KPATKA XAPAKTEPUCTHUKA HA ITPOAYKT
KBbM PA3PELIEHME 3A THPTOBUS Ne 0022-2977

1. HANMMEHOBAHUWE HA BETEPUHAPHOMEJIUIIUHCKHUA TPOAYKT

HEOITPOCT
NEOPROST

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

AKTHBHA cyOcTaHIMSA:
Cloprostenol sodium 263 pg/ml (exBuBanientHo Ha 250 pg cloprostenol)

ExcuunuenrTu:
Benzyl alcohol 10 mg.

3a IBbJIHUA CIIUCHK HA EKCLIUIMIUEHTUTE, BUXK T. 6.1.

3. OAPMALHEBTUYHA ®OPMA

WHnxexkuroHeH pa3TBop.

4. KIMHUYHU JAHHHA

4.1 Bunose :xnBOTHH, 32 KOUTO e NpegHasHaYeH BMII
Kpaswu, ko3u, oBIE, CBUHE U KOOHIIH.

4.2 TepaneBTUYHH MOKA3aHMSL, ONIPeAeIEeHH 3 OTAEJHUTE BUTOBE ;KUBOTHHU

Kpasu, oBlie 1 ko3H:
e  CHHXpOHM3alV UM IPEIU3BUKBAHE HA OBYJIALINS;

e Tux ectpyc;

e [Ipenu3BHUKBaHE Ha paXKAAHE;

e Osapuanaa AucyHKUIUSA (IEP3UCTHPAILO KBITO TSIIO, JTyTCATHU LHUCTH);
e [lonmobprkala Tepanus Npu eHAOMETPUT/ TIHOMETPA;

e 3abaBeHa MHBOIYLHS HA MaTKaTa;

e [Ipenu3BukBaHe Ha abOPT B IbpBaTa MOJIOBHHA Ha OPEMEHHOCTTA;

e Ekcnysncupane Ha MyMUQHUIMPaHU QETYCH.

Caune:
e [Ipeau3BuKBaHE HA paKIaHE.

Koowumu:
o  CHHXpOHM3AIV UM MTPSIU3BUKBAHE HA OBYJIAIINS,

e [longbprkalia Tepanus Npu MHOMETPH U CHAOMETPHUTH;

e IlceBnoOpemeHHOCT;

e [Ipenu3BuUKBaHE HA paXKIaHE;

e [Ipenu3BukBane Ha abopt B paHHa OpemenHocT (100 gun).

4.3 I[MpoTuBoNMOKa3aHUs
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I[a HEC CC M3M0JI3Ba IIpU 6peMeHHI/I JKMBOTHHU, OCBCH C IICJI Ja CC NPCAN3BUKA PAXKIAHC UTN a60pT.

I[a HC CC Mpuiiara 3a NpCAN3BUKBAHC Ha paXIaHC IPpU CBUHC CbC CbMHCHHA 3a IUCTOKUA, MCXaHUYHA
06Cpr1(LII/I$I WK IIpu a6H0pMaJ'IHa IO3uN KA Ha 11o4a.

I[a HC CC U3M0JI3BA MPU JKUBOTHU CHC CHbPACUHO-CHJIOBU U PCCIIMPATOPHU 3a00/9BaHU.

4.4 Crenna/iHu NpeANa3sHU MEePKH 32 BCeKH BH/I ’KUBOTHH, 32 KOMTO e npegHasHadyen BMII

Koraro neirTa € MHAYIUPAHE Ha OIUIOKAAHCTO IMPU CBUHEC IMMPOAYKTBHT TpSI6Ba Aa CC Ipuwjiara camMo
aKO € M3BCCTHA TOYHATa JaTa Ha OCECMCHIBAHEC. HpI/maraHeTo Ha TO3U NPOAYKT IpCaun 113-na JCH OT
6peMeHHOCTTa MOXKCEC a AOBCAC OO0 paXJAaHC Ha HEKHU3HECIIOCOOHH! nmpaccHIia, C HUCKa TCJICCHA Maca U
nociacaBamii CMbpPTHU ClIydau.

4.5 Crnenmna/iHu npeANasHu MePKH NIPH yoTpeda

CHCLII/IaJ'IHI/I nopeanasdy MCPKH 3a ) KUBOTHUTC MMPHU VHOTDe6aTa Ha IMPOAYKTa
I[a CC pujiara Z[’LJ'I60K0 HUHTPAMYCKYJIHO.

