KPATKA XAPAKTEPUCTHKA HA NPOJAYKTA KbM JIMUEH3 3A YIIOTPEBA
Ne 0022-2147-08.01.2014

1. HAUMEHOBAHWE HA BETEPHHAPHOMEJNUIUMHCKUA HPOLYKT

FOLLIGON 1000 IU

2. KAYECTBEH ¥ KOJIMMECTBEH CBCTAB
[iautn (pakoH cuLAbPKA:
Arrupaa cyGerannum:

Gonadotrophin, equine serum (PMSG) 1000 1U

Exeyunuentn:
Anhydrous freeze —dried excipicnts 10 100 %

Pazmeopumen:

1 ml chavpsKa:

Aquecous phosphate buffer a0 100 %

34 [IhHIMS CIHCLK HA SKCLUTTHENTHTE, BIK T. 6. 1.

3. ®APMAIEBTHYHA ®OPMA

TIpax 1 pa3TBOPHTES 38 HEDKEKLMOIHA CYCTICH3HS.

4, KJIHBWYHW JAHHWA

4.1. Brjiose sKHBOTHH, 32 KOHTO ¢ npegHasnaden BMIT

Toreaa, clMHE, KO3W, OBLE, 3afilin, HOPKU W CJISHH.

4.2, TepanesTHIHH HOKAANAN, OUPCASIEHH 32 OTACJNHTE BUAOBE KIBOTHH

34 HPEIMIBMKBANE U CHAXPOHU3ALMS HA OBYJIALATA TIPY KPABH, FOHHLM, OBLC H KO3H B €CTPYC 1 M3BLH
ecTpyc; yBenuuarane Opost Ha NPUTTOANTE NP OBLE U KO3H; MPEAU3BNKBAHE HA MBPBU eCTPYC APH
PEMOHTHH CBMHE-MAHKK; CRPHXOBYIALKS MPH rOBE/a, 32 MAKCHMAIHO PA3NPEICNEHAE Ha reHeTHYHKUA
MATEPUAN P TPAHCIHIAHTALMATA HA SMOPUOHH.

4.3. TlpoTHBONOKAZAHNA

[SELED

4.4, CpennaJHy npeanasHy MEPKH 34 'KHBOTHITE, 32 KOHTO € NPCAHAIHANEH BMI1

[lpH 1IPHAOIKEHUCTO HA T10-BHCOKH /103K OT TIPSNOPBHARKTE MOJKE CC YBCTHHAT CAYHAHTE HA HAM3HEHE HPH
KPABMTE, CIYUANTE HA TPH NJIOAA NPH OB H HAMANABAHC (hepTUHOCTTA [PH PEMOHTHH CBHHC-MAHKY.
[lopropnoTo npuaokenne Ha PMSG upu K031 MOXKE /12 TPCAK3RHKA TPOLYKIMA HA AHTHTCITA TIpH OTAENHNA
JKEHCKH MHAMBHAM, KOETO NOBAHABRA CPEKTHBHOCTTA OT TeparuaTa.

4.5. Coenuajusi Npeina3un MepKn 3a ynorpeba

CrienuaiHy Npeanaziy MepKH 3a JKHBOTHWTES OpH vriorpedaTa 1a TpogyKTa

He € npraomKuMo.



CHCLLHE]JTHH Npeanasti MEepKH 3a/MUgTa, NPUIArauld BeYepPHUHAPDHOMENHLIMHCKHS HPOAYKT HA JKHBOTHHTE

PMSG e ecTecTer XopMot, KOHTO HPHIIOKEH HEPOPAHO ¢ HEAKTHEEH NOpa/IM TOBA, e roJieMHTe
riloxonpotenn, karo PMSG ne npemunasar npes koskata. [Ipyn MHUMAEHTHOTO pasivpaHe BbpPXY KOWKATa,
MSICTOTO TPsOBA He3abaBIio J1a CC N3MKE C BOA M CAMYH.

