KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA
KBbM JIMIIEH3 3A YIIOTPEBA Ne 0022-2187 /07.03.2014 r.

1. HAUMEHOBAHUWE HA BETEPUHAPHOMEJIUIIMHCKUSA TPOAYKT
Chorulon 1500 IU
2. KAYECTBEH U KOJIMYECTBEH CBCTAB

Enun dhnakon chabpika:
AKTHBHA cy0OcTaHIMA:

Gonadotrophin, chorionic (NCG).............cooviiiiiiii, 1500 IU
ExcuunuenrTu:

Anhydrous freeze-dried excipients ... e mo 100 %
PastBopuren

1 ml ceabpxa:

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

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

3. DPAPMALIEBTUYHA ®OPMA

JInodunusupana TabneTka U pa3TBOPUTEI.

4. KJIMHUYHU JAHHU

4.1 Bunose :KMBOTHH, 32 KOUTO e npeanazHayen BMII

['oBena (FOHUIIM M KpaBH), KOOWIIHN, )KEHCKH Ky4yeTa, CBHHE (CBHHE MAiKi M PEMOHTHHU CBUHE) U PUOH.
4.2 TepaneBTHYHHU MOKA3aHHUs, OMPe/ieJIeHHU 32 OTAeJHHTE BUI0BE ;KHBOTHH

3a npeau3BHKBaHE Ha OBYJANUS HA KOOWIH, )KEHCKH Ky4eTa, CBUHEe-MaliKu H puou.

3a sieueHre Ha (GOTMKYITHYU IUCTH PU KPaBH M IOHHIIN.

3a motoOpsiBaHe Ha 3aIUI0IIEMOCTTa IIPH KPaBH (IIPU MMOBTOPHU 3aIUIOKAAHHS, JIUIICA Ha
Pa3roOHEHOCT).

4.3 IlpoTuBOmMOKA3aHUS

Hswma.

44 CneuuajJHU Npelna3HH MePKHM 32 BCEKHM B/ KMBOTHM, 32 KOUTO e npeaHazHayeH BMII
Hswma.

45 CroenuajJHU npeana3sHu MepKH Npu ynorpeda

CHCLII/IaJ'IHI/I Opeanasdy MCPKH 3a ) KMBOTHUTEC IIPHU VHOT‘DC6aTa Ha OpOAYKTA

He e npunoxumo.

CHCLII/IaJ'IHI/I Opeanasiy MCPKH 3a JuliaTa, Impujaraimy BETCPUHAPHOMCANIMHCKHWSA NPOAYKT Ha JKUBOTHHUTC
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hCG ce u3non3ea B XyMaHHaTa MEIUIIMHA OT MHOTO roanHu. HsiMa chilecTBeHa pasinka B eekra Ha
hCG mpumaran mpu xopa u npu kuBoTHH. hCG okas3Ba BB3/EHCTBHE BBPXY 3aILTIOIIEMOCTTA CIEN
WHXEKTUBHO TPHIIOKCHHUE.

PuCKBT 3a nuIaTa Mpuiaraiy MpPoAyKTa € MHHAMAJEH, MOopaad WHKEKTHBHATA (hapMaKoIOTHIHA
dbopMa 1 eTHOKpaTHATA, MHKCKTHBHA TEPANICBTUYHA J1034.

Ipu cityyaifHO caMOMHKEKTHPaHe, He3a0aBHO J1a Ce MOThPCH MEIUIMHCKH ChBET, KaTO Ha JIeKaps ce
IpPEI0CTaBH JIMCTOBKATA 3a YIIOTpeOa Wil eTHKETa Ha MPOIYKTa.

IMpoaykThT TpsiOBa Ja ce mpuiiara ¢ MOBHUIIIEHO BHUMAHUE U [1a CC N30TBa CAMOUHKEKTHPAHETO.

[Tpu cityyaiiHo pa3iuBaHe BHPXY KOXKaTa, He3a0aBHO Jla ce U3MUE C BOJIA U CaIlyH.

4.6 Heb6saronpusiTHu peakuuu (4eCTOTa U Ba)KHOCT)

[Tono6HO Ha APYTH NPOLYKTU ChABPKAIIN NPOTEHHU, B MHOTO PEAKH CIIy4al MOKE JIa C€ TIPOSBAT
aHa(UIAKTUYHN PEeaKK, MHOTO CKOpO ClIe/l MpuiaraneTo. B te3n cnydyan e Heo6X0aumo
NpUJIAraHeTo Ha aJPeHAINH WU TTHKOKOPTHKOCTEPOHIH.

