KPATKA XAPAKTEPUCTHUKA HA ITPOJAYKTA
KBbM PA3PEHIEHHUE 3A ThPI'OBHUS Ne 0022-2653

1. HAUMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT
LUTEOSYL 0,075 mg/ml nrKeKInOHEeH pa3TBOp 3a TOBEIa M CBHHE

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bceexn ml cpbpika:

AKTHBHO BelllECTBO:
d-Cloprostenol (karo d-cloprostenol sodium) ..........c.ccocvvvrencienne. 0,075 mg

ITomomnu BeniecTBa:

KosnuyecTBeH ¢hCTaB, aKO Ta3HU
KadecTBeH CbCTaB Ha IOMOIIHUTE uH(opManus e BaskHa ¢ OrJiea HA
BellleCTBA U IPYTUTE CbCTABKH NPAaBUJIHOTO MPUWIAraHe HA BeTePUHAPHUS
JIeKapCcTBeH MPOIYKT

Xnopokpe3on 1 mg
Eranon (96%)

JIMMOHEHa KucelnuHa MOHOXUApPAT

Hatpues xunpokcug

Bopa 3a nrxexmu

buctbp, 6€31BETCH HHXXEKIIMOHEH Pa3TBOP, 0€3 CyCICHANPAaHU YACTHIIH.

3. KJIMHUYHA UHOOPMALUA

3.1 Bwunose :KHBOTHH, 32 KOUTO € npeanazHauyed BJIII

l'oBena (kpaBu) 1 cCBUHE (CBUHE MalKH).

3.2 Tloka3anus 3a ynorpeda 3a BCeKM BHU]I }KUBOTHH, 32 KOWTO € MpexHA3HAYEH MPOAYKTHT

I'oBena (kpaBm):

Ilokazanusi, CBbpP3aHU C PeNpPOAYKUHUATA: CUHXPOHM3ALUS WIM MHIYKOMS Ha ecTpyc. MHAykuus Ha
paKAaHETO.

TepaneBTHYHH MOKa3aHUs: OBapHaliHa JUCOYHKIUS (NMEPCUCTUPAIIO KBJITO TSIIO, JIyT€AIHA KHCTA),
NpeKbCBaHE Ha OpPEMEHHOCT, B T.4. MyMH(UIHMpaHe Ha IUIO/Ia, CHIOMETPUT/MHOMETpa, 3abaBeHa
WMHBOJIYLIMS Ha MaTKara.

CBuHe (cBUHE MAWKH):
Iloka3aHus, CBbP3aHU ¢ PeNPOAYKIMUSITA: HHAYKITNSI HA PAXKITAHETO.

3.3 IlporuBomoka3aHus

Buxre Touka 3.7

Jla He ce M3MoJ3Ba MPH CBPHXUYBCTBUTEIIHOCT KbM aKTHBHOTO BEIIECTBO MJIM KbM HSKOE OT MOMOIIHHUTE
BEILIECTBA.

Jla He ce u3noa3Ba NpU )KUBOTHH ChC CIIACTUYHU PECITUPATOPHHU HIIM CTOMAIITHO-YPEBHU 3a00JISIBAaHUS.



3.4 ChneunuajaHu npeaynpexIeHust
Hawma.
3.5 CnenuajHu npegnazHu MepKH NpH ynorpeda

CrenuajaHy Ipeana3Hu MEpKH 3a Oe3omacHa VHOTDG63 OpH BUAOBETC )XKMUBOTHH, 3a KOUTO € MPCAHAZHAYCH
BJIIL:

KakTo npu nmapeHTepasTHOTO MPUIIOKEHUE Ha BCEKHU MPOJIYKT, TPSAOBA J1a Ce Cla3BaT OCHOBHUTE MIPaBHJIA 3a
AHTHUCENITUIHO JeHcTBHe. MSCTOTO Ha WHXKEKTHpaHe TpsOBa ma Obpae mgo0pe MOYHMCTEHO |
Je3nH(PEKIIUPaHO, 3a JIa C€ HaMaJId PUCKBT OT WHMEKIHS ¢ aHaepoOHN OaKTepHH.

