KPATKA XAPAKTEPUCTUKA HA TPOJAYKT
KbM JIMIEH3 3A YIIOTPEBA Ne 0022-2309

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUA TIPOAYKT

Xunodusun JIA 70 pg/ml
WH)KEKIIMOHEH Pa3TBOp 3a roBeJla U CBUHE

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

1 ml ceappixka:
AKTHBHA cy0OCTaHIUA:

Carbetocin 70,00 g
Excuunuenrtn:
Xnopokpe3on 1,00 mg

3a IBIIHUA CITHCHK Ha CKCIHUITHEHTHUTE, BIK T. 6.1.
3. DAPMAIIEBTUYHA ®OPMA

MuxekunoHeH pa3TBop.
Buctbp, O€311BETCH pa3TBOP.

4, KJIMHUYHHU JAHHHU
4.1 BuaoBe ;KHBOTHH, 32 KOUTO € mpenHazHayedH BMII
I'oBena, cuHe.

4.2 TepaneBTHYHHU MOKA3AHUS, ONPe/IEJIEHH 32 OTAEJTHUTE BHI0BE *KUBOTHU

Kpasu:
- MaTouyHa aTOHHS 10 BpeMe Ha ITyepHepaTHus TEPHOI.

- Perennus Ha rutanieHTaTa Kato clIeACTBHE HA MAaTOYHA ATOHMSL.
- WHunuupane Ha OTHENSHE HAa MISIKO IIPU CTPEC-MHAYLMPAHA arajlakTus WM IOpH YCIOBHS,
Hajaraiy u3lpasBaHe Ha BUMETO.

Bb3pacTHH CBHHE:

- YckopsiBaHe WM Bh30OHOBSIBAHE HA PAXKIAHETO CJIe]l IPEKpaTsIBaHEe HA MATOYHUTE KOHTPAKIUH
(MaToO4YHA aTOHUWS WM MHEPTHOCT) CJIe]l U3TIIACKBaHE Ha TIOHE €JIHO IIPAaCeHIIe.

- [lonoppoxaia Tepanys Ha CHHAPOM Ha MacTUT-MeTpuT-aranaktus (MMA).

- Hunumanys Ha OTAENISIHETO Ha MIISIKO.

- CkbcsiBaHe Ha 00IIaTa MPOIBIDKUTETHOCT HAa Pa)KIaHETO KaTO KOMIIOHEHT Ha CHHXPOHHM3ANHWs Ha
paxkmaHeTo mpu cBuHeTe. [IpoaykThT MOXKe na ce mpuiara mpu CBHHE, NMPH KOUTO TIPEAH TOBA €
npunarad nojaxoaan; PGFo, nin PGFyq-anano3u (Hamp. KI0mpocTeHo) He mo-paHo ot aeH 114 Ha
OpeMeHHOCTTa M HE ca 3al0YHAIM J1a CE OMpacBaT B paMKHTE Ha 24 daca ciie] WHKCKTHPAHETO Ha
PGF., unmn PGF2q-ananos3u (neH 1 Ha OpeMEHHOCTTA € MMOCIEAHHST JCH Ha OIUI0KIAHETO).

4.3 IIporuBomoxa3zaHus

I[a HC CC U3M0JI3BA 34 YCKOPABAHC HA PAKAAHETO, aKO IIMiiKaTa He € OTBOpPCHA WJIM aKO UMa
MCXaHWYHA NPpHUYIHUHA 3a 3a0aBEeHO paxaaHe, HAIIpUMEp (1)1/131/1%01«1 O6Cpr1(L[I/I$I, INO3MIIMOHHHU 1
MMOCTYpaJIHh aHOMAaJIMH, KOHBYJICUBHU POJAWUIIHHN YCUJINA, 3allJlalliBallla pyIITypa Ha MaTKaTa, TOp3ud Ha
MaTkKaTa, OTHOCUTECJICH CBPBbXPa3MEp Ha II0Ja U I[e(i)OpMaLII/II/I Ha pOoJAOBU KaHAaJL.
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I[a HC CC U3M0JI3BA MMPU CBPBXUYYBCTBUTCIIHOCT KbM dKTUBHATA Cy6CTaHL[I/I$I WM KbM HSIKOH OT
CKCIIMIIMCHTUTC.

