KPATKA XAPAKTEPUCTUKA HA BETEPUHAPHOME JUIIUHCKHU
MPOAYKT C JIMHEH3 3A YIIOTPEBA Ne 0022-2435/09.12.2014
1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUA TIPOAYKT
HIPRAVIAR-TRT
2. KAYECTBEH U KOJIMYECTBEH CbCTAB

CnbcraB B enHa mo3a (0,5 mi):
AKTHBHA cy0OCTaHIMA:

WuakTvBHpaH BUPYC HA PUHOTPAXEHUT NPH MyHKH, mam 1062 ...................... > 108 DICTso
AkyBaHT(M):

BN (5 B 021 o111 1 S 226.55 mg
Excunnuenru:

10700 (57 o To o N1 0.05 mg

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

3. DAPMALEBTUYHA ®OPMA

WNHXeKIHOHHA eMYJIICHUS.

4. KINMHNYHUAU JAHHU

4.1 Bugose ;kMBOTHH, 32 KOUTO e npexHazHayed BMII

[Tuniera, HOcauku, OTUIM 32 PA3IUIO U IMyHKH.

4.2 TepaneBTUYHHU MOKA3aHUS, ONIPeAeICHH 32 OTACJTHUTE BUI0BE KUBOTHH

Hocauku u Opoiinepu: npepoTBpaTsBaHe Ha CUHAPOM Ha MOyTaTa IiaBa.
Ilyiiku: npenoTBpaTsBaHe Ha MyEIIKUs PUHOTPAXEHUT.

4.3 IIpoTuBONOKA3aHUA

Hsama.

4.4 CneuuajJilHu NMpeAna3Hd MePKHU 32 BCEKH BH/ KMBOTHHU, 32 KOMTO € MpeIHA3HAYEH
BMII

[a ce BakcuHMpaT camo 3/IpaBy NTULU.
4.5 Crnenyma/JTHu NpeAna3Hu MEPKH MPH ynorpeda
CHCHI/IaHHI/I Ipearna3Hu MEPKU 3a ) KUBOTHUTC IIPpU VHOTDe6aTa Ha IIPpOAYKTA

Baxkcunara na ce nocras cinen temnepupane npu 15°C- 25°C.
Ja ce pa3knaru 1o0pe npean 1 10 BpeMe Ha TOCTaBSHETO M.




CrenyanHy npeana3H MEpPKU 3a JIUIaTa, MpWIaraiyd BeTCPUHAPHOMEIUIIMHCKHS MPOAYKT Ha
JKUBOTHHTE

3a moTpeduTeHNTE:

To3u  BeTCpUHAPHOMEIUIIMHCKH TPOAYKT ChAbpPKAa MHHEpasHO Macio. CiydaitHOTO
WHXXEKTUpaHe/CaMOWHKEKTUPAaHEe MOXe Jia MPelIu3BUKa CHIHA OONIKa WM IOJyBaHE, 0COOCHO TpHU
WHXKEKTUpAHE B CTaBa WX MPHCT, B PEIKH CIIyYal € Bb3MOXHO Jla ce 3aryOH 3acerHaThs NpPbCT,
aKo He € OKa3aHa HaBpeMe JIeKapcKa oMo,

AKO TO CIy4allHOCT CT€ HMHXCKTHUPAaHU C TO3H BETCPUHAPHOMEIUIIMHCKU TMPOIYKT, TMOThPCETE
CIICITHO CHBET OT JIEKap M HOCETE JIMCTOBKAaTa ¢ Bac, MOpW Nla € WHKEKTHPAHO ChBCEM MAIKO
KOJINYECTRO.

Ako 0OojkaTa MpoJb/DKaBa MoBeue OT 12 dyaca clie[] MEIUIIMHCKUS TpErjell, MOThPCETe OTHOBO
CBBET OT JIeKapl.

3a gexapure:

To3u BeTepHHAPHOMEUIIMHCKU MPOAYKT ChABPKA MUHEpaTHO Macio. Jlopu a ca MHKEKTHPaHH
MaJIK{ KOJINYECTBA, CIIyYallHOTO HH)KEKTHPAHE C TO3M BETEPHHAPHOMEIUIIMHCKH MTPOTYKT MOXKE J1a
Npen3BUKa TOsiBa HA CWICH OTOK. [IpM HMH)XEKTHpaHe B TPBCTa € BBH3MOXKHO DPa3BUTHE Ha
UCXEMHYHA HEeKpo3a M JopH 3aryba Ha mpbcta. HeobOxommma e He3ab0aBHA, KOMIIETEHTHA
XHpypruiecka Hameca. BB3MOKHO € Ja ce HaJOKH HHIM3HS W UpUTAIHsS Ha WHXEKTUPAHOTO
MSICTO, 0COOEHO, aKO Ca 3aCerHaTH IyJINaTa Ha MPBHCTa WIN CYXOKHIHETO.

4.6 He0maronpusiTHu peakuuu (4€cTOTa U BAKHOCT)

AKO TOJKOXXHOTO BaKCHHHMpaHE HE € H3BBPIICHO MNPAaBUIHO W MPOAYKTHT CE€ HMHKEKTHpa I10
MHTpaepMalieH IbT, MOXeE Jia C€ MPEIU3BUKA MECTCH OTTOK C OBbp30 pa3BHUTHE.

