KPATKA XAPAKTEPUCTHUKA HA ITPOAYKT
KBbM JIMIEH3 3A YIIOTPEBA Ne 0022-1476

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIUHCKUA ITIPOAYKT
Syncrostim 500 1U, arnodunuzaT u pa3TBOPHUTEI 32 HHKEKIKOHEH pa3TBOP 3a FOBEA U OBIIE
2. KAYECTBEH U KOJIMYECTBEH CbCTAB

DnakoHbT AMOPHUIN3AT CHABPIKA!

AKTHBHA cyOCcTaHIMSA:
Equine serum gonadotropin (eCG, npenn Hapudad PMSG) .......ccccvevveiieeeiniienens 500 IU

dnakoHa pa3TBOPHUTEN ChIbPKA:
Benzyl alcohol (E1519).....iiiiiiiiiieeeteiesese ettt ens 16.5 mg /ml

PekoHcTHTYHpaHUAIT pa3TBOp B €1Ha J103a oT 2 ml chabpxka:
AKTHBHA cyOCTaHIMS

Equine serum gonadotropin (eCG, npenu napudan PMSQG) 500 IU
Excounuentn
Benzyl alcohol .(E1519) 33 mg

3a IBJIHUS CITUCHK HA SKCIIUITUEHTHUTE, BIK T. 6.1.

3. OAPMAIEBTUYHA ®OPMA

JInodunmzat u pa3TBOPUTEN 32 MHIKEKIIMOHEH Pa3TBOP.

JInodunmzar: u3cymieH NpoAyKT BB (hopMaTa Ha mpax, arJIOMepHpaH Ha TOIMYETa, MOI00HN Ha
MaMyK.

PaszTBOpuTEN: OMCTHP OE31BETEH pa3TBOP.

Pexoncrutymnpan pa3rBop: OUCTHP O€3I[BETEH pa3TBOP.

4. KIMHUYHU JAHHHA

4.1 Bunose :xnBOTHH, 32 KOUTO e NpegHasHaveH BMII

I'oBena u oBIIE.

4.2 TepaneBTUYHH MOKA3aHMSL, ONIPeAeIeHH 32 OTAEJHUTE BUTOBE ;KUBOTHHU

HpI/I HCUOUKIIMpAIOW KpaBH, IOHHUIMA, OBLC W A3BHUCKU: MHAYKIHA W CUHXPOHU3AIlUA Ha CCTpyCa U
OBYyJIallUATA. I[a CC U3I10JI3Ba B KOM6I/IHaLII/I$I C MporecTarcH.

4.3 I[MpoTuBoNmOKa3aHUs
Bux 1. 4.7.
4.4 Crenma/iHu NpeANa3sHU MEePKH 32 BCeKH BH/I ’KUBOTHH, 32 KOMTO e npegHasHadyen BMII

Ocobeno npu oBIie, Ao3ata Ha eCG TpsiOBa ma ObIe choOpa3eHa ¢ mopoaTa U penpoyKTHBHUAT
MePUO/I Ha )KUBOTHUTE (TO3UTE TPIOBa J]a ca O-HUCKH MPU BUCOKO MPOIYKTUBHH ITOPOIIHU U T10-
BHCOKH M3BBHH PEHPOIYyKTUBHUSAT MIEPHON).

4.5 Crnenmna/iHu NpeANasHH MePKH NIPH yoTpeda

CHCLII/IaJ'IHI/I Opeanasdy MCPKH 3a ) KUBOTHUTC MMPHU VHOTDe6aTa Ha IMPOAYKTa
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B cnyqaﬁ Ha aHa(l)I/IHaKTI/I‘-IeH 10K, TpSI6Ba Aa CC€ TPUIIO0XKHU CHUMIITOMATHYHA TCparud (Hanp.
aJIpCHAJINH HUJIN KOpTHKOCTepOI/IZ[I/I).