4.4 ChneunuaJIHU Npeana3Hd MEPKH 32 BCEKH BHJ JKHBOTHH, 32 KOUTO € npeaHaznayen BMII

9
OtroBopsT Ha MuoMerpuyMa Ha Carbetocin e BeposiTHO aa e 6;im30 10 Hyaa ot 5™ mo 11" newn cien
paxknaneto. CiemoBaTeTHO MPUIIOKEHUETO HAa BETEPHHAPHOMEANIIMHCKAS MTPOIYKT TI0 BpeMe Ha TO3H

MIEpUO/] € BEPOSTHO Ja € Hee()eKTUBHO U TPsIOBa Ja ce n30srBa.

Axo neuennero ¢ Carbetocin e HeycneniHo, npenopsYUTETHO € OTHOBO JIa C€ MPEICHH ETHOJIOTUATA
Ha CHhCTOSIHIETO, 0COOCHO aKO € BH3MOXKHO Ja € HAIIUIE XUTIOJAIeMHs KaTo YCIOKHBAI (GakTop.

B ciydait Ha TeXbBK CENTUYEH METPUT, NMPH MPHUIOKEHHE HAa BETEPUHAPHOMEIUIIMHCKUS TPOIYKT
TpsiOBa J1a ce mpuiara MoJXo/AA1Ia ChITHTCTRAIIA TePATTHS.

45 CpoeuuajHu NpeAna3sHu MepPKHU MpPHU ynorpeda

CriennaiHy Ipena3sHu MEPKH 32 JKHBOTHHUTE TP YIIOTpebaTa Ha MPOIYKTa
He e npunoxumo.

CHG]_[I/IaJIHI/I OpearnasHy MCpPKHU 3a JIMIiaTa, Inmpujaraiy BETCPUHAPHOMCANIIMHCKHUA ITPOAYKT Ha
XKHUBOTHHUTE

[Ipu ciyyaitHO caMOWHKEKTHpaHe Mpy OpeMEeHHH KeHH MOTaT Jia C€ MHAYIUPAT MaTOYHH
KOHTPAaKIIHH.

BpemeHHM xeHu, )KEeHH Cllell paXkIaHe U KbPMELH KEeHU He TPsAOBa Ja U3M0I3BaT TO3U NPOIYKT, 3a J1a
ce n30erHe MHIMACHTHA EKCIIO3HULINS.

[pu ciyyaiftHO caMOWHKEKTHpaHe Ha BEeTEpUHAPHOMEIUIIMHCKHUS POAYKT TIPU He-OpeMeHHU )KEHU
MOraT Jja Bb3HUKHAT CJIE€AHUTE ePeKTH: 3aUepBsIBaHE U 3aTOIUISIHE HA JIMLETO, 00JIKa B JOJIHATA 4acT
Ha Kopema. Te3u edhekT OOMKHOBEHO N34€3BAT B PAMKHUTE Ha KPaTKO BpEMe.

[Ipu ciyyaiftHO caMOWHKEKTHpaHe, He3a0aBHO Jla c€ OThPCH METUIIMHCKU CHBET, KaTO Ha JIeKapsi ce
MIpeI0CTaBH JUCTOBKATa UM €TUKETa Ha MPOJYKTA..

WnnuBuayanHo npeanazHo o0opyABaHe, ChCTOSIIO Ce OT PhKABUIM 33 €IHOKpaTHA yHoTpeba, TpsioBa
Jla ce HOCH, KOTaTo ce paboTh ¢ BETepUHAPHOMETUIIMHCKUS TPOAYKT.

Carbetocin moxe na ce pe3opoupa mnpe3 koxkarta. [Ipu ciaydaitHo paziuBaHe BbpXY KOXKara,
CHOTBETHHUTE 30HHU TPSIOBa /1a Ce MOYMCTAT CTApaTEIHO C BOJIA U CAITyH.

[Ipu ciyyaeH KOHTaKT ¢ OYMTE, T€ TPsIOBa J1a ce U3ILUIAKHAT OOMIIHO C BOAA.

Xopa ¢ yCTaHOBEHA CBPBXIYBCTBUTETHOCT KbM Carbetocin wimm kbM HIKOM OT eKCIUITMEHTHTE TPSOBa
J1a U305TBaT KOHTAKT C BETEPUHAPHOMETUIIMHCKHUS TIPOIYKT. .

Xenu c nerepoaeH noTeHan TpsiOBa 1a MpuiaraT BETepUHAPHOMEIUIIMHCKUS IPOAYKT C OBUIIEHO
BHHUMAaHUE.

4.6 HebnaronpusaTHH peaKuu (4€CTOTA H BA)KHOCT)
B mHoro pezku ciydan Carbetocin Mmoxe a uMa yTepoToHHYeH eeKT npe3 KbcHaTa OPEeMEHHOCT.

