHne 30 OHEM COBMECTHO C HMM paspabaTbiBA€T BPEMEHHYI MHCTPYKLMIO MO
NMPUMMEHeHMIo 1 nNporpamMmy. B nporpammMe nmpon3BOOCTBEHHbBIX UCTbITAHWI YKa3biBalOTCH CPOK, MECTO MX
NpoBeAeHUs, KONMYeCTBO BETEPUHAPHOro npenapaTta, Heo6xoAMMoe Ansi NPOU3BOACTBEHHbBIX UCTIbITAHUN,
YCIOBUSI UX MPOBEAEHUS, MPUHLMMN OpraHu3aLuu, KpUTepUM OLEHKM 3(PEEKTUBHOCTM MPUMEHEHUS
npenapata, nepeyveHb MraHUpyembix Mokasatenen. [lporpamma npov3BOACTBEHHbIX UCMbITAHUMN



paccMmaTpuBaeTcs Ha 3acefaHun NpoduribHOM kadeapbl y4pexaeHns obpasoBaHus UM METOONYECKOM
komuccum (y4eHOro COBETa) OpraHuW3auun, KOTOPbIM MOPYYEHO MPOBEAEHME MNPOU3BOACTBEHHbIX
ucnblTaHMm (NpM KMx OTCyTCcTBUM - BeTbnodapmcoBeTa), COrmacoBbiBAETCA C rOCY4APCTBEHHbLIM
BETEPVHaPHbLIM MHCNEKTOPOM parioHa 1 0bracTu, a Takke pykoBoauTenem opraHusaumm, Ha 6ase kotopon
nnaHMpyeTcsl ee BbINOSIHEHNE, OUPEKTOPOM Benopycckoro rocygapCTBEHHOrO BETEPMHAPHOIO LIEHTPA U
yTBepxxpgaeTca [naBHbIM ynpaBneHveM BeTepuHapun. K nporpamme npou3BOACTBEHHbLIX WCMNbITAHUN
npunaraeTcsi BbiNUCKa M3 NPOTOKONa 3acefaHus npodunbHon Kadenpbl yupexaeHus obpasoBaHus unum
METOAMYECKON KOMUCCUM (YHEHOro COBETA) OpraHn3aLmm 0 pacCMOTPEHUN NPOrpaMmbl.

CornacoBaHve nporpaMmbl  NMPOU3BOACTBEHHbIX  WCMbITAHWA  BETEPUHAPHBIX  NpenapaToB
NpoBOAMTCA TOMbKO Mocre npenctaBneHns B benopycckuin rocygapCTBEHHbI BETEPUHAPHbLIA LIEHTP
OTYETOB O Hay4HbIX UCCMNEeAOBaHUAX U JOKYMEHTOB, NOATBEPXAAOLWMUX cooTBETCTBUE NpoaykTa THIA nnn
ero npoekTy. Nocne aToro nporpaMmma yTBepXXaaeTcs HavanbHUKOM [TNaBHOro ynpasreHus BETEpUHapUN.
OnuTenbHOCTb  MPOU3BOACTBEHHbLIX WCMbITAHUA  OrpaHNYMBaEeTCA CPOKOM OEeNCTBUS BPEMEHHON
WHCTPYKLMUM MO MPUMEHEHWIO NN NMPOrpaMmbl MPOU3BOACTBEHHbIX UCMbITaHMN. CpoK 4ENCTBUSA BPEMEHHOM
WHCTPYKLUMM MO MPUMEHEHMNIO CcOCTaBnseT He bonee 12 mecsaues.

AKT O npoBefeHUN MNPOU3BOACTBEHHbBIX WCMbITAHUMA BETEPUHAPHOrO npenaparta yTBepxaaeT
roCy4apCTBEHHbI BETEPWHAaPHbIN MHCNEKTOP pavioHa W pykoBOAUTEmNb (3aMecTuTenb) opraHu3auumu,
NPOBOASLLEN MPOU3BOACTBEHHbIE UCNbITaHWs. OTYET O MpoOBEeAEHUM MNPOU3BOLCTBEHHbLIX MWCMbITAHUM
NeKapCTBEHHOIO CPeACTBa YTBEPXAAeT PYKOBOAMTENb OpraHu3aLmun, NpoBOAMBLLEN NPON3BOACTBEHHbIE
ucnbitTaHus. K ot4eTy 0 Nnpon3BOACTBEHHbIX UCMbITAHUSX MpuUiaraeTcs BbiNnUcKa U3 NpoToKona 3aceaHunst
npodunbHOM Kadedpbl ydpexaeHuss obpa3oBaHWs UM MeTOOUYEeCKOW KOMUCCUM (y4eHoro coseTa)
opraHusaumm 0 pacCMOTPEHUU OTHeTa.

