1.

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA
KBbM PA3SPEHIEHHUE 3A ThPT'OBHUS C BJIII Ne 0022-2531

HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Cunxpomeiit 250 mg micrograms/ml HHXEKIIMOHEH pa3TBOP 3a FOBEA U CBUHE
Synchromate 250 micrograms mg/ml nmkeKkIrOHEH pa3TBOP 3a TOBEA U CBHHE

2.

KAYECTBEH U KOJIMYECTBEH CbCTAB

Beexu ml cpappika:

AKTHBHH BelllecTBAa:

Cloprostenol 250 micrograms
(exBuBasieHTHO Ha 263 micrograms cloprostenol sodium)

ITomolHM BelecTBa:

KauecTBeH ¢cbCTaB HA NIOMOLIHUTE KoumnuecTBeH cbeTaB, ako Ta3u nHGoOpManus

BellleCTBA M APYTM ChCTABKH € OT ChLIECTBEHO 3HAYeHHe 32 IPABUIHOTO
NpujIaraHe Ha BeTepUHAPHMA JIEKapCTBeH
NMPOAYKT

XJI0pOKpe30 1,0 mg
Etanon 96% -

Hatpues nurpar -

JImMOHEHa KHcennHa MOHOXHApPAT -

Harpues xuopun -

Bopa 3a nmxeximun -

BI/ICT’Bp, 6€3LIBCT€H Pa3TBOP, NPAKTUICCKHU CBO6OZ[€H OT YaCTHIIH.

3.

3.1

KIIMHNYHA NTHOOPMAIUSA

Bugose ;kMBOTHH, 32 KOUTO e npexHazHayed BJIII

I'oBena (kpaBH U IOHUIHN), CBUHE (OCHOBHU M PEMOHTHH CBHHE)

3.2

Iloka3anus 3a ynorpeda 3a BceKHM BUJI ;KUBOTHH, 32 KOWTO € MpeIHA3HA4YeH NPOAYKTbT

I'oBena (kpaBu ¥ FOHHIIN):

Wupyknust 1 CHHXpOHU3AIMS Ha €CTpyca MPH KPaBH U FOHUIU ¢ (YHKIIMOHATHO KBJITO TSUIO.

IIpenusBukBaHe Ha €CTPyC U KaTo IOMOIIHO CPEJCTBO 3a CIpaBsiHE CbC cyOecTpyc (,,CKPUT
ecTpyc™).

Jleuenne Ha KIMHUYEH W CYOKIMHUYEH €HIOMETPHUT MPH HaIW4YMe HAa (QYHKUHOHAIHO KBJITO
TAJ10.

Jleuenue Ha yTea HM KUCTH HA SHYHHULIUTE.

Wnnyuupane Ha paxnanero cien 270-us 1eH oT OpeMEeHHOCTTA.

WNnpyuupane Ha abopt 10 150-us 1eH oT OpeMeHHOCTTa.

CauHe (OCHOBHHM U PEMOHTHHU CBUHE):

Hpe,[[I/BBI/IKBaHe Ha OoIpacBaHC CAWH WX [IBAa THU IIPCAN OYaKBAHATA JaTa HA PAXKIAHC.



3.3 IIporuBonoxazanus

Jla He ce u3mo3Ba Npu OPEMEHHU YKUBOTHH, ITPH KOUTO HE C€ SN NPEU3BUKBaHE HA a00OpT WU
paxkmaHe.

Jla He ce mpuiiara 3a MpeIn3BUKBaHe HA PaXKAaHE TPH )KHBOTHU ChC CbMHEHHE 32 TUCTOKHS MOPAIH
MEXaHWYHa MMPEYKa WK HEOOUYaWHO MOJIOKEHHUE, MPEIJIC)KAHNE W/HITU TTO3UIUS Ha IJI0/a.

Jla He ce M3MOI3Ba MPH JKUBOTHH C HApyIIEHa ChPIEYHO-ChI0Ba (DYHKITHS, OPOHXOCTIA3bM HITH
CTOMAIITHO-YPEBEH TUCMOTHIIUTET.

