Loo 6P 78
£ 305 15 -10- 200

ABAKCHUM 80U 3a neua 0,5 ml uHKeKIHOHHA CYCIIEH3HHA
AVAXIM 80U Pediatric 0.5 ml suspension for injection

JIucroBka: Undopmanus 3a norpedure/ s

A/ZlIcopOHpaHa BAKCHHA Cpelly XeNnaTHT A, HHAKTHBHPAaHA
(Hepatitis A vaccine (inactivated, adsorbed))

[TpoueTeTe BHHMATEIHO USJIATA JHCTOBKA, MPEAH /1a H3MO/A3BaTe TA3H BAKCHHA, Thil KATO

TS Ch/AbpPAKa BaKHa 32 Bac nndgopmanus.

- 3anaseTre Ta3u JMCTOBKA. MoOke /1a ce HaJloXKH /J1a g rpoveTeTe OTHOBO.

- AKO UMare HAKAKBH JOMBbJIHHTEIHH BBIIPOCH, NonuTaiite Bawms nekap uiau gapmauesT.

- Ta3u BakcuHa € npeanucada JJMyHo Ha Bawero nere. He s npeorcrbnBaiite Ha JApyru
Xopa.

- AKO NOJIy4HTEe HSIKAKBH HEXKEJaH! peaklnu, yBejoMere Baiuus iekap uian (papMaliesT.
ToBa BKJIIOYBA M BCHYKH Bb3MOKHHM HEKEJIAHHU PeaKlMH, HEOMUCAHU B Ta3H JIMCTOBKA.
Buxre TOouka 4.

KakBo CbAbpPAa TA3H JIHCTOBRKA

Kakso npencrasnssa ABAKCHUM 80U 3a zietia 1 3a KakBO ce H3I10J13Ba
KakBo TpsioBa na 3Haere, npeau jaa n3noiaszsare ABAKCHUM 80U 3a nena
Kak na n3nonszsare ABAKCHUM 80U 3a neua

Bb3MOKHH HEXKEIaHU peaKiin

Kak na cbxpansiBate ABAKCHUM 80U 3a neua

ChabpkaHHe HA OMAaKoOBKaTa W AOMbJHUTEIHA HHpOpMALLHS

R

1. Kakso npeacraBiasiBa ABAKCHUM 80U 3a nena u 3a KakBO ce H3M0J/13Ba
ABAKCHWM 80U 3a neua € BakcHHa.
BakcHHHUTE ce M3IM0JI3BaT 3a 3aluTa cpelly HH(PEKUHO3HH 3a00/sBaH s,

Ta3u BakcHHa rmomara 3a 3ammrara Ha Baiwero nete, Ha Bb3pact ot 12 meceua /10 15 roauiHa
BB3PACT, BKJIIOYHTEIHO, cpellly HH(EKIHS MpUYHHEHA OT BUpYCa Ha XenaTHT A.

Undekunsra ¢ xenatut A ce npHuHHsBa OT BUPYC, KOHTO aTakyBa YepHHs npoo.

Moske J1a ce npe/iaBa uype3 XpaHa HJiH HalnuTKH, ChAbpiKallll BHPYCa, HO ChIIO TaKa MOJKe Jla ce
Pa3npoOCTPaHH Ype3 KOHTAKT ChC 3apa3eHH Xxopa, OOHKHOBEHO 110 (hekaaHO-OpalieH MbT
(3aMBbPCEHH € M3IPAKHEHHS pblle). Bb3MOKHOCTTA 3a npe/laBaHe Mo KPbBEH NbT HIIH Ype3
CeKCyaJleH KOHTAKT (OpaJIHO-aHAJIeH CEKC) ChILO € JIOKa3aHa.

[ loxkbaTIBaHE HA KOKaTa (}I{'bﬂTﬁHllLlﬂ) H 001110 HEPA3IMToOJIOZKECHHE Cca HacT OT CHMITTOMHTEC.

Korarto nereto Bu H(‘lﬂ} YU HHKCKLIMS C ABAI{CHM 80U 3a neua, ectecTBeHHUTE 3alll ’:Eﬁﬂ Luﬂ;{
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Ta3u BakcHHa TpAOBa Ka Ce H3NO0J3Ba ChINACHO O(PUIHAIHUTE IPENIOPBKH.

