UHCTPYKISI
10 TPUMEHCHUIO ISKAPCTBEHHOTO nperaparta I'oHaseT Belike®
AJ1s1 TOBBILICHHS! BOCTIPOU3BOJUTENLHOM QYHKITHH
Y CCNTBCKOXO3SHCTREHHEIX JKUBOTHEIX

(Opranusanus-paspabotank ¢pupma «Veyx-Pharma GmbHy, Iepmaris)

I. O6umime cpegenus _
1. Toprosoe masBamme JekapcTREHHOro Mpenapata: [onaner Bexc® (Gonavet
Veyx®) '
MeskayHapoAHOE HETIATEHTORAHHOE HA3BAHME: rOHAZOPENHH.

2. Jlexapcrsennan hopMa: pacTBOp JUIs NEBEKIUA.

I'onapet Belike® B 1 Mil cogepskut B KagecTne Iciictyomero semecrna 0,0524
mr ronanopeiun[6-D-Phe] auerara, a B kauecrse BCHOMOTATEILHEX Benects 1,0 Mr
XJIOPOKpe30aa U ROAY Ml MBREKIUHA 10 1 Mo, _

- Ilo suenmeMy BHAy npemapar mipeacrasnser co6oii MPO3PATHEIE GeCLBETHIH
pacTrop. _

3. T'onaser Belik¢® Brimyckaror pacacosatusiM o 10, 20, 50, 100 u 200 M1 &
CTCKIBTHHLIC (DIAKOHbI COOTBETCTBYIOLIEH BMECTHMOCTH, FEPMETHYHO YKYMOPEHHBIE
PE3MHOBBIME  NPOCKAMH, YKPCINEHHBIMH QJIOMUHHEBLIMU KOAMAUKAME © KIHTCAMH
KORTPOJIA TIEPBOTO BCKPEITHA. DIAKOHB YIAKOBEIBAKOT B HHAMBUIYAbHLIC KApTOHHBIE
KOpOOKH BMECTE ¢ HHCTPYKIMEH [0 IIPHMEHEHNIO, '

- 4. l'onaser Beiike® Xpausr B 3akphIToil yIaKoBke NPOH3BOAUTENA, OTAECILHO OT
HPOAYKTOB LUTAHUT W KOPDMOB, B CYXOM, 3alMIIEHHOM OT CBETA MecTe, NpH
temueparype ot 2 °C no 8 °C, '

Cpok rogHoctn mnpemapara [ouaser Beiixc® npy  coOMONEHUN  yCIOBHIT
XpaHeHHA — 2 rofia ¢O JIHs TIPOU3BOJCTBA, MOCAC BCKPHITHS (rnakona — ne Gonee 28
CYTOK.

3anpeaeTces Heromba0Bath Ipenapar mo Hereueauy CPOKA IoJHOCTH.

. 5. lonaser Belike® Xpaust B MecTax, HEMOCTYIHEIX TS ICTeil.

6. Hencrnone30sanubIif JIeKapeTRCHHBIH npenapar YTHIH3APYIOT B COOTBEICTRUH ¢
TPeDOBAHMSIMU 3aKOHONATEIECTRA. '

I1. dapmakonoTiueckie cBOUCTBA
7. QapMakoTepaneBTHYeCKas IPYIITA: TOPMOUE! H MX AHTArOHHCTEL
Bxopsuuit 8 cocrap npenapara ['onaser Beitkc® cupreriueckuii rosagopenun|6-D-
Phe] auerar npeactapaser coGoit aHanor HpHPOAHOro ronajiopenuna (GnRH). Tonaser



