KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA
KBM PAZPEHIEHHUE 3A THPI'OBUS Ne 0022-1773

1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

OKCUTONLUWH uHXeKunOoHEH pa3TBop.

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

AKTHBHH BelllecTBA:
Oxytocin 10 IU/ml

ITomomrHHu BemecTBa:

KonnuecTBeH ¢hCcTaB, aK0 Ta3u HH(OpMALUA €
BA)KHA C OrJie]l HA MPABUJIHOTO MPUWJIaraHe Ha
BETEPUHAPHUSA JIEKAPCTBEH MPOAYKT

KavecTBeH chbcTaB Ha IOMOIHHUTE BellecTBA U
APYTUTE ChbCTABKH

Chlorbutanol

Water for injections

3. KIIMHUNYHA UTHOOPMALUA
3.1 Bupgose XHBOTHH, 32 KOUTO e mpeanazHaden BJIIT

FOBCI{a, 6I/IBOJ'II/I, OBIIC, KO3, KOHEC, CBUHC, KYUCTa U KOTKH.

3.2 TIloka3anmus 3a ynorpeda 3a BceKM BUJ ’KMBOTHH, 32 KOUTO € MPeIHA3HAYEH NPOAYKTHT

3a cTuMynupaHe Ha popoBaTa AEHHOCT MpH ci1adM M Hee)eKTUBHU KOHTPAKLMHM Ha MaTKaTa (camo NpH
OTBOpPEHA MaToyHa IIHMiKa); NP AaTOHMS Ha MaTKata cjel paxaaHe; NpU CISIPOAWIHA MaTOYHHU
KPBBOTEUEHUS; TIPU 3aAbpKaHe Ha TUIALICHTAaTa; IPU IyepIepaliHi eHAOMETPUTH; IPH U3MaJaHe Ha MaTKaTa;
[P IMOMETPA; MPU XUTIOTATAKCHA U arajlakCHs CJIEN PaXKAaHe; IPH 3abpKaHe Ha MIISIKOTO.

3.3 IIporuBomokazaHus

Ja He ce mpujara 10 pa3KpUTHE HAa MaToyHaTa MIMHKA mpeau paxaaHe. OKCUTOLMHBT € MPOTUBOIMOKa3aH
MIpH )KUBOTHU C JUCTOLMS (3aTPyJHEHO paskAaHe) MOopaadl HempaBUIIHO MONOKEHHE Ha IUI0A, OCBEH aKo €
M3BBpIIEHA KOPEKLUS.

3.4 Chnenuajanu nmpeaynpexaeHust

Hsama.

3.5 Crhenuajanu npeana3Hu MepKHU NPH ynorpeda

Cneuuamm Oopeanasiy MCpKH 3a Oe3omacHa VHOTDe6a OpH BUJOBETEC )XKMBOTHH, 34 KOMTO € NIPCAHA3HAYCH
BJIIT:

He e npunoxumo.

CHCLII/IaJ'IHI/I Opeanasdy MCPKH 3a JUliaTa, mpujaaraimy BETCPpUHAPHHUA JCKAPCTBECH IMPOAYKT HA JKMBOTHHTC!

[Ipu npunarane Ha IpoayKTa Aa HE ce e, nue win mymu. Creq npuaarale pblere 1a ce U3MUAT ¢ BoJa U
carmyH.




CrenuanHy npeAnasHy MEPKH 3a 3alll1Ta Ha OKoJIHaTa cpefa:
He e npunoxumo.

3.6 HeOaaronpusiTHu peakuu

B ronemu 1031 Moke a oBene 10 TpallHU KOHTpaKUuy oA (opmarta Ha TeTaHUSL.

3.7 ¥Ymnorpeb6a mo BpeMe Ha OPeMEHHOCT, JTAKTALUS WJIHN AlilleHOCeHe

ITo Bpeme Ha OpeMEHHOCT | JIaKTallMsl IEpUOABT HA MOTYETUMUHHPAHE HA OKCUTOLMH Cc€ peAyLHpa nopain
JNOMBJIHUTEIHA MHAKTUBAIMSA OT OKCHUTOLMHA3a, LHUPKYIMpama B KPbBTa OT HA4aJloTO Ha OpeMEHHOCTTA.

En3uMHaTa akTUBHOCT B IJIaleHTaTa 1 B MaTOYHAaTa ThbKaH CHIIO HapaCTBa Mpe3 TO3U NCPHUOA.

3.8 BzamMmopeiicTBHe ¢ JAPYrH BeTepHHAPHH JIEKAPCTBEHHM MPOAYKTH W Jpyrn ¢opMH Ha
B3aMMO/IelicTBHE

He ca n3BectHu.
3.9 HauynH Ha NpUJIOKEeHNe H JO3UPOBKA

Hauuz Ha npuaoxeHue:
I/IHTpaMYCKyj'IHO, MOAKOKHO U MHTPAaBCHO3HO.

