KPATKA XAPAKTEPHC
1. HME HA JEKAPCTBEHHA OPOAVKT
ABAKCHM 160U 3a pn3pactau 0,5 ml mmaexnuonna

AVAXIM 160U adult 0.5 ml suspension for injection
HmkeKknHonHa cycnen3ns/ suspension for injection

 FAThIRVTENRA ATERLS NO SEKAPSTBATA
%
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Adcopbupana eaxcuna cpewy xenamum A, HBOKIMUEUPaHT

Hepatitis A vaccine (inactivated, adsorbed)

2. KAYECTBEH U KOJINUECTBEH CHCTAB

Enna no3a (0,5 ml) caappaxa:
Xenatur A supyc, mam' GBM (HuakTusnpan’)

.............................

! kynrusupan BBEpXYy MRC-5 qoBemKkH JUNIOHIHH KNEeTKH
* ancopbupan BEpXY anyMuHHeB XuApokch, xyaparupan (0,3 Mmuwmrpama APY)
* EU (ELISA emmmuun). B oTcheTBHETO Ha MEKAYHAPOAHA CTaHAAPTH3NpaHa pedepeHLs,

ChABPHAHHETO Ha AHTHIEH € U3PA3EHO, KATO € H3NO/I3BAHA BETPEIUHA pehepeHImA.

[lomMowHH BewmecTBa ¢ H3BECTHO AeiiCTRHE:
EraHon, 6e3sosieH. .. ......... 2.5 MuKponuTpa
OeHHNAIAHMH. .. ............... 10 Mukporpama

3a IB/IHAA CIIHCHK HA TIOMOILHKTE BEINECTRA BHKTE TOUKE 6, 1.

3. JEKAPCTBEHA ®OPMA

Hkexumonna cycensua p IpeJBapHTETHO BAITHIHEHA CNPHHLOBKA.
AncopGHpaHa BakcyHa Cpellly XeNaTHT A, HHAKTHBHpaHa TIPECTARIABA MBTHA ¥ Ga CyclieH3us.

4. KIHHHYHH JAHHA

4.1 TepaneBTHuHE NOKA3aHHN
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Ta3u pakcuna e nokazana 3a aKTHEHA HMYHH3ALHA cpely MH(EKLMA, MPUMHHEHA 0T BHpYca Ha
XEMATUT A NpH IOHOLIK HARLPITMIM 16 roaumHa BBE3PACT H TIPH Bb3PACTHH.

IlpenasasieTo Ha BUPyca Ha XenaTuT A 0GMKHOBEHO Ce OCBLIECTEABA Hpe3 KOHCYMHpAHE Ha
KOHTAMHHHpaHa BOJA WIH XpaHa. B cnyuali Ha KOHTAKT che 3apaseH ¢ BAPYCA Ha XeNaTHT A, ThTAT Ha
npenaBane Ha uageKuusITa OGHKHOBEHO € (ekanHo-opaneH.

Joka3aHH Ca CHIIO BE3MOKHOCTH 3a IPEIABAHE YPE3 KPBE HIH CEKCYalHH KONTaKTH (OpaJlHO-aHaNeH

Ha4YHH).

TpusioskeHHeTO Ha Ta3H BakcHHa Tpa6aa fa Gbe HANPABEHO CHIMACHO OHIMANHATE NPENOPHKH.

4.2 [lo3HpoBKa H HAYNE HA IPBEICKEAHE

EOBII poBKa:

I[lpenopsuuTennara jo3a 3a muua HaBBPIIWIK 16 rogumHa Bn3pact € 0,5 ml.

H'BPBPFIHa 3alllMTa Cé MoMy4Yara clel €1Ha eAHHCTBEHA HHKCKIHA,

1

é‘é’;




3a na ce NOMY4H MO-ILArOBPEMEHHA 3ALIUTA CPEIILY HMHDEeKIMH NPHYHHABAHM OT BHPYCa Ha XenaTur
A, IPH IOHOIIH HABBPUINIH 16 roguuHa BB3pAacT H NPH B3PAcTHH TpabBa aa ce NPWIORKH BTopa A03a
(6ycrep) 3a npeanovnTane Mexty 6 n 12 Mecena cnen IBPBATA BAKCHHALNS KATO CPOKET OH MOrsa 1a
e YIBIDKH JI0 36 Mecelia criell bpBaTa f03a (B, Touka 5.1).