CBuHe: U3M0J3BaiiTe caMO KOraTo € M3BeCTHA TOYHATA JaTa Ha oceMeHsBaHe. [la ce mocTaBs Hali-paHO Ha
113-us neH ot 6peMeHHOCTTA. [IPUIOKESHUSIT MTO-PaHO BETEPUHAPECH JICKAPCTBEH MPOYKT MOXKE Ja 3aCEeTHE
JKU3HECTTOCOOHOCTTA M TETJIOTO Ha MPAaCceHIATA.

CHCHI/IaHHI/I Opeanasiy MCPKH 3a JUIlaTa, Ipujaraimy BETCPpUHAPHUA JICKAPCTBCH NPOAYKT Ha ) XUBOTHHUTC:

d-KJIOIPOCTEHONBT, KaTO BCHYKH Fa, MpOCTariaHIuHU, MOXe na Obae pe3opOupaH mpe3 Kokara W ja
JIOBeJIe 70 CTa3bM Ha OpOHXUTE U a0OpT.

Tps0OBa na ce M30sATBa NPSK KOHTAKT C KOYKaTa MM JMTABUIMTE HA TOTpeOuTeNns. bpeMeHHN jKeHu, )KeHH B
JIeTepO/IHA BB3PACT, aCTMATUIM M XOpa ¢ OPOHXHMAIHH MM BCIKAKBB JPYT BHJ PECHHPATOPHU MPOOIIEMH,
Tpﬂ6Ba Ja H36HFB3T KOHTAKT WJIK Ja U310J3BAaT CAHOKPATHHU IMOJIUCTUWICHOBU PBbKABUIM, KOT'ATO IIpuWjarat
BETEPUHAPHUA JICKAPCTBCH IIPOIYKT.

C BeTepUHAPHHS JIEKapCTBEH MPOIYKT TPAOBa J1a ce paGOTH BHUMATEIHO, 3a ja ce u3berne CJIYUAMHO
CAMOUMHXEKTHUPAHE MJIM KOHTAKT C KOXATA.

[Tpu cnyuaitHo caMoMHXXEKTHpaHe, He3a0aBHO Aa ce MOTHPCH MEIUIMHCKH CHBET, KaTo Ha JieKaps ce
mpeaoCTaBu JIMCTOBKATa WJIM €TUKETA Ha IIPOAYKTaA.

HezabaBHO moTbpceTe MEAWIMHCKH CHBET B CIy4ail Ha 3aTpyJHEHO JUIIAHE, MPUYUHEHO OT CIy4YaiHO
BAWIIBAaHEC WJINW MHOKYJIallWs.

[1pu cirygaeH KOHTaKT ¢ KOXKaTa J1a ce M3Mue He3abaBHO ChC CalyH U BOJA.

[a He ce siie, Mye WK MyHId, I0OKaTo ce paboTy ¢ BETEpUHAPHHUS JIEKAPCTBEH MTPOIYKT.

CrenuanHy npeAna3Hy MEPKY 3a 3alllUTa Ha OKOJIHATa cpejia:
He e mpunoxumo.

3.6 Heb6aaronpusiTHU peakuuu

T'oBena u cBuHe

MHoro peaku Peakiysi Ha MACTOTO Ha MPMIIOKEHHE!
(mo-manko ot 1 Ha 10 000 TpeTupaHu KUBOTHH, INoxyBaHe Ha MSACTOTO HA MHKEKTHpaHe!
BKJIIOUHTEITHO H30IMPAHH CHOOIICHHS): ["a30Ba raHTpeHa Ha MACTOTO Ha MHKeKTUpaHe'

! THDUYHATE JTOKAITHU peakuuu rnmopagu aHaep06Ha I/IH(l)CKI_II/ISI CC OTHACAT KOHKPCETHO 3a KpaBH.