Cna3zBaiite MPUHIHUIIATC HAa aCCIITUKA U aHTHUCCIITUKA.

I[a HC CC IMpujiara UHTPaBCHO3HO.

CrenuanHy TOpeAna3sHW MEpKH 3a JWiaTa, Opuilaraiiy BETepUHAPHOMENWIMHCKHS TMPOAYKT Ha
KUBOTHHUTE

KrnonpocreHonsT, KaTO BCHYKHM IpocTarijaHguHu Fp,, Moxe Aa ce pe3opOupa mpe3 Kokara U Ja
MpUYMHK OPOHXOCHAa3bM WM CIIOHTaHEH a0opT. bpeMeHHN jkeHH, aCTMATHIIM | JIMLA ChC 3aTPYAHEHO
JWIIaHe TPsOBa Ja U30SrBaT KOHTAKT C BETEPHHAPHOMEIUIMHCKHUS MIPOAYKT WM Jja HOCST 3alUTHH
HEMpPOMOKaeMH pbKaBHIIM, KOraTo Mpujarat IpoayKra.

[Ipu caydaiino pa3nuBaHe BbpPXY KoXaTa TpsiOBa He3a0aBHO J1a ce IpeArpreMe 00MITHO U3MUBaHE Ha
3acerHaTara o0JacT ChC calyH M BOJA.

[Ipu cnyuaiiHO caMOMHKEKTUpaHe, He3a0aBHO Ja ce OThPCH MEAWLIMHCKH CBHBET, KaTO Ha JieKaps ce
MIPENOCTaBHU JMCTOBKATa MM €THKETAa Ha MPOAYKTa.

[Ipy mosiBa Ha 3aTpyOHEHO OWIIAHE B PE3YydTaT OT CIy4allHO BIWIIBAaHE HJIM CAaMOMH)KEKTHpaHe,
He3a0aBHO Ja ce TMOThPCH MEOUIMHCKH CHBET, KaTO Ha JieKaps CE NPEelOoCTaBU JIMCTOBKaTa HIIH
€THUKETa Ha MPOIYyKTa.

4.6 Heo0saronpusiTHH peakium (4ecTOTa M Ba’KHOCT)

[Mopagu ABIOOKOTO HMHTPAMYCKYJIHO NPWIOKCHHE Ha TIPOAYKTa € BB3MOXHO Ja IPOHHKHAT
aHaepOOHM MHKPOOPTaHM3MHU B THKAHTA Ha MSCTOTO HAa HMHXKEKTUPAaHE W Ja NMPUYMHAT UHQEKIHs
(ocobeHo mpu Kpasw).

WHnoyknusTa Ha OTENBAHETO C TO3HM MPOMYKT MOXKE Ja JIOBEIE JO I0-4ecTa MOosBa Ha OCTaThbuHA
TUTAIICHTA TIPH KPaBH.

[lpu kpaBu, cien mpuiaraHe Ha BETEPHHAPHOMEIHMIIMHCKHS MPOAYKT C II€ TNPEIU3BHKBAHE Ha
pak/iaHe, € Bb3MOXKHO yBEINYaBaHETO Ha CIyYauTe Ha 3aJbpKaHe Ha IUTalleHTAaTa.

Cren mpwiiaraHe Ha BETEPUHAPHOMEAMIIMHCKUS TMPOAYKT NPH KOOWJIM ca BB3MOXKHH MpPOSBU Ha
TIOBUILICHO U3NOTSIBaHE U Auapus. Te3M peakiuu ca MpexoJHN ¥ CIIOHTaHHU.

4.7 Ynorpebda mo Bpeme Ha OPEMEHHOCT, JAKTAIUS UJIH sIlilleHOCEHe

Jla He ce mpuiara mpu OpeMeHHH HBOTHH, OCBEH aKO HE CE I[elTU MPEKbhCBaHE Ha OPEMEHHOCTTA U
adopr.