[Mporpamma Npou3BOACTBEHHbLIX UCMbITAHWIA, aKT O NPOBeAeHUN NMPOU3BOACTBEHHbIX UCMbITAHUA Y
OTYeT 0 pe3ynbTatax NPOU3BOACTBEHHbIX UCMbITAHUI MOCNEe PacCMOTPEHUS Ha 3acedaHun NpodUIbHOM
Kadbedpbl  yypexgeHus  obpasoBaHMs UM y4eHoro  coBeTa  (METOLMYECKOW  KOMMCCUMW,
BeTtbuodapmcoBeTta) npeactaBnsioTcs B benopycckuii rocyaapCTBEHHbI BETEPUHAPHbBIA LEHTP He
nosgHee 20 gHew ¢ gaTbl PACCMOTPEHNS AN Nepefadn SKCnepry.

21. o ucteyeHnn cpoka AevCTBUS PErNCTPaLMOHHOIO CBMAETENbCTBA NEeKapCTBEHHbIE CPpeacTBa
noanexat nepeperucrpaumn. Ona nepepernctpauum 3asBuTeNb AOIMKEH obpaTtutbcst B bernopycckuii
roCy4apCTBEHHbIN BETEPUHAPHBIM LIEHTP HE MO34Hee YeM 3a 5 MecsueB OO OKOHYaHMS Cpoka AerCTBUS
pernctpauum (Npy BpEMEHHOWN perncTpaumm - He No3gHee YeM 3a 2 MecsiLa) U NPpeacTaBUTb AOKYMEHTHI B
cooTBeTCcTBMU C NyHkTamu 9, 10, 12, 13 HacTosAwen VIHCTpyKunw.

Mpu ycnoBumn oTCYTCTBUSA OOKYMEHTasbHO NMOATBEPXAEHHOW MHGOPMaLMK O BpegHoM (Mobo4HOM)
OencTBun, Hea(mEKTUBHOCTM FEeKapCTBEHHOrO CcpeacTtBa WNU  3anpeTta Ha  UCMNOMb3oBaHue
nepeperucTpaums NPOBOAUTCH MOCHE NOMyYeHUs NOJNIOXKUTENBHOrO 3aKIYeHUs 3KecnepTa U NpoBeaeHns
nabopaTtopHbIX UCNbITaHWI 6e3 paccMOTpeHUs Ha 3acegaHum BetbrnodapmcoBeTa.

B cnyyae HanuuMsi OOKYMEHTanbHO MOATBEPXKAEHHOMW WHGOpPMauMM O BpegHOM (MoGoYHOM)
OencTBuM, Hed(MEKTMBHOCTU JIEKapCTBEHHOrO CpeacTBa WM MPUOCTAHOBMEHUS  NPUMEHEHUs!
nepeperncTpaums NpoBOAMTCS NOCHE MONyYeHUs MOSIOXUTENBHOMO 3aKMYeHUs aKcnepTa, NpoBeAEeHUsI
nabopaTopHbIX MCNBITAHWUA N PaCCMOTPEHNs Ha 3acefaHuny BetbuodapmcoseTa.

lMepepeructpauma [ormkHa ObITb 3aBeplleHa He Mno3gHee AdaTbhl OKOHYaHWMS Cpoka AencTBus
perncTpaumym npu ycrioBUM CBOEBPEMEHHOrO NpencTaBfeHUs AOKYMEHTOB M 00OpasLoB, ykasaHHbIX B
nyHktax 9, 10, 12, 13 HacToswen NHCTpyKLmK.

22. B crnyyae [OOKYMEHTanbHO MOATBEPXKAEHHbLIX peopraHusaumv, U3MEHEHUS HauMeHOBaHUS
npovsBoOUTENS WNW  HaMMEHOBaHUA MpoAaykta [haBHOe ynpaBreHWe BeTepuUHapum  BHOCUT
COOTBETCTBYIOLLME U3MEHEHUS B PErNCTPALIMOHHbIE AOKYMEHTbI HA OCHOBaHUW MUCbMEHHOIO 3asiBrieHUs
3asABUTENS U JOKYMEHTOB, NMOATBEPXKAAOLLNX HEODXOOUMOCTE U MPAaBOMEPHOCTL BHECEHUSI U3MEHEHWIA.

