‘ FTECTABET GnRH (GESTAVET GnRH)

MHCTPYKUMA
no npumeHeHuto MNectaseta - GNRH gna peryaauum
BOCMPOM3BOAUTE/NbHOM (DYHKLMM KOPOB M KPOJIbUMX

(opraHusaumsa - paspabotumnk dumpma « Laboratorios Hipra S.A. »/
«Jlabopatopuoc Xunpa C.A.», UcnaHus)

I. O6wue cBegeHusn
1. ToproBoe HaMeHOBaHWe sieKapCcTBeHHOro npenapara: MectaseT - GNRH (GESTAVET -
GnRH).
MexkayHapogHoe HenaTeHToBaHHOe HaMMEHOBaHWe: roHafopennH
2. JlekapcTBeHHas (opma: pacTBop AN UHBEKLMM
Mpenapat coaepuT B 1 M1 B KayecTBe AencTByloLiero Bewectsa 0,1 Mr roHagopenmHa
(auetara).
JleKapcTBEHHbIM NpenapaT MpeACTaB/iseT coGOM MO BHEWHeMy BWMAY 6ecuLBETHYH
MAKOCTb.
3. TlectaBeT-GnRH pacdacosbiBator no 10, 20 u 50 mn B cTeknsHHble GhAAKOHbI,
YKYMOpEHHbIEe MIaCTUKOBbIMM NMPO6KaMM, YKPEMIEHHbIMMU aIlOMUHUEBBIMM KOIMAYKamMm.
JlekapcTBEHHbIM Npenapart ynaKkoBbIBalOT B KOPO6KM Mo 1, 10 1 12 ¢h1aKoHOB M CHaGKaloT
MHCTPYKLUMEN N0 NPUMEHEHMIO.
CpOK rofiHOCTM NPU YKa3aHHbIX YC/I0BUAX XPAHEHWUA - 2 rofa CO AHA U3rOTOB/IEHMA.
Mpenapar roaeH B TeyeHue 28 gHEN Nocsie BCKPbITUA (lakoHa Npu CoBI0AeH M NpaBu
acenTUKM M XpaHeHWn npu Temnepatype ot 2 °C go 8 °C.
4. XpaHuTb B 3aKpbITOM YMAaKOBKE MPOM3BOAWUTENSA, B CYXOM, 3aLUMLLEHHOM OT MPAMbIX
COJIHEYHbIX JIyYei MecTe, OTAe/IbHO OT NULLEBbIX MPOAYKTOB M KOPMOB, NMpU TemnepaType
o1 2 °C go 8 °C.
5. lectaBeT - GNRH cnieayeT XxpaHuTb B MECTaxX HEAOCTYMHbIX A/ AeTeN.
6. Hewucrnonb3oBaHHbIM NEeKapCTBEHHbIM Npenapat YTUAM3MPYIOT B COOTBETCTBMM C
Tpe6oBaHUAMM 3aKOHOAATE/IbCTBA.

Il. ®apmakosiornyeckme cBoMCTBa
7.dPapmakonormyeckas rpynna: ropmoHbl M MX aHTOFOHWCTI.

FoHagopennH (GnRH) ABnAeTcA CMHTETMYECKMM aHalloroM MPUPOAHOrO FOPMOHA
runoTasamyca, KoTopblii CTUMY/IMPYET BbICBOBOXKAEHUE M3 runodu3a roHagoTPONMHOB:
donnmrynoctumynmpytowero (®Cr) um notemHmsupyrowero (/M) ropmoros. < ©CIF
CTUMy/IMpyeT o6pa3oBaHMe M pocT onamkynos, a JII ABnseTca ropmoHOM,
OTBETCTBEHHbIM  3a  CO3peBaHMe  (O/IMKYNa W MOC/eAYIOLY0  OBYAALMIO:
BHYTpUMbIlLEYHOE BBEAEHME MpenapaTta B PeKOMEH/0BaHHOM fo3e Bbi3bIBaeT ObICTPOE
nosbllweHune yposHen JIT u ®CI B niasme KpoBM, 4YTO CMOCOBETBYET PasBUTUIO
boNNMKYOreHesa y CaMOK KMBOTHbIX.

loHazopesMH ¢ MecTa BBeAEHWMA GbICTPO NocTynaeT B KpoBb. [lepuod, nonypacnaja
cocTaBnifieT 0kosio 20 MUHYT. OH BbICTPO MeTabo/In-3upyeTcA B<MEYeHU M MoYKax B
HeaKTMBHble NenTMAbl U aMMHOKMC/IOTbI, KOTOPble BbIBOAATCA M3 OPraHM3ma KMBOTHbIX
10 90% C Mo4OM.