4.8 B3aumoaeiicTBie ¢ ApPyrH BeTepHHAPHOMEIMIMHCKH TNPOAYKTH W JApyru (opmMu Ha
B3aMMO/IelicTBHE

I[a HC CC Ipujiara HeOHpOCT CAHOBPCMCHHO C HCCTCPOMIHU IMPOTUBOBB3INAIUTCIHU CPCACTBA.
KﬂOHpOCTeHOH’LT MOXKC [1a [TOBHUIIX AKTUBHOCTTA HA APYT'U YTCPOTOHUYIHU CY6CTaHLII/II/I.

4.9 Jl03a 1 HAYMH HA IPWJIOKEHHe

CaMo 3a MHTpaMyCKYyJIHO IIPHIIOKEHHE.
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[IpenopbunTenHu n03u:
Kpasu:
Heompoct 2 ml Ha kpaBa, ekBuBanenTHO Ha 500 ug cloprostenol.

- [Ipean3BukBaHe Ha ecTpyC (CHILO U MPH KPaBH ChC CIA00 UM TUXO Pa3TOHBAHE):

Heonpocr ce mpunara ciex ycraHOBsIBaHE HAJIMYMETO HA XBATO TAI0 (0T 6-TM 10 18-TM neH oT
nukbia). Ectpyca obnkHoBeHo HacThBa a0 48-60 yaca ciex npuiiarane Ha npogykra. OcemeHsiBaHe
TpsiOBa n1a ce u3BHpIM 72-96 yaca cien npuiarane Ha HeormpocT. AKo mpu )KHBOTHOTO HE C€ TOSBU
ecTpyc, ce mpuiiara noptTopao Heonpoct 11 gHu ciaen mbpBOTO NPUITOKEHUE.

- [Ipenu3BukBane Ha paxnane: Heompoct ce npuiara cien 270- ust geH ot OpemenHocTTa. Paxknanero
HacThIBa oOukHOBeHO 10 30-60 yaca cnen npunarane Ha Heompocr.

Cunxponmsanus Ha ectpyca: HeompocT ce mpmiiara IByKpaTHO Npe3 MHTepBai oT 11 mHu Mexay
nBere 1031. V3KyCTBEHOTO OceMEHsABaHE ce U3BBbpIIBa 72 10 96 "aca ciies BTOPOTO MPUIIOKEHHE.

- Muckdynkuus Ha situnka: HeompocT ce mpuiara cieq KaTo c€ YCTaHOBU HAJIMYMETO Ha XKBITO TAIIO.
OcemMeHsABaHE ce U3BBPIIIBA 10 BPEME Ha ITbpBaTa OBYJIAIUS CJIEA NpUilaraHe Ha Npoaykra. B cimyuai,
4ye HE HAaCTBIIM OBYJAIMs C€ MIPEMHUHABa KbM T'MHEKOJIOTMYHO M3CJEIBaHE U MOBTOPHO NpHJIaraHe Ha
Heompoct 11 gum cnex mbpBoTO mpuiokeHue. OceMeHsIBaHETO ce U3BBpIIBAa 72-96 uaca cien
npuiaranero Ha Heonpocr.

- Enpgomerpur unm nmomerpa: Heompoct ce mpuiiara eqHOKpaTHO, a P HEOOXOAMMOCT MOXKE ce
noBTopu cinen 10-11 gam.

- HpeK’LCBaHe Ha 6peMeHHOCTTa: HeOHpOCT CC IIpwJiara mpes3 mbpBaTa MOJOBHMHA Ha 6peMeHHOCTTa.

-Mymudunupane Ha 1wioga: HeompocT ce mpumiara emHokpaTHoO. ExchyncupaHe Ha Iuioja ce
Habmonasa 3-4 1HU cien npuiaranero Ha Heompocr.

- 3abaBena HWHBOJYIIUS HA MaTKaTa: HeOHpOCT CC IIpwJjiara ¢AHOKpAaTHO, a IMpU HCO6XOZ[I/IMOCT MOXKE
Aa CC IMPUJIOKHU OLIC CAWH WUJIU [Ba IIbTU NIPEC3 UHTCPBAJIU OT 24 ygaca.

OBI1e, KO3H:
[Ipenoprunrtennata go3a e 0,5 ml Heompoct Ha >kMBOTHO, ekBUBajeHTHO Ha 125 ng cloprostenol.

