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Enxepuxc B 20 muxporpama/l ml HHKEKIHOHHA CyCTIeH3H

Engerix B 20 micrograms/1 ml suspension for injectio 19 -02- 2024

Bakcuna cpenty xenarut B (p[THK), (ancopGupas @_% 7L 3«"" B

Hepatitis B (rDNA) vaccine (adsorbeg) ==

-

[pouereTe BHUMATEIHO HSJIATA JAMCTOBKA, IPENH A2 3aM04HeTe 12 H3moJi3BaTe Ta3u BAKCHHA,
Thil KaT0 TS CHABPKA BAXKHA 32 Bac nadopmanus.

e Jamazere Ta3W JACTOBKA. MOKe 1a CE HAIOXM Aa A [IPOYETETE OTHOBO.

2 AKO MMATE HAKAKBH JONBIHUTCIHA BBIIPOCH, nonuraiite Bamus neKap Win (apmarLIeBT.
" Tazyu BaKCHHA € IIPEANHcana JTHIHO Ha Bac. He s mpeoTCTHIBANTE Ha IPYTH xopa.
®

AKO TIOJIyYHTC HAKAKBH HejkeIaHM JIEKapCTBCHU pPeaKliyi, yBEAOMETE Bamniud JeKap WiH
¢dhapMaleBT. Topa BKJII0OYBA U BCUYKH BE3MOXHH HEe)KENaHH peaKiHiH, HEeOoNMCcaH! B Ta3u
MMCTOBKA. BHKTE TOYKA 4.

Kakgo chIbpia Ta3H JHCTOBKA

1.  Kaxso npenctaBisasa EHKEPHUKC B 20 muxporpama/l ml ¥ 3a KaKkBO €€ W3M0JI3B2

2 Kakgo Tpsa0Ba ja 3HacTE, NMpEJin 1a usmonspate Emkepukc B 20 mukporpama/l ml
3 Kak ce npriara Emkepukc B 20 mukporpama/l ml

4  Bp3MOXHH HEXEJIAHH PCAKIIHH

5 Kak na cpxpaHsaBaTe EHXKEPHKC B 20 muxporpama/l ml

6 ChabpKaHue Ha ONIAKOBKATa U TOIBITHATENHA HHQOpMALIA

1. Kakso npeacrapisiBa EHKEPHKC B 20 mukxporpama/l ml i 32 KaKBO €€ M310.13BA

Emxepukc B 20 mukporpama/1 ml e BaKCHHA, KOATO CC MRIIOJI3BA 3a Mpena3sane OT Xenarnt B
padexuus. T Moxe Ja IOMOTHE 1 34 npena3BaHe OT XCnaTuT D uHGEKIH.

Tasp BAKCHHA € 3a IPIIOXKEHIE TIPH BH3PAaCcTHH H FOHOMIY Ha BH3pAcT Ha ¥ Haj 16 TO/MHH. [Tpu
H3BBHPEHH 0OCTOATENCTBA MOXKE 13 CC MpHlara 11 TIpH fielia, ¥ FOHONIN Ha BB3pacT OT 11 no
15 roquu# (BX. TOUKa 3).

XenatuT B € HHPEKIMO3HO 2aGosiBaHe Ha depHUA Apo0, KOETO CC npU9IHHABA OT BHPYC. Hsaxou xopa
¥MAT BHPYyCa Ha XenaTut B B OpraHu3mMa Ci, HO He MOTaT Ja ¢€ U3YUCTAT OT HETO. Te morat aa
3apa3sBaT APYIrd Xopa v ce HapuHat HoCHTENH. 3a00ABaHETO CE PA3NPOCTPAHABA ype3 HaBIHM3aHE Ha
BHpYCa B TAJIOTO CJIE] KOHTAKT C TerecHUTE TEYHOCTH (HAK-4€CTO KpbB) Ha 3apa3cH 10BEK.

