JIMCTOBKA:
I'onaser Beiikc 50 pg/ml uH>KeKMOHEH pa3TBOp 3a FOBEIa, CBUHE U KOHE

il HUME U IIOCTOSSHEH AIPEC HA ITPUTEKATEJIA HA PABPEIIEHUETO 3A
THBPT'OBUA U HA TPOU3BOJUTEJISA, AKO TE CA PA3JIMYHU

HDI/ITC)KaTeJ'I Ha pa3spCIICHUCTO 3a ThProBUA M HIPOMU3BOAMUTEJI, OTTOBOPEH 3a OCBO60)KI[aBaHe Ha
Ha[)TI/IgaTa:

Veyx-Pharma GmbH

Sohreweg 6

34639 Schwarzenborn

I'epmanus

HDOI/I3BOI[I/ITGJ'I, OTTOBOPECH 3a OCBO60>KI[aBaHe Ha rnmapTujgara.
Veyx-Pharma B.V.
Forellenweg 16

NL-4941 SJ Raamsdonksveer
Hunepnannus

2. HAUMEHOBAHUWE HA BETEPUHAPHOMEJIUIIUHCKUSA TPOAYKT

I'onaser Beiike 50 pg/ml nmxeKmoHeH pa3TBOp 3a TOBEA, CBUHE W KOHE
Gonadorelin[6-D-Phe]

3. CbABbP/KAHUE HA AKTUBHATA CYBCTAHIUSA U EKCIIUIIMEHTUTE
I'onasert Beiikc e OucThp, O€31BETEH WHKEKITMOHEH Pa3TBOP, ChIbPIKAIIL;
AKTHBHA cy0OCTaHIUA:

Gonadorelin[6-D-Phe] 50 pg/ml (exBuBasentHO Ha 52,4 ug/ml Gonadorelin[6-D-Phe]
acetate)

Excuunuenru:

XJ10poKpe3ot 1 mg/ml

4, TEPAIIEBTUYHMU ITIOKA3AHUASA

KoHTpon u cTumynupane Ha Bb3NPOU3BEKIAHETO MPU TOBEJIA U CBUHE. JIeueHUe Ha OBapUaIHO

00yCIIOBEHH HAPYIICHUS Ha 3aILTOIIEMOCTTa WIIK HAPYIIEHH Bh3IPOU3BOIUTEIHU (PYHKIINN TIPH

roBejia M KOHE.

I'oBena (KpaBy, FOHUIIN):

— HWHunyknus Ha oBysanusaTa npy 3a0aBeHa oByJanus B cieacTeue Ha LH-neduur;

—  HWHayknus/CHHXpOHU3AIKMs Ha OBYJIAlMATa B pPAMKHUTE Ha IPorpaMaTa ¢ W3I0JI3BaHe Ha METOIH 3a
OCEMEHSIBaHE Ha OIpeelicHa JaTa;

— OBgapuasiHa CTUMYJIALIKA [10 BPpEME Ha CIACAPOAWIIHUSA NEPUO OT 12-Tust ACH clie paXdaHETo;

— Osapuannu kuctH (B cieacreue Ha LH-gedumumr).

CBune (cBUHE MaliK/, ITLPBECKIHN):

— HWHayxnws/cHHEXpOHU3AIMS Ha OBYJIAMATa B paMKHTE Ha IIporpaMaTa ¢ U3I0JI3BaHe Ha METOH 32
OCEMEHSIBAHE Ha OIpEJIEeHa JaTa U CHHXPOHU3UPAHE Ha PaXXJaHETO.

Kone (xo0uin):

— Auukius ¥ aHectpyc B caencteue Ha LH-neduiut.

5. IMPUTUBOIIOKA3AHUA

Jla He ce M3MmoJI3Ba MpHU KPaBH C y3psUT TEPIHEPEH (HOIHUKYJI, TOTOB 32 OBYJIAITHSI.

Jla He ce n3noi3Ba Npy MHPEKITMO3HH 3a00JSIBAHUS U JPYTH 3HAYNMH CMYIIEHUS B 3[PABOCIOBHOTO

ChCTOSIHUE.

Jla He ce M3MmoJI3Ba MpY U3BECTHA CBPHXUYBCTBUTEITHOCT KbM aKTUBHATA CYOCTAHITUS WIIH KbM HIKOM

OT EKCIMITUEHTHUTE.