2. Kakpo TpsiOBa 12 3Haete, npeau ga Hinonssate ABAKCHUM 80U 3a neua

Hukora se u3nomaseaiite ABAKCHUM 80U 3a aena:

e Akxo geteTo By ¢ anepruuso (CBpbXUYBCTBUTEIHO) KbM AKTHBHOTO BELIIECTBO HIIM KBM
HsKOs OT octaHanuTe cbeTaBkn HA ABAKCHM 80U 3a neua (u3bpoeHu B Touka 6).

e Ako IeteTo Bu € aneprudHo (CBPbX4YYBCTBHTEIHO) KbM HEOMHIHH (AHTHOHOTHK,
H3TIO3BAH 34 MPOM3BOACTBOTO HAa BAKCHHATA, KOWTO MOXe Ja NPHCHCTBA B HESl B MAJIKH
KOJIHYECTBA).

e Akxo gereto Bu e anepruuno (cBpsXuyBCTBUTENHO) KbM ABAKCHM 80U 3a zneua.

s Axo Baureto nere e 60/1HO, ¢ BUCOKA TEMIIEpATyPa, BAKCUHUPAHETO TPAOBa Aa C€ OTAOXKH
110 Bb3CTAHOBSIBAHETO.

O61bpHeTe cneLraaTHo BHUMaHHe pH ynoTtpedara Ha ABAKCHUM 80U 3a aena:

. Axo aereto By uMa orcnabeHa HMyHHA CHCTEMA NTOPAJIH:
- KOPTHKOCTEPOHIH, UIHTOCTATHLIH, TbUEIEeYEHHE HIH APYTH JCUCHHs, KOUTO MOTaT 1a
OTCHA0AT HMYHHATA cHCTeMa. Bammsar nekap Moxe [a u34aka Kpasl Ha JTeUCHHETO.
- HIV nnpekius (40BelKH KMYHOASPHIUUTEH BUPYC) WIH BCSIKO APYTO ChCTOSIHHE, KOETO
oTcNtabBa HMYHHaTa cucteMa. [IpemopbUMTENHO €, Aa C& MPHAOKH BAKCUHATA, BBIIPEKH
ye 3all{TaTa MOXe Aa He ObAe TONKOoBa A00pa, KONKOTO NPH JIMLUA ¢ HOPMAaJHAa HMYHHA

CUCTEMA.
* Ako Batueto nere uma yepHoaApoOHO 3abonsABaHE.
. Axo Bameto nete HMa XeMOoHUIHA UNY € JIECHO [MONATINBO Ha OOpa3yBaHe HA CHHUHH

WU KbPBEHE.
Moxe 1a ce noiay4ar npunaabiy (OCHOBHO IIPH KOHOLUK) C/IeA HIH JOPH NPEAH BCIKO
uHxekTHpaHe. [Topaan Tazd npuyudHa yBeAoMeTe Batius nexap M MeIULMHCKA cecTpa, ako

Bue unu BallleTo aeTe CT€ npunagany npH MpeirilHo MOCTaBAHE Ha UHKECKLIMS.

Tasu BakcyHa HAMa Ja npeanasys BalleTo AeTe OT APYrH BUPYCH, KOUTO aTaKkyBaT YepHHs Apod
(kato xenatut B, xenatut C unu xenatut E).

Axo Bauero nete Beue nMa xXenatuT A, korato ce npanara ABAKCHM 80U 3a neua,
BaKCHHAUHUATA MOXKe Aa He pabOTH MPaBHIIHO.

Bakcunara He MOXe Ja 10Beae 10 HHPEKIUH, CPELLy KOMTO 3alUTaBa.

KakTo npH BCHYKH BaKCHHH, HE BCekH, kKoiTo npHeMe ABAKCHUM 80U 3a neua we Obpae cbe
CHTYPHOCT 3aLLHTEH OT HHPEKUHS C XENATUT A.

Hpyrn nekaperea 1 ABAKCHUM 80U 3a gena:

MUMYyHHUAT OTTOBOP KbM BaKCHHATA MOXE Aa ObIe HaMaleH NMpH UHMYHOCYNIPECHBHO JIEUSHHE.




