KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. HME HA JEKAPCTBEHUSA IPOIYKT

HMHAKTHUBHPAHA BAKCHHA IMTPOTUB KPUMCKA XEMOPATMYHA TPECKA
HIBKEKI[MOHHA CYCHEH3HA
ANTI-CHF VACCINE suspension for injection

2, KAYECTBEH ¥ KOIMYECTBEH ChCTAB

Enna no3a BakcuHa (1 ml) ceabpxa:
¢ AKTHBHO BELIECTRO:

HMuakTuBupan antured Ha Bupyca Ha KXT (wam V 42/81) - turep B PCK 21:32
3a IMbJIHKA CHMCHK Ha MOMOLIHKTE BELISCTBa BHXTE TouKa 6.1,

3. JIEKAPCTBEHA ®OPMA MATTLAHUTENHA ATEHUMS 110 JIEKAPCTBATA |

HKeKUMOHHA CYCTIeH3HS . e Xapaxmepucmwiw wegyima lpunoxshue 1
Kom Pez. Ne 7‘““’/&7}72
Paapeuwerue Ne

4. WIHHUIHM JIAHHH somame . E 50T 17-0- 013

Bakcunara ce npunara ot 1974 r. LOgobperye Me ... S, ]

4.1 Hoxazanus

BakcuHarta e npeaHa3HaueHa 3a npe/nasBaHe oT 3apasiBade ¢ BUpyca Ha KXT wa guua Haa 16
FOJHLIHA BB3PacT.

[lpunara ce npodunakTHYHO Ha HaceJeHMETO (C MPHOPHUTET 3a CHAEMHYHWTE PaHOHH), PAHHYHH
BOHCKH, TOPCKH H CEJICKOCTOMAHCKH paboTHULM, 3ApaBHH pabOTHHLH, €KCIIEHIMH OT apX€OJIO3H,
r€0JI03H H APYTH. |

4.2 J103HPOBKa H HAMHH HA NPAJIOKEHHE

Jlo3HpoBKa
ITBPBHYHA HMYHH3AITHA — Hssbpuira ce ¢ ape Wmwkekumu nmo 1 ml (egua go3a) ¢
uHrepsan 30 — 45 gum.
PEHMYHH3AI[HA — U3BbpiiiBa ce 1Mo eaHa HHxKekug no | ml (eana no3a) ¢ yHTEpBan |
roJHHA CJ1€] TbPBATa AIUIMKALMs W ¢/ICA TORA Npe3 S roJHHH.

Camo 3a nookosicHo npunosrcenue!

Bakcunama e mpabea 0a ce npuiraza unmMpagero3Ino!

Ha4yuH Ha OpracKeHHEe
HMmMyHHU3amMsITa 3aM04Ba cie npernes or jexap.
- BakcHHaTa ce M3MoJi3yBa CaMO B CpOKa HAa rOAHOCT W TIPH 3ana3eHa LANOCT Ha amImylata
HOPMAaJieH BRHIIIEH BHA HA BakCHHaTa. HopManHMAT BHHILEH BH/ Ha BAKCHHZATA € XKBJTa N0

C€ XOMOTEHH3HPA JI0 XOMOTE€HHa ONAJIECLIMPALIA CYCnieH3us 0e3 gphewp:
JI0 YepBEHMKABO-OpaHKkeB LBAT. [Ipu oTBapsaHeTO Ha ammynaTa A e¥hxXcifiig
BCMYKH HEOOXO0AMMH U3NCKBAHHY 33 aHTHCEIITHKA. FaXiph




- Ilpy vMMyHH2alMd Ha nMIA C MOBHUINEHA AaJIEPrHYHA YYBCTBHTEIHOCT, CAHOBPEMEHHO C
UMYHH3ALHATA CE€ HA3HAYaBaT ¥ aHTUXHCTAMHHOBH ITpenapary, 1o NpeLEeHKa Ha JCKaps.

4.3 IlporHBONOKA3AHMS

C8pbxuyscmeumennocmn KoM aKkmusHomo 8eiecmer 1Al KM HAKOE OM ROMOUHUME deldecmaa,
uzbpoenu 8 mourka 6.1

>

VVVYVYYV

OcTpH UHPEKUHO3HH 3a00IBaHNS, BKIIOUHTEIHO B MEPpHOIa HA pekoHBanecuexnus, 30 aHu cien
KJIMHHYHUTE CHMTITOMM;

DeOpUTHH CBCTOSHHA,

AxtHBHA opMa Ha TYOepKYNIO3a;

JlekoMIIeHCUpaH CHpACYEH OPOK;

HnabeT, THPEOTOKCHKO3a H HanOBOpeYHa HEAOCTAaTHEYHOCT B CTAMH Ha ACKOMIICHCALIHS,

OcTps Bb3nanuTenHu 3abonssanus Ha IIHC — MeuuHruTy, eHuedannty, MEHHHrOEHUEC(PanHTH.