CBumne:

[Ipenoppuntennata goza ¢ 1 ml Heompoct Ha >XKMBOTHO, KOeTO € eKBHBaJIeHTHO Ha 250 pug
cloprostenol.

[Ipenu3BukBane Ha paxnane: Heompoct ce mpunara cnen 112-us gen ot 6pemenHoctTa. Tperupanero
ce noBTaps cien 6 Jaca.

Jpyra Bb3MOXKHOCT € MPHJIaraHeTO Ha MHOMETPUAIHN CTUMYJIaHTH (oxytocin mim carazolol) 20 gaca
cllel] IpUJlaraHeTo Ha ImbpBaTa fo03a HeompocT. Ako ce cienBa mporenypaTa ¢ AByKpaTHO NMpUIIaraHe
Ha Heompoct, B okono 70% ot ciydaute paxxkgaHero ce ocbiuecTBsiBa 20-30 gaca ciex mbpBOTO
npuiioxkeHne Ha Heompocr.

KobGwu:
Heompoct ce mpuitara eqHokpatHO B 1034 OT 1-2 ml (ekBuBaneHTHH Ha 250-500 pg cloprostenol).

4.10 IIpeno3upane (CHMITOMM, CIELIHH MEPKHU, AHTUIOTH), AKO € HE0OX0IUMO

CJ'ICZ[ npujaraHe Ha KIJIOMPOCTCHOJ IIPpU KpaBh M CBUHC B J03M, KOMTO HaABHUIIIABAT OCCCT NbTU
TCpaliCBTUYHaTa [J03a, HE Ca [JOKJIaJABaHU HUKAaKBU He6J’IaFOHpI/I${THI/I pcaKkuuu. HpI/I TOJIsIMO
npeao3nupaHc nmpu KOOHITH € BBE3MOKHO Aa CC MOABAT CUMIITOMHU KAaTO IMOBUIICHO U3IIOTABAHC, TUAPHUA
" JICKa TpCCKaA. Te3u cummToMu ca MNpeXOAHU U U34YC3BAT CIIOHTAHHO. Hsama CHCLII/I(l)I/I‘-IeH AHTHUOO0T 3a
KIJIOMMPOCTCHOJI, TaKa Y€ IMPpU MpeAO3NPAHEC CC IIpUjIara CUMIITOMaTU4YHA TCPaIIUs.
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4.11 KapeHTHH cpoKoBe

Meco u BbTpelHu opranu: 1 neH.
Munsiko: Hyna JHU.

5. GOAPMAKOJOTNMYHU OCOBEHOCTH

dapMakoTepaneBTUYHa Tpyla: ApYr TMHEKOIOTMYHN IPOAYKTH, MpOCTarjaHAnHN.
Berepunapromenuunacku Anatomo-TepanestiaeH Kox: QG02AD90

5.1 ®GapMaKoOIMHAMUYHH CBOICTBA

Hauun Ha nelicTBUE

KnonpocTeHONBT € CHHTETHYeH MpOCTariaHAWH, CTPYKTYpPHO CBBbp3aH ¢ mpocrarjmanaud Fra (PG
F>a). Korato ce npunara B myteanHara ¢a3a Ha IUKbBIa HA eCTpyca, KIONMPOCTEHONBT MPEeaU3BUKBA
¢yHKIMOHATHA B MOp(]OIOrHyHa perpecHs Ha KBJATOTO TS0 (JIyTeosin3a), KOeTO BOAM 10 BHE3AIHO
MOHM)KaBaHE HUBATa HA MPOTECTEPOHA. YBEIWYEHOTO OCBOOOKAaBaHE Ha (DOIHKYIOCTUMYITHPAILUS
xopMmoH (FSH) Boau 1o y3psiBane Ha GoONIHMKYIUTE, MOCIEABAHO OT MPHU3HALM Ha €CTPYC U OBYJIAlHAL.
KrnonpocreHonsT neiicTBa Ha TMafKkaTa MycKyJaTypa Ha MaTKaTa, KaTo CTUMYJIMPa KOHTPAKIUUTE U.