Ta3u BakcHHa CBHLIO TAKA MOXKE Ja C€ NPHJIAra no €aHo U Cblo BpEME C BaKCHHA, KOATO
3alMTaBa cpelry MopOH;In, 3ayluKa U pydeona.

Bcuyky nmkekuun tpadsa 1a 0b0aT HanpaBeHH Ha pa3sNHYHH MECTa HA HHXKEKTHPAHE, T.€. B
Apyra 4acT Ha TAI0TO, KATO Apyra pbKa WM ApYr Kpak, H BAKCHHHTE He TpsAOBa /1a ce CMECBAT B
¢HA U ChLIA CIIPHHLIOBKA.

Ta3u BaKCHHA MOXeE A2 ce NPUJIara eTHOBPEMEHHO ¢ HMYHOrNIO0y THHH (AHTUTENA, MONYYEHH OT
napeHaTa KpbB), HO Ha JiBe pa3fIiiHN MECTA HA UHXKEKTUPAHE.

ABAKCHM 80U 3a ageiia Moxke Ia HE paboTH TOJIKOBa A00pe, ako CE nmpuara 1o €HO U ChILO
BpeMe ¢ UMYHOr106yauHd. Beiipeku ToBa obaye € BEpoATHO, AeTeTO BH Ja e 3aIuTeHo cpely
HHGDEKLMA C XEMaTHT A.

Ta3u BakcHHa MOXE Ja e U3M10J13Ba KaTo OycTep MpH MALHeHTH, KOUTO ca MOMYYHITH IbpBaTa
BaKCHHALIKA C IpYyTra HHAKTHBHpPAHA BAKCHHA OT XENaTHT A.

HudopMupaiite Bamusa nekap und papMaueBT, ako AeTeTo By npueMa, HACKOpo € npHeMao
HJTH € BE3MOXCHO [a MIpUeMe IPYTH JIEKapCTBa, BKIOYUTENHO H TAKHBA, OTMYCKaHH 0€3 peuenTa.

bpemeHHOCT, KbpMeHe H epTHANTET

ABAKCHM 80U 3a neua He TpadbBa 1a ce H3M0JA3Ba 10 BpeMe Ha OPEMEHHOCT, C H3KJIIOUYEHHE Ha
CIIy4YauTe Ha BUCOK PHCK OT 3apa3siBaHe, No NPEnopbuKa Ha Baluus Jekap.

YnoTtpebara Ha Ta3nm BaKCHHA € Bb3MOXKHA MO BPEME Ha KbPMEHE.

Axo cre OpeMeHHa UK KbPMHUTE, CMSTATE, Y€ MOXE Ja CTe OpeMEHHA WM NNa’upaTe
OpeMeHHOCT, nochBeTBaliTe ce ¢ Bamms nexap. To# wie npeleHy Jany BaKCHHaNuATa TpadBa a
ce OTJIOKH.

[ToTbpcere chBeTa Ha Bailus nexap unu dapMaueBT npeau ynorpebara Ha KaKbBTO U J1a €
JleKapCTBEeH MPOAYKT.

ABAKCHM 80U 3a gena cLaABLpKAa €TAHOJ, (PeHUNANAHHH, KAJHI, HATPHIi, moaucopOaT 80
(E 433) u npoansx
e ABAKCHM 80U 3a geua csabpxka 10 mukporpama peHUNANaHHH BbB BCAKA
no03a ot 0,5 ml, konrto otrosapat Ha 0,17 Mmukporpama/kg 3a yosek ¢ terao 60 kg.
DenunanaHMHBT MOXE Ja € BPEAEH, aKko UMaTe (PEHUAKETOHYPHSA, PAAKO
reHeTHYHO 3a00nsBaHe, MPU KOETO Ce HATPpYyNRa QEHUNIATAHUH, Thil KaTO HE MOXE
Na ¢e OTCTpAaHsBa HOPMAJIHO OT TAJIOTO.

e ABAKCHM 80U 3a neuia chanpxka 2 mg ankoxon (eTaHol) BbB BCsika A03a ot 0,5 ml.
KoandectBoTo B 1 1032 OT JieKapCTBEHUA NPOAYKT € EKBUBAJIIEHTHO HA [1O-MaNKO OT
0,1 ml 6upa unu 0,1 ml BuHO. MankoTO KOIMHECTBO AIKOX0J B TO3H JIEKAPCTBEH
NPOAYKT HAMA Ja HMa 3abenekuMn edeKTH.