IIpebonedysanrume om KXT auya ne noonedxcam na umyHu3aquui.

4.4 CpoeuHaJHA NpeaynpeKIeHHA H IPeINA3HH MePKH NPH ynoTpeda

»

»

»

>
>

XPOHHYHH WIH aKTHBHH X€NaTUTH W YEPHOAPOOHA LMpO3a.

Cien piau3aHe B KIHHHYHA H GHOXMMHYHA PEMHMCHSI UMYHHU3alIMa Ce pa3pellaBa cie/l
KOHCYJITALMA C NPpOQUIHPpaH CELHANHCT.

Octpu rnoMepynoHehpuTH.

Hmynusanuure ce otnarar no 6" mecen cites1 030paBIBaHETO.

HedpoTuueHn cHBrApOM.

HmyHusauuuTe ce omiaraT 10 CIMPaHe HA KOPTHKOCTEPOUAHOTO JIEUEHHE.

Aneprus:

" Jleud ¢ Npgka GaMiIIHa OOpeMEHEHOCT 3a aleprus (PoAMTeNTH, APYTH Acla B CEMEWCTBOTO) Jad

C€ UMYHH3HPAT 10 3alliHuTa Ha IPOTHBOANICPTHYHH CPEACTBA,

® [IpOTHBOINOKAa3aHHA 3a HMYHH3aLHA Ca AaHAMHECTHYHH JIaHHH 34 110K, €/ICM Ha KBHHKE H APYTH

TEXKHU ANCPrHYHY PCAKLIMH CIPAMO aliepreHi, ChAbPKaLIH C€ BbB BAKCHHHTE,
ABTOWMYHHH 3a00N9BaHHA.

CBpPBbXYYBCTBUTCIHOCT KbM AKTHBHOTO BEIECTBO MM HAKOE OT IMOMOIIHHTE BEUIECTBA WIIM
Tobpamuunn

4.5 BiaaMoaeiicTBHE ¢ APYrH JeKAPCTBEHW MPOXYKTH H APYrH GOPMR HA B3aHMOOeiicTBHe

BakcuHara cpeity KXT He TpsOea na ce npuwiara e JHOBPEMEHHO CbC CTIERM(PHUCH Y—TI0DYIHH WA
APYrH BakCHHW. WMz0area ce npwiaraHeTo Ha BaKCHHATA IIPY JiEYEHHE ¢ AHTHOHOTHIM H
KOPTHKOCTEPOUIHH TIPENAPAaTH.

4.6

PepTHAHTET, OPEMEHHOCT H KLPMeHe

He ca npaseHH cnieupa/iiy H3cneABaAHUA 33 €BEHTYAIHO TEPATOreHHO ACHCTBHE HA JIEKAPCTBCHHA
MPOIYKT NpH OPEMEHHOCT, 3a TOBA He Ce NpeopLYBa yroTpedara Ha BAKCHHATa B TAKHBA CITyYaH.
[IpH KbpMeEHe — He ca ONMCAHH B MPaKTHKATa CTPAaHHYHH BB3AeHCTBHSA HAa NEKAPCTBEHUA NPOIYKT.

4.7 EdeKkTH BBpXy cnocoOHoCTTA 32 opHpaHe H paboTa ¢ MAIIHHA

He noenusaBa cnocobHocTTa 3a modupane u pabora ¢ MalllUHH.
4.8 Hexenann jleKkapcTBeHH PEAKIHH

[IpunoxenHeTo Ha BAKCHHATA MOJKE Ja ¢€ CHIIPOBOMKAA OT MECTHH H O0II
MecTHHUTE peakuini ce U3pa3gBaT B HE3HAYHTEIHO 3auepBABaHE H Jieka 60
HHOKEKTUPAHE HA BaAKCHHATA. 3a 14 ¢€ HaMaJId MECTHOTO Apa3HeHe OT aic
CMsHA Ha HI71aTa, ¢ KOATO € M3TerViEH Npo/yKTa OT amnyaara. Obiuara pea
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NOBHIABAHE Ha TeJlecHaTa TeMneparypa J0 37,5°C. Tezu ctpaHHuHu edeKxTH ca OBP30NPEXOAHH (3a
24 no 48 4vaca).

4.9 Ilpenosupane

Hsama cro01ienus 3a cmyyan Ha npego3MpaHe.

5. @®APMAKOJIOTHYHH CBOMCTBA
5.1 dapmMakoAHHAMMUYHH CBOHCTBA
QapmakoTtepaneeTiida rpyna: ATC kox: JOTBX 00
Baxcuna. Msepancoane na cneyuuuen umynumem cpewyy supyca Ha Kpumckama Xemopacuyna
mpecka (KXT).