[a He ce u3mosa3Ba Npu CBPbXUYBCTBUTEIHOCT KbM aKTUBHOTO BEIIECTBO WU KBM HIKOE OT
MIOMOIIIHUTE BEIIECTBA.

3.4 CnenmnajHu mpexynpe:kaeHus

CobinecTByBa pedpakTepeH Nepuos OT HAKOJIKO JHH CJIECA OBYJIALUATA (HApP. YETUPH 10 IET AHU NPH
roBezaTa), Koraro KeHCKUTE KUBOTHH Ca HEUyBCTBUTEIHH KbM JIyTEOJIUTUYHUS €(EKT Ha
MpoCTarjJaHuHUTE.

Hatii-no0Opu pe3ynraTy pu NpeKbcBaHe Ha OPEMEHHOCTTA IIPU TOBeaTa ce moy4anar npeau 100-ust
IeH oT OpeMeHHocTTa. Pesynrarute ca mo-manko Haaexaau Mexy 100-ust u 150-us neH ot
OpeMEeHHOCTTA.

Peaknusra Ha OCHOBHUTE M PEMOHTHHTE CBUHE Ha WHIyIIMPaHE Ha PAXKIAHETO MOXKE Ja ObJie
MOBIHSIHA OT (PU3HOJIOTHYHOTO CHCTOSIHUE M BpeMeTo Ha TpeTupane. [lo-romsimMaTa gact ot
XKHUBOTHUTE, 95% 3amouBaT 1a ce onpacBaT B paMKuTe Ha 36 vaca cien Tpetupanero. Moxe na ce
OYaKBa, 4e Mo-ToJisIMaTa 4acT OT KHBOTHHUTE IIe Pearupar B paMKuTe Ha 24+/- 5 yaca cuen
HWH)XEKTUPAHETO, C U3KJIIOUCHUE Ha CIIy4auTe, KOraTo CIIOHTAaHHOTO paXkIaHe € HEU30exKHO.

3.5 CrneuuaJiHu npeana3Hu MepKM 3a ynorpeda

Crenuanay npeana3sHy MEpKH 3a Oe3omacHa ynorpeda IIpy BUIOBETE )KMBOTHH, 38 KOUTO €
npeanastauen BJIII:

3a ;1a ce HaMalld PUCKBT OT aHAepOOHHU MH(EKINH, TPUIMHEHH OT BA30KOHCTPHUKIIHS B MACTOTO Ha
WHXEKTUpaHe, TPs0Ba Ja ce N30srBa NHXEKTHPaHe B 3aMbPCEHU (BIIAYKHU WM MPBCHHU ) KOKHU
yuactbiy. [louncrere u qe3nHbeEKIMpanTe CTapaTeTHO MECTaTa 3a MH)KEKTUpaHe Tpean
MIPUIIOKEHUE.

Jla He ce mpuIlara HHTPaBEHO3HO.

Cren nedeHreTo BCUYKH )KUBOTHU TPsiOBa J1a ObIAT MOJT aJIeKBATHO HAOIIOACHHE.

WupyumpaneTto Ha paxaaHe win abopT MOKe Jla TOBEJE JI0 IMCTOKHUS, MBPTBO paXkJIaHe U/Hiu
MeTput. YectoTara Ha 3aAbpKaHe Ha TUTALIEHTATa MOJXKE J1a CE YBEIMYH B 3aBUCHMOCT OT BPEMETO Ha
JICYEHHETO CIPSMO J1aTaTa Ha 3a4eBaHe.

[IpexxneBpeMeHHOTO MpeIU3BUKBAaHE HA ONpacBaHe I HaMaJli TErJIOTO Ha MpaceHIaTa mpy paxaaHe
Y 1€ yBENWYH OpOosi HA MbPTBOPOJICHUTE MPACEHIIa U Ha HE)KU3HECITIOCOOHHUTE U HE3PENH MPaCceHIIa.
OT chIlecTBEHO 3HAUEHHUE € CpeaHaTa MPOABDKUTEITHOCT Ha OPEMEHHOCTTA J]a C€ M3YHCIISIBA BHB
BCsika (pepMa o JJaHHU OT MUHAJIH [IEPUOJTU | JIa HE ce U3IIPeBapBa CPOKHT HA OPEMEHHOCTTA C
MoBeYe OT JBa JTHU.