Texymy npenopekH He NOAKpensaT HEOGXOMUMOCTTA OT AOITBIHATENHA Oycrep-ao3a npy
HMYHOKOMNETCHTHH JIH1IA, KOMTO Ca NOMYYHIIH ITBPBOHAYANHATA BAKCHHALIHA B JBE NO3H.

Tazu BakcHHa MOKe CBINO Taxa Aa 6bae NPUTOKEHA, KATO BTOpa (Oycrep) nosa npu BaKcHHaLHA
CPeLly XelaTHT A [IPH JIMLA HABBPITIIH 16 ronmuya BE3pAcT, KOHTO ca TIOMIYYHIIH Apyra
HHAKTHBUDAHA XEMATHT A BaKCHHA, KAaTO IbPBA HIDKEKLMS (MOHOBANIEHTHA HUTH B PAMKHTE Ha
KOMOHHMPaHa BAKCHHA CPEIy KOPEMEH TH( M XeraTuT A) MexIy 6 u 36 Meceua no-pato.

Haunn 93 nprajoxkenne

T xaT0 BaKcymaTa e ancopbupana, ce Npenopy4Yea 1a 651¢ npHnaraHa MHTPAMYCKYITHO (im.), 3a fja
CE HAMaIIAT MECTHUTE PEaKLMH.

IIpenopbuATeNHOTO MACTO 32 MEKEKTHPAHE € B AeNTOMAHATA 06/1acT.

Ilo H3KTFOYCHHE, BAKCHHATA MOXKE 14 CE HHKEKTHPA IMOAKOKHO NPK NaljHeHTH, cTpaaailld oT
TpOMﬁOD,HTOHeHH}I HJH OPH DALHEHTH ¢ PHCK OT XeMoparus.

Baxkcruata ne TpaGRa fa ce npunara B ceqaNHIIAKS MYCKYJI TIOpai paziH4yHHs pasMep Ha MacTHa
TBKaH B Ta3H 001acT, KOMTO MOKe aa oBene A0 npomsHa Ha e(peKTHBHOCTTA Ha BakckHaTa.lla He ce
HIKEKTHPA BETPSCHIORO: 1a C¢ IIPOBEPH AANM HIJIaTa HE NIPOHHKEA B KPBBOHOCEH CB/.

Jla He ce HHKEKTHPA HHTPAEePMAITHO.
BinxTe TOMKa 6.6 OTHOCHO MHCTPYKIIMK 32 MOATOTOBKA.
43 INlporHBONOKA3ZAHMS

CBpLXUyBCTBHTEHOCT KBM BKTHEHOTO BEIECTBO HTH KBM HAKOE OT IOMGIIHHTE BEIIECTBA HIH KbM
HEOMHIIHH (KOHTO MOXe 212 IPHCHCTEA BbB BCSKA J032, KATO GlIEIH, NOPaIH K3N0JI3BAHETO MY 110
BPEME Ha MPOH3BOACTBOTO),

CB]}’LX‘IYBCTBHTCJ]HOCT ClIe] NPEAHINHO MIDKeKTHPaHe Ha BaKCHHAaTa,

Bakcuuatuara TpaGea 1a GuAe OTiIORKEHa PH NALUHEHTH C TEXKO ocTpo ¢ebpuiHo 3abonaBane.
4.4 Cnenmaimn Dpexynpexienny u DpeANa3aH MePKH NpH yooTpeda

Hpocneaamoct
3a 1a ce nofoGpH npocieaMMocTTa Ha GHOTOTHYHITE JIEKAPCTBEHH NPOAYKTH, HMETO W MapTHIHHAT
HOMED Ha NMPHIOKEHHS NPOAYKT TpaOBa ACHO [a ce 3armmcear.

