KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA
KBbM JIMIEH3 3A YIIOTPEBA Ne 0022-2189/07.03.2014 r.

1. HAUMEHOBAHUWE HA BETEPUHAPHOMEJIUIIMHCKUSA TPOAYKT
Chorulon 10000 U

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB

Chorulon 10000 U

Enwn ¢urakon chappxa:
AKTHBHA cy0OCTaHIMA:

Gonadotrophin, chorionic (NCG).............cooviiiiiiiii, 10000 1U
ExcuunuenTu:

Anhydrous freeze-dried excipients ... 1o 100 %
PastBopuren

1 ml ceaBpxa:

Disodium hydrogen phosphate dehydrate 0,63 mg
Sodium dihydrogen phosphate dehydrate 0,66 mg
Water for injections mo 1ml

3a IBJIHUA CHUCHK Ha EKCLIMIIMEHTUTE, BIK T. 6.1.

3. DAPMALEBTHYHA ®OPMA

JInodunmsupana TabneTka U pa3TBOPHUTEN.

4. KJIMHUYHHU JAHHHU

4.1 Bunaose :KMBOTHH, 32 KOUTO e npeana3Hayen BMII

['oBena (FOHUIIM M KpaBH), KOOWIIHN, )KEHCKH Ky4yeTa, CBHHE (CBHHE MAiKi M PEMOHTHHU CBUHE) U PUOH.
4.2 TepaneBTHYHU NOKA3AHUS, ONPelle/IeHH 32 OT/IeJIHUTe BUI0BE ;KUBOTHH

3a npeaU3BUKBAaHE HAa OBYJIAIMS HA KOOWJIIH, )KEHCKH Ky4eTa, CBUHEe-MalKu U pruOu.

3a neyeHne Ha ONMKYJIHU LUCTH IPH KPAaBU U IOHHUIIH.

3a monoOpsiBaHe Ha 3alIOASEMOCTTa NpU KpaBu (IIpM NOBTOPHM 3aIUIOKAAHUS, JIMIICA HA
Pa3roOHEHOCT).

4.3 IlpoTuBOmMOKA3aHUS

Hama.

44 ChneuuaJHu NpeIna3Hu MEPKH 32 BCEKH B/ KMBOTHM, 32 KOUTO e npeaHazHadyeH BMII
Hswma.

45 ChoenuajaHu mpeana3sHd MepPKHU NpH ynoTpeda

CHCLII/IaJ'IHI/I Opeanasdy MCPKH 3a ) KMBOTHUTC IIPHU VHOT‘DG6aTa Ha IIPOAYKTa




He e npunoxumo.

CHCQI/I&HHI/I npeanasHy MCPKH 3a JiMiara, npujaraiyi BETCPUHAPHOMEIUITMHCKNA IIPOJAYKT Ha ) KUBOTHUTEC

hCG ce u3non3ea B XyMaHHATa MEIUIIMHA OT MHOTO roanHu. HsiMa chiecTBeHa pasinka B eekra Ha
hCG npunaran npu xopa u npu xuBoTHA. NCG OKa3Ba BB3ICHCTBHE BHPXY 3aIUIOASIEMOCTTa CIIEI
UHKCKTHBHO MPUIIOKCHHUE.

PuckbT 3a nuIaTa MpUaraiyd NpoayKTa € MHHHMAJIEH, MOopaad HHKCKTHBHATa (apMaKoIOTHIHA
¢dbopMa 1 eTHOKpaTHATA, MHXCKTHBHA TEPANICBTUYHA J1034.

ITpu ciaywaiiHO caMOMIYKEKTHUpaHe, He3a0aBHO Jia e TIOThPCH MEIWIIMHCKH ChBET, KATO Ha JieKaps ce
IpPEI0CTaBH JIMCTOBKATA 32 YIIOTpeOa Wil eTHKETa Ha MPOIYKTa.

ITpoaykThT TpsiOBa Ja ce mpuiiara ¢ MOBHUIIIEHO BHUMAHHUE U [1a CC N30TBa CAMOUHKEKTHPAHETO.

Ipu ciayyaitHo pasiuBaHe BbPXY KOXara, He3a0aBHO Jla c€ M3MHUE C BOJIA U CAIyH.

4.6 Heb6saronpusiTHu peakuuu (4eCTOTa U Ba)KHOCT)

[Tono6HO Ha Ipyru NPOLYKTH ChIbPKALIM MPOTEHHU, B MHOTO PEIKH CIy4ad MOXKE Jla CE MPOSBAIT
aHaQUIAKTHYHH pEaKLUWH, MHOTO CKOpO cjel mpwiaraneto. B Te3um cioydam e HeoOX0IuMo
NpUJIAraHeTo Ha aJpeHAINH WU TTUKOKOPTHKOCTEPOHIH.