WuxexTupaneTo B MacTHa ThKaH MOXeE J1a JIOBEJIE /IO HEITbJIHA pe30pOIns Ha BETEPUHAPHIUS
JIEKapCTBEH MPOAYKT.

Cloprostenol moxe ma npeau3Brka ehexTH, CBbp3aHH C AKTHBHOCTTA Ha MpocTarianand F2o B
rJIajKaTa MyCcKyJiaTypa, KaTo MOBUIIICHA YeCTOTa Ha YPUHUPaHEe U TedeKaius.

CHGHI/IaHHI/I npeanas’Hi MEPKHU, KOUTO TDHGBa Jla B3EMC 3a JIMIICTO, IMpujiaramo BETCPHUHAPHUA
JICKAPCTBCH NINPOAYKT HA ) KUBOTHHUTC:

[pocrarnanmuaute ot Tumna F2a, karo cloprostenol, morar ia ce abcopOupar npe3 Koxara u Ja
MpeI3BUKAT OPOHXOCIIa3bM HIIM CIIOHTaHeH a0opt. TpsiOBa Jla ce BHUMaBa 1pH padora ¢
BETEpPHHAPHHUS JICKAPCTBEH MPOAYKT, 32 JIa Ce N30erHe CAMOWHXEKTHPAHE MIM KOHTAKT C KOXKara.



BpemenHu xeHwu, )KEHH B ACTEPOIHA Bb3PACT, aCTMATHIIU U JIUIIA C APYTHU 3a00JIsIBAaHUS HA
JIUXATETHUTE THTUINA TPSOBA J1a U305ATBAT KOHTAKT MPpH padoTa ¢ TO3M BETEPUHAPEH JICKApCTBEH
mpoaykT. MHAMBHTyaHO Tipeana3Ho 000pyABaHe, ChCTOSIIO C€ OT HEMPOMOKAaeMH PhKaBHUIIH, TPSIOBA
Jla ce HOCH, KOTaTo ce paboTH ¢ BEeTEpUHAPHHSA JIEKAPCTBEH MPOTYKT.

[Ipu coywaitHo paznuBaHe BHpPXY KOXKaTa TpsiOBa He3a0aBHO /1a ce M3MIE ChC CallyH U Boja. [Ipu
CIIy4aifHO CaMOMHKEKTHUPaHe WM Pa3lInBaHe BbPXY KOXKaTa, He3a0aBHO Ja C€ TIOThPCH METUITMTHCKI
CHBET, Thi KATO MOXKE JIa CE MOSBU 3ayX, KaTO Ha JIeKapsl c€ MPEAOCTAaBU JUCTOBKATA WJIM €TUKETa Ha
MPOJIYKTA.

To3u BeTepUHAPEH JEKAPCTBEH MPOAYKT MOKE J1a MIPEIU3BUKA PEAKIIMUA HA CBPbXUYBCTBUTEIIHOCT.
Xopa ¢ yCTaHOBEHA CBPBXUYBCTBUTEITHOCT KbM aKTUBHOTO BEIIECCTBO WM HAKOE OT IOMOIIHUTE
BemecTBa TPsOBa ga M30ATBAT KOHTAKT C BETEPHUHAPHUS JIEKAPCTBEH MPOIYKT.

Wamuiite phieTe cu ciies ynorpeoa.