6. HEBJIATOITPUSITHU PEAKIIUHN

He ca n3BectHn.

Axo 3a0enexnuTe HAKaKBU HEOIArONpUsITHU PEaKiy, BKIIOYUTEIHO U TAKMBA, KOUTO HE ca OMHCaHH B
Ta3¥ JUCTOBKA WM MUCIIHTE, 4€ BETCPUHAPHOMEIUIIMHCKHS IPOAYKT HE paboTH, MOJIS 1a YBEIOMUTE
Bamms BeTepuHapeH Jiekap.

ANTepHATHBHO MOE J1a ChOOIaBaTe Ype3 HallMOHATHATA CHCTEMa 3a JIOKJIaIBaHe {eTaian Ha
HallMOHATHATA CHCTEMA}.

7. BHUJOBE ) KXUBOTHHMU, 3A KOUTO E IPEJJTHA3ZHAYEH BMII

l'oBena (kpaBu, 10HUIN), CBUHE (CBUHE MalKH, IbPBECKUHN ), KOHE (KOOMIIN)

8. JO3UPOBKA 3A BCEKU BU/I )KUBOTHO, METOJ1l U HAUNHU HA
NPUJIATAHE

3a UHTpaMyCKYJIHa WU MTOJKOKHA WHXKEKLHUS. 32 MHTPaMyCKY/IHOTO MPHJIOKEHHUE - 32 MIPEINOYUTAHE
B o0nacTTa Ha Bpara. To3U MPOIYKT € MpeIHa3HauYeH 3a €THOKPATHO MPUIIOKEHHUE, OCBEH KOTaTo ce
M3II0NI3Ba KaTo JacT oT “Ovsynch” mpoTokoa 3a H3KyCTBEHO OCEMEHSIBAaHE Ha OIPEe/IeNIieHa I1aTa.
Ho3za B ml npoxyxt u pg Gonadorelin[6-D-Phe] Ha xuBoTHO:

I'oBena (kpaBU ¥ FOHHUIIN) — Ype3 HHTPAMYCKYITHA WHKEKITHS: 1,0-2,0 ml

(cvotBetcTBammum Ha 50-100 pg Gonadorelin[6-D-Phe])

- MHayk1ust Ha OByJalMsATa MPHU 3aKbCHSUIA OBYJIalus B cieacTeue Ha LH-nedurmr 2,0ml

- Manykiust/cMHHXpOHU3AIIHS Ha OBYJIAIUATA B PAMKHTE Ha MPOTrpaMaTa ¢ M3MOJI3BaHE Ha METOHU 32
OCEMEHSIBAaHE Ha OTPE/ICIICHA JaTa 1,0-2,0 mi

- OBapuayiHa CTUMYJIAIKS 10 BpeMe Ha CIEAPOIHITHIS Tepro oT 12-Tus aew cien pakmanero 1,0 ml

- OBapuanau kuctH (B cienacreue Ha LH-gedummr) 2,0ml

CauHe (CBUHE MalKH U IbPBECKUHK) — YPe3 MHTPAMYyCKYyJIHA WK MOJAKOXHA nikekmwms:  0,5-1,5 ml

(cvotBeTcTBaIM Ha 25-75 ug Gonadorelin[6-D-Phe])

- MHIyKIMs/CHHXpOHH3AIUS. HA OBYJAIUATA B paMKUTE Ha Mporpamara ¢ W3MOoJ3BaHe Ha METOIH 3a
OCEeMEHSIBaHE Ha OIpeJIeNICHa 1aTa U CHHXPOHU3UPAHE Ha PaXKIAHETO

CBuHe Maiiku: 0,5-1,0 ml
[IbpBecKuHU: 1,0-1,5ml
Kowne (ko0uiin) — upe3 MHTPaMyCKYyJTHA WHKEKIIHS: 2,0ml

(cvotBetcTBaro Ha 100 ug Gonadorelin[6-D-Phe])

I'ymenara 3amymaika Ha (iakoHa MOXe Jia ce mpoOuBa 6e30macHo 10 25 mbTH. B npoTuBeH ciydai,
3a (hrakonute ot 20 ml u 50 ml TpssOBa 1a ce U3M0II3Ba ABTOMATHYHO YCTPOMCTBO 3a CIIPUHIIOBKATA HITH
MOIXO/ISIIIA MIJIA 33 U3TETJISIHE, 3a J1a ce u30erHe MPEeKOMEePHO MPOOUBaHE Ha 3aIlyIaIKaTa.