YecroraTa Ha HEOJIATOMPUATHUTE PEAKIMU CE OTIPEENIs upe3 cieHaTa Kiacupukaus:

- MHOro uecT (moseue oT | Ha 10 TpeTupaHu >KUBOTHH, POSIBSIBAILLM HEOIArONPHUATHH PEAKIINH )

- yectr (oBeye oT 1, Ho mo-manko ot 10 xuBoTHM Ha 100 TpeTHpaHU KUBOTHN)

- He "yecTH (moBede ot 1, Ho mo-manko ot 10 xuBoTHHU Ha 1,000 TpeTrpaHu KUBOTHH)

- penku (oeue ot 1, HO mo-mainko ot 10 sxuBoTHH Ha 10,000 TpeTupaHu )KUBOTHH)

- MHOTO peak# (mo-manko ot 1 xuBotHO Ha 10,000 TpeTnpaHu )KUBOTHH, BKIIOUYUTEIHO U30JIMPAHU
CHOOIIIECHU).

4.7 Yunorpebda no BpeMe Ha OpeMeHHOCT, JJAKTALMSA WM siiilleHOCeHe

BereprHapHOMEIUIMHCKHAT NPOAYKT € MOKa3aH 32 HHAYLIMpPaHe Ha OTJENSIHE Ha MIISIKO.
Bx. cpmio Touka 4.3 [IpoTuBonokaszanusi.
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4.8 B3aumopeiicTBHe ¢ IPyru BeTepUHAPHOMEeIUIMHCKU MPOAYKTH U Apyru ¢gopmu Ha
B3anMojeiicTBHe

IMpunoxenuero Ha OXytOCin cien NPHIOKEHNE HA BETCPUHAPHOMEAMIIMHCKIS TPOIYKT HE ©
HeoOxoaumo. [Topaan Bb3MOXKHOTO 3acuiiBaHe Ha eekra Ha OXytoCin, Morar ja ce MHIyIupar
HeXeJIaHU MAaTOYHHU CIIa3MU.

4.9 Jl03a U HAYMH HA NPUJIOKEHHEe

3a HUHTPAMYCKYJIHO UJIM UHTPABCHO3HO MPUIJIOKCHHUC.

Kpasu
3a BCHUYKU OKa3aHUI:

3,0 — 5,0 ml/xuBoTHO, choTBeTcTBaMM Ha 210 — 350 g Carbetocin/xkuBoTHO.
CBuHe
3a ckbCcsABaHE Ha 0OIIaTa MPOIBDKUTEIHOCT Ha pakIaHETO KATO YacT OT CHHXPOHM3AIUATa Ha
pPaXIaHETO:

0,5 ml/xuBoTHO, choTBeTCTRAMH Ha 351g Carbetocin/«uBoTHO.
3a yckopsiBaHe WM BH300HOBSIBAHE HA PAXKIAHETO CIIC] MPEKPATsABaHE HA MATOYHUTE KOHTPAKIIUH
(MaTo4Ha aTOHUS WJIM MHEPTHOCT) CJe]l U3TJIaCKBaHEe Ha IMOHE €/IHO MpaceHLe:

0,5 — 1,0 ml/xuBoTHO, choTBeTcTBaIM Ha 35 — 70 pg Carbetocin/sxuBoTHo.
3a MMA u oTaensHe Ha MIISKO:

1,5 — 3,0 ml/xuBoTHO, choTBeTcTBaIM Ha 105 — 210 pg Carbetocin/>xuBoTHo.

W3nckBaHusTa 32 JO3MPOBKAa MOXKE Ja BapHpaT B PaMKUTE Ha MOCOYCHHUTE I'PAHULM Bb3 OCHOBA Ha
MpeLeHKaTa Ha BETCPUHAPHUS JIeKap.

B ciyuaii Ha TpeTupaHe 3a OTIENSHE HA MIISIKO IPU KPaBU U CBHHE WM KaTO MOALBPIKAIA TEParus
mpu MMA cuHIpOM Tpy CBHHE € BE3MOYKHO TOBTOPHO TpHIIOkeHue ciex 1 mo 2 gan. MaTepBampT
MeX[y ABETe MHXEKLIUU He TpsiOBa aa e moj 24 vaca.

BbB BCcHUKHM Jpyrd ciiydyad Ha HpUIOKEHHE, YIIOMEHaTH B Touka 4.2 1a ce NMPHIOKH MPOAYyKTa
€THOKPATHO.

