HPUJIOKEHHUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

HBVAXPRO 5 Muxporpama HHXEKIIMOHHA CYCIIEH3H
Bakcuna cpeunty xenarut B (pekomOunantaa JIHK)
(Hepatitis B vaccine (recombinant DNA))

2. KAYECTBEH 1 KOJIMYECTBEH CbCTAB
Enna noza (0,5 ml) ceappika:
Xenatut B BupyceHn noBbpxHOCTEH aHTHreH, pekomOunanten (HBsAg)* 5 mukporpama

ajzicopbupan Bbpxy amopdeH anymuHueB xuapokcudocdar cyndar (0,25 munurpama Al")

* IpoM3BEICH OT APOXIHN Saccharomyces cerevisiae (am 2150-2-3) upe3 pekomOunanTHa JJHK
TEXHOJIOTHSL.

Ta3u BakcMHA MOXKE Jla ChABPIKA CIICIH OT (POPMATACXHT U KAJIMEB THOIMAHAT, KOMTO CE U3IT0JI3BAT
110 BpeMe Ha MPOU3BOACTBEHHUS npoliec. Bukre Touku 4.3, 4.4 u 4.8.

ITomomHO(1) BemecTBO(a) C M3BECTHO ACHCTBHE:
Hatpwuii mo-manko ot 1 mmol (23 mg) Ha no3a.

3a IIBJIHUSA CHUCHK Ha IIOMOIIHUTEC BCIICCTBA BHXXTEC TOYKaA 6.1.

3. JJEKAPCTBEHA ®OPMA

HnxeKkmoHHa CyCcneH3us

Jlexo MbTHa Os1a CyCIIeH3HS.

4. KJIMHUYHU JAHHU

4.1 TepaneBTHYHHU MOKA3ZAHUS

HBVAXPRO e npegna3znadeHa 3a akTHBHA IMYHHU3AIHSI CPENTy XenaTUuT B BupycHa nHMEKIHs,
MPUYUHEHA OT BCUYKU U3BECTHU MOJTUIIOBE, MPHU JHIIA OT paKIaHETO A0 15-roauiliHa BB3pacT,

MMPEICHCHN KaTO PUCKOBHY 3a CKCIIO3ULIMA Ha XCIIaTUT B BUPYC.

CHeIII/I(l)PI‘lHI/ITe PUCKOBH KATCIrOpuH, MOJAJICIKAIIN HA HMYHU3 AU, CE ONIPEACTIAT Bb3 OCHOBA
Ha O(I)I/IIII/IaJ'IHI/ITe YKazaHnus.

Moske na ce mpearnonara, 4e XenatuT D chINo 11e ObJe MPeIoTBpaTeH upe3 UMyHHU3AIHATA C
HBVAXPRO, Tbit kato xenatut D (IIpu4rHEH OT JejITa areHT) He Ce pa3BuBa 0€3 ChIIECTBYBAHETO
Ha xenaTut B nabekmnus.

4.2 JIo3MpOBKa M HAYMH HA MPUJIOKEHHE

Jlo3upoBka

Jluna ot paxknanero 1o 15-rogumHa Bb3pact: 1 g03a (0,5 ml) npu BCIKO HHXEKTHPAHE.

Tvpsuuna umynuzayus:

KypcbT Ha nMyHU3anms TpsOBa a BKIIOYBA HE TIO-MaJIKO OT TPH HHKEKIIHH.

HpenoquBaT CC ABC€ OCHOBHHU CXE€MH Ha UMYHU3aAIUA:



0, 1, 6 Mmecena: 1Be MHXEKIIMU C UHTEPBAI OT SIMH MECEIl; TPETa HHXKEKIIHUI 6 MeceIa clie]l TbPBOTO
TIPHUIIOKEHUE.

0,1, 2, 12 mecena: Tpy UHXEKIUY [IPE3 HHTEPBAJ OT €IMH MECEIl;, YSTBbPTATa J103a TPsOBa J1a ce
WHKEKTHpa Ha 12-THs MeceTr.

IIpeniopbuBa ce BakcHHATA J1a Ce MpHIIara Mo MocoYeHnTe cxeMu. /lera, momydnnm KoMnpecupaHara

cxema (0, 1, 2 Mecera cxeMa Ha Mpuiiarane), TpsiOBa Ja rmoyry4ar OycTep jJo3aTta 3a MHIyLIHPaHe Ha 10~
BHCOKH THTPH Ha aHTHUTENA Ha 12 -TUS Mecell.

bycmep dosa:

HMyHOKOMIOETEHTHU BaKCHUHUPAHU JIMIIA

nycz[aTa oT 6YCTep J103a IIpH1 3[IpaBu JIMla, KOUTO Ca MOJYYHJIM ITBbJICH HA4YaJIEH KYpC Ha UMYHH3allus,
HE € OIIpE€AciiCHa. Hsxou MecTHH cxemHu Ha HUMYyHU3alusd, 063‘16, MMOHACTOAIICM BKJIIHOYBAT IMIPCIIOPHKaA
3a IIpujiarane Ha 6yCTCp J03a U TE3U yKas3aHus CJICBa Ja C€ Cria3Bar.

