KPATKA XAPAKTEPUCTUKA HA ITPOAYKT KbM PA3ZPEIIIEHUE
3A ThPI'OBUS Ne 0022-2531

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUA ITPOAYKT

Synchromate
CunXpOMENT

2.  KAYECTBEH U KOJIMYECTBEH CbCTAB

1 ml ot Synchromate cpabppxa:

AKTHBHA Cy0CTAHIIHUA: Cloprostenol sodium 0.263 mg
(exBuBaneHTHO Ha cloprostenol 0.250 mg)

ExcuunuenTu: Chlorocresol 1.000 mg

3a IBJIHUS CITUCHK HA SKCIIUITUEHTHUTE, BIK T. 6.1.

3. OAPMAIEBTUYHA ®OPMA

NuxxexkunoHeH pa3TBop.

4. KJIMHUYHU JAHHU

4.1 Bunose ;kuBOTHH, 32 KOMTO e mpeaHa3HadyeH BMII

T'oBena u cBuHe.

4.2 TepaneBTUYHYN NOKA3aHUS, ONIPe/IeJIEHU 32 OTAETHUTE BHA0BE ;KUBOTHH

Cloprostenol, aktuBHaTa cyOcTanmms Ha Synchromate € CHHTETHYEH aHAJOr Ha MPOCTarjiaHJIvH,
CTPYKTYpPHO HamopoOsiBamy mnpoctarmangud Fa,. Cloprostenol mnpeam3BukBa (yHKIIMOHATHA |
MOpP(OJIOTHYHA PErpecus Ha )KBITOTO TSLIO.

KpaBu: cybOectpyc (THX WU HEOTKPHUT €CTPYC), KOHTPOJ IPH Pa3BbJHU IMPOTpaMH, KAaTo Harp.
emOpuoTpancdep, pa3iensHe Ha JO3M - IICHHa CEMEHHA TEYHOCT, abOpT MpU HEXenaHa OPEeMEHHOCT
CJIe]] CTy4aifHO TOKPUBaHE, MMOMETPA WITU XPOHUYEH SHIOMETPHUT, MyMU(DHUIIUPAH TIIO/.

CauHe: HAYIMPaHEe HA ONpacBaHE U CHHXPOHU3UpPAHE Ha ompacBaHeTo OT 114 nmeH or OpeMeHHOCTTa
(ToceHUAT JeH OT MHCEMUHAIMATa = ITbPBUS JIeH oT OpemeHHocTTa). OnpacBaHETo Ce OYakBa Ja
HacTBIIU B paMKuTe Ha 36 ydaca.

4.3 I[MpoTuBonoOKa3anus

Jla He ce n3non3Ba py OpeMEHHU YKUBOTHH OCBEH MPU MPEAU3BUKBaHE Ha a00pT.

4.4 CnenuajaHM MpeINna3HN MePKH 32 BCeKU BH ’KUBOTHH, 32 KOMTO e nmpeanasHadyen BMII

Hama.
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4.5 Crnenna/iHu peaNa3Hu MepPKHU NPH ynoTpeda

CHCLII/IaJ'IHI/I Opeanasdy MCPKH 3a ) KUBOTHHUTC IMTPHU VHOTDe6aTa Ha OpoaAyKTa

I[a HC CC HU3MOJ3Ba MNpU KUBOTHU 3a KOUTO € H3BCECTHO, YC HMAT aCTMa, 3alylIBaHUSA Ha
peCiupaTOPpHUAT TPAKT UJIN CTIACTUYHUN 3a0019BaHus Ha raCTpOMHTCCTUHAIHUAT TPAKT.

I[a HC CC MU3MOJI3Ba MUHTPABCHO3HO, IIOpaJd BB3MOXHOCT OT BB3HUKBAHC Ha KOJAIC Ha
HUpPKYyJIaTOpHAaTa CUCTCMA.

CHCLII/IaJ'IHI/I Opeanasdy MCPKH 3a JUliaTa, Ipujaraiy BETCPUHAPHOMECANTTMHCKH A IPOAYKT HA ) KUBOTHUTC

I[a ce n30srBa MPCKUAT KOHTAKT Ha NPOAYKTA C KOXKaTa UJIX JIMTaBULIUTC. Synchromate
MOXE Ja CC p630p61/1pa IIpe3 KOoXKarta. BpeMeHHI/I JKCHHU U XOpa € acTMa TpSI6Ba Ja HU305TBaT KOHTAKT C
BCTCPUHAPHOMCIUTTMHCKUA ITPOAYKT UJIN Aa I'o IpujaraT ¢ NOBUIIICHO BHUMAHUC.