Axo MaiiKkaTa € HOCHTEN Ha BUPYCa, T MOXKE 1a IO rpesaje Ha AeTeTO CH NpH paxkaaHe. [1pyru
HAUMHHA HA 3apa3fgBaHe C BUPYCa OT HOCHTCH Ca IpH [1OJIOB KOHTAKT 0e3 mpeanasHy MCPKH, CITOZICIISIHE
Ha MEDKEKIIMOHHH HITIH HIH JIEYCHHE C MCIMIIMHCIKH MHCTPYMEHTH, KOMTO HE Ca IIPaBHITHO
CTEpIIN3HPAHH.

OCHOBHMTE PHU3HALM Ha 3200/ABaHETO C2 r1apoGOIHE, IOBUIEHA TEMIIEPaTypa, TancHe 5
MOBpBILAHE, KBITCHUIA (MOXBATABAHE HAa KOXKATA U 6s1aTa 9acT Ha OYMTE), HO MPH CPEAHO TPH HA
BCEKH J€CeT MAIMEHTa HAMa HUKAKBH [PU3HAIM 34 2a6osiBare. [Ipu 3apa3seHHUTE C XCIaThT B nuna
emuH OT Beekd 10 Bp3pacTHH ¥ 0 ACBET O1 ncexn 10 6eGera me cTaHaT HOCHTEIH Ha BHpYyCa U Ca
W3JI0JKCHH HA PHCK OT Pa3BUTHE HA CEPHUO3HO yepHOAPOOHO YBPEXKIAHE, & B HIKOM CJIyday M Ha paK Ha
gepHHs Jpoo.




Kax geiicrBa Emxepuxe B
Emkepuxc B ChABpikA MaJIKO KONMYECTBO OT ,,BHHIIHATA o6BHBKA” HA BUpYCa Ha XxenaruT B. Ta3m
_BhHIIHA 0OBHBKA” HE € MHGEKIMO3HA U He MOXe Jia By paszbonee.
s Koraro Bu ce npuiIoku BakCHHATA, TS D€ CTHMYJIHPa AIMyHHAaTa CHCTCMA Ha OpraHK3Ma Ja ce
NPHTOTBH 34 3alUTA OT Te3Y BHPYCH B OBJCIIE.

o FEmxkepukc B HaMa na Bu npeanasy, ako BEHE CTC 3apaseHH ¢ XeNatuT B Bupyc.
e Emxepukc B Moxe 1a Bu npennasu camo cpenty rHGbEKIHS C XeNaTHT B BHpYC.

2. Kaxso TpabBa na 3maeTe, OpeJH A3 H3N0/3BaTe KHKEPHKC B 20 makporpama/l ml

Emxepakc B 20 maxporpama/l ml ne TpsdBpa Ja ce npHiara:

e  aKO CTE aNePrydHH KbM aKTHBHATA CHCTABKA WIH KbM HAKOA OT OCTAHAIHTC CHCTABKH HA Ta3H
BaKcHHa (M30poeHH B TOUKa 6).

e  aKO MMATC BHCOKa TEMIIEpaTypa (Tpecka).

Emxepuxc B He Tpa6Ba Aa ce mpnara, ako HAKOE OT FOpernoCcouCHATE C& OTHACH J10 Bac/no Bamieto
aere. AKO HE CTE CUTYPHH B HElIO, roBopeTe ¢ Banius nexap win thapMaLIeBT HPEAH IPHICKCHHACTO
na Emxepukc B 20 mukporpama/1 ml. Mo, yBeniomere Bamms aekap Wi (hapManesT, aKo
Bue/BameTo neTe MMaTe HAKAKBH alepruy WIH aKo CTC HMAIH 3pPABOCIOBHN npobIeMH CIICT
IIPHIOKEHHE Ha BAKCHHA.

