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KPATKA XAPAKTEPUCTHKA HA ITIPOAYKTA

1. HUME HA JIEKAPCTBEHHUA TPOAYKT

MHAKTUBHUPAHA BAKCHUHA TTPOTHUB KPUMCKA XEMOPAT'MHYHA TPECKA
HH)KEKIIHOHHA CYCIEH3HS
ANTI-CHF VACCINE suspension for injection

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Enna nosa Bakcusa (1 ml) cbabpxa:

AKTHBHO BELIECTBO:

MuaktuBupan Bupyc Ha KXT (mwam V 42/81) - tTutbp Ha anTurena B PCK = 1:32.
3a NbJIHUA CIIUCBK HA MOMOLHUTE BELIECTBA BUXKTE TOUYKA 6.1.

3. JIEKAPCTBEHA ®OPMA

MHXEeKIIMOHHA CYCIIeH3HA.

4. KJAHUYHHU JAHHH
Bakcunara ce npunara ot 1974 r.
4.1 Iloka3zanus

BakcuHaTa € npeaHa3HaueHa 3a npejnasBaHe OT 3apa3siBaHe ¢ BUpyca Ha KXT Ha nuua Hajn 16

rOJIMLLIHA Bb3pacT.
[Ipunara ce npodMIaKTHYHO HA HACeJIEeHHETO (C MPHOPHTET 3a €HAEMHMYHUTE paiiOHHM), rPaHHYHH
BOICKH, TOPCKH M CEJICKOCTONMAHCKH pabOTHULM, 3ApaBHU pabOTHUILM, €KCNEAULUHH OT apXeoso3H,

reos103u M ApyrH.
4.2 Jlo3upoBKa H HAYHH HA NMPHJIOKEHHE

Zlo3upoBka
IThPBHYHA HMYHH3AIL[HA — U3BbpuuBa ce ¢ ABe HHXeKlUH no | ml (eaHa no3a) ¢ uHTepBal
30 — 45 nHu.
PEOMYHH3AL[HA — U3BbpluBa ce 1o eaHa HHxkekuus rno 1 ml (eaHa jgo03a) ¢ uHTepsan |
rojJMHa cJieJl MbpBarta arJiuKalMus U clie] TOBa npe3 S roaAuHH.
Camo 3a nookodcno npunodxcenue!

Bakcunama ne mpaoea oa ce npuiaza uHmpaeeHos3no!

HayuH Ha NPUJIOKEHHUE

UMyHM3aumusATa 3anoy4sa cliiej rnperjes ot jekap.
- BakcuHara ce M3nosi3Ba caMO B CpOKa Ha IOAHOCT W MPH 3ara3eHa LAJIOCT Ha aMryJjiata M

HOpMaJieH BbHILEH BHJl Ha BakCMHaTa. HopMajHMAT BBbHILEH BH/I HA BaKCHHATA € KBITA IO
YEepBEHHKABO-OpaHXKEBA HalyTae4Ha TE€YHOCT M OeJie3HUKaBa yTaika, KOATO clie] pa:
cé XOMOreHH3Hpa JI0 XOMOreHHa onajecuupalla cycneHsus 06e3 arperupaiu




A0 HCPBCHHUKABO-OpAH)KCB LIBAT. an OTBAPAHCTO Ha aMITyJlaTda H HHACKTHPAHCTO CC ClaiBar
BCHYKH HEOOXOAUME H3IHCKBAHMA 32 AHTUCEIITHKA,

- HPH HMYHR3allid Ha JIHIa C NOBHIUCHA ANCPruiHa YYBCTBHTCIHHOCT, €AHOBPCMEHHO C
HMYHH3allHATA CC Ha3HaA4YaBaT H aHTHXHUCTAMHHOBH NIPENApPATH, 1O NMPEUCHKA Ha JICKapA.

4.3 IIpoTHBRONOKA3AHHR

Cepbxyyscmeumennocm KoM aKmMuBHOMO 8EUWECMBO Wil KbM HAKOE OM NOMOWHUME 6eujecmsa,

u3bpoenu 8 mouxa 6. 1

- Octpu MHbeKLIHO3ZHH 3abonsBaHuA, BIIIIOMUTENHO B NepuHozia Ha pekoHBaneciuenuus, 30 aHu
cliel KIHHHYHHTE CUMIITOMH;

- QDeOdpunHU CECTOAHNA;

-  AkTHBHa ¢opma Ha TyOepKyno3a;

-  JleKOMIEHCHPaH CBPACUCH MOPOK;

- J{nabeT, THPEOTOKCHKO3a U HAAOBOpeYHa HeJOCTATBLUHOCT B CTaAui Ha IEKOMMNEHCALNA;

- QOctpH pv3nanutenun 3abonasanus Ha LHHC — meHuHruTH, cHUedanuTi, MEHUHTOSHLEGATUTH.