KaxTo nips BCHYKM MIKEKLHONHY BakcHR, Ce NPENOPHYBA 12 MMA NOAXONAI0 MEAHIIMHACKO EUeHHE
H HabJtoNieHne B CTyvali Ha aHaQUIAKTHYHA PeaKiMs Ce/ NPHNOKEHAE HA BAKCHHATA.

ABAKCHM 160U tpaGea aa ce mpmiara camo ot NieKap HIH MEIHLIMHCKH CIIEHANIACT, 00yYeH J1a
NpHIATa BAKCHHH.

ABAKCHM 160U e e npoy4BsaH npu NaLMeNTH ¢ HAMAJEH MMYHHTET.

HMyHOCYHpecHBHO neveHte WM MMyHONE(PULIHTHA CHCTOAHMA MOTAT Na TIpe3R
Ha HMYHHMA OTTOBOP KBM BAKCHHATA.

IpenopsYBa ce 2a ce OTNOKH BAKCHHAUHATA 0 KPast Ha NEYCHHETO WiH Ja e
edexr.




Brnpeku ToBa, Ha imua ¢ xponusen uMyHoReHUET, kaTo HIV nHdekis, ce npenoprusa
BaKCHHAIHA, BRNPEKH Y€ AHTHTAIO-OTIOBOPET MOXE 42 6b€ OrpaHrueH,

Topanm uHKyGanHoOHHEST NepHO Ha XenaTHT A, undeKinsTa MOXe Ija CBINECTBYBA 11O BPEME Ha
BaKCHHAlMATE, HO MOXKe Aa Obae He3CHMITTOME].,

EdextsT 0T npunoxenneto na ABAKCUM 160U B Kpas Ha HHKYOalHOHHMA NepHo Ha XenaTuTt A
He € JOKYMEeHTHpaH.

B 1037 ciyuaii, BakcuHanmaTa Moxe na HIMa e)eKT BBpPXY Pa3BUTHETO HA XENaTuT A.

Twii kaTo He ca M3BLPLIEHN H3CNEABAHNS C TA2M BAKCHHA HA nua, 6oreaysani OT YePHOAPOSHH
sabonaeanns, ynorpeGara Ha BakcHHaTa Np# TAX TpsOBa BHUMATENHO /ia ce OGMAICIIH,

Kakro npu BcHUKH BAKCHHH, BAKCHHAIIMATE MOMKE Aa He I0BEAS /10 3alUTEH OTIOBOP NPH HAKOH
BaKCHHHPAaHH.

Bakcuuara He npennassa or UHQEKLKA, IPHIMHENa OT BHpyca Ha Xenatut B, xenarut C, xenaTur E,
HIIR APYTH H3BECTHH YCPHOIPOCHH MATOTEHH.

ABAKCHM 160U ChIbpKA eTaHomn, deHHIANaHHH, KaTWi 1 HaTpHii,

ABAKCHM 160U cbampxa 2 mg ankoxon (eranon) BB Besika 703 ot 0,5 ml. MankoTo koudecTeo
4KOXO/1 B TO3H JICKAPCTBEH NMPOYKT HAMA /12 MMA 3a6eesinMu eexTn.

ABAKCHM 160U cnappoxa 10 MHKpOrpama (heHHnaNaHiH BBE BCAKA A03a ot 0,5 ml, exBHBANEHTHH
Ha 0,17 mukporpama/kg 2a uoBek ¢ Tero 60 kg. GenunananunsT MOKe f1a € BpeneH 3a X0pa ¢
(eHnIKeTOHYpHIA, PAAKO reReTHYHO 3abonaBake, pH Koeto ce HaTpynBa denunananuy, THi KaTo He
MO3Ke Aa e OTCTpaHsBa HOPMANHO OT TAJIOTO.

ABAKCHM 160U coampoica no-manko or 1 mmol kamii (39 mg) w vatprii (23 mg) Ha A03a, KOETO Ha
TIPAKTHKA 03HA4ABA, Y€ HE CHABKA KATHH H HE ChIbka HATPHI.