I'ymenarta 3amymanka Ha uiakoHa Moxe Ja ce nmpoOue 6e3omacHo A0 25 mbTU. B mpoTuBeH cinyyaii, 3a
u30sArBaHe Ha MpEeKaleHO MpoOMBaHE Ha 3alyliajiKaTa, TPsOBa Ja Ce H3IM0J3Ba aBTOMATHYHA
CIIPUHIIOBKA MJIM MOAXO/IAIIA UIJIa 3a u3TerysiHe 3a duakonute ot 20 u 50 ml.

4.10 IIpeno3upaHe (CHMIITOMH, CHEIIHH MEPKH, AaHTHIOTH), aKO € HEOOX0TMMO

Ipenosupane ot Hax 400 pg Carbetocin/’kuBoTHO G MOTIIO /1a MOBHUILK HUBOTO HA MBPTBH PakIaHUsI
IIPU II0-BB3PACTHU CBUHE, aKO €€ IIpUJjiara 1o BpeMe Ha yIbJDKEHO paxJaHe.

[Mpenosupane ¢ 600 pg Carbetocin/kuBOTHO MOXKeE J1a MHAYLHpa PEKOMEpPHA JIaKTall|sl IPH CBUHE,
KOSITO MOJKE JIa JIOBEJIE JI0 AMapHs, HAMAJIICHO HaJ/IaBaHe Ha TETJIO U MOBHIIEHA CMBPTHOCT MPH
TEXHUTE MPACEHIIA.

Carbetocin ce cunta 3a ymepeHo apasHein. Ha MectaTa Ha HH)KEKTHPaHE Ha TPETHPAHUTE )KUBOTHH €
HaOmoaBaHa GokanHa TUMQoIMTHA HHGWITPAIys pH 1mo-Brucoku ao3u (1000 pg
Carbetocin/skuBoTHO).

411 KapeHnTHHU cpoKoOBe

I'oBena, ceune Meco u BbTpELIHU OPTraHu: HyJa JTHHU.
T'oBena Musiko: HyJa 4aca.
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5. DOAPMAKOJIOI'MYHU OCOBEHOCTH

dapmakoTepaneBTryHa rpyna; CUCTEMHH XOPMOHATHU TPOYKTH, C U3KJI. Ha TIOJIOBH XOPMOHU H
WHCYJIVH
Betepunapnomenunmuacku AHatoMo-Teparnesrrdern Koa: QHO1BB03

5.1 ddapmakoaMHAMHYHHU CBOHCTBA

Carbetocin e cuaTeTHYEH aHANOT Ha XOpPMOHA Ha 3aHus 100 Ha xumodusara OXytocin 1 oCHOBHUTE
My (pusronorndHu U (papMaKoIOrnIHn e(eKTH ca BhpXY IIagKaTa MyCKyJaTypa (MHAYKINSI U
yBeNUYaBaHe HA KOHTPAKIMHTE) HA PENPOAYKTHBHUTE OPTaHU.

Carbetocin uma cpiust epekT kato ectectBerns OXytOCin: B cTuMynupaHaTa OT €CTPOreHH MaTKa TOi
MPUYHMHSABA MPOMSHA OT CJIA0H, CIIOHTAHHH U HEPEJIOBHU B CHHXPOHHU3UPAHH, PEIOBHH, TOBHUIIICHU U
Haco4eHU kKoHTpakiuu. OCBEeH TOBa, B MIIEYHATA )KJie3a TOW MPUIMHIBA (GU3NOIOTHYHH CHKPAIICHUS
Ha MUOCTTUTEITHUTE KIICTKU B aJIBEOJIUTE U MAIKUTE MJICYHH ITHTHINA, KAKTO U ChIICBPEMEHHA
penakcanus Ha cUHKTEpa.

HetictBuero Ha Carbetocin e yrb/nkeHO U MPUYKMHABA 3aCHIBaHE HA (PU3HOTOTHYHUS e(DEKT.

5.2 @dapMakOKMHETHYHH 0COOEHOCTH

IMopanu cuiIHO pa3BUTAaTa CH MeNTHIa3Ha ycroiunBoct, Carbetocin ce pasrpaxma MHOTO mo-0aBHO in
VIVO 1 ce oTiinuaBa ¢ yab/okeHa edukacuoct. Carbetocin e MHOTO Mo-TUIOGHIIEH OT EK30T¢HHO
npwiaraaus OXytOCin u 3aToBa ce MOayJYaBaT Mmo-A00po pasnpeaesieHHe U MO-POABIDKUTENCH edekT
BbpXyY perentopute. OCBeH 3a cTaOMITHOCTTA CpeIlly IPOTeas3n, TOBAa MOXKE Jia JIOTIPUHECE U 3a
YOBJKEHO MOBUIIABAHE HA ACHCTBUETO BhpXY MaTouHUs ToHyc. Cien npunoxenue Ha 600 pg
Carbetocin e nabmonaBaHa OUKOMIIAPTUMEHTHA KHHETHKA TIPH CBUHE. ENMMMUHALIMOHHHSAT
MOJYXHUBOT € pubam3utento 85 - 100 munyTu. Hsima chiiecTBeHU pa3iuku MEXIy
MHTPaMYCKYJTHOTO ¥ HHTPABEHO3HOTO MPUIIOKCHHE.