B HaiuM npoy4saHus € YCTAHOBEHO, Y€ Clie/l BTOpaTa 03a OT BaKCHHATA ¢ JOCTHIa 3alliMTeH
MMYHUTET, Npeanaspal ot 3abosasaneTo KoHro-Kprumcka xemoparyusa Tpecka.
5.2 @apMakOKHHETHYHH CBONCTBA
Crnen annukauusaTa Ha BAKCHHATA aHTHIEHBT MOCTHIIBA B KPBBTA H Upe3 Hes A0 UMyHHATa CHCTEMa Ha
OpraHu3Ma, KOATO pearHpa ¢ aHTHTANo-oOpa3yraHe. HacT oT odpasyBaHHTEe aHTHTEIA CE CBBP3BaAT ¢
AHTHICHA, KOCTO AOBEHK A A0 HEMOBOTO HEYTPATH3UPAHE.
I[IpennaznaveHa ¢ 3a jyaua Haa 16 roauimHa pb3pacr

3.3 IIpeaAxNHHH4HH NaHHH 32 Ge30MACHOCT

He npunoxkumo

6. PAPMAILIEBTHYHH JAHHHA

6.1 Chnucbk HA DTOMOUIHHTE BeILECTBA

e  ANYMHHHEB XHAPOKCH]

¢ Harpuer xuaporen kapboHar
e Harpues xnopHa

¢ Boga 3a vHxkekuun — go 1 ml

Moske aa uMa ciieid oT TobpaMHLIHH.
HobaseHo e DEeHOIIOBO YEPREHO KATO HHAMKATOP.

6.2 HecbhBMecTHMOCTH

Bakcunara cpeuty KXT He TpaOBa aa ce npuiara eqHOBpEMEHHO CbC cnielii(puueH y—T1o0yIHH WIH
Apyrd BakCHHH. M30arBa ce npinaraHeTo Ha BAKCHHATA IIPH JICYEHHE ¢ aHTUOUOTHUH H
KOPTHKOCTEPOUAHH TIperapaTH.

6.3 Cpok na rogHoct

24 (nBafeceT W YSTHPH) Mecella OT JaTaTa Ha NMpPOU3BOACTBO ! Y
Ja He ce ynoTpeOsBa BaKCHHA ¢ W3TEKBJ CPOK HA I'OAHOCT, ¢ NMpOMEHEH/ BigUIICH-RIT) L- OCT Ha
amrynara! HopMalnHHAT BLHLIEH BHA HA BAKCHHATA € XHJITA OO YepBe / QA ogipueBNIZIYTacHa
TEYHOCT M Oene3Hukasa yTadka, KOATO CNeA pa3KiallaHe ce XoMBe m; v 30 XE@uoreHHa
OnaNecUMpania CycrieH3ns 63 arperupaty YaCTHUH € XKBIT 10 YepBeHIKIBQ-UPamKes{ipe i j’,

A
6.4 CrhnenunajinH yC.JI0BHA HA ChXpaHeHHE z - \-;Qf



Ja He ce 3ampazsapa !

Ha ce cexpansea ot 2°C go 8°C.

ChbxpaHaBafiTe B KapTOHEHaTa ONAKOBKA 3a JIa ¢ Ipe/ria3t OT CBeTIMHA M BJIara.
Jla ce cxpaHiaBa Ha MACTO HEAOCTBITHO 3a Jclia.

6.5 BHA M chABpKaAHHE HA ONIAKOBKATA

Ammynu mo | ml (crekino tun I) B KapTonena KyTHs, no 1 wiu 50 6pos.

He BCcHyKi BHAOBE ONAKOBKH MOraT Aa OnaaT NyCcHaTH B Ipoyaxba.

6.6 CneunaaHn npeanasHH MepKH NPH K3XBBbPJIsAHE H padoTa

Hama cnerHatHy U3MCKBAHHA.

7. IIPHTEXKATEJ HA PAZPEILEHHETO 3A YIIOTPEBA
BYJI BHO - HIBIIb EOO/J
Codua 1504, 6yn.” fAnko Cakb3os™ Ne 26 Ten: 9 446 999

*%359 2 944 61 91
*¥*359 2943 3075

e-mail: bulbio@bulbio.com
8. HOMEP(A) HA PASPEILIEHHETO 3A YIIOTPEBA

Peruncrpanunonen Ne 20010452

0. JATA HA ITBPBO PAZPEINIABAHE/MIOTHOBABAHE HA PASPEILEHHETO 3A
YINOTPEEBA

Hata sa mepeo paspemaBane: 09.05.2001 r.

Hara Ha nocaeaHo noaHopaeaHe:12.10.2011 r.

10. JATA HA AKTYAJIM3BHUPAHE HA TEKCTA:

06.2023 r.