e ABAKCHM 80U 3a pena ceabpka mo-manko or | mmol kanwi (39 mg) n HaTphi

(23 mg) Ha no3a, KOETO Ha MpAKTHKA 03HAYaBa, Y€ HE ChbAbpKa KaJuid U HE CbABpPKa
HaTpui. 72




e ABAKCHUM 80U 3a neua crabpxa 0,21 mg nonucopbar 80 (E 433) BB BCsika 1032 OT
0,5 ml. [TonucopGarite MOrar A2 NPHYMHAT ANCPTHYHH PeaKiHH. TpsaOBa na KaKeTe Ha
Baiuus nexap, ako Bue unn Baiero aeTe UMaTe yCTAHOBCHH allCpTiu.

e ABAKCHM 80U 3a neua coabpxa 0,018 mg nponuH BbB Beska 1032 0T 0,5 ml. ITponux
Moxke Na b/l BpeaeH 3a NalHEHTH ¢ XHIEPIPOTHHeMHS, PARKO reHETHIHO HapyIUCHHS,
[Py KOETO B OPraHK3Ma Ce HaTpynBa MpoiuH. Axo Bue uny Bawero aete nmarte
XUMEPIPOTNHEMHS, HE H3MON3BalTe TOBA JIEKAPCTBO, OCBEH AKO BaiuusT nexap ro e
pernops4a.

lllopupane u paGora ¢ MAIIHHH

MaJiKo BEPOSTHO € Ta3M BAKCHHA 14 0Ka3Ba e(eKT BhpXY crrocobHoCTTa 3a modupane U paborac
MAILIMHH,

3. Kak aa m3nomsate ABAKCHM 80U 3a neua

EOSHQDBK&

BakcHHATA L€ ¢€ MPUNATra OT JIeKap WK MeJHIHHCKH CIEUHATUCT, 00Y4eH B U3NON3BAHETO Ha
BAKCHHH W MIOATOTBEH [a Ce CIPaBy C BCAKA TeXKa anepruyHa peakiinsd KbM WHKEKUHATA.

[TbpBHYHATAE HMYHH3ALHS CE CBCTOH OT €{HA 1032 BAKCHHA OT 0,5 ml, moctaseHa
UHTPAMYCKYJHO.

[Ipr mpexod OT BHCOKA KbM CpefiHa EeHJIEMHYHOCT € HabsoaaBaHo, ve cjel MpHaaraHeTo Ha
enuapdyHa no3a or ABAKCHM 80U 3a npeua, yvyacTBaliuTe JMLUA BCC OINE IIOKa3pat
3aJOBOJIUTENEH OTFOBOP CpElly XemaTuT A A0 7 roAuHW cleA MbPBOHA4AIHATA BakCHHALWA,
KOETO € B ChoTBeTcTBHE ¢ penopbkute Ha C30.

Isnrorpaina 3al{Ta

AKO ce HyXJaeTe OT AbJIOCPOUYHA 3alllNTa CPELLy XEMaTHT A, MOXe Ja Ce HyXKJaeTre OT BTOpa
71033 B 3BHCHMOCT OT OpULHANHATE [penopbKH. ToBa ce HapH4a OyCTep HHXEKUHS.

o Ta3u BTOpa HHXEKUUA TPAGBa a ce MOCTABH MEXIy 6 Mecena u 15 roguHu cnex MbpBarta Jo3a
BaKCHHA.

» ABAKCHUM 80U 3a neua Moxe 1a ce npunara karo 6ycrep, axo Bue unu Bawero nere cre
MONYMHAH pa3NIHYyHa BAKCHHA CPelly XeNaTHT A 3a MhpBaTa CH 1032.

HanuuyHuTte nanHu ot BakcuHapus ¢ ABAKCHUM 80U 3a neua nokassar, ue HE € HeoOXoInMa
JOTbIHHTENHA OyCTepHAa BAKCHHALIMSA NPH HMYHOKOMIIETEHTHH JTHLA CEJl TbPBOHAYANICH KypC
HAa BAKCHHALIMA C OBE HO3H, KOETO € B ChbOTBETCTBHE ¢ HACTOALLMTE NPECNOPBKH.

