KPATKA XAPAKTEPUCTUKA HA TIPOAYKT, KbM JIMIIEH3
3A YIIOTPEBA Ne 0022-1837-25.07.2012

1. HAMMEHOBAHUWE HA BETEPUHAPHOMEJIUIINMHCKUA TIPOAYKT

SYNCROPART 30 mg/ CUHXPOTIAPT 30 mr

Barunannu ramMonu 3a oBiie
2. KO/INYECTBEH U KAYECTBEH CHCTAB

CxscraB B 1 n03a:

AKTHBHA cyOCTaHIUs:

Flugestone acetatum..........c.ccccu....... 30 mg

AxTuBHaTa cyOCTaHIMSA € MMIIPETHHpaHa B TaMIIOH, IpeicTaBmsiBaml re0a or moimyperad (ST 42), cuBa Ha
LBAT, ¢ 1uaMeTsp 36 - 44 MM U abiokuHA 27 - 33 MM, 3aXBaHaTa Ha YETUPU MECTa C TOJIMaMUIEH KOHEll, YUATO
nekuHa € 19 — 21 cm.

ITomoinu BemecTBa:
3a mBJIeH CIHCHK Ha ITOMOIITHHUTE BEIeCcTBa, BIK T. 6.1.

3. OAPMANEBTUYHA ®OPMA

Barunanen tammnoH.

4. K/IMHUYHU JAHHU

41 Bunose ;xMBOTHH, 32 KOUTO e peAHasHayeH BMIT

Osue.

4.2 TepaneBTHYHN NOKa3aHNA, CICHU(HYHHU 32 OTACTHHTE BHI0BE dKUBOTHH

[Ipenmu3BruKBaHe 1 CHHXPOHU3AIKS Ha ECTPYCa.
4.3 IIpoTuBonOKa3aHNs

Jla He ce U3M03Ba MPH CBPBXIYBCTBUTEITHOCT KbM aKTHBHATA CyOCTAHIIHS.
Jla He ce W3MON3Ba MpU OBIE, KOUTO MMAaT BarWHAJIHM WM3TEYEHHSA, CKOPO ca MpeThprenn abopT WwiHm ca

OpeMeHHH.

44 Crnenuajiny npeana3Hu MepKH 32 BCEKHU BUJ ’KUBOTHH, 32 KOMTO e npenHa3nayed BMII

Osguere Tps1OBa 1a ca MOJIOBO 3peNH U B 100po pusndecko chcToSHME. AKO IPOAYKTHT C€ IpHilara Ha A3BHU3KH,
TO Te TpsAOBa Ja ca MUHUMYM Ha Ce/leM MECE€YHa BH3pacT M C TErIo He Mo-Mayiko oT 70 % OT CpeaHoTo Terio
TIpY BH3PACTHUTE HHIWBUAN.

4.5 CrnenuaJiHy npeana3Hil MEpKH IIPHU yoTpeda



CnenuaJiHyu NpeANa3HA MePKH 3a ;KUBOTHHUTE NPHU yNoTpedaTa HA MPOAYKTA

Osguere Tps1OBa 1a ca MOJIOBO 3peNH U B 100po pusndecko chcTosHME. AKO MPOAYKTHT C€ IpHiara Ha A3BHU3KH,
TO Te TpsAOBa Ja ca MUHUMYM Ha Ce/leM MECE€YHa BH3pacT M C TErIo He Mo-Mayiko oT 70 % OT CpeaHoTo Terio
TpY BH3PACTHUTE HHIWBUAN.

CrnenuayiHM mpeAna3sHW MepKH 3a JMIATa, NPWJIAralldl BeTePMHAPHOMEIULIMHCKHS TPOAYKT Ha
JKUBOTHHTE

IIpn pabora c¢ mpoxykra TpsAOBa Aa ce WM3MON3BAT NMpEANa3HW PHKAaBUIHM. B cioydail Ha KOHTakT ¢ KOXKara
M3MHITE 3aCErHaTOTO MACTO C BOJIA M CAITyH.

4.6 CTpannyHu peakuuu (4ecTOTa U BAYKHOCT)
Barunwur.

BB3MOXKHO € JIeKO pa3paHsBaHE Ha BarMHaJIHATA JIMTABHMIA IPHU OTCTPAHSABAHE HA TAMIIOHA, KOETO 3a34paBABa
CIIOHTaHHO 710 24 — 48 vaca u He 3acara (EepTHIHOCTTA MM TI0JI0BAaTa CUCTEMa Ha OBIIETE.

4.7 Ynotpeda mo Bpeme Ha 0peMEeHHOCT, JJAKTALMS UJIH SiIIeHOCeHe

He ce mpuara o Bpeme Ha OpeMEeHHOCT.
[Ipenn3BrkBaHe Ha €CTPYC MPH JAKTHPAIIN )KHBOTHH € BE3MOXKHO, Makap edekra Jia e mo-ciab.