Cneyuanna ungopmayusn

T'oBena:

3a cUHXpOHM3AIMS Ha €CTPYyCa U OBYJIAIIUATA, U 332 U3KyCTBEHOTO oceMeHsBaHe (artificial
insemination, Al) Ha onpenesieHa AaTa mpu roBe/a € pa3padoreHa Taka HapeueHara “Ovsynch-
npouenypa”’, Koato ce cberou B ynorpeba Ha GnRH B komOunauus ¢ PGF,, B nurepatypara uecro ce
choOImaBa 3a cienausi Al mpoOTOKOII ¢ ONpeIeNIeH IaTH:

Hen 0: Hmxekrupaiire 100 pg Gonadorelin[6-D-Phe] na »xuBoTHO
(2 ml ot mpoxykTa)
Hen 7: Wmxektupaiite PGF2, nim Heros aHanor (JIyTEOJUTHYHA 1032)
Hen 9: Wmxexrupaiire 100 pg Gonadorelin[6-D-Phe] na xuBoTHO
(2 ml ot mpoxykTa)
UzkycrBeno ocemensaBane (Al): 16-20 gaca mo-KbCHO HJIM MPU HAOJIOJ]aBaH €CTPYC, AKO HACTHITH
10-CKOpO

Ovsynch-nporieypara Mose Jia He € TOJKOBA erKacHa MPH FOHUIIH, KAKTO TPU KPaBH.
Csuse:



MeToabT Ha CHUHXPOHM3AIUS Ha OBYJAIMATA BKIOYBA IMpHiaraHe Ha TedopenuH WM cepyMeH
TOHAJOTPONTUH OT OpemMeHHHM KoOwnm (pregnant mare serum gonadotropin, PMSG) cnex kpas Ha
CUHXPOHHU3AIMATA HAa €CTpyca C alITPEHOreCT MPH CBUHE-T'bPBECKHMHHM WIIU Clie[] OTOMBAHETO Ha
rpaceraTta-cyKaiadeTa Mpy Bh3pacTHU CBUHE U JIBYKPaTHO M3KYCTBEHO oceMeHsiBaHe. lIpu Bb3pacTHU
CBHHE MpOrpamara 3aBUCH OT NPONBIDKHTEIIHOCTTa Ha Mepuoja Ha nakranus. [IpenoppyBar ce

CJICTHUTE MPOLICAYPH:

[IbpBeckunn™

Bw3pactau cBuHe™*

WNunyxuus Ha ecTpyc

Peforelin 48 yaca wnn
PMSG (eCG) 24-48 yaca
CJIea IOCJIEAHOTO
TIPWIOKEHNE HA aTPEHOTECT

IMpunoxenue na Peforelin wmm PMSG
24 4qaca cieq oTOMBaHE Ha IpaceraTa-
CyKalJeTa.

CuHXpOHM3AITUS Ha
OBYJIAIHATA

Gonadorelin[6-D-Phe]
78-80 yaca cien NpUIOKCHHE
Ha niehopenuH i PMSG

Ilepuoo na naxmayus >4 ceomuyu:
Gonadorelin[6-D-Phe] 56-58 uaca cien
priIoxeHue Ha nmedopenun wim PMSG

Ilepuoo na naxkmayus - 4 ceOmuyu:
Gonadorelin[6-D-Phe] 72 gaca cren
MpuiIoKeHue Ha nedopenud wiu PMSG

Ilepuoo na naxmayus - 3 ceOmuyu:
Gonadorelin[6-D-Phe] 78-80 uaca cien
npuiokeHue Ha nedopenud wim PMSG

1-B0 M3KYCTBEHO
ocemensBane (Al)

24-26 gaca cien IpUIIOKEHHAE
na Gonadorelin[6-D-Phe]

24-26 gaca cien npuUIOKEeHHE HA
Gonadorelin[6-D-Phe]

2-po U3KYCTBEHO
oceMeHsBaHe (Al)

40-42 4gaca cnep IpUIIOKEHUE
ua Gonadorelin[6-D-Phe]

40-42 gaca cnex MprIOKEHNE Ha
Gonadorelin[6-D-Phe]

* [IpennounTanata no3a 'onaset Beiikc npu cBuHe-mbpBeckunu € 50 ug Gonadorelin[6-D-Phe].
Jlo3ata obaue, MoXxe 1a Objie Kopurupana B rpanunute Ha 50-75 pg, kato ce B3eMaT [0/ BHUMaHHE
crienuuaHUTe 3a Pepmara aCeKTH Wi Ce30HHUTE BiusHus. [Ipeuiaranara mporpama TpsoBa aa ce

cria3Ba CTPUKTHO.