Hpeboneoysanume om KXT nuya He noonexcam Ha UMyHU3GRUL.
4.4 CrnenHaJaHHu NpeaynpexIeHNa H NPeanasHH MepKH npH ynoTpeba

- XpOHMYHH WK aKTHMBHH XE€NaTHTH U YepHoApoOHa LKpo3a.
Cnez Bny3aHe B KITHHHYHA 1 OHOXHMHYHA PEMHCHA HMYHH3aLHs Ce pa3pellaBa cne KOHCYIITakus ¢

npounIupaH CremHanu1cer.
- OcTpu rnoMepynoHeppHUTH.
HMMyHH3aMHUTE ce oTaarar 2o 6" mecel cien 034paABABAHETO.
-  HedporuieH curapom.
MMyHH3aLUHUTE Ce OTNarar 40 cnypaHe Ha KOPTHKOCTEPOMAHOTO eHeHHE.,
- Aneprus:
" neua ¢ npaka ¢pamMunHa OOpeMEHEHOCT 3a aneprua (poauTeNn, ApYry ela B ceMelcTBoTo) fa
ce UMYHH3HPAT NOA 3al{UTa Ha NMPOTHBOAJIEPTHYHH CPEACTBa,;
® MpPOTHBRONOKA3aHHA 38 HMYHHM3allMA ca aHAMHECTHYHH AaHHM 3a LIOK, eaeM Ha KBMHKe W Apyru
TEXKH aJICPrivHH peakUHH CnpaAMO aJIEpredH, ChAbpaKallld ¢€ BbB BAKCHHHTE,
- ABTOUMYHHH 3a0oisBaHuS;

-  CBPBbXYYBCTBMTENHOCT KbM AKTHUBHOTO BEILUCCTBO HIH HAKOE OT NOMOWIHMTE BELUECTBA HIH
TobpamuLKH
4.5 B3aHMOACHCTBHE ¢ APYIrH JIEKAPCTBEHH NMPOAYKTH K ApYrH GopMH Ha B3anMoaeHcTBHE

BakcuHata cpeuty KXT He TpaOBa aa ce npunara € JHOBPpEMEHHO cbe cneyuduueH y—rnodynHH unn
ApyrH BakcHHU. M3b6arsa ce mnpwiaraHeTo Ha BakCHHaTa TNpH JIeYeHHe ¢ aHTMOMOTHLUM H

KOPTHKOCTEPOHHH TIpenaparTH.

4.6 PDepTHAUTET, OPEMEHHOCT H KbpMeHe

He ca npaBeHy cnelHaIHH HACcIeABAHNA 32 EBEHTYANTHO TEPATOTCHHO AclcTBHE HA ICKAPCTRCHUA
MPOAYKT Nnpy OPEMEHHOCT, 3a TOBA HE Ce NpenopbyBa ynoTpebara Ha BAKCHMHATA B TAKHBA CIIYYaM,
[Ipn xbpMeHe — HE Ca OTIMCAaHU B [IPAKTHKATA CTPAHHYHH BL3ACHCTBHA HA NEKAPCTBEHUA NPOAYKT.

4.7 EdexkTH BBpPXY cnocobHocTTa 32 iodHpaHe B paboTa ¢ MAIIHHNA

He noenuaea cnocobnocTra 3a mwogupane ¥ pabora c MalllHHK.

4.8 Hexenau JeKapCTBEHH peaKIlHH




anJID}KBHHETﬂ Ha BaKCHHaTa MOXE Ja CE€ CBINPOBOXKAa OT MECTHH H od1m PCaKlHA Ha OpraHu3Ma.
MecTHHTE peakliHH CC U3Pa3ABaT B HE3HAUHUTCNHO 3A4YCPBABAHE H JICKA 00J1xa Ha MACTOTO Ha

HHXKeKTHpaHe Ha BakCHHaTa. 3a Aa € HaMallM MECTHOTO Apa3HeHe oT aacopbeHTa ce npenopbusa
CMAHA Ha UIJ1aTa, C KOATO e H3TerNIeH NPoAYKTa OT aMmynata. Ofumara peakuus MoXe J1a ce NPOSBH C

NMOBHIIABAHE HA TenecHara TeMnepatypa a0 37,5°C. Teau ctpaHHUHH eeKTH ca Obp3onpexXoaHH (3a
24 no 48 yaca).

4.9 Hpeaosupane

HsaMa cpobutenns 3a cimy4au Ha Npeo3dpaHe.

S. GAPMAKOJIOTHYHH CBOHRCTBA
5.1 DapmMakoaAHHAMHYHH CBOHCTBA

dapMakoTepanesTHyHa rpyna: ATC kox: JOTBX 00
Baxcuna. Hzepaxcoane wna cneyuguven umyrnumem cpewy eupyca wa Kpumckama xemopazuura

mpecka (KXT).