IIpn amectpyc, € HEOOXOMMMO Ja ce M3YakaT MHHMMYM 75 IHHM OT jJaTarta Ha pakgaHe IO IMOCTaBIHE Ha
BarvHaJIHMs TaMIIOH.

4.8 B3aumopneiictBue ¢ JApyrM BeTEPpUHAPHOMEAUIMHCKH NPOAYKTH H JApyrH (opMH Ha
B3anMoO/eiicTBIe

He ca u3BectHu.
4.9 Jl03a ¥ HAYMH HA NPWIOKCHUE

Barunamso.

Osna B anecrpyc: [loctasa ce emqun tammon SINCROPART® 30 mg (30 Mr ¢uyrecToH arerar) Ha OBIIA.
TaMmoHsT TPsIOBA /1a MPECTON BHB BIIArajIHIIeTo 12 THH.

IocrapsHe:

Ilpn mocraBsiHe Ha BarvHAJHWSA TaMIIOH TpsOBa Ja ce cma3BaT HEOOXOIMMHTE XWIHEHHH MEpKH, 33 Jia ce
n30erHaT 3aMbpCcsBaHe U MH(EKINN.

Hamnpasere BarmHaTHa MPOMHBKA C aHTHCENITHYEH Pa3TBOP MPEAH J1a TIOCTABUTE TAMITOHA.

TaMmoHBT ce TOCTaBd B JHHOTO HA BIATAJHIIETO C MOMOIITA Ha alIMKaTop, KOMTO ce Ae3umH(eKIpa mpenn
BCAKa yrmorpeba ¢ HeApasHel Ae3WH(EeKTaHT (HampuMep 4YeTBBPTHYHO aMOHHMEBO cheanmHeHune). He
M3IIOJI3BalTe KaTo Ae3MH(EKTaHT aJIKOXOJH, KPe30JH, (peHOIH.

IlocTaBere Tamrona Ha BbpXa Ha alIMKAaTOpa.

BHuMmarenHo mpXHeTe atKaropa 10 (GyHayca Ha BIarajiniiero.

N36yraiiTe OyTanoTo 2-3 ¢M KaTo IBP)KUTE aljIMKaTopa HEMOJBIDKHO, 3a Ja ocBobomure TammoHa. Kpas Ha
KOHella TpA0Ba Jja BUCH N3BBH BYJIBaTa.

W3Bazmere HAITBIHO armIMKaTopa v OyTanoTo OT BIATaJMIIETO.

OrcrpansiBase:

TaMnoHsT ce oTcTpaHsBa Ha 12-s IeH C BHUMATENHO U3bpPIIBAHE HA KOHELA.

Hemnocpencrseno cnen oTcTpaHsIBaHETO Ha TaMIIOHA ce HHXKeKTHpa MycKynHo PMSG. Mmxkeknusra He 6uBa na
ce TpaBH Npeau OTCTpaHABaHE Ha TaMIIOHA, HUTO IO-KBCHO OT 6 dYaca cleJ NMpeMaxBaHETO My, ThH Karo e
BB3MOYKHO TOBa J1a I0BE/IE J0 ITO-HNUCKa e)eKTHBHOCT HA TePanusTa (I0-MaJIbK MPOIEHT )XKUBOTHHU C OBYJIAIINA).
Crnen ynorpeba TaMIoHHTE TPSAOBA J]a c€ YHUIIOKAT CIIOPE]] M3UCKBAHUATA.



3amioxaHe:

Osuere Morar ga ObaaT 3amioaeH 48-72 gaca cief OTCTpaHsABaHEe Ha TAMIIOHHTE.
U36sTBaiiTe cTpec OT BCAKAKBO €CTECTBO MO BPEME U CIIE 3aILTIOKIAHETO.

OBrieTe, KOUTO HE ca OWIIM 3aIUTONIEHHU YCIIEITHO, M€ CE€ Pa3rOHIT OTHOBO cien 15-17 nan.
BropusT ectpyc chiio Moxe 1a 0blie CHHXPOHH3UPAH.

4.10 Ilpeno3upaHe (CMMIITOMHM, CIIEIIHH MEPKHU, aHTHI0TH), AKO € He00X0AUMO

Ilopaau ecTecTBOTO Ha NPOAYKTA U METOABT MY Ha IIPUJIaraHe € HaBb3MOXKHO IPEAO3UPAHE.