NMYHOKOMIIpOMETHUPAHU BAKCUHUPAHY JHNA (HaIp. MAlMEHTH Ha JUAIN3a, TPAHCIUIAHTUPAHU
namuenTtu, namuenutu cse CITMH)

[Ipu BakcuHHpaHM ¢ yBpEJCHA UMYHHA CHCTEMA, MPUJIATrAHETO HA JIOITBIHUTEITHY JJO3KM BaKCHHA
TpsIOBa Jla ce MPEelieH! KaTo Bb3MOXKHOCT, aKO HUBOTO Ha aHTUTEJIaTa CPeIlly XenaTuT B Bupyc
MoBbpXHOCTEH aHTHreH (anti-HBsAg) e mox 10 [U/I.

PeI/IMVHI/IBaLII/Iﬂ Ha HC-pECIIOHACPHU

Jluma, KouTo He ca OTTOBOPWIIM HA ITBPBUYHUTE CEPHH BaKCHHA, C€ peBakCHHUpAT, 15-25 % nasar
aJICeKBaTEeH aHTUTSJIO-OTIOBOD clie elHa AombiaHuTenHa g03a u 30-50 % cien Tpu AOMBIHUTEIHU
no3u. Thil KaTo TaHHUTE 32 OE30MACHOCT Ha BAKCHHATA CPEIly XenaTuT B npu npunarane Ha
JOTTBITHUTEITHA JO3H HAJI IPETIOPHUNTETHATE CEPUHN Ca HEAOCTATHYHH, PYyTHHHA PEUMYHU3AIIHS CIIe]T
MIPUKITIOYBaHE HA ITbPBUYHAUTE CEPUU HE Ce TpenopbuBa. PemmyHuzaius TpsOBa 1a ce 0OMucCIu mpu
BHCOKOPHCKOBH JIMIIA, CJIE/ KaTO CE OLICHHU I0JI3aTa OT UMYHH3AIUATA CPEIILy TOTEHITUATHUS PUCK OT
MOsIBaTa Ha JIOKATHU WM CHCTEMHH HEXEIIaH! PeaKIlnu.

CHCHI/I&J’IHI/I OPENOPBKHU ITPHU JO3HUPAHE!

IIpenopbku 3a 103MpaHe NPU HOBOPOJAECHU OT Mall KU HOCHTEJIM HA Xenatut B Bupyc

- [Tpu paxxpaHeTo — eIHa 10332 UMYHOTJIOOYJIMH cpelty xenatuT B (o 24 gaca).

- [TepBaTa 1032 BakcHHA TPsIOBA Jla ce TPUIIOKH JI0 7-MUSI JICH OT PAXKIAHETO U MOXKE JIa ce
MPUJIOKU €THOBPEMEHHO ¢ UMYHOTTIOOYJIMH CpeEIlly XemaTUT B, MHXKEeKTHpaHa Ha APYTro MsICTO.

- [NocneapanuTe 1034 BaKCHHA TPsOBa J1a Ce MpujiaraT B ChOTBETCTBHUE C MPEIIOPBUMUTEIIHATA B
ChOTBETHATA CTPAHA CXeMa Ha UMYHHU3AIHS.

Ipenopbku 3a 103MpaHe NP U3BECTHA WM NMPEINOJIaraeMa eKCcno3nuuus Ha xenaTut B Bupyc
(Hamp. y0oxkiaHe ¢ KOHTAMMHUPAHA MIJ1a)

- NmyHornoOymnuH cpeity xenaTuT B TpsiOBa j1a ce Mpritoku KOJIKOTO MOKE ITO-CKOPO CIIEH
ekcro3uIuaTa (o 24 Jaca).

- [TepBaTa 1032 BakcHHa TpsIOBa Ja ce MPHIIOKH 10 7-MUsI IeH OT eKCIIO3UIMATA U MOXKE J1a Ce
MIPUJIOXKH €THOBPEMEHHO C UMYHOIJIOOYJIMH Cpellly XelaTuT B, nHXeKTupaHa Ha APYro MsICTO.

- IIpenoppyBa ce U CEpOJIOTMYHO U3CIIEABAHE C IIPUIAraHe Ha IOCIEABAIIHN 03U BAKCHHA, aKO €
HE0O0XOUMO (T.€. CIIOpe CepOJIOTHUHUS CTaTyC Ha MallleHTa), 32 KpaTKOCPOUHO U
JBJIITOCPOYHO TpEATa3BaHe.