5.2 PGapMaKOKHHETHYHU 0CO0CHOCTH

dapMaKOKHHETHYHUTE TIPOYYBAHUS IIOKAa3BaT MHOIO Obp3a pe3opOlus Ha KIOMPOCTEHONA B
opraHusMa cjiell UHTPaMyCKYyJIHO Npuiarane. MakcumanHaTa KOHIIGHTpalus B ThkaHute pocrura 30
MUHYTH clie[i ThpuiokeHuero. HacremBa OworpaHcdopmanus dYpe3 OKHCICHHE 1O OCHOBHHS
MeTabOoIUT - TeTpaHOpPHA KUCENMWHA. EMTMMHHMpaHETO ce M3BBHPIIBaA Ype3 ypuHaTa U (eKanuute (T.e.
Ype3 KITbUKaTa) B MPUOIHM3UTEITHO CHIIOTO CHOTHOIICHHE, Thil KATO CaMO MaJlka 4acT Ce EKCKPETHpa C
MIsKOTO (0koo 0,75%). [lonyXMBOTHT Ha ENMMUHAIUS € OKOJIO 3 Yaca, JOKATO ISUIOTO KOJTHYECTBO

ce eNMMHMHHpA B paMKUTE Ha 24 Jaca.

6. DPAPMALIEBTUYHU OCOBEHOCTH

6.1 CnuchbK HA eKCIUNTEHTHTE
Benzyl alcohol

Citric acid, monohydrate

Trisodium citrate, dihydrate

Water for injections

6.2 OCHOBHH HECHBMECTHUMOCTH

Hopazu/l Jiurica Ha JaHHHU 34 CbBMCECTHMOCT, TO3UW BCTCPUHAPHOMCIUIMHCKUA MPOAYKT HC TpSI6Ba Ja
6’I>Z[e CMCCBAH C JPpYyrd BCTCPUHAPHOMCIUIITUHCKU ITPOAYKTH.

6.3 Cpoxk Ha roaHocT

CpOK Ha rogHoCT Ha Kpaf’lHHH BCTCPUHAPHOMCAUIIMHCKHA IPOAYKT: 2 TOOWHU.
CpOK Ha TOAHOCT CJICA IIbPBO OTBAPAHC HA ITbPBUYHATA OITAKOBKA: 28 JHH.

6.4. CroenuanaHu ycJI0BHA 32 CbXpaHeHHe HA MPOAYKTA
Ja ce cpxpaHsBa pu Temnepatypa rnox 25 °C, B opuruHajaHaTa OlaKoBKa.

6.5 Bun u cbeTaB Ha MBPBHYHATA ONAKOBKA
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®nakoHu ot ThMHO cTbKIIO (THI 1I), 3aTBOpEHH € I'YMEHHU 3alyIIajiKd W aJlyMHHHEBH Kamadku 1mo 20
ml 1 50 ml
Kaptonena xyrus: 10 ¢pnakona ot 20 ml u 50 ml.

6.6 Crenma/lHu MepKH 32 YHMII0’KABaHe HA HEH3IMOJI3BaH NPOAYKT HJIN OCTATBIH OT HEro

Bceku HemsmomsBaH BCTCPUHAPHOMCAUIIMHCKA TIPOAYKT WM OCTAaThbLK OT HEIO TpSI6Ba Ja 6’I>I[aT
YHUIIOXKCHU B CHbOTBCTCTBUC C U3UCKBAHUATA HA MECTHOTO 3aKOHOJATCICTBO.

7. HPUTEXATEJI HA PASPEHIEHUETO 3A ThbPI'OBUSA

»ACM JEHUTPAHC* OO

rp. Pasrpan 7200, o6n. Pasrpan

yi1. ,,Heoput Puncku* Ne 11
bovarapus

Tenedon: +359898515976
Enextponna noma: d_doseva@abv.bg

8. HOMEP HA PABPEHIEHUETO 3A TBPTOBUSA
0022-2977

9. JATA HA ITBPBOTO U3JABAHE HA PABPEIIEHUETO 3A THPT'OBUA

Jlata Ha TBPBOTO M3AaBaHe Ha pa3perieHnero 3a Teprosus: 11/02/2020.
10. JATA HA TIOCJIEJHATA PEJAKIIUA HA TEKCTA

01/2020

3ABPAHA 3A TIPOJAXBA, CHABIAABAHE U/UJIN YIIOTPEBA

He e npunoxumo.

JI-P AHTOHHO PAJIOEB
3AMECTHHK H3ITBbJIHUTEJEH JUPEKTOP
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