Ill. Nopsgok NpUMEHEHUA
8. MectaseT - GNRH npumeHsioT:
Koposam gns:
- MIHAYKLUMKM M CUHXPOHM3aLMUOBYAALMK (DOAAMKYNOB;
- CHUXXEeHMA NoCNIepoA0BOro aHOBYIATOPHOrO Nep1oza;
- JledeHns runodyHKUMM M DONMKYNAPHBIX KUCT AMYHMKOB;
Kponbunxam ana:
- UHAyKummn oByAALMM DONMKY0B.
9. Henb3da nNpUMEHATb ), MpenapaT MBOTHbIM C TMUMNEPYYBCTBUTENBHOCTBIO K
ropHajopenuHy.
He ponyckaetcs npumeHeHue ectaBeTa-GnRH KopoBam Ao mcteuvenus 20 - 30 AHen
noc/e Qresid U3-3a HU3KOM BOCMIPUMMUMBOCTM AMHHMKOB M HEMOJIHOTO BOCCTAHOB/IEHWS
DU3MOAOTMYECKON PYHKLMM MATKM, @ TAKKE KPOJIbYMXaM MOJIOXKE 3 MeCALIEB.
10. lMpenapat BBOAAT C COG/IIOAEHMEM MPaBM acenTMKU BHYTPUMbILLEYHO B 061acTb
weu:
KopoBam - B fo3e 1 M/ Ha XMBOTHOe, 4To cooTBeTcTBYeT 100 MKI roHajopesuHa,
Kponbymxam - B Ao3e 0,2 M1 Ha XMBOTHOe, 4To cootBeTcTByeT 20,0 MKI roHagopesiMHa.
11. CMMNTOMbl NEpPeAo3UPOBKM MNpU MPUMEHEHWM JNIeKapCTBEHHOro npenapaTta He
BbIAIB/IEHbI.
12. OcobeHHOCTeN AEMCTBMA NPU NEepBOM BBEAEHMM Mpenapata U NpU ero oTMEHe He
BbIAIBJIEHO.
13. CnepyeT usberatb HapyLLEHWUA CPOKOB MPUMEHEHMA Npenaparta, YTo MOXeT NPUBECTU
K CHUXEHUI0 3(HEKTUBHOCTH €ro AencTBuS,
14. Npu npumeHeHuit MectaBeTa-GNnRH B COOTBETCTBMM C HACTOALEN MHCTPYKUMEN
no6OYHbIX AEUCTBUIA HE HabaaeTCA.
15. B3aMmMozencTBUE C APYrMMM IEKAPCTBEHHBIMM NpenapaTami He BbISBAEHO.
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16. B nepuop npumeHenus lectaBeta-GnRH HeT orpaHMYeHMit MO MCMO/b30BaHUIO B
MULLEBBIX LIeNIEN MACA KMBOTHBIX M MOJIOKA, MOJIy4EHHOTO OT KOPOB.

IV. Mepbl IMYHOM NPODUAAKTUKM
17. MNpu paboTe C nekapCTBEHHbIM CPeACTBOM HEOBXOAMMO COGMI0AaTh 06LiMe npaBma
JMYHOM TUTMEHbl M TEXHWKM 6GEe30MacHOCTM, NpesyCMOTpeHHble npu  pabote C
JNleKapCTBEHHbIMM MpenapaTamu A/ JKUBOTHbIX.
18. CneayeT usberatb nonagaHMA NekapCcTBEHHOro CPeACTBa B r1a3a U Ha KOXy.
19. B cnyyae cayyaiHoro nonafjaHvs mpenapara Ha C/IM3MCTYl0 0GOJIONKY raasa iu
KOXM €ro Heo6X0AMMO NMPOMbITb GO/IbLLIMM KONMYECTBOM BOAbI B TedeHue 15 MMHYT. Mpu
COXpaHEHMM Pa3JpPaKEHUs Ha C/AM3MCTOM OBGOJIONKE rasa MM Ha KOXM creayet
06paT1TCA 3a MeAMLIMHCKOM MOMOLLbIO M NMOKa3aTb Bpayy BK/Ia/blll YNAKOBKM Npenapara.
20. OpraHuzauma-npoussoantens ¢upma «<Laboratorios Hipra S.A.»/ «JlabopaTtopuoc
Xunpa C.A.», Ucnanua; agpec Avda. la Selva, 135-17170 Amer (Girona), Spain.
MHCTpYKUMA no npumeHeHuto MectaBeta-GnRH paspa6otaba dupmoit «Jlabopatopuoc
Xunpa C.A», UcnaHus. ; agpec Avda. la Selva, 135-17170 Amer (Girona), Spain.

C yTBEpXKAEHWEM HACTOAWEN MHCTPYKUMM OTMEHAETCH, MHCTPYKUMA NO NpUMEHEHUIO
lectaBeta-GnRH , yTBepXaeHHasa Poccenbxo3Haf30poM 3 MapTa 2009 roga
PekomeHz0BaHO K permctpaumu B Poccuiickoi, eaepauiu OreY "BrHKM".
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