Twit kato nrkexTUpanero na PMSG Moxe 1a 10BAMse Ha HONOBKTE Gyuruun, Tpabea ya ce npunara
Biumaresiie v ia ce u3darea camoumkekTupaneto. Hpn ciiyualiHo camonmkexTupane, nezadasBro aa co
HOTHPCH MEMHUMHCKH ChBET, KATO HA AICKAPA CE 1IPEAOCTABH IMCTOBKATA 33 YNOTPeOa Uiy eTHKeTa 113
NpoAyKTa.

4.6. Hebaarompnsrau pearuss (4eCTOTA B BAXKHOCT)

Kakto npu BCHYKM NPOAYKTH ChABPIKALI NPOTCHH, B PEAKH CTYUal MOYE /id C6 NOSIBAT ANaduiakTHUHH
peaxiuu, MHOTO CKOPO Cite/t priioiKkeHneto. B Takura cnydad tpabea aa ce NPUIOKK JICUeHHE ¢ ajipeHaIntl
MITH 1TTHOKOKOPTHKOUH.

Tpadea na ce cnassar cTpory acenTHYHI YCIOBHS NIPU HHKEKTHPAHCTO HA NPOAYKTA.

4.7. ¥Ynorpeba no ppeme ua GpeMeHneCT 1 TAKTALIN

He ce fipHilara 1o ppeMe Ha GIJBMCHHOC’I'.

4.8.  BsammopeiicTBize ¢ \PYrH BeTEPUHAPHOMEAHIHHCKHE TIPOAYKTH H APYLH (JOpMH HA
BlIanMOAcHcTBIE

He ¢a wasecrun,
4.9, dos3a 1 Wasun Ha HPHIGKeHe

MnrpamyckyTHO WM [OJKOKHO HIDKEKTHPAHE,

Bunoee Hokazanna Hozu na Folligon Jabenexua
WHBOTHH (m3pazenn B LU.
PMSG)
Fosena Tpeanssukpane n 300-800 L.IM.! HA Kpas HAa
{kpas u CHHXPOHM3aLKs Ha ORYyJIalusTa NPOrecTareH TepanusaTa
I0HHLHM) IMMBOTHUTE NPSIH CCTPYC

TpsidBa 14 MOTy4ar ro-
BHUCOKA A034
CepbxoByJatms i.m.; 3a npeaAnouHTaAHE
1500-3000 Mekay 8 w13 gen or
CCTPYCA ML KhM KPas Ha
MporecTareH TepanuaTa Ha
SKHBOTHMTE 34
CHHXPOHH3ELKA Ha
oByJalMTa

Orug [IpeauzrnkBaHe v 400-750 i.m.: Ha Kpas Ha
CHUXPOHMW3RLHA HAOBYNAIUATA TIPOFECTAFEH TepanuaTa.
4 yBeuarale ia 6pos Ha JlozuTe 3a npuamKenue
NPHNAOIUTE 3aBUCAT OT MMOZOBHTOCTTA

Ha XXKUBOTHHTE (HO-H HCKH
A03K FIPpKW NNOQOBRUTHTC
JKHBOTHH, CPABHCHH C©
HGEIJlOJJ,OBHTHTC) H OT CC30HAa




(mo-sucoru ao3u Tpabea Aa
Ce MPUIoHAT NPH

JKMBOTHHTS M3BLH em‘pyc, B
CPABHCHHC € TC3M B CCTPYL)

Kozu FHpenuzeukeane u 400-750 i.m.: Ha Kpas Ha
CHHXDOHH3ELHS HA OBYJIAIHMATE nporecTareH Tepanusra.
Hozure 3a npraokenue
3ABHCAT OT CE30HA (No-
BHCOKHM 1021 TPsiOea aa ce
MPUICIKAT TTPH HBOTHHTE
W3BHLH €CTPYC, B CPaRHEHUWE C
TE3H B eCTPYC)

CBunue Ipe/u3BMKBAHE HA CCTPYC H 800 i.m.
{peMOHTHH CHHXPOHW3aUMS HA FhPBO

CBHHC-MakKH) JANNOKAAHE

Enenn Onrumuzanys Ha depTrianreTa 200 Yepseru eieuu

i.m.: Ha kpas Ha
NPOrECTAEH TEPAIINITA.