Hauuy Ha OpUIOKEHHE

ABAKCHM 80U 3a peua tpsabba ga ce npusiara B MycKyn (3a fa ce OrpaHnyar 10 MEHHMYM
JIOKaJHHTEe peaKkyMH), BbB BbHLIHATA FOpHA 4acT Ha pbKaTa.

i
Ako Bauleto gete nMa XeMO(UIIHs, WIH aKO € JIECHO NOJATIHBO Ha obpasyBase &mﬂ#ﬁm}iﬁ N
KbpBEHe, BAKCHHATa MOXe Ja Objle IPHIOKeHa N0 U3KITIOIEHHE MO KOXKaTa. T "3%

BaxcuHaTa HuKora He Tpsa0Ba Jia ce npusara B KpbBOHOCECH ChA.
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Baiuusar aeKkap HIH MeHLHHCKA cecTpa He TpsabBa Ja HHKEKTHPa B KOXaTa.
BakxcuHarta He TpsAOBa a ce npuiaara B CEJaTHLIETO.

JlexapsT HJIM MeMI{HHCKATa CECTPa LIe pa3sKiaTH CIPHHIOBKATa HENOCPEACTBEHO NpelH
MHEDKEKTHPAHeE, 3a 11a ¢€ yBepH, e TEYHOCTTA € Oene3nuKaBa H MbTHA, H HE ChIBPXA UyXKIH
YacTHIIM B Hesl.

Axo cTe nponycHa/in aa nanon3sate ABAKCHUM 80U 3a nena
Bamuar nekap e peiliy Kora fa NpUiIokKU IponyCcHaTa 103a.
Ako cte cripean ynotpebata Ha ABAKCHM 80U 3a aena

AKO UMaTe HAKAKBU JOITLIHHTENHK BBIIPOCH, CBBP3aHM ¢ yiioTpebara Ha TOBa JICKApCTBO,
nonutaiite Baiuns nexkap unu gpapManent.

4. Bb3MOKHH HeXKeJIAHH peaKIHH

Karo npu BcHukd nekapctsa, ABAKCHM 80U 3a neua e Bb3MOXHO J1a Mpeiu3BUKA HEXKETaHH
pPeaKkiyii, BLIIPEKH Y€ HE BCEKH I'H NOJTyYaBa.

CepHO3HH aJIeprUyHH peaKlHH
BuHar# Morat fia ce NOsIBAT CEPHO3HHU aNeprH4yHH peakluH (aHapUNaKTHUHY PEaKLUH,
BKJAKOUYHTENHO 1IOK), BBIIPEKH Y€ €a MHOFO pEIKH.
Cerpkerte ce ¢ Bamus nekap Hay MEIULUUHCKH CIISLHANUCT He3a0aBHO UM NoceTeTe Hai-
ONU3KKMA LEHThD 3a CrelliHa NOMOLL BeAHara, ako Bue unu BaiueTto nete noayuure/nonyyu
anepruYH peakluH, KOWTO MOTaT 212 ca XXUBoTo3acTpalaBamy. OOHMKHOBEHO CHMIITOMHTE C€
MOABABAT HEMOCPEACTBECHO Clie HHXEKTHPAHETO H MOTaT J1a BKJIHOYBAT:

® 3aTpyJHEHO AMILIAaHE, MOCHHABAHE HAa €3MKa HINK YCTHHTE
3aMasHOCT (HHCKO KPBBHO HAMATAHE) U BE3MOXEH [TPUNIAABK
y4yecTeHO chplieOreHe u ¢1ad ny/ic, CTyAEHA KOXKa
NOAYBAaHE HA JIMLUETO HWIIH LINATA
cbpbex u KoxkeH oOpuB.