CHCLII/IaJ'IHI/I Opeanasdy MCPKH 3a JUlaTta, mpujaaraimy BETCPUHAPHOMCAUTTMHCKNW S MPOAYKT HA )KHBOTHUTC

Pabotere BHUMAaTENHO 3a na n3berHere caMonHkekTupane. [Ipu ciryqaifHo caMOMH)KEKTHpaHe,
He3a0aBHO Ja ce MOThPCH MEAWLIMHCKH ChBET, KATO HA JIeKaps ce MPEA0CTaBU JIMCTOBKAaTA 32
yrnorpeba WIn eTHKeTa Ha MPOLYyKTa.

W3muiite ppuere ¢ cien NpHiIaraHeTo Ha MPOIyKTa.

Wzcneaanusra npu 1a00paTOPHH KUBOTHHU Ca TIOKA3AIK TEPATOTEHHH €PEKTH CIIel MPUIaraHeTo Ha
eCG. BerepruHapHOMEUIMHCKUAT IPOAYKT HE TPSIOBa /1a ce mpuiara OT OpeMEHHH KEHU U TaKUBa,
TUTaHUpAIIK OPEMEHHOCT.

[Ipu ciyyaitHo pa3nuBaHe BbPXY KOKaTa MACTOTO TPpsOBa Ja ObJlie N3MUTO HE3a0aBHO C BOJA M CAIlyH.

4.6 HeOnaronpusiTHu peaknuy (4ecTOTa U Ba)KHOCT)

eCG e ex30reHeH MpOTEeHH 3a APYTH BHIOBE OCBEH KOHETE M 3aTOBa MOXE Ja MPOBOKHpA MOsBaTa Ha
peakuus aHTHTeH-aHTUTUI0. B MHOrO penku ciydan moBTapsAmoro ce npuwiarade Ha eCG Moxe aa
MPOBOKKPA aHAQHUIIAKTHYEH IIOK (BUXK T. 4.5).

YecroTata Ha HEONIArONPUATHUTE PEAKLIKUU CE OMPEeNs Ype3 clieAHaTa KiacupuKamus:

- MHOrO uectu (moBede oT 1 Ha 10 >KMBOTHU MPOSBSABAILM HEOIATONPHATHU PEaKIMU 110 BpeMe Ha
Kypca Ha eITHO JIeUueHHE)

- yectH (oBede ot 1, Ho mo-Manko oT 10 sxuBoTHU Ha 100 )KUBOTHH)

- He "ecTH (roBeue oT 1, Ho mo-Manko ot 10 sxuBoTHU Ha 1,000 XxUBOTHM)

- penxu (moseue ot 1, HO mo-Manko oT 10 xxuBoTHU Ha 10,000 XKUBOTHN)

- MHOTO penku (mo-mManko ot 1 kuBotHO Ha 10,000 KUBOTHH, BKIFOUHUTEITHO W30JIMPAHH CHOOIICHU).

4.7 VYmnorpeba nmo Bpeme Ha OPeMEHHOCT, JAKTALUS UJIH sTiilleHOCEHe
JlaGopaTopHuTe MpoydBaHUS TPU JTAOOPATOPHU KUBOTHU Ca JOKA3aIA TEPATOTCHHU epEKTH CIIe[
npwiaraneto Ha eCG. be3omacHocTTa Ha BETEPUHAPHOMEIUIIMHCKHS TPOAYKT HE € JoKa3aHa I10

BpEMC Ha 6peMeHHOCT n JaKTalus. He ce npujiara 1mo BpeMce Ha 6peMeHHOCT.

4.8 BzamMmopeiicTBHe ¢ IpPyr¥ BeTePUHAPHOMEIUIIHHCKH MPOAYKTH U Apyru (popMu Ha
B3aMMO/IelicTBHE

Hsma Hanuyey gaHHM.

4.9 Jl03a 1 HAYMH HA IPWJIOXKEHHe

HHTpamMycKynHO HHXKEKTUPAHE.