** [IpennounTanara 1o3a ['oHaBet Beiikc npu Bu3pactru ceune € 50 pg Gonadorelin[6-D-Phe].
[punoxenuero Ha 25 pg obade ChHIIO € JOCTATHYHO MPU CBUHE C TIOBEYE OT 3 ONpacBaHHs WU 110
BpeMe Ha Pa3MHOXUTEITHUS TIEPUO]T - OT CenTeMBpH 10 Maii. [Ipe/uiaranara mporpama tpsosa jia ce

cria3Ba CTPUKTHO.

9. CBBET 3A ITPABUJIHO INPUJIOKEHHUE

Hawma.

10. KAPEHTHHU CPOKOBE

I'oBena, cBUHE, KOHE
I'oBena, xoHE

Meco 1 BETpELIHU OpPraHu:
Musiko:

HyJIa JTHU.

HYyJia Haca.

11. CIHHELHUAJIHU YCJIOBUS 3A CbXPAHEHHUE HA TIPOAYKTA
Jla ce cpxpaHsBa Jaed OT IMOTJie/ia U Ha HEJAOCTHITHY 3a JIella MecTa.

Ja ce cvxpansiBa B xsaamwiHuk (2 °C — 8 °C).
Ja ce masu GakoHBT BbB BBHIIHATA OIIAKOBKA C 1M IpeiNa3BaHe OT CBETIHHA.

Jla He ce cpxpaHsaBa npu TeMieparypa Hax 25 °C cnen oTBapsiHe.

Jla He ce M3M0I3Ba TO3M BETEPUHAPHOMEIUITMHCKH TIPOTYKT CIIE/ N3THYaHE Ha CPOKa Ha TOAHOCT,
MMOCOYCH BHPXY €TUKETa Ha KapToHa u (rakona cien “TomeH n1o:”. CpoKbT Ha TOIHOCT OTTOBAPS Ha
MTOCJIEAHNA JIEH OT TO3U MECell.
CpoK Ha TOTHOCT CJIeN TFPBOTO OTBAPSHE HA OTIAKOBKATA: 28 THHU.

Korato xoHTeitHepHT ce podue (OTBOPH) 3a IPBHU BT, TPSIOBA J]a ce ONpeIesH AaTaTa Ha KOsSITO
OCTaThLUTE OT MPOAYKTa BbB (IakoHa TPsOBa Aa ObJAT YHUILOKEHH, KAaTO CE M3M0JI3Ba CPOKBT HA




TOJIHOCT CIIe/l TbPBOTO OTBAPSIHE HA ONAKOBKATa, IIOCOYEH B Ta3W JIMCTOBKA. JlaTaTa Ha yHHIO)KaBaHE
TpsiOBa J1a ce 3amuilie Ha OCUTYPEHOTO 32 TOBa MSICTO BbPXY CTHKETA.

12. CIHEIIMAJIHU NPEAYNPEXIEHUSA

CrienmaiHy IpeaynpekKaeHns 3a BCEKH BUJ JKHBOTHH, 33 KOHUTO € npenHazHaden BMIT:

3a MakcMMallHO yBeJlMYaBaHE Ha MMPOLCHTA Ha 3aIIoXkKIaHe PH KPpaBU, KOUTO 1ie ObAaT TPETHPAHU C
W3M0I3BaHE Ha MPOTOKOJHM 3a CHHXpoHU3aus Ha ocHoBata Ha GnRH-PGF,,, Tpsi0Ba na ce ompenenu
CHCTOSTHUETO Ha SHYHWIIUTE W Ja C€ TOTBHPAM pPEAOBHATA MM HUKIMYHA (QyHKOuA. OnTHMaTHH
pe3ynraTH me 0bAaT TOCTUTHATH MPH 3/IPaBH, HOPMATHO IUKJIAPAIIN KPaBH.