23. T[locne 3aBeplUeHUs pPerucTpaLMoHHbIX UCMbiITaHUA Benopycckuin  rocygapCTBEHHbIN
BETEPVHAPHLIN LIEHTp HanpaenseT B BeTOuodapmMcoBeT 3akmoyeHMe 3KcrnepTa, MUCbMEHHbIM OTBET
3asgBuTENs (NPOM3BOAMTENSHA) Ha 3aKMOYEeHWE, WMHCTPYKLMIO MO MPUMEHEHWUIO, OTY4ET O NabopaTopHbIX
UCMbITaHMSAX C NPeasiokKeHMeM O peructpaumm (nepepeructpaumm) unm otkase B permctpauum, OT4eT O
MPOU3BOACTBEHHbBIX MCMbITAHUAX (MPU Hamu4yumn), oTyeT benopycckoro rocygapCTBEHHOrO LEeHTpa o
KOMMJIEKTHOCTM JOKYMEHTOB 1 COOTBETCTBUMN NMPOM3BOACTBEHHbIX UCMbITAHWUA MPOrpamMmMe.

B cnyyae HecooTBeTCTBUS npenapata TpeboBaHuam THIIA, HEBOCMPOM3BOAMMOCTU METOLO0B
KOHTPOIS UK HeNpeacTaBNeHNst CTaHAapTHOro obpasua AencTBytoLLero BellecTsa B TeveHne 30 gHen ¢



MOMeHTa 3anpoca benopycckuii rocyqapCTBEHHbIN BETEPMHAPHBIV LIEHTP BpaBe NpekpaTuTb pabdoTbl No
permcTpaumm, 0 Yem NMCbMEHHO CoobLLIaeT 3asBUTENIO.

MHdopmaumio 0  KaxAoM  PerncTtpyupyemMom  fieKapCTBEHHOM  CpeAcTBe  [AoKnadblBaeT
BeTtbuodhapmcoBeTy npeacraButens 3asButend unu vneH Betbuodgapmcoeta (3kcnepT, NpOBOAMBLLNIA
3KCNepTun3ay).

B TeueHne 15 paboumx pHem c patel 3acedaHuss BetbuodapmcoBeTa unvM KOMUCCUWM MO
BETEpPUHApPHbIM NpenapataMm 3asBuTenb (Npu He0BXOAMMOCTU) BHOCUT B UHCTPYKLUMIO MO MPUMEHEHUIO
HeobxoOuMble UCNPaBREHUS, BUSMPYET ee 1 nepenaeT cekpeTtapto BeTtbrnodapmcoseTa nnm kommccum no
BETEpPUHAPHbIM Npenaparam, a Takke Konuio B benopycckuin rocyaapCTBEeHHbIV BETEPUHAPHbIN LIEHTP.

24. BeTbrnoapMCcoBET MM KOMUCCUS MO BETEPMHAPHbLIM NpenapaTtam B 14-AHEBHbIA CPOK nocre
paccMOTpPeHUs AOKYMEHTOB HanpasngeT [MaBHOMY ynpaBreHuUo BETepUHapUM OOKYMEHTbI U NPOTOKOI
3acefaHus C OOHUM W3 Creyllmx NPearioKeHUNn Mo KaKOoMy PacCMOTPEHHOMY IeKapCTBEHHOMY
CpPeAacTBY:

000bpUTb MHCTPYKLMIO MO MPUMEHEHWIO FEKapCTBEHHOTO CPeACTBa W pEKOMEeHAoBaTb €ro K
perncrTpauuu;

OTKasaTb B perMcTpaumm nekapcTBEHHOIO CPeacTBa;

3anpocuTb AONONHUTENbHbIE MaTepuarnsbl.

25. [maBHOe ynpaBneHue BeTepuHapun paccMaTpuBaeT MnpeactaBineHHble BeTbuogapmcoBeTom
OOKYMEHTbI Ha NleKapCTBEHHOE CPeACTBO U MPUHUMAET peLUeHME:

3aperncTpupoBaTh NIEKAPCTBEHHOE CPEACTBO M BblAaTh PEMMCTPALIMOHHOE CBUAETENBCTRO;

OTKasaTb B perMcTpaumm nekapcTBEHHOIO CpeacTBa.