Jlo3upoBKa:

Humpamyckynno u nookoxicHO:

=  roBeja: 2.0-6.0ml

=  OUBOJIU: 2.0-4.0ml

=  KOHE: 2.0-6.0ml

=  OBIIE€ U CBUHE: 1.0-3.0 ml

" KyyeTa: 0.2-1.0ml

=  KOTKH: 0.3 -0.5 ml.
Humpasenosno (basno, no kankos cnocob ¢ 5 % anoxosa):
=  roBena, OUBOIIH: 0.25-1.0ml

=  KOHE: 0.25-1.0ml
= OBIlE, KO3 U CBHHE: 0.05-0.25ml
"  KyyeTa U KOTKH: 0.05-0.5 ml

HOBTOpHO MOXKC [1a CC ITPUJIOKH CJIICA 20-40 MHHYTH, KaTO OTHA4YaJIO0 CC U3IOJI3BAaT HUCKHU JO3U.

3.10 CumnToMHu Ha mpeao3upaHe (M KOraro € NMPHJI0KAMO — NMPOIEXYPH HA JAeliCTBHE NMPH CHEIIHHA
cJIyYau U aHTUI0TH)

[Ipu npeno3upane Moxe Aa MpeAU3BUKa TPaHU KOHTPAKIMH, TOA (hopMaTa Ha TETaAHHS.

3.11 CnenuajdHu OrpaHW4YeHHUs] 3a ymoTpe0a M CHEeNHMAIHH YCJOBHUSI 3a ynoTpeda, BKJIIOYHTETHO
orpaHMYeHHMs 3a Yynorpe6ara Ha AHTMMHMKPOOHM M IPOTHBONAPA3UTHH BeTePUHAPHU
JIEKAPCTBEHH NMPOAYKTH, C [IeJI [1a ce OTPAHUYHN PHCKBT OT Pa3BUTHE HA PE3UCTEHTHOCT

Bcsxo JiMIie, KOCTO Bb3HAMEPABA a NPOU3BCIK/A, BHACH, ITPUTCIKABA, paspoCTpaHsBa, IpoJaBa, CHa6I[$IBa n
yHOTpe6$[Ba TO3U BCTCPUHAPCH JICKAPCTBCH IMPOAYKT, TpSI6Ba IBbPBO Ja CC KOHCYJITHUpPA C KOMIICTCHTHHUTC
BJIaCTU Ha CBHOTBCTHATA AbprKaBa YICHKAa OTHOCHO HeﬁCTBaMHTe BaKCHMHAIIMOHHHU ITOJIMTHUKH, KAaTO TC3U
I[eﬁHOCTH Mmorart aga 6’I>I[aT 336paHeHI/I B ObpiKaBa WICHKA Ha OAJIaTa WK 4acCT OT HEHHaTa TCPUTOpH, B
CHOTBCTCTBHEC C HAIIMOHAJIHOTO 3aKOHOAATCICTBO.



3.12 KapeHTHHU cpoKoBe

FOBCZ[a, 6I/IBOJ'II/I, OBIIC, KO3U, KOHC U CBUHC!
Meco u BBTPCUIHU OpraHU: HyJIa JHHA.
Msko: HyJia 4aca.

Kyuera u xotku:
He e npunoxumo.

4. DPAPMAKOJIOI'NYHA UH®OPMALIUA

4.1 BerepuHapeH JekapcTBeH aHaTOMO-TepaneBTH4YeH Ko (ATCvet Code):

QHO1BBO02.

4.2 ®apMakoANHAMHKA

OKCHTOLMHBT € MEeNTHAEH XOPMOH C KOHTpaxupamo AeiCTBHE BBbpPXY INIagKaTa MycKylaTypa Ha MaTkara,
XKI'bUHUTE, THKOYHUTE MbTHIIA W uepBaTa. CBHBa MHOCHHUTEIHUTE KICTKHM Ha MIIeYHaTa »Jie3a Ha

JIAKTUPANIUTC )KUBOTHU U BOAU OO0 OTACIAHCTO HAa MJICUCH CCKPCT. E(l)eKT'LT MY CC yCHJIBA OT CCTPOTrCHUTC U
3aToBa € Haﬁ—z[06pe Ja C¢ rpujiara mo BpeMe Ha (bonHKynapHaTa (1)333 Ha I10JIOBUA HUKBIIL.