[To Bpeme Ha MHXKEKTUPAHETO TPSIOBA 1A Ce CIa3BaT aCENTUYHH YCIOBHSL.

4.7 Ymnorpeda mo BpeMe Ha OPEeMEHHOCT, JJAKTAIUS WIH sliilleHOCeHe

He ce nmpunara no Bpeme Ha LieNus IEPHOJ WK YacT OT OpPEeMEHHOCTTA.

4.8 BzaumopeiicTBHe ¢ IPYrd BeTePHHAPHOMEIHIIHHCKU MPOAYKTH U Apyru ¢popmMu Ha
B3auMoOJeHcTBHE

He ca usBecTHn.
4.9 Jlo3a 1 HAYMH HA MPUJIOKEHHE

HNHTpaMycKyIHO WM UHTPABEHO3HO MPUIIOKEHHE.

Bun Ioka3zanus 031 1 HauMH Ha IPUIIOKECHHE
JKUBOTHH
l'oBena [MonoOpsiBaHe Ha 3aMI0/sIEMOCTTa 1500 IU, i.m wnm i.V o Bpeme Ha
(Kpasu W3KYCTBEHOTO OCEMEHSBaHE
U FOHMIIN) /mokpuBaHe wW/wiau 6 jeHa TMO-
KbCHO/
[Ipenu3BukBaHe Ha OBYANUs PU (QOJIMKYIIHU ITUCTH
3000 1Y, i.v
Kone IMpeausBukBane Ha oByiauus (pomukyau ¢ guameTsp | 1500-3000 U, im wm iv 24
(KobOwmm) >3,5¢cm) gaca penu W3KYCTBEHOTO

OCCMCHSBAHC HUJIU IIOKPUBAHCTO

Ipean3BUKBaHE HA OBYJIAIHS IIPH aHECTPYC Crieqr mpeBapuTEIHO TPETUPaHEe

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 mnoBTaps A0
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

Csune [Ipenn3BrKBaHE HA OBYJIAHS 500 mo 750 | U. i.m, 24 ugaca
(cBuHE Hpead WK 10 BpeMe Ha ITbPBOTO
MalK¥ 1 U3KYCTBEHO OCEMCHSIBAHE
PEMOHTHHU

CBHHE)

4.10 Ilpemo3upaHe (CHMITOMHU, CIIEIIHA MEPKHU, AHTHAOTH), AKO € He00X0TUMO
Hsma Hanuuay naHuu.
411 KapeHTeH cpok

Meco u BbTpEITHU OPTaHU: HyJa THU.
Muisiko: Hyna JHU.

5. DAPMAKOJIOI'MYHU OCOBEHOCTH

dapmakorepaneBTHYHA rpymna: [10J0BH XOpMOHH U MOJYJIATOPH HA ITOJIOBATa CUCTEMA.
Berepunapnomenunnacku Anatomo-TepanesruueH Koa: QGO3GAOL.

5.1 ®apmakoauHaAMUYHH CBOiicTBA

Chorulon e mmopunusupana hopma ua chorionic gonadotrophin (hCG) B koMOHMHAIUS ¢ pa3TBOPHUTE .
Toii € KOMILJIGKCEH TIIOKOIPOTEHH, ChbCTABeH OT JIBE HEKOBAJICHTHO CBbp3aHu anda u Oera
cyOeICHHIIN.

[Mpoasmxurennara riokocunanus Ha CTP kpast Ha 6erta cyoenenunara Ha hCG, npean3BukBa
yIbJDKaBaHEe Ha EPHOJA HA MOJTypasmajl, KOWTO JocTHra 72 Jaca Ipu mpaceTa.

hCG noxnomara 3peeHeTo Ha (HONTUKYIUTE Ype3 CTUMYIHPAHE Ha MPOIYKIHSATA Ha aHAPOTeH OT
SHJIOTEIHUTE KJICTKU Ha (DOIMKYIIUTE U MPEAN3BUKBA OBYJIALUS HAa JOMUHUpauTe Gponukynn. B
pe3yJITar Ha IBJIrHs IEPHOJT Ha MOTypasia, TOi ChI0 Taka CTUMYJIHpa 00pa3yBaHEeTo U
(GYHKIIMOHUPAHETO Ha JKBITO TSIO.