CpoOl11aBaHeTO Ha HEONArONMPHUSITHUA PEaKIMH € BayKHO. ToBa IM03BOJIIBA HEMPEKHCHAT MOHUTOPHHI Ha
0e30macHOCTTa Ha BETEpUHAPHHS JIEKapCcTBeH mpoAykT. ChoOmieHwmsATa TpsOBa 1ga ce U3MpaIiar, 3a
MPEIMIOYNTaHe Ype3 BETEPUHAPEH JIeKap, WM Ha TPUTEKATENS Ha pa3pelleHUeTo 3a THPTOBHS, WIH Ha
MECTHHSI My TPEICTaBUTEIN, WU Ha HAIIMOHAIHUS KOMIIETCHTEH OpraH upe3 HaI[MOHAJHATa CHCTeMa 3a
choOIIaBaHe. 3a ChOTBETHHUTE JIAaHHU 32 BPbh3Ka BIXKTE ChIIIO TOUKA 16 OT TUCTOBKATA.




3.7 Ynorpeda no BpeMe Ha GpeMEHHOCT, JIAKTALUsI U sSTiilleHOCeHe

bpemenHoCT:
He ce npunara (mo BpeMe Ha Lenusl MEpUOA WIM 4acT OT OpPEMEHHOCTTa), OCBEH aKo LeNTa € Ja ce
Npen3BHKa PaXKAaHe WM TepareBTUIHO MPEKbCBaHE Ha OPEMEHHOCTTA.

3.8 B3aumopeiicTBHE ¢ IPYrd BeTEPHHAPHU JeKAPCTBEHHN MPOAYKTH U APYTrH (JopMH HA
B3auUMoOJeHCcTBHE

I[a HE CC M3II0J3BA IIPH )KUBOTHHU, JICKYBAHU C HECTCPOUIHHU IMTPOTHUBOBBIMNAJIUTEIIHU CPEACTBA, TBH KaTo ce
I/IHXI/I6I/Ipa CHUHTC3bT Ha CHAOTCHHUTC MMPOCTArJIaH AnHU.

AXTHUBHOCTTA Ha APy OKCUTOLIMHOBU CY6CTaHHI/II/I MOXE 1da 6’BI[C YBCJIMYCHA CJIC IMPpWIaraHneTto Ha
KJIOIIPOCTCHOJI.

3.9 HauyuH Ha PUIOKEHUE U JO3HPOBKA
Camo 3a MHTPaMyCKYJIHO TIPHIIOKEHHE:

LToseoda (kpasu): Tlpenopbumrennara noza € 0,150 mg d-KJIONpOCTEHO/>KUBOTHO, CKBHBAJICHTHH Ha
2 ml/>KMBOTHO.

- Uuayknusi Ha ecTpyc (M MpH KpaBH ChC clabu MpU3HAIM HA €CTPYC HIIHM C ,,THXa“ pa3roHEHOCT):.
BerepuHapHUAT neKapcTBEH MPOAYKT ce MpUilara cjieq onpeneisiHe Ha HaJIMYMEeTO Ha XBITO TSUIO (ZieH 6-
18 ot nukbia). OOMKHOBEHO pa3roHEHOCTTa ce HabmoaaBa ciex 48-60 gaca. OceMeHsIBaHETO cie/Ba Ja ce
u3BBpIN 72-96 yaca cien TpeTupaHeTo. AKO He ce HabIrojaBa pa3rOHEHOCT, J1a ce MOBTopH ciex 11 gam.

- Unpykuus Ha paxknane: BerepuHapHHAT JekapcTBEH MpPOAYKT ce mpuiara cien 270-ust aeH ot
OpeMenHoctTa. Paxkmanero tpsOBa aa HacThiu 30-60 yaca cien NpUIOKESHHUETO.