4.5 Baammoneiicreae ¢ Apyrn JIeKAPCTBEAN NPOAYKTH H APYTH GOpME Ha B3aBMOAeiicTBHE

BakcuHaTa MOZKeE 1a C¢ NPII0XKH €IHOBPCMEHHO ¢ HM}'HOI‘J]DGYJTHHH, KaTO €€ H3NOQJI3BAaT 8¢
PAa3THYHH HHKEKITHOHHM MECTa, Crenenra Ha CEPONPOTEKIHA HE ce IpoMeHsA, HO THTEPET Ha
AHTHTEMATZ MOXKE Ja e NO-HHCBK, B CPABHEHHE C TOZH CAen CaMOCTOATEIHO NPHITGKCHHAE HA
BaKCcHHAaTAa.

Koraro ce cunra 3a neobxomumo CAHOBpEeMEeRHG npuitoxeHue, ABAKCHM 160U ue tps6sa aa ce
CMECEa C NPYTH BAKCHHH B €1HA H CHILA CIPHHUOBKA; NPYTH BAKCHHH Tpa6Ba 1a ce NpHiaraT Ha
Pa3TMIHH MECTa, ¢ Pa3/IHYHKA CIPHHIIOBKH H MITIH.

Hsama n3pectnu 3anmoneiicrens ¢ JAPYTH IeKapcTBeHY NpoaykTH. Thil kato BakcuHarTa e
HHAKTUBHPAHA, €AHOBPEMEHHOTO H IIPHIOXKEHNE C Apyra/n HHAKTHBHPAHH BAKCHHM, Ha Pa3iHYHA
HHKEKUHOHHH MECTa, MO [IPaBHIIO He BOAH 0 B3aHMOAEHCTRI MEXIy OTACITHATE BAKCHHH,

Bakcunara mosxe fa 6bae npuioskena COHOBPEMEHHO, HO HA PA3IMYHH HEDKEKLIMOHHHA MECTA, ¢
To3axapuiHa BakcuHa cpenty kopemen Thip (Typhim Vi) u 6e3 na ce TIPOMEHA HMYHHHA OTFOBOP
KBM OTACITHHTS aHTHTCHH.

Tasu BakcHHa MOXe Ja Ce MOCTaBK CAHOBPEMEHHO, HO Ha PAIHYHE MECTA, C XKHBa BAKCHHA Cpelly
HKBITA TPECKA.

Baxcuuara Moxe 112 ce m3monsea, karo GycTep n03a NpH JTMA, BAKCHHUPAHH TTBPBOHAYATHO C apyra
HHAaKTHBUpaHA BAKCHHA CPEILY XEMATHT A.

Cunkon (npunank) Moxe aa HacThOH CIICA Wik A0PH IIPeM BCSKA BAKCHHALMA, 0COBEHO mpu
fOHOIIIH, KaTO NCHXOTeHHA PeaKIlid KbM HEDKEKTHPAHETO ¢ Hrila. Toif Moke Jia ce CHIpoB
HAKOIIKO HEBPOIOrMYEH NPH3HAXA KATO MPEXOAHO CMYIEHHE Ha 3peHHETO, mapecTes
KJIOHHYHH JIRMAKEHHA Ha KPAHHHIHMTE MO BpeMe Ha Bh3CTAHOBABAHETO, Baykno e Ja
NpOLEAYPH 32 U3GArBaHEe HA HAPAHABAHE BCICICTBHE Ha TIPHIIATBLMTE.

4.6 ®epraamrer, Gpemennocr n KLpMeHe



Bpemennoct

Hsama nocratsuno nanuu 3a ynoTpebara Ha BAKCHHATa CpelLy XenaTut A (MHAKTUBHpaHa) Npu
OpeMeHHH KeHu.

[IpoyuBanusTa npu )HBOTHH He ca yOeIUTENIHH N0 OTHOLLEHHE HA BIMSHHETO BbpXY OpeMeHHOCTTa,
eMOpPHOHANHOTO H (eranHoTO pazBuTHe, P2XKIAHETO HITH MOCTHATATHOTO pa3BuTHe. [loTeHuManuusT

PHCK IIpH XOpa HE € U3BECTEH

ABAKCHM 160U ge TpabBa Ja ce M3no3Ba no BpeMe Ha OpeMeHHOCT, OCBEH aKo HAMA 10Ka3aHa
HeobxoauMocT, Gasupana Ha NpeLeHKa MoJ3a/pHck.