Beiike® amanormuso NMPUPOTHOMY TOHAnOpEIuny HHAynHpyer o0pa3oBaHue wu
BRUIEICHHE  QOMMKyIocTUMy upyomero  (OCT ) M IOTCHHU3HPYIOLIEro (JII)
ropMonoB 13 agedorunodusa. [onagopemnn [6-D-Phe) OPHBOJAMT K YBEITHUEHUIO
CEKPEIMH HIIOQH3OM JIOTEHU3HUPYIOUIETO FOPMOHA (JIT'). Iopwimennniit yposens JII' B
KPOBH  JKHBOTHBIX ~ CHOCOOCTBYCT  (OIIMKYTOrEHEsy,  OBY/SIHK DOIUMKY OB 1
HPOABJICHHUIO TTOIIOBOH OXOTHI o
IMepuox nonypacnaga romagopenuna p OPraHH3Me XHBOTHRIX, NOJ AeHCTBHEM
mentHaas or 2 go 12 mumyt. Ilpogykrs meraSommsma BBIBOJSITCA U3 Opradmsma
KUBOTHBIX B BHJIC aMUHOKHCIIOT.
' Fonaser Beiike® 1o cremenu posaciicreus 1a OpraHu3M  OTHOCHUTCH K
MaloonacHbIM BemecrsaM (4 xnace onacuoetd 1o [OCT 12.1.007-76), ue obnanaer
CEHCHOMIM3UPYIOUIMM, SMEPHOTOKCHUECKIM, TCPATOr¢HHLIM U MyTareHHBIM JICHCTRUCM,

: 1. Hopsjtok npuMenenns

8. Touaser Beiikc® npumensior KPYMHOMY pOraToMy CKOTY Ml MHIYKLHU
OBYJSAUHM  (DOJUIMKYI0B 1ipH  jeunure JHOTCHHU3UPYIOIIETO  FOPMOHA (JIT),
CHHXPOHH3AUHY OBYIISUHH, CTHMYJISUHHE GYHKIHE SHIHUKOR B MOCAEPOJOBOM NEPHOJIE,
a TaKke MpH QOUTHKYJIAPHBIX KHCTAX SHIHHKOR, :

CounoMatkaM npemapar [onaser Belike® NPHMEHAIOT Uil CHHXPOHW3ALM N
OBYJIALIMH, TIOBLIIICHHS OIIOOTBOPSIEMOCTH.

Jlomazam npenapar npumensior npu HAPYIICHUH MOIOBOIO MUKAZ (OTCYTCTBHE
TeUKH, AUUKIHYHAS TEUKa) U A7 HHJIYKLIHW OBYJISITMN. - |

9. 3anpeuraercs npHMeEHEHUe nperiapata  l'onaser Beiike® GepeMennsm n
TAKTHPYIOIIHUM FKUBOTHEIM. .

10.  TIlpenmapar Tonarer Belikc® NPUMEHAIOT KPYITHOMY  POraTomy CKOTY
BHYTPHMBIIIEYHO IS _

" VHIYKIHKM OBYJALHH B CHY4asx 3ala3aAblBauus OBYJISIUH npu  geduuure
MOTEHHU3NpYIOmero ropmona (JII) B go3e 2,0 ML, Hpenapar ssousr 3a 2 waca 10
Hepes 2 4aca mocie ueKyCeTBEHHOO OCEMEHCHMS,

- CHHXpOHH3ALMK OBYAAMU B nose 1,0 mMa 3a 8 = 24 wacy no MCKYCCTBEHHOTO |
OCEMEHCHHS,

- CTHMYJAUME QYHKUMH SHIHAKOB B MOCIIEPOIOBOM nepuoie Ha 12 ¢yrku nocie
ponos, 8 noze 1,0 mi; _

- JieueHn GONTUKYIAPHBIX KHCT NPH AeduuTe JIT, B noze 2,0 ma.

CBUHLAM JUI  MOBHILICHUS OnIonoTROpeHust  npenapar [onaser  Beitke®
IPUMCHSIOT BHYTPHUMBILIEYHO WiTH HOAKOKHO B o3¢ 0,5 — 1,0 M1 na ceunoMarky u 8
o3¢ 1,0 - 1,5 MI1 Ha peMOHTHYIO CBHHKY.

[Ipenapar Tonarer Bejike® [PHMCHAKOT  JIOWAMAM  BHYTPHMBIIEYHO MPH
HAPYIIEHNH TONOBOFO ((HKIIA (OTCYTCTBHE TEYKH, ALUKTHYHAS TEUKA), a TaKKe Jis
HHAYKIMK OBYIAIAU B To3¢ 2,0 MJI Ha KHROTHOC B mepBbie CYTKM KIAHHHYECKOI'D
IPOABACHHS IOJIOBOH OXOTEHL.