Yepeenoxadaeu enenn

50 L.m.; Ha kpas na
I MporecTareH TepanusTa
Hopru Ipeaussuksane Ha 100 JByxpaTHo ¢ udrepsal ot 2
BB3MPHEMUHBOCT M OITHMU3ANHS JIHH
Ha PenpoAYKTHBHOCTTA
3akiim FlpenusBHKkBate na 30-40 i.m./s.c.
BL3MPHEMYHBOCT M OTITHMH3a LA fIpH MBPBO packiaHe
Ha PENPOAYKTHBRHOCTTA 8-25 i.m./s.c.

FIPH MHOTOKPATHH paKaHH

4.10. Ilpegosupane { cHMITOME, CHEIUHHM MEPKH, AHTHACTH ), AK0 ¢ HEOOX0AHMO
Hsma sanuuuu 1asuu.
4.11. KapeHTHH cpOKOBE

Muistiko: Hyna JiHu.
Mecco: uyna anu,

5. PAPMAKCIOIH4YHU OCOBEHOCTH

MapmaxoTepaneBriuyna rpyna: [Tonorr XopMoHH 0 MOZYATOPK HA NOJIOBATA CHCTEMA,
Betepunapnomepnunicku Anatomo-Tepanestiuent Koi : QGO3GAD3.

5.1, dapmakopMHaAMIYHH cBoHCTRBA

PMSG e cuned ronaaoTponut ¢ asoina onukynoctumynnpaiia (FSH) # nytuetosupatia

(LH ) axruBrocr. Marpases e oT 1Be HCKOBAGHTHO cBbp3aitd anda 1 Geta cyOeNeHRIM 1 ITIHOKOCHIIATe
CTP kpaii.Tasu BucoKa IIOKOCHNALMA € BKEH MOMEHT 33 Ch31aBaHe Ha NPOJBILKUTCACH NEPHOA Ha
nonypasnaj B kpuera, Xapakreped 3a PMSG. Toii kato PMSG e cewpaan ¢ FSH n LH peueirropure, tosa
CTHMYNTHpa pacTexa Ha QONNKYAUTEe W 3PECHETO UM B AHUTE MpeIy ecTpyca M oByaauusTa. [Ipunaranero na
HUCKH J103k 0T PMSG npean3BHKEa ¥ CHHXPOHHBHPE OBYMALMITA [IPH TOBEAA ¥ 1pe0HH NPEKHUBHM,
HE3aBUCHMO OT TAXHUS LMKIHYHOCT Npein AedeHueTo. [IpuaaraneTo Ha MaJiko HO-BUCOKH J03H YCHIIBA
CTCICHTA Ha OBY1auuaTa W 0pos Ha npunaoanTe. [punaraveTo Ha BUCOKU O3H MPCAH3BUKA




CBPBXOBYNALMA, KATO ce 00pazyBat MHOTOOPOHHK OIACTOLMCTH, HEOOXOAUMHI NP TPAHCTINAHTALMSITA
na embpruonn. PMSG npeanssnkea Cblio M IbPBY CCTPYC IPH CBHILE,

52,  @apMakoKHHETHYHH 0COOEHOCTH

dapmakoxnHeTHUHUTE cBOHCTBA HABMOLABAHK CITeN HHXKEKTUBHOTO Npunoxexue Ha PMSG ce
XAPAKTEPH3HPAT C MHOTO IhABI NEPHOA Ha TIOJTypa3naj, ABJDKALL ce Ha Bucoxara riioxocuaauna (N 1
O ratoxocunauus ) Ha PMSG monekynata. Toea cbino 0baciHBa 38110 eAHOKPATHOTO FIPUAOKCHHE Ha
PMSG uma criocofHoCT Aa ojtkpika pacTerka Ha GonUKYIMTe Npes HEN0To BpeMe Ha honyKynnara
thaza (0T 2 10 5 AHK OPOABLBKMTENHOCT B 3ABUCHMOCT OT BUIOBETE HCHBOTHH),