26. maBHbIM ynpaBrieHMem BeTepuHapum B TedeHne 30 AHen ¢ AaTbl MNOCTYNNEHUS OOKYMEHTOB
(oT4eTOB 06 MCMbLITAHUAX, MHCTPYKLMKN NO NMPUMEHEHMIO, KOMWUN AOroBopa (KOHTPaKTa), KONUu TUTYIbHOIO
nvcta THIA, npoTokona unm BbINMUCKM U3 NpOTOKomna 3acefaHunsi BetbrnodgapmcoBeTa nnm kommccum no
BETEPVHAPHbLIM NpenapatamM) oPopMIIAETCS PErMCTPaLMOHHOE CBUAETENbCTBO U BbIOAETCS 3aABUTENIO
UM yNnosIHOMOYEHHOMY UM nnuy. Cpok OeNCTBUS PErMCTPALMOHHOIO CBUAETENLCTBA - B TedeHue 5 net
(ana npoaykumMu, Npon3BoAMMON No oTevecTBeHHbIM THIIA, - ¢ yueToM cpoka ux 4encTaus).

27. B TeyeHve cpoka AenCTBUS PerncTpaLMoHHOro CBUAETENBCTBA 3asBUTENb 0083aH coobLuatb o
noBbIX NBMEHEHUAX, KOTOPbIE NPeAnonaraeTcs BHECTU B PEMMCTPALIMOHHbIE JOKYMEHTbI, U NPEACTaBNATb
ncyepnbIBaloLLyl0 MHAPOPMALMIO O MPUYMHAX 3TUX U3MEHEHUA U UX BAUSHUM Ha 3(PEPEKTUBHOCTD,
6e30MacHOCTb 1 Ka4eCTBO 3aperncTpUpOBaHHOIO BETEPMHAPHOrO Npenapara, a Takke criydyasx nony4yeHus
peknamaumin Ha nekapcTBEHHOE CPEeACTBO.

28. MaBHOe ynpaBrieHVe BeTepuHapuu BrnpaBe OTkasaTb B perncrpauum (nepeperucrpauuun) Ha
cTaguM mnpuema [OKYMEHTOB, MX 3KCMEpPTM3bl, MPOBEAEHUs MabopaTopHbIX M MNPOU3BOLCTBEHHbIX
UCNbITAHUI B CrlyYasax:

HenpeacTaBrneHns JOKYMEHTOB, yka3aHHbIX B nyHkTax 9, 10, 12, 13 HacTosdLwen NHCTpyKuun;

3anpeTa vucnonb3oBaHusa B Pecnybnvke benapycb permctpupyeMoro nekapcTBeHHOro CpeAcTBa;

npeacTaBneHnss HeOOCTOBEPHbIX CBEeAEHUMW, KacaloLMXCs PerucTpupyemMoro rekapCcTBEHHOro
cpencTea;

OTKasa OT NPOBEAEHMS MPOU3BOACTBEHHbLIX UCMbITAHWUNA;

OTKasa B NpeAcTaBfeHny 3anpallvBaemMbiXx MaTepUanos;

nonyyYeHnst oTpulaTenbHbIX Pe3yribTaToB PErMCTPALMOHHBIX UCMbITAHUN.

29. B cnyyae U3MeHeHVs cocTaBa JIEKAPCTBEHHOrO cCpeacTBa, 06OCHOBAHHbLIX MPETEH3UA K ero
KayecTBy M MO MTOraM COOCTBEHHbIX MPOBEPOK [NaBHOE ymnpaBfieHMEe BEeTeEpVMHapuUM MMEET MpaBo
NPUOCTaHOBUTL  OENCTBME  PErucTpauMOHHOrO  CBUAETENbCTBa OO0  YCTPaHEHUSA  BbISIBNEHHbIX
HEeCOOTBETCTBMI UNWN AaTb ykasaHwe 00 MX YCTpaHeHMU B OMpeferneHHbI CPoK, He MpUOCTaHaBnvBas
OeVCTBUSI PErMcTpaLoHHOro cBuaeTenscTea. Mpy HEBBLINOMHEHUN NPEANMCAHWUIA, MOBTOPHOM Ui rpybom
HapyLleHumn [naBHOe yrnpaBneHne BeTepnuHapum MOXeT OTMEHUTb PErMcTpaumio.