[IponBIKUTETHOTO MPECTOsIBaHE HA TAMITOHA BHB BarmHara (T.€. HEOTCTpaHsIBaHETO My Ha 12-s i1eH) OM Morio
Jla TOBEJIE 10 BaTWHAJTHY BB3MAJICHUS U HH()EKIINH Ha €HIOMETpruyMa.

411 KapenreH cpok

Meco u BpTpeinu opranu: Hyna nuu.
Musiko: Hyna nuu.

5. ®APMAIIEBTUYHHU CBOMCTBA

dapmakoTepaneBTHIHA TPYIa: XOPMOHAIHH CPEACTBA, IPOTeCTareHH.
BerepuHapHOMEIMIIMHCKY aHATOMO-TepaneBTHyeH kog: QJO3D.

51 ®apMaKoJHHAMHYHH CBOICTBA

@DyrecToH ameraThT € CHHTETHYCH aHaJIoT Ha mporecTepoHa. Hamono6gBa (nmutipa) GyHKIHMHTE HA XKBITOTO
TS0 NpH OpeMeHHOCT U O0JoKkHupa paboTara Ha SHYHUIMTE HA MPHHIMIIA HAa OTpalaTenHara oOpaTHa Bpb3Ka U
BB3MPEIATCTBA OTACISTHETO Ha TOHAJOTPOITMHY, KOETO BOAH /IO JIUIICA Ha OBYJIAL.

OtcTpansaBaHeTO Ha TAMITOHA CHOTBETCTBA HA MHMKA Ha JiyTeanHara ¢asa ¢ otaensHe Ha GnRH , FSH u LH. I1pn
MIOBEYETO OBILIE OBYJIalUs HacThIBa 48 10 72 yaca cnej OTCTpaHsIBaHE HA TAMIIOHA.

5.2 DapMaKOKHHETHYHU 0CO0EHOCTH

dayoporecToH aneTarpT ce abcopOmpa Tpe3 BarMHajHaTa CTEHa 3a IEpUOJAa Ha TPECTOs Ha TaMIIOHa.
[Ina3MennTe KOHIEHTpAIMHU Ha (QIIyreCTOH alleTaThT Ca OTHOCHTEIIHO OCTOSIHHY 110 BpeMe Ha TPETHPAHETO.
Merabom3upa ce 10 XHAPOKCHINPAHN METa0O0IUTH, KOUTO CE OTAEIAT ¢ (peKkanuuTe 1 ypuHaTa.

6. DAPMALLEBTUYHU OCOBEHOCTHA
6.1 CHHCBLK HAa eKCHUMIINEHTHTE

I'v6a oT monmyperaHoBa mnsHa.
6.2 HecnBMecTuMocTH

He ca u3BectHu.
6.2 Cpoxk Ha rogHocT
Cpok Ha roJTHOCT Ha KpaiiHUs BETEPUHAPHOMEIUIIMHCKY IPOAYKT: 3 TOIUHU.

Cpox Ha TOTHOCT CJIel IBPBO OTBapsSHE Ha OTIAKOBKATa: ja c€ yHoTpeOu BemHara.

6.4. CrnenuaJiny yca0BHs 32 ChbXpPAHEHHE HA NPOYKTA



Ja ce cbxpaHsBa Ha cyxo MAcCTO. la ce rmas3u OT CBETJIMHA.
6.5 Bua u cbeTaB HA MBPBUYHATA ONIAKOBKA

[InukoBe OT MONMMETHIICH/TIOUECTEP € 25 TaMIIOHA.

6.6 CnenuajHu npeanmasHu MEPKH 3a YHUIIOKaBaHE HA HEU3MOJI3BAH MPOAYKT WM OCTATBIUTE OT
HEro

Bceku Hen3noBan BETCPUHAPHOMEAUIIMHCKHU IIPOAYKT HUJIK OCTATHIU OT HETO, Tp516Ba Ja 6’bZ[aT YHUIIOKEHU, B
CBHOTBECTCTBHEC C UBUCKBAHWATA HA MCCTHOTO 3aKOHOAATCIICTBO.

7. NME HA TPUTEKATEJIA HA JIMINEH3A 3A YIIOTPEBA

Ceva Sante Animale, 10 avenue de la Ballastiere — 33500 Libourne Cedex, France
Tel. +33(0) 5 57 5540 40 / Fax: +33 (0) 5 57 554192
e-mail: contact@ceva.com

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA

Ne 0022-1837-25.07.2012

9. JATA HA ITIOJHOBABAHE HA JIMITEH3A 3A YIIOTPEBA

25.07.2012

10. JATA HA TIOCJIEJHATA PEJAKIIUA HA TEKCTA
23/07/2012
3ABPAHA 3A TIPOJAKBA, JOCTABKA U/WJIHN YIIOTPEBA

Hama.

H3ITHJIHUTEJIEH JIHPEKTOP



