JIMCTOBKA

il HaumeHnoBanue Ha BeTepUHAPHUS JT€KAPCTBEH NPOIYKT

Folliplan, 4 mg/ml nepopanen pa3rBop 3a CBHHE

2. Cncras

Bceexn 1 ml ceappika:

AKTHBHO BellleCTBO:

Altrenogest 4,0 mg
ITomomHu BemecTBa:
Butylhydroxytoluene (E321) 0,07 mg
Butylhydroxyanisole (E320) 0,07 mg

buctbp, xbAT pa3TBOp.

3. Bupnose :knBoTHH, 32 KOUTO € npeanasnaven BJIII

Hepaxnanu cBune

4. Iloxka3zanus 3a ynorpeda

3a CHHXpOHM3UpPaHE U KOHTPOJI Ha ecTpyca NP [UKINIHA HEPaKAalu CBUHE.

5. IIpoTuBonmoKa3zanus

Jla He ce M3MoI3Ba NPU MBXKKH )KUBOTHH.

Ja He ce u3non3Ba npu OpeMeHHN CBHHE WU TAKWBA, KOUTO UMAT MAaTOYHU HHEKIHH.

[la He ce U3MoJ3Ba PU CBPBbXUYBCTBUTEIHOCT KbM aKTHBHOTO BEIIECTBO MM KbM HSIKOE OT IIOMOLIHUTE
BEILECTBA.

6. CrnenmnaJiHu npeaynpeRIeHus

CrenuanHy npeynpesKaCHUs:
Jla ce u3mos3Ba caMo IpH MOJIOBO 3pEJIM CBUHE, KOUTO Ca UMaJIH €J1UH eCTPYC.

Crenpanaay npeina3sHii MEPKH, KOUTO TPOBa a B3eME JIMLIETO, IPWIArallo BETEPUHAPHMUS JIEKAPCTBEH
OPOAYKT HA )KUBOTHUTE:.

BerepuHapHUAT JIeKapCTBEH MPOAYKT He TpsiOBa Jia ce mpuiiara OT KEeHH, KOUTO ca MM MOXe O ca
OpemenHu. JXKeHu B nereponHa Bb3pacT TpsOBa Ja M30STrBaT KOHTAKT C BETEpUHAPHHS JIEKaPCTBEH

MPOJYKT.

C To31 BeTepHHApEH JIEKapCTBEH MPOAYKT He TpsiOBa a paboTsT:
- XOpa ¢ yCTaHOBEHM WJIM CbMHHUTEIHM ITPOreCTEPOH-3aBUCUMH TYMOPH
- Xopa ¢ TpoMO0eMOOTYHH YBPEKIAHUS



Jla ce n30srBa KOHTAKT C KOKaTta U ouute. [Ipu cirygaiiHO pasiauBaHe BBPXY KOXKaTa, MSCTOTO TPAOBa
Jla ce 3Mue He3a0aBHO ¢ Boja u camyH. [Ipu cirydaifHo monagane B O4MTe, U3IUIAKBANTE CTApATEITHO C
BOJa 32 15 MHHYTH M He3a0aBHO Ja ce OTHhPCH MEIUIMHCKU ChBET, KaTO Ha JieKaps ce MpeI0oCTaBU
JIUCTOBKATa WX €THUKETa Ha IPOAYKTa.

WNnauBumyanHo nmpeanazHo o00pyIBaHe, ChCTOSIIO C€ OT HEMPOIYCKINBY PHKaBUIM U PaOOTHH IpeXH,
TpsiOBa J1a ce HOCH, KOTaTo ce padoTH C BETEpUHAPHUS JIEKAPCTBEH MPOAYKT. JIaTeKCOBU WK APYT THIT
MOPECTH PHKABUIIM, MOTAT Ja MO3BOJAT MPEMUHABAHETO HA TO3U BETEPUHAPEH JICKAPCTBEH MPOIYKT
npe3 TsX. Pe3opOrusara npe3 kokata Moxke na ObJe TOpU MO-CHIIHA, KOTaTO MSCTOTO € MOKPUTO C
OKJTy3WBHU MaTepHAalIH.

MuiiTe pblieTe CH ciell ynoTpeoa.
Edextu mpu npeekcronnpane: MOBTOpHATA HHIIMACHTHA PE30pOIIHsS MOXKeE J1a TOBEIE J10
MPEeKbCBAHE HA MEHCTPYATHHUS IUKBJ, YTEPUHHM WM a0OMHHATHU CHasMH, YBEJIMYaBaHE WA

HaMaJIIBaHEC Ha YTEPUHHOTO KbPBCHE, YIbJIDKaBaHE Ha 6peMCHHOCTTa WJIU TJIaBo0OIHE.