Crennanaiy npeana3sHy MEPKH 34 3aIlMTa Ha OKOJIHATA CpEaa:

He e npuinoxxumo.
3.6 He6aaronpusTHu peakuuu

I'oBena (kpaBu ¥ IOHHIIN):

Penku WHdexius B MACTOTO HA MHKEKTUPaHe'
(1 mo 10 Ha 10 000 TpeTupanu

YKMBOTHH )

MHoro peaku Anapunakcus?;

(mo-manko ot 1 Ha 10 000 TpeTupanu | YBenuueHa AuxaTelaHa 4ecToTa’,;
’KUBOTHH, BKJIFOYUTEHO M30JUPAHU | YBEIMYEH ChPJEUEH PUTHMS;
CHOOLIEHNUS): Bonku B kopema®, Jlnapus®>;
Hapymenue B KoopAnHaHAUATA
Banexasane?;

3axbpkane Ha mwianenrara, Merpur?, Juctonus*, MbpTBO
paxnane?;

BesnokoiictBo, YecTo ypunupane®
Mosxe nma ce nosisu, ako anaepoOHU GAKTEPUHM MOTIAIHAT B MSACTOTO Ha HHKEKTHPAHE, 0COOEHO CIIE
WHTPaMYCKYJTHO HHXEKTHPaHE U MOXeE Jla Ce FeHepan3upa. ArpecuBHa aHTHOMOTHYHA TePaTIHs,
0c00€HO TpH IIbPBUTE MPU3HALM Ha MH(PEKIHUS TPIOBa Ja ce MPHIIOKH, 00XBalllalla KJIOCTPUANAIHI
Buao0Be. TpAOBa a ce U3MOI3Ba aCENTUYHA TEXHUKA, 32 /1a C€ HaMaJIl Bb3MO)KHOCTTA 3a Te3U
MH(DEKIINY.

’M3uckBa He3abaBHA MEMIMHCKA TOMOIL. Moxe 1a Ob/ie )KUBOTO3aCTPAILIABAILO.

3Cloprostenol moske na npeausuka eekTH, MOJOOHYM HA AKTUBHOCTTA Ha TIpOCTarianau F2a B
TJIAJIKUTE MYCKYJIH.

*Mosxe na Ob/ie NPUUMHEHO OT NMPEAN3BUKBAHE Ha paxkaaHe miu abopt. Kato 4acT o uHAyKIuATa HA
PaXIaHETO, B 3aBUCUMOCT OT J1aTaTa Ha JICYCHUETO CIIPSIMO JaTaTa Ha 3a4€BaHETO, YeCTOTaTa Ha
3aJIbpKaHe Ha TUTAllEHTaTa MOJXKE J1a Ce YBEIHYH.

°B ciyuaii Ha mosiBa, Te3M ePEKTH ce HAaOIIOaBaT B PAMKHMTE Ha 15 MUHYTH Clle]l MHOKEKTUPAHETO
OOMKHOBEHO M34€3BaT CJie]l eIMH Yac.

3.
)

5.
i)

Csune (OCHOBHHU M PEMOHTHH):
Penku NHdeKius B MICTOTO HA MHKEKTHPAHE'
(1 mo 10 Ha 10 000 TpeTupanu
YKUBOTHH):




MHoro peaku Anadunakcus?;

(mo-manko ot 1 ma 10 000 TpeTupanu | YBenudeHa quxaTenHa 4ecToTa’;

’KUBOTHH, BKJIOYUTEIHO U30JIMPAHH | YBEIMYEH ChPAEUEH PUTHMS

CHOOIIEHUS): Bonku B kopema®, Jlnapus>®;

Hapymienune B KoopMHaHAIUATA®,

3anexapane’;

3axbpikane Ha wianenrara®, Merpur?, luctouus*, MbpTBO
paxnane?;

BesnokoiictBo, Yecto ypunupane® °;

"Mosxke na ce nosisu, ako anaepoOHU GAKTEPUHM MONAHAT B MSCTOTO Ha HHKEKTHPAHE, 0COOEHO CIIE
HHTPaMyCKYJIHO MHXEKTHPaHE U MOXeE J]a Ce FeHepaIu3upa. ArpecuBHa aHTUOMOTHYHA TePaIys,
0COOEHO P IIBPBUTE MIPU3HANN Ha WHGEKIHS TPsOBa Aa ce MPHIIOKH, 00XBaIIaIla KIOCTPHIHATHA
BuzoBe. TpsaOBa a ce M3MONI3Ba aceNTHYHA TEXHUKA, 32 Aa Ce HaMaJll Bb3MOYKHOCTTA 32 Te3U
WHQEKIHH.