6. DAPMALEBTUYHU OCOBEHOCTH
6.1 Cnucbk Ha eKCLUMIIUEHTHTE

XJ10poKpe3on

OnerHa KucenuHa (JieeHa)

Harpues anerar tpuxuapar

Hatpues xunpokcun (3a kopekuust Ha pH)

Boja 3a nHxexkuun

6.2 OCHOBHH HECHBMECTHMOCTH

[Ipu nunca Ha TaHHM 32 CHBBMECTHMOCT, TO3M BETEPHHAPHOMEIUIMHCKH NPOLYKT He TpsOBa na Oble
CMECBAaH C APYI'H BETEPUHAPHOMEIULIUHCKY IPOLYKTH.

6.3 Cpox Ha roaHocT

CpoOK Ha TOTHOCT Ha KpalHUS BETEPUHAPHOMEAUIIMHCKU IPOAYKT: 3 TOJIUHU.
CpoK Ha TOIHOCT CJiel TFPBO OTBAPSHE Ha MbPBUYHATA OMAKOBKa: 28 JHMU.

6.4. CneuuajaHu ycJ0BHS 32 CbXpaHEHHe HA MPOAYKTA

Ja ce cexpansiBa B xsnaamwiHuK (2 °C - 8 °C). Jla ce cbxpaHsiBa (iakoHa BbB BhHIIIHATA KapTOHEHA
KyTHs C IIeJI IIpeina3BaHe OT CBETJINHA.

6.4 Buawu chbcTaB HA IBPBUYHATA ONMAKOBKA
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BesnBeTen cThKIIeH (1akoH 3a MHXKEKTUpaHe, THI I, chabpikant crorBeTHO 10 ml, 20 ml mim 50 ml

WHKEKIIMOHEH Pa3TBOP, 3aTBOPEH ChC 3aIylIalika OT (IyopuHUpaHa OpoMoOyTHIIOBA TyMa U

3arc4daral ¢ aJlyMUHUCBA Kallayka.

1 x10ml, 1 x 20 ml nnu 1 x 50 ml nHXEKIMOHEH Pa3TBOP, ONIAKOBAH BB BHHIHA KAPTOHEHA KYTHSI.

He Bcuukm pa3mepu Ha omakoBKaTa MOTat Aa ObJaT MpeajaraHy Ha masapa.

6.5 ChnenuajaHu MepKH 32 YHHIOKABAHE HA HEU3MOJ3BAH MPOAYKT WU OCTATHIH OT HEro

Bcexn Hen3mons3BaH BeTepHHAPHOMEAUIIMHCKY TIPOAYKT WIIM OCTATHIIM OT HETO, TpsiOBa ga Obaat

YHHIIIO)KEHH, B ChOTBETCTBUE C M3UCKBAHHUSATA HA MECTHOTO 3aKOHO/IATEIICTBO.
7. MNPUTEXATEJ HA JIMIHEH3A 3A YIIOTPEBA

Veyx-Pharma GmbH

Soéhreweg 6

34639 Schwarzenborn

Temedon: 0049 5686 9986-0

®akc: 0049 68614895

E-mail: zentrale@veyx.de

8. HOMEP HA JIMIHEH3A 3A YIIOTPEBA

Ne 0022-2309

9. JATA HA IBPBOTO U3JJABAHE/IIO/IHOBSIBAHE HA JIMIIEH3A 3A
YIIOTPEBA

Jlata Ha TBPBOTO M3/aBaHe Ha JIMIIEH3 3a yrmorpebda: 23/05/.2014

Jlata Ha OJHOBSIBAHE Ha JIMIIEH3 3a yrmoTpeda: 24/06/2019

10  JIATA HA MOCJEJIHATA PEJAKIUASI HA TEKCTA

06/2019

3ABPAHA 3A IPOJAXKBA, CHABJSABAHE N/NJIN YIIOTPEBA

He e npuioxxumo.

3AM. U3ITBJIHUTEJIEH JIUPEKTOP
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