IIpeayupexneHns H NPeANasHH MEPKH

[opoperte ¢ Baimms nekap uiH ¢papMaleBT NPedH Aa H3N0I3BATE Emxepukc B 20 mukporpama’/l mi,

ako Bune/Bamero paere:

e CTC HAa QHANH3A MOPajH npobieM ¢ GEOpelMTe KM MMaTe 3ab0IABaHE, KOCTO MOXKE Ja CC OTpasH
Ha IMyHHaTa Bu cHcTeMa.
Jlexapst Moxe na npwiosxku Emkepuke B 20 muKporpama/ 1 ml m Ha Xopa, KOHTO Ca Ha AHAIN3a,
HMAaT JBJITOCPOYHH YepHOAPOoOHH MpodaeMH, HOCUTEIIH €A Ha XCIIATHT C wm ca HIV nNo3uTHBHH.
[IpruuHaTa 3a TOBA €, 9¢ XCNaTUT B undexuuATa MpH T€3H NAHECHTH MOXKE a € TEXKA. IloBeue
uH(OpMaIHs 3a Po0IeMH ¢ GB0penHTe U AMATH3a MOXE /la HAMEPHTE B TOUKA 3.

AKO HE CTE CHI'YPHH JaJId HAKOE OT TIOCOUYEHHUTE NI0-rope TBHPICHHNsA C& OTHACH JI0 Bac/no Banieto

jieTe, TOBOpeTe ¢ Bamius siekap npeay npuioxkenne Ha Emkepuke B.

[Tpuriagbk MOXe A2 HaCTHIM (OOHKHOBEHO IIPH IOHOIIH) cre/l WIH AOPH IIPE/H BCAKO HHXKCKTHPAHT C
uria. 3arosa HH(pOpMHpaTe TeKaps WIHM MEIMLHHCKATa CECTPa, ako CTC npuinagaii/aereTo Bu e

[IpHI1Iadano 1IpH IPCOAHIITHA HHXCKIINA.

[Toxo6HO Ha OCTAHANIMTE BaKCHHM, Erkepuxc B Moxe aa HE BH 3alIHTH HATIBIHO eEeKTHBHO OT
xenateT B. HaManes HMyHEH OTTOBOp CAE NPHIOKCHHE HAa BAKCHHATA MOXE 21a C€ NPENM3BHKA OT
peavia (aKTOpH KaTo CTapIecka BB3PacT, M0J, HaJHOPMEHO TErIo, TIOTIOHOIYIICHC 1 HAKOH
BITOTOMMIIHM CHITHTCTRAMM 3a60MIABaHA. AKO HIKOE OT [IOCOUCHHTE [10-TOpe C€ OTHACA /10 Bac/no
BameTo acte, BamuaT nekap Moxke Ja pertn Ha Bac/Ha Bamero nere na Obae HanpaBeHO KPBBHO
M3ciIeBane WiK 12 BY npunou JOMBIHUATENHA J03a EXDKEPHKC B, 3a 1a € CHI'YpPHO, 9¢ CT€
3aIIUTEHH.

Npyre nexapcrsa H Emkepuxc B 20 MEKporpamMa/l ml
Tps6Ba na kaxeTe Ha Bammisa nexap win ¢papManesT, ako IPHEMATE, HACKOPO CTE IPHEMAITH WM €
BH3MOXKHO Jia IPUEMATe IPYTH JICKapCTBa.




Emxepuxc B 20 Mukporpama/ 1 ml MOXKe Na ce IpHIAra eqHOBPEMEHHO C [IOBCHCTO OCTaHaJI1 PYTHHHH
BaKcHHA. BanmaT eKap 1ie c€ NOrPHKH BAKCHHUTE fia CC HEDKEKTHPAT TIOOTIEIHO M HA pas/IHIHH
MECTa OT TAJI0TO,

BpeMeHHOCT, KbpMeHe H (lepTAITHTET

. AKO cTe GpeMEHHa HIIH KBPMHTE, CMSATaTE, 1€ MOXKE d CTC GpeMeHHA HIM LIAHHPATE
6peMEHHOCT, OCHBETRaNTE ce ¢ Bamius Jiekap nit dbapMaieBT peaH ynorpebara Ha TOBa
IIEKapCcTBO.