’M3uckBa He3abaBHA MEIMIMHCKA TOMOIL. Moxe 1a Ob/Ie )KUBOTO3aCTPAIIABAILO.

3Cloprostenol moske na npeaussuka edekTH, MOJOOHHM Ha AKTUBHOCTTA Ha TIpOCTarianau F2a B
TJIAJKATE MYCKYJIIH.

*Mosxe na Ob/Ie NPUUMHEHO OT TIPEAN3BUKBAHE Ha pakaane. Kato act or MHayKIusTa Ha
PaKIAHETO, B 3aBUCUMOCT OT J1aTaTa Ha JICYCHUETO CIIPSIMO JaTaTa Ha 3a4eBaHETO, YeCTOTaTa Ha
3aJIbpKaHe Ha IUTalleHTaTa MOKe J1a Ce YBEIUYH.

°B ciyuaii Ha osiBa, Te3M eheKTH ce HabIIF0aBaT B PAMKHTE Ha 15 MMHYTH ClleJl MHKEKTUPAHETO
OOMKHOBEHO M34€3BaT CJe]l eIUH Jac.

CroOmaBaneTo Ha HEOIATOMPUATHH PeaklMH € BakHO. ToBa MO3BOISIBA HEMPEKHCHAT MOHUTOPHHT
Ha 0€3011acHOCTTa Ha BETEepUHAPHUS JIEKapCTBEH NMPOoAyKT. ChoOIIeHnsATa TPSOBA [1a Ce U3IPAIAT, 3a
NpeANOYHTaHE Ype3 BETepPHHAPEH JIeKap, WM Ha IPUTEKATENS Ha Pa3peIiCHHETO 38 ThProBUsL, HIIH
Ha HAllMOHAJTHUS KOMIIETEHTEH OpraH upe3 HallOHAJIHATa CUCTeMa 3a ChoOlaBaHe. 3a CbOTBETHUTE
JaHHHM 32 BPB3Ka BIDKTE JINCTOBKATA.

3.7 Ynorpeda no Bpeme Ha GPeMEHHOCT, JIAKTAIUS WM sfilleHOCeHe

BbpemenHocCT:
He ce mpuiara npu 6peMeHHH )KUBOTHH, PU KOUTO HE CE IEJIM NMPEAN3BUKBAHE Ha a00pT WiIn

paxkiaHe.

JlakTamus:.
Moske n1a ce mpuiiara 1o BpeMe Ha JIaKTaIus.

3amIoaeMocT:
Cloprostenol uma mupok npar Ha 0€30MacHOCT U HE BIIHSIC OTPUIIATEITHO BbPXY 3aIUIOSIEMOCTTA TIPH

roeenaTa. He ca noknajaBanu BpeHU €(EKTH MPU IIOTOMCTBOTO OT OCEMEHIBAHE MITH YU(PTOCBAHE
ClIe]T ISYeHHE C TO3W BETePUHAPEH JIGKAPCTBEH MPOYKT 32 MPOAYKTHU 3a 3a4eBaHe, TIOTYUYEHH CIIe]T
JIEYEHHUETO.

3.8 B3aumopgeiicTBHe ¢ APYrd BeTePUHAPHHU JIEKAPCTBEHU NPOAYKTH M Apyru ¢gopMu Ha
B3auMoJeiicTBHe

EnnoBpemennata ynorpeba Ha oxytocin u cloprostenol 3acunBa edexTure BbpXy MaTkara.
EnnoBpemenHaTa ynorpeba Ha MporecToreHn HaMmansBa edexra Ha cloprostenol.

Ja He ce mpuiara ¢ HectepouaHH MpoTuBoBB3nanuTenHu cpeactsa (HCIIBC), Thit kKaTo Te MOTHCKAT
CHAOTICHHHWA CUHTE3 Ha IMPOCTarjiaHAnHH1.