30. PaboTbl Mo pernctpauumn NnpoBoaATCA Ha AOrOBOPHOWM OCHOBE.

[maBa 5
TPEBOBAHUA K NHCTPYKUUAM MO NMPUMEHEHWIO

31. TpOEKT MHCTPYKLMUU NO NPUMEHEHUIO BETEPUHAPHBIX dapMaKOoornyeckux npenapartoB SOIMKEH
copepxartb:

31.1. obLwme cBegeHus:

HanMeHoBaHMe BETEPMHAPHOro hapMaKkoorm4yeckoro npenaparta - pycckoe U naTuHCKOE;



NEKapPCTBEHHYI0 (hOpPMY, XMMWUYECKOE Ha3BaHME U KOHLIEHTpauuio (copoepkaHue) AEUCTBYHLLMX
BELLECTB BETEPMHAPHOrO NpenapaTa. Ecnun BeTeprHapHbI npenapaTt KOMMMEKCHbBIN, YKa3blBalOTCsl BCE €ro
COCTaBHble YacTy;

dun3nyeckme CBOMCTBa (arperaTHoe COCTOsIHME, LIBET, MPO3PaYHOCTb, 3anax, pacTBOPMMOCTb B BOAE
N OpYyrux pacTBOPUTENSIX, NETYYECTb);

dopmy BbInycka, ynakoBKy 1 KONMMYECTBO Npenapara B yNakoOBOYHOW eANHULIE, YCNIOBUS XPaHEHUS U
CPOK roAHOCTM BETEPMHAPHOro npenapara;

31.2. hapmakonormyeckne CBOMCTBa BETEPUHAPHOrO npenapara:

MeXaHuU3M OEeNCTBUS Ha OpraHM3M XUBOTHbIX 1 BO3byauTenen 6onesHu;

OCHOBHble (hbapMakorormyeckme, XumuoTepaneBTUYeckme cBolcTBa (hapMakokMHeTMKa WU
hapmakognHaMmunka, BblOAeNeHne K3 opraHuama, 6e3BpegHOCTb, PEaKTOreHHOCTb, WUMMYHOFEHHOCTb,
aKTUBHOCTb U Ap.);

31.3. Nnopsaok NpYMEHEHVS1 BETEPMHAPHOrO npenapara:

NMoKasaHUsl K NPUMEHEHNIO (MEPEYNCTIUTD);

NMOpsiAOK N YCIOBUS MPUMEHEHUS C yKa3aHMeM Buaa 1 Bo3pacTa XMBOTHbIX, cnocoba, 403 (pa3oBas,
CYTOYHas, KpaTHOCTb, KypC), 4O UMK NOCIe KOPMITEHUS, paLMoH 1 Opyroe;

BO3MOXHbI€ MOBOYHLIE ABMEHUS U OCITIOXKHEHUS;

Mepbl NpeaynpexaeHns n nevdeHns (aHTMAOThI, Ae3aKTUBaLMS, HenTpanusaums);

NPOTMBOMNOKAa3aHUA AN NPUMEHEHMS;

CpOKM yBOSs >KMBOTHBIX, WCMOMb30BaHME MNPOAYKLUN >KMBOTHOBOACTBA MOCME MNPUMEHEHMS
BETEPUHAPHOro npenapara;

31.4. Mepbl NIMYHON NPOUNIAKTUKN:

cobntogeHne NpeaoCTOPOXHOCTMY;

npaeunia fIMYHOW TUIMEeHbI;

MCnosib3oBaHWe CPeacTB 3aLUMTbl NPy paboTe ¢ BETEPMHAPHbLIM NpenapaToMm;

oKasaHue NepBoy NOMOLLM NOCTpadaBLUNM;

peKkoMeHayeMble aHTUAOThI;

31.5. nopsgok NnpeabsaBneHnsa pekrnamMmaymi;

31.6. nonHoe HaMMeHOBaHWE NPOU3BOANTENS;

31.7. paTy paccMoTpeHus 1 Homep npoTokona BetbrnodapmcoseTa.