- Cunxponm3anusi Ha ectpyca: BerepuHapHUSAT JeKapcTBEH NPOIYKT ce Mpujara JBYKpaTHO (Tpe3
uHTepBan oT 11 qau). M3kycTBeHO 0ceMeHsIBaHe ce M3BhHpIIBa 72 1 96 yaca cie]] BTopaTa WHKEKIIHA.

- OBapunajna qucynknms: Ciel yCTAaHOBEHO HAIMYME HA JKBJITO TSUIO A CE€ HNPWIOKU BETEPUHAPHUST
JIEKapCTBEH MPOLYKT U J1a CE U3BBPIIM OCEMEHIBAHE IPU IbpBATa PA3rOHEHOCT CJIE TPETUPAHETO. AKO HE
ce HaOnrolaBa pa3rOHEHOCT, Jia C€ W3BBPIIM THHEKOJOTMYECH TMperiie[i OTHOBO M Ja C€ MOBTOPH
uHKekTupaHero 11 aHu ciex mbpBoTO Tpuioxkenue. OceMeHsBaHe clieBa Aa ce W3BbpIIM 72-96 daca
CJIe]] TPETHUPAHETO.

- Engomerput nau nuomerpa: Jla ce mpunoxu 1 103a OT BeTepUHApHHUS JIEKapCTBeH NponykT. [la ce
noBTopH Tperupanero 10-11 1uu no-KbCcHO, aKo € He0OXO0AUMO.

- IlpexkbcBane Ha OpemeHHocT: Jla ce NMPUIOXKK BETEPUHAPHUAT JEKAPCTBEH MPOAYKT Npe3 MbpBaTa
MOJIOBMHA HA OPEMEHHOCTTA.

- Mymuduxanusa Ha mioaa: Jla ce mpuioxu 1 103a 0T BeTepUHAPHUS JICKApPCTBEH NPOAYKT. DeTychT 1m1e
0bJ1e U3XBBPIICH ciel 3 win 4 THHU.

- 3a0aBeHa MHBOJIYLMS Ha MaTKaTa: Jla ce npuioxu 1 103a OT BeTepUHAPHUS JIEKaPCTBEH MPOIYKT H,
aKo € Ha3HAa4YCHO, 1a Ce MOBTOPH TPETUPAHETO OILE SIUH WU /IBa ITbTH C MHTEPBaJ OT 24 yaca.

Csune (ceune matiku): Tpenoppunurennara go3a e 0,075 mg d-KI1onpocTeHO/’KMBOTHO, EKBUBAIEHTHH Ha
1 ml/>kuBOTHO.

- Uanyknusa Ha paxnaHe: BerepuHapHHAT JIEKapcTBEH MPOIYKT ce mpwiara ciex 112-us nmeH ot
opemenHoctta. [la ce moBTopu ciienq 6 yaca. AnrepHaruBHO, 20 yaca ciel mbpBOHAYajgHaTa jo3a d-
KJIONIPOCTEHOJ, MOXE J1a C€ MPHIOXKH MHOMETpalieH CTUMYJIAaHT (OKCHTOLMH WM Kapazoinon). Ilpu
M3IIBITHEHNE Ha cXeMara 3a IBYKpaTHO MpuiokeHue B okojo 70 % oT cioydanTe paxznaHeTo HacTbiBa 20-
30 gaca cies MbPBOTO MPHIIOKEHHE.

3.10 CumnrTomMu Ha mpego3upaHe (M KOraTo e MPUJIOKUMO — NPOLeIyPH HA JelicTBHE NPU CHELIHU
CJYy4Yau M AaHTHJIOTH) )

B npoyuBanus 3a 6e3onacHocT npu 10-KpaTHO NpeBUIIaBaHE HAa TEPANeBTUYHATA /1032 HE ce ChoOIaBa 3a
HeOJIaronpHUATHU PEeaKIny.

Tbl KaTO HE € ONpe/ieNieH KOHKPETeH aHTHJIOT, B CIIydail Ha Mpeio3rpaHe ce MpernopbyBa CUMIITOMATHYHA
Tepamnmsl.