3.9 Hauyun Ha npuiiokeHue U 103MPOBKA

WHTpamycKyIHO NPUIOKEHUE.



l'oBena (kpaBy 1 FOHHUIIN):
Enna no3a ce paBusiBa Ha 500 micrograms cloprostenol Ha >KUBOTHO, KOETO ChOTBETCTBA Ha 2 ml OT
BETEPUHAPHHUS JICKAPCTBEH MPOIYKT.

NHnyKkuysa 1 CHHXpOHU3AIUS Ha eCTPYC:
[Ipunaraiite o exHa 103a Ha )KUBOTHO. Korato He ce Ha0OIr01aBaT CHMIITOMH Ha €CTPyC, BTOpaTa
J103a MOXKe Jia ce puioxu cien 11 nau.

JleueHue Ha KITMHWYEH U CyOKIIMHUYCH CHIOMETPUT MPH HATMYUE Ha (DYHKIUOHAIHO JXBJITO TSUIO:
[Ipunaraiite 1o emHa 1032 Ha )KUBOTHO. AKO € HE00X0 MO, ITOBTOpETe JieueHueTo ciexn 10-14 mam.

Jleuenuie Ha TyTeaaHU KUCTH Ha SITUHULIATE:
IIpunaraiite no ejaHa 103a Ha *KUBOTHO.

[Ipean3BukBaHe HaA paKIaHEe
[Ipunaraiite eqHOKpaTHA J03a HA )KUBOTHO HE MO-paHo oT 10 JHM mpeau oyakBaHaTa JaTa Ha
OTEJIBaHE.

Wupyuupane na abopt 1o 150-ust 1en ot OpeMeHHOCTTA!
[Ipunaraiite enMHUYHA 1032 HA )KUBOTHO MEXTy S5-us U 150-1s1 1eH oT OpeMeHHOCTTA.

CBuHE (OCHOBHU U PEMOHTHH):
Enna no3a ce paBusiBa Ha 175 micrograms cloprostenol Ha ;kHBOTHO, K0€TO choTBeTCTBa Ha 0,7 ml OT
BETEpUHAPHUS JIEKAPCTBEH MPOAYKT.

IIpenu3BuKBaHEe Ha paXkaaHe:

[Mpunaraiite eqHOKpaTHA 71032 HA )KUBOTHO €IMH WJIM JBA JHU IIPEIN OYaKBaHATA JaTa Ha pakJaHe
(BX. CBIIO MpeRynpexIeHUsITa B Touka 3.5).

Ja ce mpuiara AbJI00KO HHTPAMyCKYJIHO C UIJIa C ABJDKMHA Hal-Majko 4 cm.

3.10 CumnroMM Ha mpego3upaHe (M KOraTo e NMPUJI0KUMO — NPOLeyPH Ha JelicTBUE NIPU
CHELIHU CIy4Yan U AaHTHI0TH)

I'oBena: npu 5- 1o 10-kpaTHO Npepo3upaHe Hal-YeCTUIT CTPAaHUYEH e(EKT € MOBHILIEHATa PEKTATHA
temneparypa. OOMKHOBEHO o0ade TS € pexo/iHa U HE € Bpe/IHa 32 KUBOTHOTO. OrpaHHYeHO
CIIIOHOOT/IENSIHE WIIM TIPEXO0HA TUaprs MOKe J1a ce HabJIto1aBa Py HIKOH KUBOTHHU.

CBuHE: 0OMKHOBEHO MPEIO3UPAHETO MOXKE JIa JIOBEEC J0 CICTHUTE CUMITOMU: TIOBUIIICHA ChpJICUHA
Y AMXaTeliHa YeCTOTa, OPOHXOKOHCTPHUKIIHS, TOBHUIIICHA TEJICCHA TEMIIEpaTypa, OBHUIIICHO
KOJIMUYECTBO (heKamuu U ypuHa, CATMBAIINA, TaJleHe U TIOBPbhIaHe. B mo-Texku cirydan Moxe Ja ce
TIOSIBY TIPEXO/THA JHAPHSL.