[To Bpeme Ha HHKEKTHPAHETO TPSOBA J1a Ce CIIa3BaT aCENTUYHH YCIOBHSI.

4.7 Ynorpeda mo BpeMe Ha OPEMEHHOCT, JJAKTAIUS WIH sliilleHOCeHe

He ce npunara no Bpeme Ha 1eaus NepUO WIH 4acT OT OpEMEHHOCTTA.

4.8 B3aumopeiicTBHE ¢ IPYrd BeTEPHHAPHOMEIUIIMHCKH MPOAYKTH U IPYyru popmMu Ha
B3auMoOJeHcTBHE

He ca u3Becthu.
4.9 Jlo3a u HAYMH HA MPUJIOKEHHE

HNHTpaMycKyIHO WM UHTPABEHO3HO MIPUIIOKEHHE.

Bun [lokazanus Jlo31 1 HauMH Ha IPUIIOKECHHE
JKUBOTHHU
l'oBena [MonoOpsiBaHe Ha 3aMI0AsIeMOCTTa 1500 IU, i.m wm i.V o Bpeme Ha
(KpaBu W3KYCTBEHOTO OCEMEHsIBaHe
1 FOHHMIIN) [mokpuBane w/mnu 6 JeHA TIO-
KbCHO/
[Ipenn3BukBaHe Ha OByNANUs PU (QOIUKYIIHU IIUCTH
3000 1Y, i.v
Kone [Npenu3sukBane Ha oBynaiws (Gonukynu ¢ quamersp | 1500-3000 U, im wmwm iv 24
(KobOwmm) >3,5¢cm) gaca penu W3KYCTBEHOTO

OCCMCHSBAHC HUJIN IIOKPUBAHCTO

[Ipean3BuKBaHEe HA OBYJIAIMS IIPH AHECTPYC Crex mpeiBapuTEIHO TpPETHpPaHEe

CbC CEpPyMEH TOHAJOTPOIUH X

Kencku 500 IU, i.m unu i.v, npe3 mbpBUs
Ky4era JICH Ha ecTpyca

3abaBeHa OBYJIAIUS, YABDKEH €CTPYC 100-800 IU/nen i.m.

Tpetupanero ce mHoOBTaps 10
JIMIICA HA BATMHAJIHUTE U3TCYEHUS




Pubu [Ipenu3BuKBaHe N3XBHPISHETO HA XaiiBep 200 mo 4000 IU/ kg T.M. i.m i.p. B
KECHCKHU 3aBUCHMOCT OT BHJa

CBune IIpenu3BuKBaHe Ha OByIALUA 500 mo 750 1U i.m, 24 gaca npeau
(cBuHe WIM 1O BpeMe Ha IbPBOTO
MaiKu 1 U3KYCTBEHO OCEMCHSBAHE
PEMOHTHH

CBUHE)

4.10 IIpemo3upaHe (CHMITOMM, CIICIIIHH MEPKH, AHTHI0TH), AKO € HE0OX0AUMO
Hsma nanuyuu ganau.
4.11 KapeHTeH CpoOK

Meco u BBTPEIIHU OpTraHy: HyJa JHH.
Misiko: HyJ1a JHU.

5. DAPMAKOJIOI'MYHU OCOBEHOCTH

®dapmakoTepaneBTuyHa rpymna: [1oJ0BM XOpMOHHM U MOAYJIATOPH Ha MOJIOBaTa CUCTEMA.
Berepunapnomenummackn Anatomo-Tepanesrnder Kog: QGO3GAOL.

5.1 dapMakoIUHAMHMYHH CBOICTBA

Chorulon e mnopunusupana popma ua chorionic gonadotrophin (hCG) B komOHHaIus ¢ pa3TBOPUTEI.
Toii e KOMITTIEKCEH TIIFOKONPOTEHH, ChCTABEH OT JIBE HEKOBAJIECHTHO CBBp3aHy anda u Oera
cyOeeHHIIN.

IMpoasxurenHara riokocuianys Ha CTP kpast Ha 6eta cyoenenunara Ha hCG, npean3BukBa
yIbJDKaBaHe Ha NIEpUO/a Ha MOJIypasnaj, KoiTo qoctura 72 yaca IpH npaceTa.

hCG nmoanomara 3peeHeTo Ha (ONMKYIIUTE Ype3 CTUMYJIMPAHe Ha MPOIYKIMATA HA aHIPOTSH OT
EHJIOTEJTHUTE KIIETKH Ha (DOUKYIINTE U MPEIU3BIKBA OBYJIAIUS HA JOMHHUpauTe Gonukynu. B
pe3yNTaT Ha IBITHUS NIEPUOJI Ha TIOJTypasIiaji, TOH ChIIO TaKa CTUMYJIUpa 00pa3yBaHETO U
(YHKIIMOHUPAHETO Ha JKBITO TSIIO.