[llogupane ¥ padoTa ¢ MAIIHHH
Manxko BepositHO € Emkepuke B na noBmae cocobrOCTTa B 3a modupane Kix paboTa ¢ MAIHHE.
Beupeku TOBa, HE MIOQHPAHTE H HE M3MO3BaiiTe MAIMHY, aKO HE C& TyBCTBATC nobpe.

Enxepukc B chbIbpaka HATPHH
Tasy BAKCHHA CHIBPXKA N0-Mayko oT 1 mmol marpuii (23 mg) Ha 7033, T.¢. MONKC JIa CC KaXKe, 9
MPAKTHIECKH HE ChABPXKA HATPHH.

3. Kax ce npuaara Emxepnxe B 20 muxporpama/l ml

Kak ce npanara Bamara BaKCHHA
BammsaT nexap me By nprioxy npenopsanTeaHaTa 1034 Emxepukc B.
Emxepukc B 20 muxporpama/l ml ce mpunara:
e KAaTO MHKEKIHA B MYCKyJna Ha paMOTO
e  KATO MEDKEKLHS 107 KOXKATA, aKO JISCHO [I0JTyJaBaTe CHHHHH HiH numarte mpobiem, CBbp3aH C
KbpPBECHE.
Emxepuxc B 20 Muxporpama/l ml me TPAGBA HUKOTa Ja c¢ IIpHJIara BEHO3HO.

KoJKko 0T BAKCHHATA Ce IpHjIara

I1le Bu O6baT MPHIOKEHH HAKOJIKO JO3H Esmxepukc B noa popMaTa HA HHMKCKITHH. Cnen 3apbpIIBAHE
HA Kypca OT MIDKSKIMH MOXE Jia 09aKBaTe JbIT0CpotHa 3amUTa cpelry xenaTut B.

[IpH BH3pACTHHE U IOHOMIY HA BH3PAcT HA W Hal 16 rommuu ce npunara Emkepukc B

20 mukporpaMa/] ml MHKEKITHOHHA CYCTICH3IUA.

HMa HAKONMKO CXEMH, IO KOKWTO MOXE Jia CC HAllpaBH saxcusaisaTa ¢ Emxepukc B. Bamuat AeKap e
uzbepe cxemarta, KOATO € HaH-TIOIXO/A1NA 33 Bac.

Cxema 1 — 32 BL3pacTHH HJI¥ 10HOWIA HA BL3PACT HA W HA/L 16 rogHHHA

[Tepea no3a: Aa H30paHa fara
Bropa fo3a: 1 Mecell cnefl mspBata 1033
Tpera mo3a: 6 Mecena ciac IbpBaTa A03a.

CxeMa 2 — 32 BL3PACTHH HJIH IOHOIIH Ha BL3PACT HA H HAA 16 ropuHN

[TxpBa go3a: Ha H30paHa farTa

Bropa no3a: 1 meceni cieq IspBaTa 1033
Tpera no3a: 2 Mecelia CIeh IbpBaTa 1034
YersbpTa A03a: 12 Mecena ¢iIe/ IbpsaTa A034.

. Tasu cxeMa Ha IPHIOKCHAE MOXKE JIa CE M3TNO0II3Ba H aKO ce BaKCHHMPATE TIOP
eKCIIO3MIMA Ha XenaTtuT B, ThH KaTo Taka e ¢e IMOCTHIHE 110-0bp3a 3a0IUTA.
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CxeMa 3 — caMo0 32 BL3PACTHH (HA BE3PACT HA H HAAA 18 ronnHaH)

Emkepuxe B 20 Mukporpama/l ml me Bu 654¢ NpHIOKEH 110 Task CXeMa caMo 11pH ocobeHu
00CTOSTENCTBA, HAPUMED aKo TpaOBa Aa MTYBAaTe BbB BUCOKO PHCKOBA oOnact B paMKKTE Ha ¢IHH
Mecell OT BAKCHHAIHATA.