Crenpaiiy npeana3sHy MEPKH 3a 3aIMTa HAa OKOJIHATA CPEa;

IIpu pasmpbckBaHe Ha 00OpCKa TOp OT TPETUPAHH >XHBOTHM, TPsiOBa CTPUKTHO Ja Ce CHas3Ba
MUHHMAJHOTO DPAa3CTOSIHUE 10 TOBBPXHOCTHUTE BOJAM, KaKTO € ONpPEAETICHO B HAIIMOHAJIHUTE WU
MECTHHUTE pa3nopeadH, Thil KaTo OOOPCKUSAT TOp MOXKE Ja ChAbpxka altrenogest, KOHTO Moxe 1a
MPUIMHU HEONAronpusITHU e()EeKTH BB BOJHATA Cpela.

bpeMennocT u jakranusi:

He ce npuiara no Bpeme Ha OpeMEHHOCT U JIaKTauusl.

B32H/IMOI[€I710TBI/IC C ApYIru BETCPHUHAPHH JICKAPCTBCHU MPOAYKTH U APYTH (bODMI/I Ha B3aI/IMOI[CI\/'ICTBI/Ie:

Hsama HanugHM JaHHU.
[Ipenosupane:
Hsma Hanmnyna nadopMarius.

OCHOBHM HECHBMECTUMOCTH.

[pu nunca Ha JaHHUW 32 CHBMECTUMOCT TO3H BETEPHHAPEH JIEKAPCTBEH MPOIYKT He TpsiOBa J1a Obie
CMECBaH C APYTH BETEpUHAPHM JIEKAPCTBEHH MIPOAYKTH.

7. HebaaronpusiTHu peakuuu

Hepaxxganu cBune:
He ca usBecTHH.

C’LO6H_[aBaHeTO Ha He6J‘IaFOHpI/I$ITHI/I PpCaKnum € BaXXHO. TOBa IMMO3BOJIsIBA HCIIPCKBCHAT MOHUTOPUHI Ha
6630HaCHOC”[Ta Ha OpOoayKTa. AKO 3a6eJ‘I€)KI/ITe HSKAaKBHU He6J‘IaFOHpI/I$ITHI/I PCaKknuu, BKIIFOYUTCIIHO U
TaKMBa, KOUTO HC Ca OIMMMCAHU B Ta3U JIMCTOBKA UJIKX MUCJIHUTEC, UC BETCPUHAPHUA JICKAPCTBCH MPOAYKT
HE JIeHCTBA, CBBPIKETE Ce MBPBO ¢ Bammst BeTepruHapeH jiekap. MoskeTe ChINo aa chobmaBare
He6HaFOHpI/I$ITHI/I peaKHI/II/I Ha HpI/ITe)KaTeHH Ha pa3pe1ueHHeTo 3a T’prOBI/IH, KaToO U3I10JI3BATC JAaHHUTEC
3a KOHTAKT B Kpas Ha Ta3u JIMCTOBKA UJIK 4YPE3 Barmara HallMOHAJIHA CUCTEMA 3a c3061uaBaHe:
https://kvmp.bfsa.bg/phv



https://kvmp.bfsa.bg/phv

8. I[ompom(a 34 BC€KHA BU/ )KUBOTHO, HAYUHHU U METO/1 HA IIPUJIOKCHUE

IIpunarane B XpaHa.
Jlo6aBeTre BeTepuHApHUSI JIEKAPCTBEH MPOAYKT KbM XpaHaTa, HEIIOCPEACTBEHO MPEIU XPaHECHE.

5 ml (otroBapsuu Ha 20 mg altrenogest) Ha >KMBOTHO B IPObDKeHUE Ha 18 qHU.

9. CbBeTH 32 IPAaBUJIHOTO NMPUJIATAHE HA MPOIYKTA

OtcTpaHeTe BUHTOBATA Karayka M 3alyllajkaTa i OTMepeTe KIMHUYHATA 032 OT 5 Ml, u3mon3Baiiku
MpHUIpyXaBala OyTHIIKaTa J03Mpalla Kanadka, H3CUIeTe 103aTa BbpXy XpaHaTa 1 3aTBOPETE
OyTWJIKaTa c 3amyIiajikata 1 BAHTOBATa Karayka Clie]l Bcsika ynorpeoa.

VYBepere ce, 4e XxpaHaTa ¢ 100aBEHHs BETEPHHAPEH JIEKAPCTBEH MIPOAYKT € KOHCYMUpPaHa HaIbJIHO.

YBepere ce, ue mpaBWIHATA J03a CE Mpujiara eXeIHEBHO, IPUIIOKEHUETO B MTO-HUCKA 1033, MOXKE Ja
JOBeJie 10 00pazyBaHeTo Ha (ponMuMKyIHH IUCTH. B cirydanTe, Korato mMa HEU3seHa WA YaCTHIHO
M3sJIeHa XpaHa ¢ I00aBeH BETEPUHAPEH JICKAPCTBEH MPOYKT, TS TPsAOBa J1a ObE YHUILOKEHA U JIa He
Ce U3XPAHBAT APYTH KUBOTHH.