3.11 CnenuanHu orpaHu4YeHHsi 3a ynorpeda W CHEeNHATHH YCJIOBHUS 32 ynoTpe6a, BKIIOYHTETHO
OrpaHUYeHHs 3a YyNoTpedaTa HA AHTUMHUKPOOHM M TIPOTHBONAPA3ZUTHH BeTePUHAPHU
JIEKAPCTBEHHU MPOAYKTH, € 1[eJ 1A ce OrPAHUYH PUCKBT OT Pa3BUTHE HA PE3MCTEHTHOCT

He e npunoxumo.

3.12 KapeHTHHM CpOKOBe

Kpasu: MeCO Y BHTPEIIHN OpPTaHu: 1 nen.
MJISIKO: HyJia Jaca.
CBuHe Maiiku: MECO U BBTPEUIHU OPraHu: 1 nen.

4, DAPMAKOJOI'NMYHA UHO®OPMAIIUA
4.1 BerepuHapeH JiekapcTBeH aHaToMo-TepaneBTH4eH Ko (ATCvet Code): QG02AD90.
4.2 dapmakoaMHAMHKA

BerepuHapHUAT JekapcTBEH MPOIYKT € 0asupaH Ha SCHOBBPTSIIN CE€ KIOMPOCTeHON (d-KIOompocTeHom),
CHHTETHYCH aHAJIOT Ha IPOCTariaHauH Fa.

d-KJIOTIPOCTEHONIBT € OMOJOTMYHO AKTHUBEH JIyTCOJIUTHYCH KOMIIOHCHT Ha KIOMPOCTEHOI M BOJAU O
NpUOTU3UTETHO 3,5 MBTH MOBUIICHUE HA aKTUBHOCTTA.

ITo Bpeme Ha JTyTeMHU3UpAILUs €Tal OT LUKbIAa Ha ecTpyc d-KJIONPOCTEHOIBT MHAYIMPA Obp3a perpecus
Ha JKBITOTO TSUI0O M HAaMalsBaHE Ha HUBAaTa Ha mporecrepoHa. lloBHIEHOTO OCBOOOXJaBaHE Ha
¢domukynoctumynupam xopmoH (FSH) mo3BomnsiBa y3psiBaHeTO Ha HOB (DOJIUKYI, TIOCIEIBAHO OT ECTPYC U
OBYJIaLUSL.

4.3 dapMakoKHHETHKA

dapMakOKHUHETHYHUTE TPOYUBaHMsI covaT Obp3a pe3opOuust Ha d-kinonpocTeHona. Hsakomko MUHYTH cief
WHTPAMYCKYJIHO TNPUWIOKEHUE Ce JOCTHIa TMHKOBOTO HHBO B KPBBTa, KakTo W Obp3a audy3us KbM
SYHUIIATE U MaTKaTa — OpPraHuTe, B KOUTO MaKCHUMallHaTa KOHIEeHTpanus ce noctura 10-20 MunyTH cnen
MIPHUIIOKEHUE.

Crnen wHTpaMycKyiaHO npwioxenne Ha 150 pg d-kiaompocTeHoN mpu KpaBW, MaKCHMajlHaTa TUIa3MeHa
koHuentpaims (Cmax) oT 1,4 pg/l ce moctura cinem okoiao 90 MHHYTH, JJOKAaTo MONYKUBOTHT Ha
enumuHupane (t,) € ot mopsrbka Ha 1 gac u 37 MUHYTH.

ITpu cBunere Maku Cmax 0T mpuOmmsurentno 2 ug/l ce mabmomaBa mexay 30 u 80 MuHyTH Cieq
npujarane Ha 75 ug d-KJIOMpOCTEHON, € TMONY)XMBOT Ha EIMMUHUpPaHE OT TOpsabka Ha 3 4aca W
10 munyTH.