Kupmene
Bb3mosxHO e Tasu BakchHa na 6b1e TpHJaraHa 1o BpemMe Ha KbpPMeHe.
4.7 Edexrn Bbpxy cnocobrocrTa 32 modupane u pabora ¢ MAIIHHA

Hsima npoBeaenu npoyusanus oTHOCHO edekTn BBPXY cniocoGHOCTTa 3a modupane 1 paboTa ¢
MAllHHH.

4.8  Hexenanu jleKapcTBeHH peaKnn

O6obenue Ha npoduna Ha 6e3onacHoCT

B KknMHMYHM M3NMTBaHMs, HexenaHMTe Peakuun OOHKHOBEHH ca GHIM JIEKH M OrpaHHYeHH 10

ITBPBHUTE IHH Clie] BaKCHHHpPAHE, ChC CIIOHTAHHO Bb3CTaHOBsABaHE.

Peakiuu CJIE€A NMpHIOKEHHE Ha 6yc1‘ep J03a ca QoKIaaBaHH No-psAiKO B CPaBHEHHE C TE3H clien

nbpBaTa /103a.

Ipu nuua cepononoskurennu 3a xenarur A BHpyc, ABAKCHUM 160U ce nonacs no6pe, kakto u npu

CEPOHETATHBHMUTE JIMLIA.

TabnuyeH cnucwk Ha HEXEIaHHUTE peaKLiHH

HBHHHT‘C 3a HEXKeEaHUTe PCaKLKH Ca NOJYYEHH OT KIIHHHYHH NpOY4YBaHHA H NMMOCTMAPKETHHIOB OIHT

B CBETOBEH Malao.

B PaMKHTE Ha BCEKH CHCTEMO-0praHeH Kiiac, HeKeJaHuTe PEAKLMH Ca OLEHEeHH ChbIJIACHO yecrorara,
Haii-yecTuTe PCaKLHH ITbPBH, KATO C€ H3IOJI3BA CJienHaTa KOHBELIMS:

MHoro gectu (>1/10)

Yectu (>1/100 mo <1/10)

Heuectn (=1/1 000 no <1/100)

Penxu (>1/10 000 mo <1/1 000)

MHoro penku (<1/10 000)

C Hemu3sBecTHa yecTOTa (OT HANMYHKTE IaHHK He MOJKe /12 6ble HanpaBeHa OLEHKa):
HEMENAHNTE PeakLIMH ca 0KIa/IBaHH NPH KOMEPCHATHOTO H3No/3Bane Ha ABAKCUM 160U
Bb3 OCHOBA Ha CTIOHTaHHO ¢hobwaBane. Toil KaTo Te3u peaKLnH ca I0KJIaIBaHH 100POBOITHO

OT NOoInyJaalus ¢ HEU3BECTEH pa3Mep, He € Bb3MOXKHA JIOCT OBEpHAa OLICHKA Ha TAXHATa 4eCTOoTa.

Hexenana peakuns
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Hexenana peakuns YecrTora
I'narobonue Yectn
Basoarasien cunkon B OTrOBOP KbM HHXKEKTHPAHETO C HeusBecTHa yecToTa
Tacmpounmecmuannu napywenun : =
I'anene Yectu
[Toepbiane Yectu
Hamanen anerur Yectu

HapHs Yectu
Ab10oMuHanHa 6onka Yectn
Hapywenus na koxcama u nooxoscnama nroxan B o
Yprukapus C HeM3BecTHa yecToTa
OO6pHBH, CBBP3aHK WK HECBBP3aHH C MPYPHTYC C Heu3BecTHa yecToTa
Hapywenus na myckyno-cxenemnama cucmena u S
Cvedunumennama mokan X7
Muanrus Yectu
Aptpanrus Yectn
O0wu napywenun u cocmonnun na MACmoOmMo na =i