JApyru HexeJTaHH peakuuH

MHoro yecT# peaknuy (Co0u1apaHy oT noBeye ot | yosek Ha 10):
- bonka Ha MACTOTO HA UHXKXEKTHPAHE

- HepasnonoxeHue

- HeobGu4aeH naay

- [ naBodonue

YecTn peakiini (choOLIaBaHH OT no-Majiko ot 10 yoseka, HO noBeye oT eHH HoBek Ha 100):
- HamasieH aneTur

- PaznpazuuTtenHoct, 6€3CbHUE

- bonky B cTOMaxa, [UapHi, raaeHe, MoBpeIIaHe
- bonki B MyCKYJIUTE U CTABUTE




- JlokanHH peaklliH Ha MACTOTO HA MHXKEKTUPAHE 3a4EPBIBAHE, [MOAYBaHE HTH YIUTBTHEHIUE,
XEMATOM
- TemMnepatypa, ymMOpa, CbHAHBOCT

HeuectH (choOiIaBaHK 0T 0oO-Maiko oT 100 yoBeka, HO noseye oT eAHH Ha 1 000):
- O6pus cbe chpbex (ypTUKapHs)

C Hen3BeCTHa YecToTa (MecToTaTa He MOXKE Ja Obe oileHeHa OT HANUMYHHUTE JaHHH)
- Ilpunaneuy (KOHBYJICHH) ChC HJIM O€3 BHCOKA TEMIIEPATYPA.

- JTomyTh naMbHH BB3H

B penxu cny4au e ¢cho0111aBaHO 3a NPHNAABK B OTTOBOP KbM HHXEKTHPAHETO.

Bcuuky HexxellaHH peaklHy ¢a OUiH yMEPEHH H ca OMTH OrpaHH4edy B pAMKHTE Ha IILPBUTE
HAKONKO [HY CJie]] BAKCHHALIYATa, KaTO ca OT3BYYalld CIIOHTaHHO.

AKko Ha0moAaBaTe HeXeNaHH peaklik, HECTIOMEHATH B Ta3d JIMCTOBKA, HITH HEKETAHUTE
pEaKLIMH CTAaHAT CepHO3HH, HHopMmupaiite Bauing nexap unu ¢papmauesT.

ChobLIaBaHe HA HEKEIAHH PeakUuH

AKO IIONYYHTE HIKAKBH HEXEJIaHH JIEKAPCTBEHM peakuuu, yreaoMere Bawus nexap, gpapmauent
HJIH MEIULHHCKA cecTpa. ToBa BKJIKOYBA BCHUKH Bb3MOXKHHU HEOMHCAaHH B Ta3H JIUCTOBKA
HeXEJIaHU peakuny, MoxkeTe chlI0 a ChOOLIUTE HEXENAHH PEaKIIHH AHPEKTHO Ype3.
H3nbunHuTEeNIHA areHLUA 10 JIEKapCcTBaTa

ya. . Jlamsad I pyes” Ne 8

1303 Codus

Ten.: +35 928903417

yebcaiiT: www.bda.bg

Kato crobulaBaTe HeKeNaHH peakLHH, MOYKETE 1a aJETE CBOS PUHOC 3a [0JIyYaBaHe Ha
MoBeue MHPOPMALUT OTHOCHO O€30TIaCHOCTTA HA TOBA JIEKAPCTBO.

5. Kak 1a coxpanaBate ABAKCHM 80U 3a neua
Ia ce chxpaHsBa Ha MACTO, HEAOCTHLITHO 32 ACLlA.

He u3nonssafitc ABAKCHUM 80U 3a peua ciel cpoka Ha rolHOCT, OTOENA3aH BLpXY
KapTOHEHaTa ONaKkoBKa ¥ BbPXY €THKETa Ha CIpHHLOBKaTa, cnef “l'oaen 5o:”.

CpOK’bT Ha rOAHOCT C€ OTHACA 3a NNOCNCAHUA ACH OT NOCOYCHHA MCECCLL.

Ila ce cbXpaHsBa B XxAaauaHuk (Mexay 2°C u 8°C).

J1a He ce 3aMpa3sBa.

AKO BAKCHHATA € 3aMpaseHa Tpabsa 1a ce H3XBbPIIH.

CexpaHsBaiiTe B OpMIrHHAJIHATA ONTAKOBKA, 3a Aa C€ IpeanasH OT CBETJIMHA.

Ta3u BakcHHa He TpAOBa Aa ¢e H3MOeN3Ba B C/ly4aHd Ha HEOOHYAEeH LBAT UAH HaNHWYyHe Ha Yy KN

JAaCTHLH. R
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He n3xpbpasiiTe nekapcTsara B KaHAIM3alUATA UK B KOHTEHHEpa 34 AOMALIIHH OTNIAAbLH.
[Toruralite Baums ¢apMalieBT KaK 1a M3XBbPIATE JIeKapCTBaTa, KOHTO BEYE HE H3MON3BATE.
Te3u MEpPKH IIE CMTOMOTHAT 33 OnasBaHe Ha OKONIHATA cpefa.