11. CHMITTOMBI TICPENO3HPOBKY 1IPH TIPUMEHECHIH TIEKAPCTBEHHOTO TIPENapaTa He
BEISIBNEHEL, ' '



12. Ocobennocteit pefictsus npn TIICPBOM TIPHMCHCHHM JICKAPCTBEHHOIO Tpernapara
HITH TIPH €10 OTMEHE HE BBLIIBIIEHO,

13. Cneayer usberars nporyckoB npy BeeaeHHM OYEPETHON 03Bl Hpenapara, Tak -
KAK 9TO MOKCET NPHBCCTH K CHUKEHUIO TePAamieBTHUeCKol sddekrurHocTH, B cnyvae
IIPOTyCKa OJHOM 10361 HEOOXOMMMO BBECTH €€ KaK MOWKHO ckopee. Jlanee uatepran mo
CACAYIOUETO BBEACHIA TIPEHApaTa He U3MEHACTCH,

14, TIoGouHBIX sABIEHHR 1 OCHOKHEHUI] Y MUBOTHBIX 1pH IpuMmeHenun onaser

Beitke® B cooTReTCIBIN ¢ HACTOAMIEH HHCTPYKIHEH He BHISBICHO,

15. 3amnpemaercs coBmecTHOE npumencuue I'onaser Belike® ¢ apyrumn
TIpeNapaTaMu. ' _

16, Y6oit JKUBOTHEIX HA MACO W HMCIIONBIOBAHHE TIPOAYKIHH KHBOTHOROJCTRBA B
THIIEBRIX Te/sIx mocne npuMenenns ['onaper Belike® paspemaercs 6ea OIpaHHYCHHSI,

IV. Mepur miunoi mpodunakrukm

17. Ilpu paGote ¢ Tonaser Beiikc® caeayeT cobiogars obiune NPaRMIa THYHO#
THIUEHBL M TEXHHKH O€30IaCHOCTH, NPEAyCMOTPEHHEIC IPH pabote ¢ NeKapCTREHHBIMY
npenapatamu. [lo oxonganuu paboThl pyKu CleayeT BEIMBITS TELION BOJOH ¢ MEIIIOM.

18. Ilpn cayuaiinoM KOHTaKre JACKAPCTBEHHOTO OpernapaTta ¢ Koxell win
CIIM3HCTRIMY  OOONIOUKAMH [JTa3a, HX HEoBXOMUMO NPOMBITE GOJIBHIUM KOMHYECTBOM
BOIBL JIIOMSIM ¢ THINEPYYBCTBMTCHBLHOCTEIO K KOMIOHCHTAM npenaparta  Cueayer
H30eraTh IpsAMOro Kourakra ¢ 'onaser Beiike®. B CIyUasX MOSBJICHUS ATEPIHYSCKHX
PCAKLMH MM YIPH CllyqalfHOM TIONANaHMH TpEnapata B OPraHu3M- YEeNOBeKa CleayeT
HEMC/UICHHO OOPATHTECS B MEAMITHHCKOS YApeRaeHH e (IIpH cebe nMeTh HHCTPYKIIO MO
NPUMCHEHHIO [PENapara WiH YTHKETKY). N

19. Tlycreie ¢uakonsr wW3-nox JIEKAPCTBENHOTO  TIpEIiapaTa  3afpemaercs
HCIOIb30BATE V1St GRITOBBIX €N, OHM MOMTEKAT YTUIHIANAK ¢ GLITOBEIMI OTXOZAMM,

20. OpraHuzauus-npou3BOANTEND: Veyx-Pharma GmbH Séhreweg 6 634639
Schwarzenborn, Germany/Beijikc-apma  TM6X Coepeser 34639  Ilpapuentop,
IepManus. Anpec Mecta npoussoacrsa: Sohreweg 6 634639 Schwarzenborn, Germany/
Coepeser 34639 LTsapuentops, Tepmanus, : '

HMucrpykums  paspaGotama  Veyx-Pharma GmbH Schreweg 6 634639
Schwarzenborn, Germany cosmectiio ¢ OO0 «buoMenBerCeprucy (r.Mocksa, 111402,
Paccrernas amtes, 1.5). _

C yIBEpXKASHHEM HACTOAWIEH HHCTPYKLHM, YTpauuBacT CHITY UHCTPYKLHUS [0
npuMenennio lonaser Beltke®, yreepinennas Poccennxosuajizopom 06 mions 2012 r.

PexoMenzosano k peructpaiun 8 Poccuiickol Bepepanun OI'BY «BI'HK Uy,
Homep peructpannontoro ypocrosepenns 276-3-18. 12-0845TTBU-3-4.6/01926