ITxpBa go3a: Ha H30paHa Aara

Bropa no3a: 7 gHM clel IrbpBaTa 1032

Tpera no3a: 21 aum cnex wppBaTa 103a
YerpppTa 032 12 Mecena ciel mspeaTa 1034,

Cxema 4 — caMo 34 ela ¥ I0HOLIH Ha Bb3pacT ot 11 no 15 ropnHH

Ta3u cxeMa Ha IPHIOKEHHE C¢ W3TI0NI3Ba CaMO, KOraTo HE € CUTYPHO, ¢ Ha ACTETO B me 6n1e
npwiIoKeHa TpetaTta Ao3a. Msnomssa ce Emxepukc B 20 mukporpama/1 ml, Tei KaTo T8 OCHTYpsBa M0-
BHCOKO HMBO Ha 3ammuTa oT Ase 103y Emkepurc B 10 Mukporpama/0,5 ml.

[Ispra A03a; HA H30paHa Nata
Bropa mgo3a: 6 Mecella ciaen IbpBaTa 103a.

e Koraro ce M3MOJI3Ba TA3H CXEMa, MOKATO HE CE MOCTAaBH BTOpATa 103a 0T BAKCHHATA, MOXKE JIa HC CC
MOCTUTHE 3alHTa cpenry 3a001aBaHeTo. 3aTOBA Ta3H CXEMa TpsabBa Ja ce H3TNON3Ba CaMo IpH
YCIOBHE, 9€ € HAIHMIE OTHOCHTEIHO MATBK PHUCK OT XCTIATUT B uadekxuua no BpemMe Ha
BaKCHHAIMOHHMA KYPC ¥ MOXE JIa CE TapaHTHpa 3aBbPIIBAHE Ha JBYI030BI BAKCHHAIHOHCH

Kyp<.

MHOTO BRKHO € [a TOCCIIaBaTe JIcKapa 3a CISABAIMTE HEKCKIHH B IPCIIOPBIAHOTO BPEMC. AKo
MMATE BBLIPOCH MO OTHOIICHHE HA KOJIMICCTBOTO BAKCHHA, KOCTO Bu ce npuiara, Mons, 0ObpHETE CE
kbM Baiuus aexap.

brLOpeunn npobieMHA B IHANTH3A

* Xopa Ha BB3pacT Ha ¥ Hax 16 roauHN

Axko uMate 6n6pedcH mpodieM HITH cTe Ha AHanu3a, Bamuar ACKap MOKE 1a peniH na Bu BakcHHMpa
¢ geTHpH ABOMHN a03H oT Emxepukc B 20 mukporpama/l ml (2 X 20 mukporpama/l ml) Ha H3DpaHa
NaTa, eAMH, ABa ¥ MIECT MeceLa Clie/l MbpBara 103a. BamusT ieKap MOXe Jia pelim Jia Bu 6b1¢e
HaGPaBEHO KPHBHO H3CMHENBAHE, 33 [Ia € CUTYPHO, ¥C CTE 3alIATCHH CPCILy XCIaTHT B.

4. BL3iMOXHE HEXKeJIAHH PeaKIuH

KakTo BCHYKY BAKCHHH, Ta3H BAKCHHA MOXE J1a MIPEAHU3BHUKA HEXKENAHY PEakiuH, BHIIPCKA HC HE
BCEKH TH NoTydaBa. CIc/IHATE HeKETaHH PEAKIIHA MOTaT ja ce HaOmonasaT NpH NPAIOKEHHE HA Ta3H
BAKCHHA!

Alepru4HH peaKnWH (TaKHBA MOTAT Aa HaCTBIAT OPH JI0 1 ga 10 000 mo3mM OT BAKCHHATA):
AKO MMaTe aneprudaHa peakiias, He3abaBHO ce CBBPKETE C Banms nexap. [IpusnanuTe Ha TaKasa

peakiims ca:

. NOAYBAaHE Ha JIMIETO

. HHCKO KPBBHO HallATaHe
° 3aTPYAHCHO JUIIAHE

. NOCHHSABAHE Ha KOXKaTa




» 3aryba Ha Ch3HaHHE.
Te3n CAMIITOMH OBHKHOBEHO 3aM0YBAT MHOTO CKOPO CIIE/l IPIIOKEHHE Ha MIDkeKLMATa. Hesabasno
ce CBBPKETE C JICKap, aK0 [OAYYHTE TE3H CHMITOMH CIEN HAITyCKaHC Ha JICKapCKuA KabHuer.