UnONCeHUE ' 3 S

AcTtenns MHoro yectu
Jleka TeMneparypa Yectn
Jleka Goska Ha MAcTOTO Ha HHKEKTHpaHe MHoro yectH
Epurema Ha MacToTo Ha HHXKEKTHpaHe Heuectn
YIUIbTHEHHE HA MACTOTO Ha HHXEKTHpaHe Pesiku
H3cnedsanun e oSt
[Tosuinenne Ha TpancamunasuTe (nexo u o6patumo) [ Penxu

Crobmagane Ha noxo3upann nexenranu peakuun

CrobiasaneTo Ha nono3upanm Hexenanu PeaKlHH crieql pa3peluaBaHe 3a ynotrpeGa Ha JleKapcTBEHHS
NpOAYKT € BaxkHO. ToBa nossonsea na NIPOABIKH HaOJIIOIEHHETO HA CHOTHOIIEHHETO nos3a/puck 3a
JICKAPCTBEHHA NPOAYKT. OT MEAMUMHCKHTE CTIELHANHCTH Ce H3UCKBA 1a cpo0OInaBaT Besika
MO1031paHa HeKeNlaHa peakLMs Ype3 HALIHOHAIHA CHCTeMa 3a chobluaBaHe:

Usnbnuutenna aresuus no JieKapcTBara

yn. .. Jlamau Ipyes” Ne 8

1303 Codus

Ten.: +35 928903417

yebcaiiT: www.bda.bg

4.9 Ilpenosmpane

Hoknansauu ca uakonko Cilyau Ha npeaosupane ¢ ABAKCHUM 160U , 6e3 cnieunduunn Hexenanu
peaku1n.

5. ®APMAKOJIOTHYHH CBOMCTBA

5.1 ®apmakoaHHAMHYAM cRolicTBA

®dapmakoTepaneBTHuHa rpyna: Bupycha Bakcuna, ATC kon JO7BC02

Tasn Bakcuna e nonyuena or BHPYC Ha X€MaTHT A, Ky/ITHBHPaH, NIPEYHCTEH H Clie]
HHAKTHBHMpPaH ¢ hopmanaexm.

Ocurypsia uMyHHTET cpeiny Bupyca Ha xenaTur A 4pe3 HHAYKLHSA Ha aHTHTeNa, ui
BHCOK OT TO3H Ha aHTHTeNaTa, KOMTO Ca MONyYeHH CJle] IACHBHA MUMYHM3aLus C |



AHTHTenNaTa ce NoABABAT CKOPO cnex NbpBAaTa HHXCKLUHA W 14 THH cnel BAKCHHHHALMATE, MOBEYE OT
90% or uMyHOKOMTIeTEHTHUTe MHLE ca cepo3alUTeHH (TUTBp Hax 20 mIU/ml).

Emun Mecent crien mmbpeara mikexups noara 100% ot JIHLATA MMAT TUTLP HA AHTHTENATa Hajl
20 m]U/ml.

HmyHHuTeTET MOXE Na ce 3ana3u o 36-ua mecew,

I1pu npoyusane Ha 103 37paBH J0GPOROIIINA, YHSTO CEPOJIOTHS € NOC/IEAABAHA B NPONBITKEHUE Ha

3 roamuu cen TbpBaTa Hinkeknus ¢ ABAKCHUM 160U, 99% ca 6uiM Bee OIlE C THTBP Ha AHTHTENA
Cpelty BHpyca Ha XenaTHT A Hak-Manko 20 mIU/m) Ha 36-us mecen,

HMyuureTsT ce 3acunea or BTOpa (6ycrep) HIDKeKLHS,

Awnrocpodnara ycTo#uHBOCT Ha 3a1HTHY HiEBa Ha aHTHTENA CPelly BHpYCa Ha XENaTHT A clien
Bropara (Gyctep) a03a na ABAKCHM 160U NIOHACTOALIEM He € yCTaHOBeHa. Brnpekn Toa,
HANUIHATE JaHHH NOKA3BAT, Y€ aHTHTENA CPellly XenaTHT A NEPCHCTHPAT oBeve oT 10 roguHy cnexn
sTOpa (Gycrep) nosa npu 3apaBu xopa.

5.2 ®DapmakokHHeTHuUHE cBoiicTBa

He e npunoxamo.