10. KapenTHu cpokoBe

Meco u BbTpeIIHU Opranu: 9 aHu.

11. Cnenmnajnm ycjaoBHS 32 CbXpaHeHHe

Jla ce cpxpaHsBa Jaed OT MoTJie/ia U Ha HEAOCTHITHH 32 JIella MecTa.

To3u BeTepuHApEH JIEKAPCTBEH MPOAYKT HE M3UCKBA HUKAKBH CIICIIMATTHU YCIOBHS 32 ChXpaHEHUE.
Jla He ce M3MOJI3Ba TO3M BETEPUHAPEH JIEKAPCTBEH MPOIYKT CJe]l N3THYaHEe CPOKa Ha TOHOCT,
MTOCOYEH BHPXY €TUKET CIIe/l CPOKa Ha rogHOCT. CPOKBT HA TOJHOCT OTrOBapsi Ha MOCIEIHUS JIEH OT
TO3U Mecell.

12. Cl'leIIHaJ'IHI/I npeanasHiu MEPKHU MpH YHUIIIOKaBaHE

BerepunapHuTe jekapcTBEHHN MPOIYKTH HE TPAOBa J1a ObAAT N3XBBPIISHH Ype3 OTIATHH BOIM UITH
OHUTOBH OTIALBIIN.

To3u BeTeprHAPEH JIEKapCTBEH NPOAYKT He TpsiOBa 1a ObJie M3XBBPIISIH BbB BOAHU OaceiiHu, Thi KaTo
altrenogest mosxe 11a 6b/1e OraceH 3a pubH U APYTH BOJHU OPTaHU3MHU.

M3non3BaiiTe mporpaMu 3a BpbIllaHE IPU YHUILIOKABAHETO HA HEU3MOJ3BAHU BETEPUHAPHU
JIEKAPCTBEHU MPOJYKTU UM OCTATHIIM OT TSAX B CbOTBETCTBUE C U3UCKBAHUSATA HA MECTHOTO
3aKOHOJIATEJICTBO U C BCUYIKH MPIIIOKMMH HAITFOHATHU CHCTEMH 3a chOupane. Te3n Mepku 1me
TIOMOTHAT 3a OIla3BaHE Ha OKOJIHATA CPeJa.

[lonmraiite Bammus BeTeprHapeH nekap win ¢papMaleBT Kak Aa YHUIOKUTE HEHY)KHU BETepUHAPHU
JIEKAPCTBEHHU ITPOJTyKTH.

13. Kuaacudukanusi Ha BeTEpUHAPHUTE JIEeKAPCTBEHH MPOAYKTH



I[a C€ OTITyCKa CaMoO II0 JICKapCKO NpEAINCaHuEC.

14. Homepa Ha pa3pelieHHeTO 32 THPrOBUS U Pa3MePH ONAKOBKHU
0022-2722

Kapronena KyTusi, KOsTO chabpika eana 540 ml wiu 1L anymuHueBa OyTHIIKA ChC 3amyniaiKa OT
MOJIMETUIIEH C HUCKA IUTBTHOCT M Kanayka Ha BUHT OT MOJHUIponwieH. Bkimtodena e u josupamia
Kalayka KbM JIBaTa pa3Mepa OIMaKOBKH.

He Bcuukm pasmepn Ha omakoBKaTa MoraT Aa ObJaT npeajarany Ha mnasapa.

15. [lara Ha mocjiegHATa peJaKIus HA TEKCTa

12/2024

[NoapoOHa nHpOpManus 32 TO3M BETEPUHAPEH JICKAPCTBEH MPOAYKT MOXKE J1a HaMepuTe B O6azarta
nanau Ha Chro3a otHocHo npoaykrute (https://medicines.health.europa.eu/veterinary).

16. [lanHwm 3a Bpb3Ka

[purexxaTen Ha pa3pelIeHUETO 32 ThPrOBU U JIaHHU 33 BPBb3Ka 3a ChOOIIaBaHEe HA MPEANoNaracMu
HEO0JIAarONPHUATHU PEaKIIUU:

Intervet International B.V.; Wim de Korverstraat 35; 5831 AN Boxmeer; The Netherlands
Ten: + 359 28193749

I[IpousBoauTes, OTrOBapsILL 32 OCBOOOKIABAHETO HA HAPTHIH,
Intervet Productions S.A.

Rue de Lyons

27460 Igoville

France
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A-P KPACUMWP 3/JATKOB
OWNPEKTOP HA IMPEKLIAA KB/
Signed by: KRASIMIR YANKOV ZLATKOV