JIpyra HeXeJ1aHH JIeKapCTBeHH PeaKIiH BKIIOYBAT:

MHEOro 4ecTH (TAKHBA MOTAaT J1a HACTHIIAT MpH NIoBe4e OT | Ha 10 no3u oT BakcHHATA): OONMKa U
3a9epBsABaHEC Ha MACTOTO Ha HHKECKTHPAHE, YMOPACMOCT, pasaApasHHTCIHOCT.

YecTH (TAKHBA MOTAT /ia HACTHIIAT Ipu a0 1 Ha 10 1o3m OT BakcHHaTa): r1aBodoIHe, CHHIHBOCT,
rajicHe WM NOBpPbIIAaHE, IHAPHS HIIH KopeMHa Oonka, 3ary0a Ha aneTuT, BHCOKA TEMIICpaTypa
(Tpecka), o610 Hepa3IoNoKEeHHE, MOAYBaHE Ha MACTOTO Ha HEDKEKTHPaHE, PCaKIHH Ha MACTOTO Ha
MHKEKTHpaHE KaTo TBbpaa Oyuka.

HewecTs (TaknBa MOrar fa HacTenar npu g0 1 na 100 xo3u ot BAKCHHATA): 3aMaiBaHe, OONKa B
MYCKYVJIATE, TPHIIONONO00HH CHMITTOMH.

PenkH (TakvBa Morar Ja HacTenAaT pu a0 | zHa 1 000 1031 0T BakCcHHAaTa): IOAYTH JUM(QHHA BH3)H,
YPTHKH, 0OpHB H cbpOexk, craBHa Homka, abHOPMHO ycelllaHe 3a NapeHe, HaCTPhXBAHE, IHACIHIKAHT
HY M3TPHIIBAHE.

Mauoro peaxH (Takusa MoraT Aa HacTsmsT 1pu Ao 1 Ha 10 000 no3u ot BaKCHHATA): KpbBOHACAAHE
(CHHHHH), IIOSIBABALIY C€ TIO-IECHO OT 00MYaHHOTO, M HEBE3MOXKHOCT Aa C€ CIIPE KbPBCHETO, aKO CC
IIOpEXETE, HICKO KPBRHO HATIATAHE, BH3IANCHHE Ha KPHBOHOCHHTE CH/I0BE, BHE3ANHO NONIYBAHC Hd
JMIETO OKOJIO YCTATa MIH I'bPA0TO (AHIHOHEBPOTHYEH OTOK), HEBB3MOKHOCT J1a CH IBIDKHTC
MycKyauTe (T1apaju3a), Bb3aJeHHEe Ha HEPBUTE (HEBPUT), KOETO MOXE JIa IOBCC N0 3ary0a Ha
YYBCTBHMTENHOCT FIIH CKOBAaBaHE, BKIIOUHTCIHO H BPEMCHHO BH3NAJICHHUE HA HEPBUTES, IPHIHMESABAIIO
Gonka, caaboCT WK [apain3a B KpaiHHOUTE | YECTO IPOTrPECHpamo A0 IbPANTC 1 JIMLIETO (cHHpOM
na Munen-bape); 3a6o/1paHe Ha HEPBUTE HA OYATE {ONTHYCH HEBPHT) H MHOXKECTBCHA CKIICPO3a,
IpoGIeMH NPy ABMKEHHETO HA PBLETE WIH KpakaTa (HEBpONaTHA), Bb3IaNCHHC HA MO3bKA
(eHnedannT), IereHEPaTHRHO 3a60JsBase Ha MO3BKa (cHuedanonaTns), HH(pEKIHA HA MO3bYHUTE
0OBHBKH (MEHMHIHT), IPHIATBIHM (THPUORBE), 3aryba Ha KOXKHA 1yBCTBHTEIHOCT 34 00JIKa AN JONHP
(XHUIIOECTE3MA), TANABH HIIE YEPBEHHUKABO-TIIIABH IIBIKH N0 KOXaTa (JINXCH I1a"yc), YEPBCHH HITH
JIEJIABM TIETHA 110 KOYKaTa, G0JIKa M [oIyBaHe Ha CTaBHTe (apTPHUT), MYCKYJIHA CNaboCT.