5.3 Ipeaxiunnyunn 3apan 3a GezonacHoct

HexmununuTe nannn ve noxasear ocofen PHCK 3a Xopata Ha 6a3aTa Ha KOHBEHLIMOHAIHK
TPOYHBAHHA 32 0CTPa TOKCHYHOCT, TOKCHUHOCT NPH MHOTOKPATHO TIpHIarase, TOKaNHa MOHOCHMMOCT H
CBPBXYYBCTBHTENIHOCT.

6. PAPMAIEBTHYHH JAHHH
6.1 CusBcok na MOMOIANTE BEIIeCTEA

2-DeHokcHeTanon

eTaHon, Se3pogen

topmangexun

cpena Hanks 199* 6e3 denosnoso YEpBEHO

BOJA 32 HIDKEKLIMH

nonucopbar §0

XTOPOBONIOPONHA KHCENHMHA KM HATPHEB XHAPOKCH]L 32 KOPEKIHS Ha pH

*Cpena Hanks 199 e kommrexcHa cmec or AMHHOKHCEHHH (BKIIOYHTENTHO eHIIATAINH),
MHHEPATHH COJIH, BHTAMHHH H APYTH KOMNOHEHTH

6.2 HecnBMecTHMOCTR

Hopaan nunca va uscnensanus 3a CBBMECTHMOCT, TA3H BAKCHHA He TPAGBa fia ce cMecea ¢ ApyTh
NeKapCTBEHH NPOMYKTH.

6.3 Cpox na rogmocr
3 ropanu

64 Cnenmanmm ycnosus ma ChXpaHeHHE




Ha ce cbxpansBa B Ximanuwinnk (Mexcy 2°C u 8°C),

Ha He ce 3ampasaba.

AKO € 3aMpa3eHa, BakCHHATA TPsOBa 1a ce H3XBEBPIIH.

Aa ce ChXpaHdBa B OPUIrHHANHATA ONAKOBKA, 33 1A CE Opeanasy oT CBETAHHA.

6.5 BuaBchALpKAHEE HA ONAKOBKATA

0,5 ml cycnensus B npenpapuTento namsnEesa CNIPHHLOBKA (CTHKIO THI 1) Cbe 3anyinanka Ha
6yranoro (xnopobyTin wix 6poMobyTHI) ¢ MpHKpenena uria | NpeAnazuTen Ha uraata (oT
CCTECTBEH kay'yK WK nojuusonpen). Onakoska ¢ 1 cipuHioBka.

He Beraku BuaoBe onakoBku Morar na 6snar IYCHATH B npofaxda

6.6 Cnenmajaun npennaszan MEPKH IPH HIXBLPJasSHe

Pasknarere nipenn nikextupane, gokaro ce NOJTY4YH XOMOTeHHa CYCIIeH3HI.

3a cipunnoBKH Ge3 NpHKpeneHa uria, OTACIHATA MIJIa TpAOBa Ja Ce [IOCTABM [LTETHO KbM
CMNPHHIIOBKATA, 3aBBPTaiKH 5 HA €HA YETBLPT.

Bakcunata Tps6Ba fa ce npoBepH BU3YANHO Mpe/H MIPRIOKEHHE, 32 12 ce TOTEBP/IH OTCHCTBHETO Ha
YYHN YACTHLM,

Bcexu Hemsnonssan nponykr wiu otnagsyen MaTepHa Tpabpa a ce M3XBBLPIM B CHOTBETCTBHE ¢
MECTHHTE H3HCKBAHHA.

7. TPHTEXATEJ HA PA3PEIIEHMETO 3A YIIOTPEEA

Sancfi Pasteur

14 Espace Henry Vallée

69007 Lyon

PDpasnus

8. HOMEP(A) HA PASPEIUEHHETO 3A YHOTPEBA

9800052

9. JATA HAITLPBO PASPENIABAHE/TIOJHOBABAHE HA PAZPEIIEHHETO 3A
YIIOTPEBA

Jlara Ha mepBo paspemabane: 20.2.1998 r.
Hata Ha nocneano nogHoasane: 18.04.2008 r.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

30 Cenrremepn 2021