32. TIpOEKT WMHCTPYKUMW MO MPUMEHEHUIO BUONOrMYECKMX BETEPUHAPHBIX MpPenapaToB [OIDKEH
copgepxarb:

32.1. obLme cBegeHus:

HanMeHoBaHMe BETEPMHAPHOro OMonorMyeckoro npenapara;

HaVMEHOBaHMe LUTaMmMa MUKpOOpraHuama (MUKPOOPraHU3MOoB), UCMONb3YEMOro B MPOU3BOACTBE
BETEPUHAPHOro npenapara;

BHELUHWIA BUA U dU3NYECKMEe CBOMCTBA (arperaTHoe COCTOSIHWNE, LIBET, BA3KOCTb U Ap.);

dopma BbInycka, ynakoBka (06bemM npenapara, Konm4yecTBO 403 BO (briakoHe), YCroBUst XpaHEHUS U
TPaHCNOPTUPOBAHUSA, CPOK FOOHOCTU, BbIOPAKOBKY U YTUNM3ALMIO;

32.2. buonormyeckme CBOMNCTBA:

0e3BpeaHOCTb, PEaKTOreHHOCTb, 00 bEM M aKTUBHOCTb OAHOM MMMYHU3UPYIOLLLEN A03bl;

CPOKN hOPMUPOBAHUSA UMMYHUTETA N €r0 NPOLOIPKUTENBbHOCTb;

32.3. nopsaoK NPUMEHEHUS:

NnokasaHusl K NPUMEHEHNIO;

pacyeT 1 MeToA NPUroTOBMEHMS NpenapaTa K NPUMMEHEHMIO C Y4ETOM Ero arperaTHOro COCTOSIHUS;

YCINOBUS U CMocoO MPUMEHEHUS C yKasaHMEM BMAa, Bo3pacTa U (pM3MONOrM4ecKkoro COCTOSIHUS
YKMBOTHOTO, A03, KPATHOCTN NPUMEHEHUS;

BO3MOXHbI€ NMOOOYHbLIE ABNEHMUS N OCIIOXHEHWUS, UX NMPeaynpexXaeHne u nevyeHune;

NPOTMUBOMOKa3aHUSA K MPUMEHEHWIO;

CPOKU YOOS XXMBOTHbIX, MCMOSIb30BaHNE NPOAYKLNN XMBOTHOBOACTBA NOCHE NPUMEHEHUS;

KPUTEPUUN OLEHKM Ka4yeCcTBa NPOBEAEHHON BaKLMHALWW;

32.4. mepbl NMYHON NPOUNIAKTUKM:

cobntogeHne Mmep 1 NpaBui JIMYHOW MMIMEHbI, MCMOSTb30BaHNE UHAUBUAYANbHbLIX CPEACTB 3aLUUTHI;

32.5. NopsaoK npeabsBreHns peknamaumm;

32.6. NoNHOe HanMeHOBaHWe NPOU3BOANTENS;

32.7. paTy paccMOTpeHUs 1 HOMep NpoTokora BeTbrnodgapmcoseTa.