4.6 He0naronpusiTHu peakuy (4eCTOTA U BaKHOCT)

[Ipn mpunarane 3a npeAW3BUKBAHE HA paKJaHE NMPHU KpaBU, MOXKE Ja CE€ OYakBa yBEIWYaBaHE Ha
CIIy4anTe Ha 3abpXKaHe Ha IUIAIEHTaTa B 3aBUCUMOCT OT BPEMETO Ha MpuilaraHe Ha IpOAyKTa.

[Ipu npunarane 3a npenu3BUKBaHE HA pakJaHE MPH CBHHE, IPOMEHUTE B TOBEICHUETO HAOII0IaBaHH
Ccliell MHKEKTUPAaHETO ca MONOOHM Ha Te3W HaOJIoJaBaHU IMPH HOPMAIHO pakJaHe U OOWKHOBEHO
M34e3BaT B PaMKHTE Ha €IUH Yac.

4.7 ¥Ynorpeba no BpeMe Ha OPeMEHHOCT, JAKTALMS WIH AiilleHOCeHe

I[a HE CC ITpuJiara mnmpu 6peMeHHI/I JKHUBOTHH, OCBCH aKO TpSI6Ba Ha CC nHaynupa a60pT. Moxe
Aa C¢ Ipujiara mo Bp€Me Ha JIaKTalus.

4.8 BzamMmopeiicTBHe ¢ JpYrH BeTePHUHAPHOMEIWIIMHCKH TPOAYKTH W JApyru ¢opmu Ha
B3anMo/elicTBHe

He ca u3BectHn.

4.9 Jl03a 1 HAYMH HA IPWJIOKEHHe

HHTpamMycKyIHO MM TOAKOXKHO PHIIOKEHUE.

Kpasu:

TepaneBruuna ynorpeoda: 2 ml Synchromate Ha XHBOTHO

KonTtposn Ha pa3MHOXKaBaHETO: 2 ml Synchromate Ha >KUBOTHO

AbopT: 1.5 ml Synchromate (2 ml 3a kpaBu Hag 455 kg T.Mm.)
CauHe: 0.7 ml Synchromatena >kuBOTHO.

Enna wmkeknms € jqoctaThuHa TpW TeparneBTHYHa yrnoTpeba wim 3a abopt. [Ipu pasbaHuTe
MporpaMu (CHHXPOHM3AIHS Ha IIUKBIIA), ]a C€ MHKEKTUPA JBYKPATHO Mpe3 HHTepBal oT 11 maHu.
OceMeHsBa ce cliell OTKpHBaHE Ha ecTpyca wim 72 10 96 yaca cien MHKeKIusaTa 0e3 OTKpUBaHEe Ha
ecTpyca.

4.10 IIpemo3dmpane (CHMIOTOMU, CIIEIHH MEPKHU, AHTH/I0TH), AKO € He00X0IUMO

Hswma.

4.11 KapeHTHHU cpoKoOBe

Meco 1 BBTpEIIHN OpraHu: 2 IHU.
Maisiko: HyJla JHHU.
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5. GOAPMAKOJOTNMYHU OCOBEHOCTH

dapMakoTepaneBTUYHa Tpyla: NpocTarjiaHanH
Berepunapromeauunncku Anatomo-TepanesrudeH Koa: QG02AD90

5.1 ®apmakoaMHAMHYHH CBOHCTBA

KionpocTenonsT npenn3BuKBa perpecust Ha KbIATOTO TAJI0, KATO TOUHUAT MEXaHU3bM Ha JIeHCTBHE HE
€ HambpJIHO H3BecTeH. KiompocteHombT momoOHO Ha mpocTaridaHguH Fa, Biusie BBpXy TIJlaakarta
(aBTOHOMHA) MYCKyJaTypa Ha pa3JIM4HU OpPTraHu, KaTo Oenu ApoOoBe, BEHHU, YepBa U MUOMETpUyMa. B
MHOMETPHYMa C€ HHIAYLIMPA JKelaTelHa, ToA00Ha Ha MpeIu3BUKaHa OT OKCUTOLMH, KOHTPAKIKSI.