4.3 dapmakoKkHWHeTHKA

OKCHTOLMHBT Hamycka OBpP30 KPHBOOOpAIIEHHETO M MPOHHMKBA MABIOOKO M TEHEpaJu3upaHoO Ype3
eKCTpaLeTy/lapHaTa TEYHOCT B pa3iMYHUTE ThKAaHM HAa OpraHm3Ma. Majku KolnudyecTBa IMPEMUHABAT Mpe3
IIanenTapHata Oapuepa. CBbp3BaHeTO My ¢ IUIa3MeHHTE NpoTerHH € okoiao 30 %. EnmMunanmsara Ha
oKcuTOLMH € Obp3 Oudaszen mporec (HadaiaHo Ty, = 1-9 MUHYTH, B 3aBUCUMOCT OT >KUBOTHHCKHS BHI, U
cnenBaio Ty, = 22-26 munyTH). EnuMuHupa ce TIaBHO Upe3 peHaliHa eKCKpelus, B HempoMeHeHa ¢opma u
KaTo WHaKTUBHUpaH Merabonut rauiuHamun (35-50 %). OKCHTOIMHBT C€ MHAKTHBHpA (METa0oIu3upa 0
TIIMOUHAMEUJL U JPYTH MO-MAJKH MENTHIN ¥ aMUHOKHCEITMHH) OT €H3UMU-TIENTHAA3H, HAMHUPAILM CE OCBEH B
O0BOpennTe, omie B YepHUs ApoO, JIaKTUpallaTta MJIEUYHa JKie3a, (ppakuuy OoT MO3bKa, B MaTKa, MaHKpeac,
TECTHCHTE.

5. DAPMAILIEBTUYHU JAHHHU
5.1 OcHOBHH HECHLBMECTHMOCTH
He ca usBectHu.

HpI/I JIMTica Ha JaHHU 3a CbBMCCTUMOCT TO3U BETCPHUHAPCH JICKAPCTBCH IMMPOAYKT HE TpSI6Ba Ja 6’[)[[6 CMCCBaH
C Apyru BETCPUHAPHU JICKAPCTBCHU ITPOAYKTH.

5.2 Cpok Ha romHoct

Cpok Ha TOAHOCT Ha KpailHHs BETEpUHAPEH JIEKapCTBEH NPOIYKT: 2 TOANHHU.
Cpok Ha TOAHOCT el IbPBO OTBApsIHE HA TbPBUYHATA OMAKOBKa: 28 HHU.

5.3 CroenuanHu ycl10BHA 32 CbXpaHeHHUe

Ja ce cpxpaHnsBa mpu temnepartypa mmox 15 °C.
Jla ce ma3u oT npsKa c’IbHUYEBA CBETJIMHA.

5.4 Bwuau cbcTaB HAa MBPBHYHATA ONIAKOBKA

OKCHUTOLMH uHXeKuroHEH pa3TBOp ce mpeaiara BbB (UIAKOHUW OT XHAPOIUTHYHO cThkio tun Il ot 25
ml, 50 ml u 100 ml, 3aTBOpeHH ¢ TYMEHH TalH, IOCTaBEHH 110 eINH Opoil B KApTOHEHA KYTHSI.



5.5 ChenuajHn MepKH 3a YHUII0:KABAHE HA HEH3MO0JI3BaH MPOAYKT WJIM OCTATHIU OT Hero
WznonzBaiiTe mporpaMu 3a BpbIUAHE NMPH YHUIIOKABAHETO Ha HEU3IOJI3BAHH BETEPHUHAPHU JIEKapPCTBEHH
MPOLYKTH WM OCTATBLM OT TSIX B CHOTBETCTBHE C M3UCKBAHHATA HA MECTHOTO 3aKOHOJATEICTBO H C BCHUKH
HAIIMOHAJHYA CHCTEMH 3a ChbOMpaHe, MPHIOKHMH 33 ChOTBETHHUS BETEpUHAPEH JIEKAPCTBEH MPOIYKT.

6. HUME HA ITIPUTEKATEJISA HA PASPEHIEHUETO 3A ThPI'OBUS

»bUOBET” Al

yi. ,,Ilersp PakoB” Ne 39

rp. Ilemepa 4550

brarapus

7. HOMEP HA PASPELIEHHUETO 3A TBPT'OBUA

0022-1773

8. JATA HA ITBPBOTO U3JABAHE HA PASPELHIEHUETO 3A THPI'OBUS
Jata Ha U3gaBaHe Ha pasperieHue 3a Teprosus: 22/05/2012

9. JATA HA MNOCJIIEAHATA PEJAKIIUA HA KPATKATA XAPAKTEPUCTHUKA HA
MHNPOAYKTA

12/2022

10. KJACUPUKAIUSA HA BETEPUHAPHUTE JIEKAPCTBEHU TPOAYKTHU
Jla ce oTmycka caMo 10 JIeKapcKo IpeaICcCaHue.

[ompoOua nHpoOpMaIMs 3a TO3M BETEpPUHAPEH JIEKAPCTBEH MPOAYKT MOXKE JIa HaMepuTe B 0azaTa JaHHU Ha
Cp103a OTHOCHO MPOTYKTHUTE.

A-P NBAH HIIUKOB
H3IBJIHUTEJIEH JIHPEKTOP