CrofimaBane Ha HEXKEJIAHM peaknud

AKO IONYYHTE HAKAKBH HEXXENIAHH JICKAPCTBCHH PCAKIMH, YBCAOMETE Bamma nekap uiH papMalesT.
ToBa BKIIOYBA BCHYKH BE3MOKHH HEOIHCAHH B Ta3H JIHCTOBKA HEXKEaHH peakiii. MoXeTe ChIo Aa
CBLOOIIKTE HEXKCIIAHH peaKnuK JUPEKTHO Ha:

H3npaHUTENHA areHIHA 10 JICKapCTBaTa

yn. ,.Jlaman I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

Kato choOmasare HexkelaHH peakIfHi, MOKETE Aa JAaeTe CBOS NMPHHOC 3a MI0MY<4aBaHEe HA IOBEHC
HHMOpPMAITH OTHOCHO OE30IIaCHOCTTA Ha TOBA JICKapCTBO.

5. Kak ga chxpannsare Emxepnxce B 20 muxporpama/l ml

¢ Jla ce ¢bXpaHsABa HA MSICTO, HEIOCTBITHO 3a [icHa.




e He u3mon3paiite Tasy BAKCHHA CJIC] CPOKA Ha FOMHOCT, 0TOeN 3aH BEPXY CTHKCTA I KapTOHCHATA
onakoBka cien ,.Togen /i0”. CpoKbT Ha TOJHOCT OTroBaps Ha NMOCJACAHMA /ICH OT OCOYCHHA MCCECLL.
Jla ce chxpansBsa B xuaaumErK (2 °C — 8 °C).

Ja He ce 3ampasaBa.

Ila ce chbXpaHABa B OPHTHHAIHATA ONAKOBKa, 32 112 Ce NPpEAnast o1 CBCTIHHA.

He usxpppngiiTe neKapCTBaTa B KaHANK3alUATa WIH B KOHTEHHEpa 3a AOMAIlIHE OTHATBLIH.
[Tonraiite Bamuns dapMalieBT Kak oa M3XBBPIATE ACKapCTBATA, KOUTO BEHC HE H3MOJI3BATE. 1€3H
MEpPKH ILii¢ CIIOMOTHAT 34 OTIa3BaHe Ha OKOJHAaTa CPEad.

6. Copabpixande HA ONAKOBKATA H A0hJIHHTENHA AEPOPMAIHS

Kaxso ceabpxa Emxepaxe B 20 maxporpama/l ml

e AKTHBHA ChCTaBKa: ,,BbHIIHATA 0OBHBK2" Ha BHpyCa Ha XCNaTUT B. Besixa no3a (1 ml) ceabpxa
20 MHKPOrpamMa oT GENTEK OT Ta3M BLHINHA 0OBHBKA (MOBBPXHOCTCH GHTHICH Hd BHpYCa Ha
xenatut B, [THK pexomOuHaHTEH)*.

* ancopOHpaH BLPXY XMUIPATHPaH alyMHHHUEB XHIPOKCH]L B KOIHIECTEO, OTroBapAIlo Ha 00IIo

0,50 mg Al **, ¥ npou3BeAeH B PeKOMOMHAHTHH JIPOKACBH KJICTKH (Saccharomyces cerevisiae).