KoncTpuktopHuaT edekT BbpXYy BEHHTE M IYIMOHAPHHTE BE3UKYIHM W OpPOHXM € OTTOBOPEH 3a
AJIIEpPrUYHUTE U PECIUPATOPHU HeOnaronpusTHy edektr. KoHCTpuKIMsITa Ha IMlakaTta MycKyJIaTypa Ha
YyepBaTa MOXKe Jja IPENN3BUKA KOIUKH IIPY YyBCTBUTEITHU KOHE.

5.2 ®apMakoKHMHETHYHH 0COOEHOCTH

WnaTpamyckynHaTa MHXKEKIHs € mocieBaHa OT MHOTO Obp3a pe3opOius oT MACTOTO Ha MHXKEKTHPaHe,
KaTo MaKCHMAJHM HUBa ce HaOmomaBaT 30 MUHYTH cieq npuiaraneto. Husata Obp30 ce MOHIKaBarT,
KaTo CPEIHUAT MOITYKMBOT Ha KJIONPOCTEHOJAa B KPbBTA € ONpEeNieH Ha 3 Jaca.

KrnonpocreHonsT ce ekckpeTmpa MHOrO OBbp30, Karo MNPHONM3NTETHO ETHAKBH KOJIHYECTBA C€
eMMMHUHUpPAT upe3 OpOpenntTe W kiapukaTa. EKckpenunsta B MIIIKOTO € MHHUManHa, camo 0.74% ot
MIpHJIOKEHATa J103a C€ EKCKPETUPAT C MIIIKOTO B paMKHUTE Ha 24 yaca.

6. OAPMAIEBTUYHU OCOBEHOCTHU

6.1 Cnucbk Ha eKCIHNINEHTHTE

Etanol 96% Sodium

citrate

Citric acid monohydrate Sodium

chlorid

Water for injections

6.2 HecbBMeCTHMOCTH

He cMecBaiite ¢ mpyru NpoayKTH B €HA CIPHHIIOBKA, TOPAJN BH3MOXKHA HECHBMECTHMOCT.

6.3 Cpoxk Ha rogHocT

CpOK Ha rogHoCT Ha Kpaf’lHHH BCTCPUHAPHOMCIAUILIMHCKU ITPOAYKT: 2 TOOWHH. CpOK
Ha rOAHOCT CJICA IMMBPBO OTBAPAHC HAa IIbPBUYHATA OIIAKOBKA: 28 JHH.

6.4. CrenuanaHu yCI0BHA 3a CbXpaHeHHe HA MPOAYKTA

Ma ce cpxpansBa mpu Temneparypa nog 25 °C [la
Cce Ma3M OT CBETJIMHA.

6.5 BwuaucbcTaB HAa TBPBHYHATA ONTAKOBKA

CrprileH xuaponutrdeH ¢uakoH, Tun I, obem 20 ml, 3aTBOpeH chC 3amyllIaiKH OT OPOMOYTHIIOB KaydyK
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U allyMUHHEBO (hoHo.
6.6 CnenuaJHu MepKH 32 YHHI0;KABaHe HA HEM3IMOJI3BaH MPOAYKT HJIH OCTATHIH OT HEro

Bceku HemsmomsBaH BCTCPUHAPHOMCIAUILIMHCKA MPOAYKT WM OCTAaThIKM OT HETO TpSI6Ba Ja 6’I>I[aT
YHUIIOXKXCHU B CHbOTBCTCTBUC C U3UCKBAHUATA HAa MECTHOTO 3aKOHOJATCICTBO.

7. HPUTEXATEJI HA PASPEINEHUETO 3A ThbPI'OBUSA

BREMER PHARMA GmbH
Werkstrasse 42, 34414 Warburg
Germany.

Ten.: 0049 5642 98090

®daxc: 0049 5642 980912

E-mail: contact@bremer-pharma.de

8. HOMEP HA PABPELHIEHUETO 3A ThbPI'OBUSA

0022-2531
9. JATA HA ITBPBOTO U3JABAHE HA PASPEIIIEHUETO 3A ThPI'OBUSA

06/01/2010

10. JATA HA NOCJIEAHATA PEJAKIUA HA TEKCTA
08/12/2023

3ABPAHA 3A ITIPOJAXKBA, CHABJASIBAHE U/UJIN YIIOTPEBA

He e npunoxumo.

JA-P BAJIEHTUH ATAHACOB
3AMECTHHUK U3IIBJIHUTEJIEH JUPEKTOP
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