HsMa HalmyHM aHTUIOTH, JICYCHHETO TPSOBA Ja ObJie CUMIITOMATUYHO, KaTO CE MPEAroara, 4e
npocrarianaul F2o Biausie Ha r1aIKOMYCKYJIHUTE KIETKU.

3.11 ChenuajaHu orpaHUYeHHs 32 YNOTpeda U CIENMAJHA YCJIOBHS 32 yOTpeoa,
BKJIIOYHTETHO OTPAHUYEHHS 32 YNOTpe0aTa HA aHTUMHUKPOOHH U MPOTHBONMAPA3UTHH
BETEPUHAPHH JIEKAPCTBEHHN MPOIYKTH, € I[eJI 1a ce OTPAHUYM PHCKBT OT Pa3BUTHE HA
Pe3UCTEHTHOCT

He e npunoxunmo.

3.12 KapeHTHH cpoKoBe



T'oBena:

Meco u BbTpPEITHU OPTaHHU: 2 neHa
Mutsaxo: Hyna yaca
Ceune:

Meco u BbTpPEITHU OPTaHU: 2 neHa

4, DAPMAKOJIOI'NMYHA UHO®OPMAIUA
4.1 BerepuHapeH JiekapcTBeH anaToMo-TepaneBTH4eH ko1 (ATCvet Code): QG02AD90
4.2 dapMaKOAUHAMHUKA

Cloprostenol sodium, (pauemruen) anasor Ha npocraraadmul Fa, (PGF2,), € MHOrO MOIIHO
JyTEOJMUTUYHO BeriecTBO. Toil mpean3BukBa GpyHKIIHOHATHA 1 MOP(OIOTHYHA perpecusi Ha JKBIATOTO
TsU10 (JTyTeosn3a), ocyeBaHa OT BPbhIIaHe KbM €CTPYC M HOPMAJTHA OBYJIAIIUSL.

OcBeH TOBa Ta3M rpyIia BEIIECTBA UMAT KOHTPAKTHIICH eeKT BbPXY IIajJKaTa MyCKyJIaTypa (MaTka,
CTOMAIIHO-4YPEBCH TPAKT, JUXATCJIHU IIBbTUILA, CbA0BA CHCTeMa).

BCTepI/IHapHI/IHT JICKApPCTBCH MPOAYKT HEC IMPOABABAa aHAPOIr€HHO, CCTPOICHHO WJIN
AQHTHUIPOTECTEPOHOBO ICHUCTBUE U €(DEKTHT My BbPXY OPEMEHHOCTTA CE JIBJIKU Ha JIYTCOITUTUIHOTO
My CBOMICTBO.

3a pasnmka oT JApyry MpocTariananHoBu aHano3u cloprostenol msma TpomMGokcan Az aKTHBHOCT U HE
NpeIM3BUKBA arperaiys Ha TPOMOOIIUTHTE.

4.3 dapmMakoKHHETHKA

I[IpoBeneHy ca u3ciaeABaHus Ha MeTaboIM3Ma, Kato € usnonssan 15-*C-cloprostenol npu ceune n
roeeza (4pe3 UHTPaMyCKYJIHO IIPUIIOKEHUE), 3a a C€ OIPeAEsAT HUBAaTa Ha OCTAaThUHUTE BEILECTBA.
KunernuHuTe n3cneBaHus 0Ka3BaT, 4e ChbeIUHEHHETO ce pe3opOupa Obp30 OT MACTOTO HA
HWH)XEKTUpaHe, MeTaboIn31pa Ce U Ciiell TOBa CE eKCKPETHpa B MPUOIU3UTEIHO €JHAKBO
ChOTHOLLICHHE B ypuHata 1 (hekanuute. [Ipu rosenara mo-manko ot 1% oT npuiioxkeHaTa 103a ce
SIIMMUHNPA Ype3 MISIKoTO0. OCHOBHHST BT HA META0OU3BbM U3TIIEK/A € [3-OKHCIEHUETO JI0
TeTpaHOPHA WJIM JMHOpPHA KrcenuHu Ha cloprostenol.