¢ Jlpyry CHCTABKH: HATPHCB XJIOPH/, IMHATPUCB docdar MIXHAPAT, HATPHCB TMXHIPOTCH dochar n
BOJA 32 HHDKCKIIHH.

Kax m3riexaa Emkepaxe B 20 makporpama/l ml M KakBo chAbpika onakoBKata
Emxepuxc B 20 muxporpama/1 mi € MBTHa Oana TEIHOCT 33 HIDKCKTHPAHC.

Emxepukc B (20 muxporpama/l ml) ce npeanara B:
. E(H01030Ba NPEABAPUTETHO HANBIHCHA CIPUHIIOBKA B ONAKOBKA 110 1.
* Ennonosos GIakoH, B ONaKoBKH 110 1 wiu 1o 100.

He BCcHYKH BUIOBE ONAKOBKHM MOTaT Ja OBJaT myCHaTH Ha n1a3apa.

IIpuaTexaTen Ha pa3pelieHHETOo 3a ynorpeda B NPOH3BOAHTE]
GlaxoSmithKline Biologicals s.a.

Rue de ’'Institut 89

1330 Rixensart

benru4g

JlaTa HA DOCJICAHO OPepasrJIekAaHe HA JHCTOBKATA:
04/2023

IocodenaTa mo-A0ay HEdopManus e NPeAHEAHAYTEHA CaMO 32 MCAHIMHCKH CHenHaJIHCTH:

[To BpeMe HA CHXPAHEHHETO Ha BAKCHHATA MOKE J1a €€ obpasysa ¢uHa Osna yraHka H 1po3padHa
Ge3nBeTHA HagyTaeuHa TedrHocT. Clie/l pa3KilallaHe BAKCHHATA € JIEKO onanccrupama CYCIICH3HSI.

[Ipenu NpHIOKEHHE BAKCHHATA TPAOBa Jia C& MPOBEPH BHIYAIIHO 34 HAITMYHE HA TYKIU JaCTHUIH
W/MITM 33 IPOMsHA BbB BHHIIHKA # BH. B citydaH, g¢ 3a0eJIexHTe HIKOE OT TE3H H3MEHCHMA, HE
IIpUiaraiiTe BaKCHHATA.

[[sur0TO CHABPXKAHKE Ha EIHOA030BAaTa OIAKOBKA TpaOBa Aa c¢ M3TETIIM M IPUIIOKH BEIHATa CIEN
TOBA.




Vka3aHud 3a IpeABapyTeIHO HalrbJIHCHATA CIIPUHIIOBKA

JIyep-710K afantTop

XBaHeTe CIPUHIIOBKATA 33 TAIIOTO, @ HC 34 OyTasoTo.

s
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OTRUHTETE KamaJykaTa Ha COPUHIIOBKATA, KaTo 4
3aBBPTHTE B IOCOKA, 0OpaTHA HA yaCOBHHUKOBATA

Tamo CTPCIIKA.

Kamna4ka
e 5 3a Jia IPUKPENKUTE UIJIaTa KbM CIPHHIIOBKATY,
B | Kogeﬁmgﬁa uriara CHEIMHETE KOHEKTOPA Ha UIJIaTa C JIyep-JIOK
\

\ %/ afianTopa v 3aBBPTETE YCTBBPT 000pOT O MOCOKA Ha
L o 4aCOBHHKOBATA CTPEJIKA, JOKATO YCETHTE, 1€ €
3aTErHara.

He u3appnBaiiTe OyTajoTo HA CIPHMHIIOBKATA H3BbH
TSUIOTO M. AKO TOBA C€ CIIy'H, HC IpUIaranTe
BaKCHHATA.

HU3xBBpIIAHE .
Henznoa3BaHuAT JIeKapCTBEH NPOAYKT HIIH OTIabYHUTE MATEPHAIIN OT HETO Tpﬁﬁﬂa 7ia ce U3XBBPIAT

B ChOTBETCTBHEC C MECTHHTC H3NCKBAaHMI.