33. [pOEKT MHCTPYKLUK NO NPUMEHEHNIO OEe3MHULMPYIOLLEro CpeacTBa AOSPKEH coaepXaThb:
33.1. obLme cBegeHus:
HaVMeHOBaHNe BETEPMHapPHOro Ae3VHMULMPYIOLWLEro CpeacTBa, KOHLUEHTpauusi (CoaepXKaHue) u
XUMUYECKOe Ha3BaHMe OEeNCTBYIOLLUNX BELLECTB;
BHELUHUIA BUA U PU3NYECKMEe CBOWCTBA (arperatHoe COCTOSIHWNE, LIBET, BA3KOCTb U Ap.);
dopma BbiNycKa, ynakoBKa, YCIOBUS XPaHEHUS] U TPAHCNOPTUPOBAHNS, CPOK rOQHOCTH;
33.2. gesnHduumpyoLme CBOMCTBA:
MeXaH1U3M OeNCTBMS Ha MUKPOOPraHU3mbl;
CMEKTP MUKPOOPraHNM3mMoB, Ha KOTOpble AEeNCTBYET CPEeACTBO, U BPEMS UX MHAKTUBALMM;
B3aUMOENCTBUE C Ae3MHMULMPYEMbBIMY MOBEPXHOCTSAMMU (KOPPO3NOHHbIE CBONCTBA);
3arpsi3HeEHNe BHELLHEN cpefbl M cnocob ero npegynpexneHuns;
33.3. NopsAoK NpUMEHEHUS:
NMoKasaHus K NPUMEHEHWNIO;
NMOArOTOBKY MOMELLEHWIN (MOBEPXHOCTEN);
pacyeT 1 MeTo MPUroTOBMEHUA paboyero pasBefeHunsi, CPOK XpaHeHnss pabounx pacTBopoB (Mpu
Heob6xooMMOoCTN);
ycrioBus un crnoco® MpuMMEHEeHUs C YyKasaHveM Buaa JAesvHdekunn (npodmnakrTmyeckas,
BblHY)XXAEHHAs1), PEKOMEHAYEMbIAN pacxod Le3UHMUUMPYIOLLEro CpeacTBa, KpaTHOCTb MNPUMEHEHUS,
CTeneHb pa3BeaeHus;
VMHMOPMALMIO O TUITMEHNYECKON permcTpaumm (mpy HeobxoaMMocTH);
BO3MOXHbI€ MOOOYHbIE SABMEHUS U OCMOXHEHUs (4ns CpencTBa, MpedHasHadYeHHoro Ans
NCMOMb30BaHWs B MPUCYTCTBUN XUBOTHbLIX), X NPEAYNPEXOEHNE U NEYEHNE;
NPeaoCTOPOXHOCTb NP MPUMEHEHWUM;
KPUTEPUU OLEHKM KavyecTBa NPOBeAEeHHON Ae3nHpeKuny;
33.4. Mepbl NTIMYHON NPOUNIAKTUKN:
cobntofgeHne Mep 1 NpaBuIl IMYHOW TMIMEHbI, UCMONb30BaHME NHAMBUAYATbHbBIX CPEACTB 3aLUUThI;
33.5. nopsgok NnpeabaBneHns pekrnamMmaymi;
33.6. nonHoe HaMMeHOBaHWe NPOU3BOANTENS;
33.7. paTy paccMoTpeHus 1 Homep npoTtokona BetbuodapmcoseTta.
Mpunoxexue 1
K HCTpyKLMKM 0 nopsiake
perncTpaumnm BeTepuHapHbIX
npenapatoB B Pecnybnvke Benapycb
Haan'[T::HT/IKy I'JlaBHOTO YIIpaBJIEHMA BeTepMHapUN
¢ T'ocymapCTBEHHOM BETEPMHAPHOM MHCIEKLMEN
MyHMCTEepCTBa CEeJbCKOTO XO3AMCTBa
¥ OPOHNOBOJILCTBMUSA Pecnybimky Bejapychb
3AABJIEHUE
[Ipowy 3apermucrpupoBaTh B Pecnybiuke Bejapychk

(HamMeHOBaHME

PETUCTPUPYEMOTO MNPOOYKTA)

1. 3BagBuTesb

(opuImMueckoe JMILO, MHIOVMBUAOYAJIBHBIM IPEONPUHUMATEID )
2. Ampec BasgBuTensa, TeneboH, Teyedbakc U Ip.

3. IpencTaBUTeJIb 3aSBUTEII

(bamMunina, mMg, OTUECTBO,

ampec, TeyedoH, Gakxc)
. CBemeHVs O PEIUCTPUPYEMOM MNPOIYKTE :
1. MexDyHapOIHOe Ha3BaHUE
2. TOPT'OBOE Ha3BaHUE
.3. cocTas
4. JexapCTBeHHasa GopwMma




5. ymnakoBka
6.

4.
4. HasHaueHue

4.7 . Haauuue raTeHTa (aBTOPCKOTO CBUIETEJLCTRBA) CTpPAaHEI
IPOMBBOOUTENIA Ha PEIUCTPUPYEMHIM NPOOYKT, €I'0 HOMEP

4.8. paszpaboTumk

(ampec, TenedoH, dakc)
4.9. MBTOTOBUTEJb

(aopec, TemnedoH, dakc)

B3ag9BUTENb TAPAHTUPYET OIJIaTy PAaCXOIOB IO BKCIEePpTu3e, WCIOBTAaHVAM

VI PEeTUCTPALUA.

3agBJjeHue nomaHo " " T.

(BaHMMaeMas OOJIKHOCTH, IMNOINMCHL BaSBUTEJIS) (M.0.PaMmMsa)
M.II.

MpunoxeHune 2
K IHCTpyKLMK 0 nopsigke
permcTpaumm BeTepmHapHbIX
npenapatoB B Pecnybnuke Benapycb
MOKASBATEJIN KAYECTBA BNONOTIMYECKNX BETEPUHAPHBIX MNMPEMAPATOB,
KOHTPOJIMPYEMBIE MNP PETNCTPALIMOHHBLIX NCTBITAHUAX
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