[TukoBuTE CTOMHOCTH HA PalMOAKTUBHOCTTA B KPBbBTA ce HAOII0aBaT B paMKUTe Ha 1 yac cien
MapeHTepagHa /103a U HaMaJisBar ¢ ty, Mexkay | 1 3 gaca B 3aBUCUMOCT OT BUA.

5. OAPMALIEBTUYHU JAHHAU

51 OCHOBHH HECHBBMECTHMOCTH

[pu nunca Ha JaHHUW 32 CBBMECTUMOCT TO3H BETEPUHAPEH JIEKAPCTBEH MPOAYKT He TpsiOBa ia Objie
CMECBaH € APYTY BETEpUHAPHU JIEKAPCTBEHU MPOAYKTH.

5.2 Cpok Ha roIHOCT

Cpok Ha TOAHOCT Ha KpailHHs BETEpUHAPEH JIEKapCTBEH MPOIYKT: 2 TOAUHU
Cpok Ha TOAHOCT ciesl IbPBOTO OTBApsIHE HA IBPBUYHATA ONAKOBKA: 28 JTHU.

5.3 CnenmuaJjiHu ycj10BHUS 32 CbXpaHeHHe

Ja ce cexpansiBa ipu Temriepatypa noj 25 °C.
Ja ce ma3u OT cBEeTIMHA.



54 Bua u cbecTaB Ha MIbPBUYHATA OIIAKOBKAaA

CrpkieH ¢aakon ot 20 ml, tum I, 3aTBOpeH Che 3amyIanka OT OpOMOYTHIIOB KaydyK H aTlyMHUHHCBA
KaIlayka.

55 Cl'[eIlI/IaJ'IHI/I MEPKH 32 YHUIIOKABAHE HA HCU3ITIOJI3BAHU NMPOAYKTH WIH OCTATBIU OT THX

BerepunapauTe jgexapcTBeHH MPOIYKTH HE TPAOBA 1a ObAAT N3XBBPIISTHH Upe3 OTIAaTHU BOIH HITH
OWTOBHU OTHAIBIIH.

BerepuHapHUAT IeKapCTBEH MPOIYKT He TPsOBa 1a O'bJie M3XBBPISIH BbB BOJHU OACEHHH, Thil KaTO
cloprostenol moxxe na 6b1€ onaceH 3a puOH U IPyrd BOJHH OPTaHU3MH.

UznomnsBaiite mporpamu 3a BpbIllaHe MPH YHUIIOKABAHETO HAa HEM3MOI3BaHN BETEPUHAPHU
JIEKapCTBEHU IIPOAYKTH HIIH OCTATBIX OT TSIX B CHOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO
3aKOHOJIATEJICTBO M C BCUYKH HAI[MOHATHY CUCTEMH 33 ChOUpaHe, MPUIOKUMH 32 ChOTBETHUS
BETEpUHAPEH JIEKAPCTBEH MPOIYKT.

6. HUME HA ITPUTEXATEJISI HA PASPEIIEHUETO 3A ThbPI'OBUSA

Alivira Animal Health Limited

7. HOMEP HA PAPEHIEHUETO 3A TBPT'OBUSA

0022-2531

8. JATA HA TbPBOTO N3JABAHE HA PAZPEIIEHUETO 3A ThbPI'OBUS

Jlata Ha TBPBOTO M3/aBaHe Ha pasperieHreTo 3a Thprosus: 06/01/2010

9. JATA HA NIOCJIEAHATA PEJAKLIUS HA KPATKATA XAPAKTEPUCTUKA HA
MNPOAYKTA

11/2025

10. KJACUPUKALUSA HA BETEPUHAPHUTE JJEKAPCTBEHU MTPOAYKTHU

Jla ce oTITycka camo 10 JIEKapcKO MpeArucaHme.

[NoapoOHa nHpOpManKs 32 TO3M BETEPUHAPEH JICKAPCTBEH MPOAYKT MOXKE J1a HaMepuTe B 6azarta
nannu Ha Cpro3a otHocHo mpoaykTute (https://medicines.health.europa.eu/veterinary).

9.12.2025r.
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