CrnenmanHy npeAna3Hy MEpKH 3a JIMIarTa, Ipuiaraily BeTepUHAPHOMEIUIIMHCKNS IPOIYKT Ha
KUBOTHUTE:

[IpunoxxenneTo TpsAOBa 1a cCTaBa BHUMATEITHO, 32 Jla ce M30eTHe cirydaifHo camonmkekTupane. [Ipu
CllydaiiHO caMOWH)KEKTUpaHe, He3a0aBHO /1a ce MOTHPCH MEIUIIMHCKU ChBET, KaTo Ha JeKaps ce
MPeJOCTaBH JINCTOBKATA WM €TUKETa HA MPOAYKTa. Thi KaTO aHAI03UTE Ha TOHAIOTPOIIHH-
ocBoboxmaBamtus (penusuHr) xopMoH (GnRH) Moxe ma ce pesopOupar mpes Koxara; pH CIIydaifHo
pasnrBaHe BHPXy KOXKaTa WM B O4UTE TPsiOBA Jja ce mpoMue OOHMITHO C BOJa.
BereprHapHOMEIUIIMHCKHUAT IPOAYKT He TPsOBa Jia ce mpujiara ot OpeMeHHH XeHU. JKeHU B
JeTepoIHA BB3PACT TPSAOBaA [1a MpUiIaraT BETEPHHAPHOMEAUIIMHCKAS TIPOAYKT C MOBHUIIIEHO BHUMAaHHE.
Xopa ¢ ycTaHOBeHa CBpbX4uyBCcTBUTENHOCT KbM GnRH TpsiOBa ma n304rBaT KOHTAKT C
BCTCPUHAPHOMECANIUHCKUA IIPOAYKT.

Jlakranus:

Moske ia ce mpuiiara 1o BpeMe Ha JaKTaIlwsl.

B33HMOI[CI>'ICTBHC C APVYIY BETCPUHAPHOMEANTIMHCKHN ITPOAYKTHU U APYI'U (bODMI/I Ha B3aPIMOI[CI>iCTBPIe:
HacTbnBa cuneprudeH eexT npu NPUIOKEHNE B KOMOUHAIMS ¢ (hOTUKYIOCTUMYJIUPAI] XOPMOH
(FSH), ocobeno npu cMmyIIeHHs IO BpeMe Ha CIeApoaiIHAs niepuoa. EnHoBpeMenHara ynotpeda Ha
YOBEIIKY WJIM KOHCKH XOPHUOHTOHAJIO0TPOITMH MOXKE J]a TOBEJIE 10 OBapHaTHAa XUIEPCTHUMYIAIIHSL.
OCHOBHU HECHBMECTUMOCTH:

[Ipu nurnca Ha TaHHU 32 CBBMECTUMOCT, TO3W BETEPUHAPHOMETUIIMHCKY IIPOIYKT He TPsOBa /1a Obe
CMECBaH C APYTH BETEPUHAPHOMETUITUHCKH TIPOTYKTH.

13. CHELUWAJIHU MEPKHU 3A YHULIOKABAHE HA HEU3ITOJI3BAH ITPOAYKT
NJIN OCTATHBIH OT HEI'O, AKO UMA TAKHUBA

Bceku Hensmon3BaH BeTepUHAPHOMEIUIIMHCKY TIPOIYKT WIIK OCTATBIIM OT HEro TpsoOBa aa Obaat

YHUIIIOXKEHU B CbOTBETCTBHUE C U3MCKBAHUATA HA MECTHOTO 3aKOHOAATEIICTBO.

14. JATATA HA TIOCJIEAHATA PEJAKIIUA HA TEKCTA

07/2025

15. JOMN'BJHUTEJIHA UHOOPMALIUS

1 ¢naxon (10 ml) B kapTOHEHA Ky THS

1 ¢nakon (20 ml) B kapTOHEHA KyTHS

1 ¢nakon (50 ml) B kapTOHEHA KyTHS

He Bcuuku pa3Mepu Ha orakoBKaTa Morar Jia ObaaT MpesiaraHy Ha ra3apa.

26.8.2025 r.

X

[-P KPACMMWP 3/1ATKOB
OVPEKTOP HA AVPEKLA KBAM
Signed by: KRASIMIR YANKOV ZLATKOV