500 IU Equine serum gonadotrophin (eCG) Ha ’KMBOTHO IIPH €IHOKPATHO MPHUIIOKEHUE, OTTOBaps Ha 2
ml OT peKOHCTUTYUPAHUS Pa3TBOD.

PastBopere nmodunuzata ¢ 2 ml or pa3rBopuTens. PaskmaTere I0KaTo ce TONYYHM XOMOT€HEH
pas3TBOD.

PexoncTuTyHpaHuaT pa3TBOp TpsOBa Aa ce ynotpedu He3abaBHO.

[IponykTsT TpsiOBa Aa ObAE MPUIIOKEH PU U3BKIAHETO HA YCTPOHCTBOTO C MPOTreCTarcH.

4.10 IIpemo3dmpane (CHMIITOMHM, CIIEIIHA MEPKH, AaHTUIOTH), AKO € HeOOX0TUMO

[Ipunaranero Ha MO-BUCOKH OT MPENOpPbYaHUTE JO3M NPU TOBEAATa MOXKE J]a YBEIMYH BEPOSTHOCTTA

3a 6J'II/13HaLII/I, a Ipr OBLCTC — 3a TPHU3HALIU.

4.11 KapeHTHHU cpoKoOBe
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Meco u BBTpEIIHU OpPTraHu: HyJa JTHU.
Munsiko: Hyna JHU.

5. OAPMAKOJOTNYHU OCOBEHOCTH

dapmakoTepaneBTHYHA IpyIa: TOHAIOTPOIINHH, CEpyMEH TOHAAOTOPITUH
Berepunapromenuunacku Anatomo-TepanestiueH Koa: QGO3GAO03.

5.1 ®apmakoaMHAMHYHH CBOIiCTBA

CepymuusaT ronoporpornuH ot kobwmm (eCG, B mMuHanoro Hapuyan PMSG) e BHCOKOMOJIEKYJICH
TJIMKOIIPOTENH, KOMTO ce oOpa3yBa Mo BpeMe Ha OpeMeHHOCTTa mpu koowuiurte. CTpyKTypata My €
CXOJIHA C Ta3u Ha eHjoreHHuTe ronagorponuuu FSH u LH.

Taka Toli ycmiBa edexra cu Bbpxy peuenropute 3a FSH u LH Ha TapreTHuTe KIETKH B MOJIOBUTE
xie3n. [Ipu xenckute xxuBoTHU eCG cTUMYNHpa pacTexa u pa3BuTHeTo Ha donukynure. [Ipu oue u
HEIMKIUpAIld KpaBH, ymoTrpedara My ce MpernopbuBa Cliel TpeTHpaHe C MPOrecTareH 3a
cuHXpoHM3anus Ha ectpyca: eCG nmogoOpsiBa 3peeHeTo Ha (QOIUKYINTE U CKOPOCTTA Ha OBYJAalMATa
Y TaKa MO3BOJISIBA CHHXPOHU3ALIMS Ha OBYJIALUATA.

5.2 ®apMaKOKHHETHYHH 0CO0EHOCTH

B nmasmata eCG ce pasnazga Ha 2 ¢as3u ¢ KpacH MOIYKHBOT OT 22-64 yaca npH oBleTe (MHTPABEHO3HO
W MHTpaMycKynHO npunarane) U 118-220 yaca mpu roBemata (MHTPABEHO3HO M WHTPAMYCKYJIHO
npujarate).

eCG ce pasrpaxia NpeArMHO B YepHUs Apod U OBOpenuTe 1 ce eNMMUHUPA C ypUHATA.