5. DODAPMAILIEBTUYHHU JAHHU
5.1 OcHOBHHM HECHLBMECTHMOCTH

IIpu nunca Ha JaHHU 32 CBBMECTUMOCT TO3H BETEPHUHAPEH JIEKApCTBEH MPOIYKT HE TpAOBa 1a Obae
CMECBaH C JAPYyTY BETEPUHAPHU JIEKAPCTBEHH MTPOIYKTH.

5.2 Cpoxk Ha rogHocT

CpoK Ha TOJHOCT Ha KpalHUsI BETEPUHAPEH JIEKaPCTBEH NPOAYKT: 2 FOJIUHU.
CpoK Ha TOTHOCT CJIe ITFPBO OTBApSHE HAa ITbPBUYHATA OMAKOBKA: 28 JTHHU.

5.3 CneuuajHu ycjaoBusl 32 CbXpaHEeHHe
Ja ce cpxpansBa ¢iakOHBT BbB BBHIIIHATA OIIAKOBKA C LEJI IPEANa3BaHe OT CBETIIHHA.

54 Buja ¥ cbCTaB HA NBPBUYHATA ONAKOBKA



besnseren tum Il cThpkieH ¢urakon ¢ Tum I 6poMoOyTHIIOBa TyMEHa 3aITyIIaaka i alyMAHAEBa Karadka.
Pa3smep Ha ommakoBKaTa:

1 crekien ¢uakon ot 20 ml B kKapTOHEHA KYTHSL.
5 crekienu akona ot 20 ml B kKapTOHEHA KyTHS.

He Bcwuku pa3mepn Ha oImakoBKaTa MoTrat Aa ObAaT MpeaiaraHd Ha ma3apa.
5.5 Chenuannu MepKkH 32 YHUIIOKABaHE HA HEM3MOJI3BAHU MPOAYKTH UM OCTATBHIM OT TAX

BerepunapHuTe ekapcTBEHU MPOAYKTH HE TPsiOBa /1a ObAT U3XBBPISIHA Ype3 OTIATHHU BOIM WA OUTOBU
OTHAIBLH.

H3non3Baiite IporpaMu 3a BpbIIaHC P YHUIIIOKAaBAHCTO Ha HCU3IOJI3BAaHU BETCPUHAPHUA JICKAPCTBCHU
IMPOAYKTHU UJIN OCTATHhUU OT TAX B CbOTBETCTBUEC C UBUCKBAHUATA HA MECTHOTO 3aKOHOAATCIICTBO U C BCUYKU
HanlMOHaJIHU CUCTEMHU 3a C’b6I/IpaHC, IMPUJIOKHUMHU 3a CbOTBCTHHUA BETCPHUHAPCH JICKAPCTBCH ITPOAYKT.

6. HNME HA ITPUTEXATEJIA HA PASPEHIEHUETO 3A TBPT'OBUSA

Laboratorios Syva S.A.

7. HOMEP HA PABPEHIEHUETO 3A ThbPT'OBUSL

0022-2653

8. JATA HA IBPBOTO U3JJABAHE HA PASPEIIEHUETO 3A ThbPI'OBUA

JlaTa Ha TBPBOTO M37aBaHe Ha pas3perieHneTo 3a Thproeus: 06/06/2016

9. JATA HA HOCJIIEAHATA PEJAKIUS HA KPATKATA XAPAKTEPUCTHUKA HA
INPOAYKTA

03/2023
10. KIACHO®UKAIIUA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOJAYKTHU
Ja ce oTmycka caMo O JIEKapcKO MPEeUCaHueE.

[HonpoOHa nH(MOpMAaIUs 32 TO3M BETEPUHAPEH JICKAPCTBEH MTPOYKT MOXKE J1a HAMEpUTE B 0a3zaTa TaHHU Ha
Cnio3a otHocHo mpoaykrute (https://medicines.health.europa.eu/veterinary).

J-P AHTOHHO PAJTOEB
3AM. M3ITBJIHUTEJIEH JJUPEKTOP


https://medicines.health.europa.eu/veterinary