5.2 ®apmMakoKHHETHYHH 0CODEHOCTH

hCG ce abcopbupa 6bp30 Clles HHTAPMYCKYTHO MIH HHTPABEHO3HO TPUIIOKEHHE. BHOHAIMYHOCTTa
clie]l MHTPaMYCKYJIHO TIPHIIOKEHHE € BUCOKa. MakcHMallHa KOHIIGHTPAIKs ce IOCTHTA JI0 8§ Jaca Mpu
BCHYKH BHJI0BE )XUBOTHH. Haii-Brcoka croinocT Ha koHieHtparws (0.05 .U / ml) B mia3mara Ha
kpaBu, hCG noctura 3a 45 MUHYTH Clie]l HHTPABEHO3HO npritoxkenue B 1o3a 3000 1U. M3uepniBane Ha
Bpemero Ha nonypasnaa Ha hCG e okoso 10 4yaca mpu rosesia u 27 yaca npu CBUHE.

6. DOAPMALIEBTUYHU OCOBEHOCTH

6.1 CnuchbK Ha eKCIUITHEHTHTE

Mannitol, disodium hydrogenphosphate, sodium dihydrogenphosphate

PastBOpuTen:
Disodium hydrogenphosphate, sodium dihydrogenphosphate, water for injections.

6.2 HecbBMecTHMOCTH




He ca n3BecTHu.
6.3 Cpok Ha rogHoCT

Cpok Ha TOJIHOCT Ha KpaiH!s BETEPUHAPHOMEAUIIUMHCKH TIPOIYKT: 3 TOJMHU.
Cpok Ha TOJHOCT clie/l pa3TBapsHE B CHOTBETCTBHE C HHCTPYKIUUTE: 24 daca.

6.4. CnenuajJHM ycJI0BHS 32 CbXpaHeHHE HA MPOIYKTA
[a ce cpxpansBa npu Temneparypa mox 25 °C.
6.5 BwuaucbcTaB HA MBPBUYHATA ONIAKOBKA

Chorulon 10000 U
JInodunusupana tTadbaerka B 10 ml 6e3uBeren, cThkieH (h1akoH, 3aTBOPEH € XaJIOTeH OyTHII T'yMEeHa
Tara u 3areJaraH ¢ ToppupaHa aTyMHHUEBA Kaladka

PazrBopuTen:

5 ml pa3tBoputens B 5 ml Ge3uBeTeH CThKICH (JIaKOH, 3aTBOPEH C XaJIOreH OYTHJI 'yMEHa Tara u
3ameyaral ¢ roppupaHa aTyMHHHEBA Kallavka.

10 ml pasrBopuren B 10 ml Ge3uBeTeH cThKIEH (BIaKoOH, 3aTBOPEH C XaJIOTeH OyTHII TyMEHa Tama u
3ameyaraH ¢ ropprupaHa aTyMHHHEBA Kalladka.

He Bcuuku pa3mepu Ha OIaKOBKaTa MOTAT Ja ObJaT MpejlaraHy Ha masapa.
6.6 CrHenuajaHu MepPKH 32 YHHI0’KABAHEe HA HEM3MOJI3BAH MPOAYKT HWJIH OCTATHIH OT HEr0

Bceku Heusmomn3Bax BCTCPHMHAPHOMCIUIIMHCKU ITPOAYKT WJIM OCTAThIU OT HETO, TpH6Ba Ja 6’bILaT
YHUIIOKCHH, B CbOTBCTCTBUC C UBMCKBAHUATA HA MECCTHOTO 3aKOHOAATCIICTBO.

7. HNPUTEXATEJI HA JIMIHEH3A 3A YIIOTPEBA

Intervet International B.V

Wim de Koerverstraat 35

5831 AN BOXMEER

The Netherlands

8. HOMEP(A) HA JIMLIEH3A 3A YIIOTPEBA: 0022-2189/ 07.03.2014 .
9. JATA HA ITbPBOTO N3JABAHE/ITIOJHOBABAHE HA JIMIIEH3A 3A YIIOTPEBA:
08.12.2008 r.

10. JIATA HA MOCJEJAHATA PEJAKIUS HA TEKCTA

13/02/2014

3ABPAHA 3A ITPOJAXBA, CHABJAABAHE U/NJIN YIIOTPEBA

He e npunoxxumo.

H3ITBJIHUTEJIEH JIMPEKTOP