5.2 ®apmMakoKHHETHYHH 0CODEHOCTH

hCG ce abcopbupa 6bp30 clie]l HHTAPMYCKYJIHO WM HHTPABEHO3HO MPUIIOKEHHe. BHOHATHYHOCTTA
CJIe]l MHTPaMYCKYJTHO MPUJIOKEHHUE € BUcOoKa. MaKkcuMaliHa KOHIICHTPAIUs ce JIOCTUTa JIo § yaca mpu
BCHUYKH BUIOBE )UBOTHH. Haii-Brcoka croiinoct Ha koutentparus (0.05 1.U / ml) B mnasmara na
kpaeu, hCG moctura 3a 45 MUHYTH CITel HHTPABEHO3HO TpHritokerue B 1o3a 3000 1U. M3yeprBane Ha
BpemeTo Ha nonypasmaza Ha hCG e okoso 10 yaca npu rosesia u 27 yaca Npu CBUHE.

6. DAPMAIIEBTUYHU OCOBEHOCTHU

6.1 Chnucbk Ha eKCOUMHEHTHTE

Mannitol, disodium hydrogenphosphate, sodium dihydrogenphosphate

PaztBopuren:
Disodium hydrogenphosphate, sodium dihydrogenphosphate, Boaa 3a umkexTupane

6.2 HecbBMECTUMOCTH

He ca uzBectHu.




6.3 Cpok Ha rogHocT

Cpok Ha TOJHOCT Ha KpailHUS BETEPUHAPHOMEAUIIMHCKY IPOAYKT: 3 TOJIUHMU.
Cpok Ha TOTHOCT clie/l pa3TBapsHE B CHOTBETCTBHE C HHCTPYKIUUTE: 24 Haca.

6.4. CnenuajJHM ycJI0BHS 32 CbXpaHeHHE HA MPOIYKTA
Ja ce cvxpaHnsBa npu Temrneparypa mox 25 °C.
6.5 BuaucbcTaB HA MbPBUYHATA ONMAKOBKA

Chorulon 1500 IU
JInodunumzupa tabnerka B 5 ml Ge31BeTeH, CTHKICH (IakoH, 3aTBOPEH C XaJOTeH OYyTHII TyMEHa Tara
U 3arevaraH ¢ ToppupaHa aTyMHUHHEBa Kaladka.

PazrBopuren:

5 ml pastBopuTens B 5 ml Ge3uBeTeH CThKICH (JIaKOH, 3aTBOPEH C XaJOreH OYTHJI 'yMeHa Tara
3areyaTas ¢ TodpupaHa aTyMUHIEBa Kamadka.

10 ml pazrBoputen B 10 ml 6e3uBeTeH cThKICH (hTaKOH, 3aTBOPEH C XaJIOTEH OYTHJI F'yMeHa Tara 1
3aredaTan ¢ roprpana aTfyMUHHEBa Kamayka.

He Bcuuku pazMepn Ha omakoBKaTa Morar fa ObJaT MpeaiaraHy Ha rmasapa.
6.6 CrhenmajaHu MepPKH 32 YHHII0KABAHE HA HEM3MOJI3BAH MPOAYKT WJIH OCTATHIM OT HEr0

Bceku Hensmon3BaH BeTEpUHAPHOMETUIIMHCKHY MPOAYKT MM OCTAaThLU OT HETOo, TpsIOBa qa Obaar
YHHILOKEHH, B ChOTBETCTBUE C N3UCKBAHMATA HA MECTHOTO 3aKOHOAATEJICTBO.
7. INPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

Intervet International B.V
Wim de Koerverstraat 35
5831 AN BOXMEER
The Netherlands

8. HOMEP(A) HA JIMLHEH3A 3A YIIOTPEBA: 0022-2187-07.03.2014 .
9. JATA HA II'bPBOTO U3JABAHE/TIOJHOBSIBAHE HA JIMIIEH3A 3A YIIOTPEBA:

03.12.2008 r.
10. [JATA HA NIOCJIEAHATA PEJAKLIUS HA TEKCTA
13/02/2014

3ABPAHA 3A ITPOJAXKBA, CHABISIBAHE U/NJIN YIIOTPEBA
He e mpunoxumo.

H3ITBJIHUTEJIEH JIMPEKTOP