6. CrabpikanHe Ha ONAKOBKATA H JONBJHHTENHA HHPOpMaLHA
Kaxso chanpka ABAKCHUM 80U 3a peua

AKTHBHOTO BeLIECTBO €:
Xenatut A Bupyc, wam' GBM (HHaKTHBHPAH?) .......cocoivieiiininnenn.. 80 EU°
3a go3a ot 0,5 ml

! xyntuBHpaH Bepxy MRC-5 4oBellikH AUMAOUAHH KNETKYU
2 ancopGupaH BLPXY aTyMHHHEB XUAPOKcHA, Xuapar (0,15 munurpama Al°*)
> AHTHT€HHH €AMHHUH, U3MEPERY YpE3 CTAHAAPT HA MPOU3BOAUTENS

QI!! IF'HTE CHCTABKH €a.

2- (heHOKCHETaHOIM, eTaHon Oe3soaeH, Gopmangexu, cpeaa Hanks 199* 6e3 penonoso yepseHo
(*KOMINNIEKCHA CMEC OT aMUHOKHCEIMHH (BKITHOUUTENHO (PEHUNANAHUH U [POIHH), MUHEPAIHY
COJIH, BUTAMHHHU H APYTH KOMIMOHEHTH, BKIIKOYKRTENHO KaluKil), BoAa 3a HHXXEKLRH,

nonucop6at 80 (E 433), xnoposoaopoaHa KHCEKHA H HATPUEB XHAPOKCH 3a Kopekuus Ha pH.

Kax narnexga ABAKCHM 80U 3a nena n KakBo ¢bAbpKa 0NAKOBKATA

Ta3u BakcHHa e noa ¢popMarTa Ha RHXEKLIMOHHA CYCIIEH3Hs B IPEABAPUTENHO HAITHIHEHA
cnipurauoBka (0,5 ml HHaKTHBHpaH BUPYC Ha xenatut A) ¢ unu 6e3 urna - ornakoska no 1.
He BcHukHW BHIOBE ONMaKOBKH MOrat Aa ObJaT MyCcHaTH B nNpoaaxoa.

BakcuHnarta cpeury xenatuT A (HHaKTUBYMpaHa) NpEACTaBisBa MbTHA, Oejle3HHKaBa CyClieH3u .
[MpurexaTes HA pa3pelleHHeTO 3a ynoTpeda H NPOH3IBOANTEN

[MpuTexkaTen Ha pa3peilieHHETO 32 ynorpeda
Sanofi Winthrop Industrie
82 avenue Raspail

94250 Gentilly
@paHuud

IIponsBoanTen
Sanofi Winthrop Industrie
1541 avenue Marcel Mérieux

69280 Marcy I’Etoile
QpaHiHA

Sanofi Winthrop Industrie

Voie de I’Institut - Parc Industriel d’Incarville
B.P 101

27100 Val de Reuil

QpanLns




Sanofi-Aventis Zrt. Bdg. DCS
Campona Utca 1. Budapest XXII

1225 Budapest
YHrapus

3a NOMBJIHUTEIHA HHQ)OPM&HHH OTHOCHO TOBA JIEKApCTBO, MOJIA, CBBEPXKETE CC € NNOKATHHA

NpeICTABUTEN Ha IIPUTEXATENS Ha pa3pellICHUETO 3a ynoTpeda:
Cyukc buodapma EOOJ, ren.: +359 2 4942 480

JlaTa Ha NOCJIeAHO NpepasrJexiaHe Ha JIHCTOBKATA cenTemMspH 2026 1.

[Tonpobxa uHdOpMalLIKs 32 TOBA IEKAPCTBO € NpefocTaBeHa Ha yebcaiita Ha MAJL

Iocouyenara 1o-4011Y HHd)OpM&U,HH € NpcAHa3Ha4YCHa CaMO 3a MCOIHLHHCKH CIICUHATHCTH.

Ta3n BakCHHA He Tpﬂﬁﬂa Ja € CMECBa € APYTH BAKCHHH B €1HA H Cblld CIIpDHHIIOBKA.