4.7 Ynorpeda no BpeMe Ha OpeMEHHOCT, JIAKTALUS WU sTiilleHOCeHe
Mosxe na ce mpuiiara rnpes nepuojia Ha sIfeHOCEHE.

4.8 B3aumopeiicTBHE ¢ JPYrM BeTePUHAPHOMETUIIMHCKH MPOAYKTH W APYrd (opmMu Ha
B3auUMoOJeHcTBHE

Hsma Hannyna uHdopManms 3a 6e30MacHOCTTa U e(pUKACHOCTTA OT ChbBMECTHOTO M3MOJ3BaHE Ha
Ta3M BaKCHMHA C JAPYTY BETEPUHAPHOMEAMIIMHCKU MPOAyKTH. [lopaau Ta3u nmpuyuHa, MpUiIaraHeTo
Ha Ta3W BaKCHHA MpPEIH WIH clie ynorpedaTa Ha Ipyr BETEPUHAPHOMEIUIMHCKH IIPOAYKT TpsiOBa
Jia TIPEeLieHH CIOpe] MHANBUIYAIHUS CIy4ai.

4.9 /1032 ¥ HAYMH HA NPUJIOKEHUEe

ITocraes ce o 0,5ml/mTuma ,MHTPAMYCKYIHO HHXKEKTHPAHE B ThPIUTE WK TIOAKOXKHO, IO Cpeaara
Ha 3aJHaTa 4acT Ha Bpara.

[IpenopbunTenHa e ciegHaTa OpMEeHTHPOBaYHA BAKCHHAIIMOHHA MTpOrpama;
Ilunera: ga ce BaKCHHUPAT Clie IbPBHUTE 15 THU OT U3ITIOMBAHETO WM.

Hocauku v nTunm 3a pasiuiof: ja ce BaKCHHUPAT IpeIu mepuoja Ha siiieHocere (18 ceqmuiim),
BBIIPEKHW Y€ BaKCHHAaTa MOXKE [a 6’[)216 [OCTaBsIHA B KOWUTO H Ja € MOMCHT IIO BpEME Ha
OTIISKIAHETO W Ha YTOSIBAHETO, PEBAKCUHHMPAWKKM BHHATH TPEAW Tepuoja Ha siiinieHoceHe (18
CEIIMUIIN ).

Ilyiiku: na ce BakcHHHUpAT mpe3 mbpBuTe 20 THU CIlle ] U3IONIBAHETO, BH3IOI3BAMKH CE OT PSI3aHETO
Ha KJIIOHA U APYTHU NOMBIHUTEIHH ONEPaLiH.
410 TIlpemo3dupaHe (CHMOTOMHU, CIIEINIHA MEPKHU, AHTHI0TH), AKO € HEOOX0TUMO



ITocTaBsHeTo Ha MOBeUe OT JBE JO3U OT BaKCMHATa MOXKE J1a MIPEAU3BUKA MOsSBATa HA MATbK
BB3€II, KOWTO J1a Ce 3aabp KK B IPOABIIKECHUE HA HIKOJIHO JTHH.

411 KapeHTeH cpoK (KAapeHTHHU CPOKOBE)
Hyna nxu.
5. UMYHOJIOI'MYHU OCOBEHOCTH

dapmakoTeparneBTHYHA rpyra:. NITHYH HHAKTHBUPAHU BUPYCHH BAKCHHH.
Berepunapuomenuimacku Anatomo-TepanesrudeH Koa: QI01AAL7

6. DOAPMAIEBTUYHU OCOBEHOCTH
6.1 Chnucbk Ha eKCOUMHEHTHTE

Teuen napadpun

IMomucopobar -80

PEG- 8 nuoneat

Copburtan MoHoomneat

Tumepocan

6.2 HecbBMeCTHMOCTH

Hsma.

6.3 Cpok Ha rogHocT

Cpok Ha FOJHOCT Ha KpalHUS BETEPUHAPHOMEAULUHCKH IPOIYKT: 2 TOAUHU.

6.4. CroenuajHu yCJIOBHS 32 ChbXpaHeHHEe HA MPOAYKTA

Ja ce cbxpansiBa B xiamuiHuk (2 °C — 8 °C).
I[a CC I1a3" OT 3aMPB3BaHC.

6.5 Bua v cbeTaB HA MIbPBUYIHATA OIIAKOBKaA
[ImractmMacoBu HWIICTa, TYMCHHU Tallk U KAIICYJIN OT aJ'IYMI/IHI/Iﬁ
6.6 CrnenuajHun MEPKH 32 YHUIIOKABAHE HA HEU3IOJI3BAH MPOAYKT WIM OCTATHIM OT HEro

Bcexn Hemsmon3pan BCTCPUHAPHOMCAUIIUHCKN TIPOAYKT WK OCTATBIU OT HErO, TpSIGBa Ja 6’B,E[aT
YHUIIOKCHH, B CbOTBETCTBUC C U3MCKBAHUATA HA MECTHOTO 3aKOHOAATCIICTBO.

7. INPUTEXATEJ HA JIMIIEH3A 3A YIIOTPEBA
LABORATORIOS HIPRA, S.A.

Avda. la Selva, 135

17170- AMER (Girona) SPAIN

Tel. +34 972 430660- Fax +34 972 430661

8. HOMEP(A) HA JIMIIEH3A 3A YIIOTPEBA

0022-2435-09.12.2010



9. JATA HA II'bPBOTO WM3JABAHE/MIOJHOBsBAHE HA JIMIHEH3A 3A
YIIOTPEBA

11.12.2004 / 10.03.2010

10. JATA HA NOCJIEJHATA PEJAKIIUS HA TEKCTA
11.2014

3ABPAHA 3A ITPOJAXBA, CHABJIIBAHE NW/WUJIA YIIOTPEBA

Hsama.

H3IIBJIHUTEJIEH JIHPEKTOP