B Hamu npoy4YBaHMA € YCTAHOBEHO, 4€ CIIJ BTOpara Jo3a OT BaKCHHATA CE€ AOCTHIA 3allUTEH
HMYHHTeT, Npeanaspailt ot 3abonaBanero Konro-KpuMcka xeMoparuiHa Tpecka.

52 (PapMAKOKHHETHYHH CBOlicTBa

Cnen annukauMaTa Ha BAKCHHATA AHTHIEHBT MOCTHIBA B KPbRTA U UPE3 HEA 0 HMYHHATA CHCTEMA Ha
OpraHu3Ma, KoATO pearupa ¢ aHTHTANO-00pasyBaHe. YacT ot obpazyBaHHTE aHTHTENIa C€ CRBP3BAT ¢

AHTHIE€HA, KOETO A0BEXKAA 10 HETOBOTO HEYTPAITHIHPaHeE.
[lpennaznavyena e 3a nuua Hajx 16 roguuina BL3pacT

5.3 IlpeaxknHHUYHH RAHHH 38 6&30NACHOCT

He npunoxumo

6. OAPMAUEBTHYHHU JAHHH
6.1 CnuchLkK HA NTOMOIHMTE BelllecTBA

ANyMHHHEB XHAPOKCH
Hatpuen xuaporeH kapboHaTt
Hatpues xnopun

Boaa 3a nHxekuuu — 10 | mli

Moxe aa uMa cneau ot TodpaMuLinH.
HobageHo ¢ MEHONOBO YEPBEHO, KATO HHAMKATOP.

6.2 HecbBMECTHMOCTH
BakcuHata cpemyy KXT ne Tps6Ba Aa ce npunara eJHOBPEMEHHO CbC cneludryeH y-rnod !
apyru BakcuHM. M304rea ce npunaraneTo Ha BAKCHHATA NPH JieYeHHe ¢ aHTHOHOTHLH g_bf"r 7

.

KOPTHKOCTEPOHIHM NpenapaTH. //f S /

6.3 Cpox Ha roasoct



24 (nBaaeceT H METHPH) MECELa OT 1aTaTa Ha NPOU3BOJCTRO.

Jla He ce ynoTpebsBa BakCHHa ¢ M3TEKBNI CPOK Ha IOJAHOCT, ¢ MPOMEHEH BLHIUEH BHI W LAJIOCT Ha
aMnynata! HopManHuaT BpHILEH BM/1 HA BAKCHHATA € XKBJITA A0 YEPBEHHKABO-OpaHXEBa HagyTacuHa
TEYHOCT # Oene3HukaBa YyTalika, KOATO Cle]l paskiallaHe ce€ XOMOTEHM3Hpa A0 XOMOTEHHa
onanecunpalia cycneHsus, 6e3 arperupaiy HaCTHLH, € XKBIT J0 YepReHHKABO-OPAHXKER LBAT.

6.4 CnenHaJHH yCIOBHR HA ChXPaHEHHE

Ha He ce 3aMpa3sapa

Ha ce cbxpaussa ot 2°C o 8°C.

CobxpaHsBaiiTe B KapToHEeHaTa ONAKOBRKA 34 J1a ¢ NMPEANnasy OT CBET/IHHA H Biara.

Jla ce cbXpaHsiBa Ha MACTO, HEJOCTLITHO 34 Jena.

6.5 Bua M cLALPXKAHHE HA ONAKOBKATA

Amnymu o 1 ml (cThivto I-BB XMAPOAMTHYEH KJIAC) B KAPTOHEHA KyTHA, o | uau 50 6pos.

He BcHuUKH BUQOBE ONIAKOBKH MoraT Aa 6paar nycHatH B npoaaxba.

6.6 ChnennaanM nNpeanasHN MepKH PR HIXBLPJsSHe H pabora

HaMa cneuanHy H3NCKBaHUA.

7. IIPHTEXATEJI HA PAZPEILEHHETO 3A YIIOTPEBA
BYJI BHO - HU3IIB EAJ}
oyn.”Auko Cakb3or” Ne 26, Codua 1504
Ten: ++359 2 944 61 91
e-mail: bulbio@bulbio.com

8. HOMEP(A) HA PASPENIEHHETO 3A YIIOTPEBA

Perncrpannonex Ne 20010452

9. JATA HA ITBPBO PAZPEIIABAHE/NIOJHOBSIBAHE HA PAZPEIIEHHETO 3A
YIIOTPEBA

Jlata Ha mepBo paspewuasane: 09.05.2001 r.
Jlata Ha nocnenqHo noaHosasaHe:12.10.2011 r.

10, JATA HA AKTYAJIN3HUPAHE HA TEKCTA:

09.2025 r.