Abcopbuuara Ha PMSG e 6bp3a. [Ipu BeHUKHTE TPH BHAA M3CNSARBAHMA, ClI6] HEDKEKTHPAHETO Ha
PMSG rofi ce abeopOupa 6bp30 0T MACTOTO 113 UHIKEKTHPAHETO H MAKCHMAJIHA KOHHEHTPALMs —

Clay JOCTHFA 10 8§ uaca Npu npaceta M oBie W A0 16 vaca npe roeeaa. BUOHAMTHUHOCTTA chell
HHTPAMYCKY/THO HHKCKTHPaHE (B CpaBHEHHE C MHTPAREHO3HOTO} € BUCOKA, MPH BCHUKH BHAOBS

JKMBOTHHM (roseaa: 72%, npacera: 71,3% uw npw osue: 92,6%)..

PMSG ennmunanmsTa e Gasna. Bpemero na nostypasnay e mexay 34 1 150 vaca, 8 30BUCUMOCT O
BHJOBETE JKHBOTHH.

6, PAPMALIEBTHUHN OCOBEHOCTH
6.1, ChnHcbK HR eKCHHNHEHTHTE

Tpax:
Manitol, disodium phosphate dihydrate, sodium dihydrogenphosphate dihydrate

PasTropuTen:
Disodium phosphate dihydrate, sodium dihydrogenphosphate dihydrate, water for injections.

6.2. HeenBMecTHMOCTH

ﬂpn JIMMca Ha JaHHHK 38 ChBMCECTHMOCT, TO3H BETCPHHAPHOMEAHIIMHCKH TIPOAYKT HE TpﬂGBa Aa 6’1—:}16
CMECBAH C APYIH BCTCPHHAPHOMCAHIIMHCKK NPOAYKTH.

6.3. Cpok Ba roaHoct

Cpox Ha rogsocT Ha Kpaliiins BeTeprHapHOMCARLIMHCKH NPOAYKT: 3 FOAHMHH,
Cpok Ha roanocr ciney pasrsapsune: 24 yaca pH Temnepartypa 2 °C- 8 °C,

6.4. Coeunajing yCI0BHS 34 CbXpaHenne Ha RPOAYKTA
Ja ce cexpansra r xnaguanuk (2 °C- 8§ °C).

6.5. Bua ¢beTaB HA IBPBHYHATA ONAKOBKA

a. Folligon 1000 TU

Jhodunuzupan npax B cThiieH Oezigerer (uiakoH ot 5 ml, 3aTBopen ¢ KanoreHOYTHI rymMeHa vana u
3AMeUaTaH C KOAHPaHa allyMUHHEBA KanadKa.

b. Pasreopuren

Pastropuren s eruiien Gesipeted dmakod (5, 10 1 25 8 30 ml), zatBopen ¢ xajioreHdyTnn rymena rana
1 3afeyaTaHy ¢ AyMHHHERa Karauka.



6.6, Cneunanmi MEPKH 33 YHHHIOMNKABAHEC HA HCHIHOMIBAH NPOAYRT WIH OCTATHI OT Hero

Beeku veusnonssan BETEPHIHADHOMETHUHHCKH NIPOAYKT WK OCTaThUK OT HEPQ, aKo nMa TakHnia,
Tpﬂ6Ba Aa 6’]3,8,'&']‘ YHUUOMECHW B CHOTBCTCTBHE C U3HCKBAIIWATA Ha MECTHOTO 3aKOHOATENCTRO.

7. NMPUTEXATE HA THUIIEH3A 3A YITOTPEBA

Intervet international B.V

Wim de Kderverstraat 35

5831 AN BOXMEER

The Netherlands

8. HOMEP HA JJMIEHZA 3A YIIOTPEBA

0022-2147-08.01.2014

9. JATA HA IHPBOTO U3JABAHE/ NOAHOBABAHE HA JIMITEH3A 3A VIIOTPERA
08.05.2008

10. JATA HA HOCJHEIZHA PEAAKTIVS HA TEKCTA

04/11/2013

JALPAHA A IIPORANBA, CHAB/BIBAHYE W/ YIIOTPEBA
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