6. OAPMALNEBTHYHU OCOBEHOCTH
6.1 Crnucbk Ha eKCOMITHEHTHTE
JInodpunuzat: Mannitol

PasTtBopuTen:

Benzyl alcohol (E 1519)

Sodium chloride

Water for injections

6.2 HecLBMeCTHMOCTH

HpI/I JIMIICa Ha JaHHU 3a CbBMCCTUMOCT, TO3HU BECTCPUHAPHOMCIUIIMHCKU IPOAYKT HC TpSI6Ba Ja 6’[,[[6
CMCCBAH C JPpYyTrd BCTCPUHAPHOMCIUITUHCKHU TIIPOAYKTH.

6.3 Cpok Ha romHoct

Cpok Ha TOAHOCT Ha KpailHHs BETEpUHAPHOMEIUIIMHCKY IpoaykT: 30 Mecena.

Pa3TBOpuTEN: CPOK HA TOAHOCT Ciell ITbPBOTO OTBapsiHE Ha (akoHa: 28 ITHH.

Cpok Ha TOAHOCT ciell pa3TBapsiHE B ChOTBETCTBHE C HHCTPYKLUUTE: U3MOI3BANTE He3a0aBHO.

6.4. CrnenuanaHu ycJI0BHA 32 CbXpaHeHHE HA MPOAYKTA

JInodpmnmzat: [a ce ma3u oT cBeTJIMHA.
Ha ce cexpanspa B xnaquiaukK (2 °C — 8 °C).

6.5 Bwuau cbcraB HAa MBPBHYHATA ONTAKOBKA

I[I'bspBHYHA OTaKoOBKA:
Jlnodunuzar:
(akoH OT GE3LBETHO CTHKIIO TUTI |, 3aTBOpPEH ChC 3aImymanka OT XJIOpOYTHI U alyMUHHEBO (ouo.
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PasTtBopuTen:

¢makoH ot 6e3uBeTHO cThKIO TUT 11, 3aTBOpPEHO Che 3amymanka oT XJI0pOYTHUI U aTyMUHUEBO (OIHO.

Pa3mep Ha omakoBkHTeE:

Kaptonena xytus ¢ 5 ¢pnakona nmuodunusar u eanH ¢uakoH pa3rBoputen ot 10 ml.
Kaptonena xytus ¢ 10 ¢pnakona nmuodunuzat u 2 ¢nakona pazrsopureln ot 10 ml.
Kaptonena xytust ¢ 25 ¢pnakona nuodunuzat u 1 ¢unakon pasrsoputen ot 50 ml.

He Bcnukn pa3sMCpu Ha OIMAKOBKATa Morart Ja 6T>Z[aT npeajiaranv Ha 1ma3apa.

6.6 CnenuajaHn MEPKH 3a YHUIIOKABAHE HA HEU3IMOJA3BAH IPOAYKT HJIX OCTATHIHU OT HEI'0

Bceku HensnomsBax BCTCPUHAPHOMCIAULIMHCKHA MMPOAYKT UJIK OCTAaThUH OT HETO, TpSI6Ba Ja 6’LI[aT
YHUIIOKCHU B CbOTBCTCTBUEC C UBMCKBAHNATA HA MCCTHOTO 3aKOHOAATCIICTBO.

7. HOPUTEXATEJ HA JIMIIEH3A 3A YIIOTPEBA

CEBA Annman Xent bearapus EOO/],

Codus 1113, yn. Enemar Ne 26, Bx. b, am. 1

bovarapus

Ten. + 35929634275, +3592963 1377

¢akc + 359 2 963 39 68

e-mail: cevabulgaria@ceva.com

8. HOMEP HA JIMLEH3A 3A YIIOTPEBA

Ne 0022-1476

9. JATA HA TIOJJHOBSIBAHE HA JIMIIEH3A 3A YIIOTPEBA
26/01/2018

10. JATA HA NOCJIEJHATA PEJJAKIIUS HA TEKCTA
01/2017

3ABPAHA 3A ITPOJAXKBA, CHAB/IABAHE W/WJIN YIIOTPEBA

He e npunoxumo.

N3ITBbJHUTEJIEH IUPEKTOP
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