- [Tpu HeBaKCHHMpAHH WM HEM'BITHO BAKCHHUPAHU JIMIIA, JOIIBITHUTEIIHUTE J03U TPsiOBa Jia ce
Mpujiarat B CbOTBETCTBUE C MPENOPbUUTENHATA CXeMa Ha UMyHHU3aIusa. Moje Ja ce peaioKu
U YCKOpEeHa cxeMa, BKJIIouBaina Oycrep go3a Ha 12-THs Mecel.

HauwuH Ha npuioxxeHue

Ta3u BakcuHa TpHGBa Ja C€ nIpujiara UHTPaMyCKYJIHO.

[IpenHo-narepaiHaTa 4yacT Ha OEAPOTO € MPEAMOYUTAHOTO MACTO Ha MHKCKTHUPAHE IPU HOBOPOACHU U
kbpMadeTa. [Ipu fmera v 10HOIIN MPEAMIOYUTAHOTO MSACTO Ha WHXKEKTHPAHE € ACATOUIHUAT MYCKYIIL.

Jla He ce MHXKEeKTHpa BhTPECHI0BO.

[To u3KkIFOUEHNE BAaKCMHATA MOXKE J1a CE MPHUIIOKHU TIOJIKOXKHO MPH MAIUEHTH C TPOMOOIIUTONICHUS WK
HapyIICHUS Ha KPBhBOCHCHUPBAHETO.

[Mpeama3Hu MepkH, KOUTO TpsAOBa 1a ObIAT B3eTH Mpeau paboTa ChC Wi MPHUIIOKEHUE Ha
JIEKapCTBEHUSI IPOJIYKT: BUKTE TOUKa 6.6.

4.3 TIlporuBomoka3anus

- AHaMHe3a 32 CBPBhXUYBCTBUTEIHOCT KbM aKTUBHOTO BEIIECTBO HMJIM HSIKOE OT TIOMOIIHUTE
BEIIECTBA, WU CIICAUTE OT OCTATHYHHU BEIeCTBa (HAIp. (POPMAJIEXH]] ¥ KAJIMEB THOI[MAHAT),
BIKTe Touku 6.1 u 6.2.

- Nmynnzanusara TpsOBa 1a ce OTIIOKHU TIPH JIMIA C TeXKO (PeOpriTHO 3a00IsIBaHe Wik OCTpa
HHpEKIN.

4.4 CheuuajHu npegynpe:kaeHus U NpeAnasHu MePKU NpH ynorpeda

IIpocaenumoct
3a aa ce mo00pH MPOCIEAUMOCTTa Ha OMOIOTUYHUTE JIEKapCTBEHHU MIPOAYKTH, UMETO U TAPTHIHHAT

HOMEp Ha MPIJIOKEHUS MMPOIYKT TPSOBA SICHO JIa CE 3aIMCBaT.

KakTo npy BCUYKYM MHXEKIIMOHHM BaKCHHM, BUHATH TPAOBA J1a ©Ma Ha Pa3IoJI0KEHHUE MOIXOIAII0
JIeUeHHE B CITyJail Ha psijika aHaGUIAKTHYHA PEaKIlns Clie] MPUIaraHeTo Ha BakCHHATA (BIK.
TouKa 4.8).

Ta3u BakcHHa MOXKeE J]a ChABbPKA CIEAN OT POPMANIEXU U KATUEB THOLIMAHAT, N3IO0I3BaHU 110 BpeMe
Ha MPON3BOJCTBEHHMS nporiec. CIIe0BaTeIHO MOTAT J1a CE PA3BUAT PEaKINU Ha CBPHXIyBCTBHTEIHOCT
(BX. TOoukH 2 1 4.8).

Jla ce M3Mo0J13Ba C MOBUIIICHO BHUMAHHUE TIPH BAKCUHUPAHE Ha JIUIIA, YYBCTBUTEIHU KbM JIATEKC, Thi
KaTo 3amyliankara Ha (hJakoHa ChIbpiKa CyX €CTECTBCH KayuyK, KOHTO MOXE J1a MPUYHHU allepPTHYHH
PEaKITHH.

3a KIIMHUYHO WK 1a00paTOpPHO MOHUTOPHPAHE HA UMyHOKOMIIPOMETHPAHH JTUIIA WIN TAaKUBa C
M3BECTHA, UJIH MpeAroiaraeMa eKCIo3uIMs Ha BUpyca Ha XenaTuT B Bmkre Touka 4.2.

TpsiOBa 1a ce mMa peBU MOTSHIIMAIHUAT PUCK OT arHesl 1 He00XOANMOCTTa OT MOHUTOPUPAHE Ha
IuIaHeTo 3a 48 Mo 72 daca, KOraTo MbPBUYHUTE UMYHU3AIIMOHHN CEPUH CE TIpUjIaraT Ha TBBpPIIE
MpeXIeBpEMEHHO POACHU KbpMadeTa (poaeHu < 28 recTallioHHA CEAMMIIA) U OCOOCHO MPHU TaKHBa C
aHaMHe3a 3a HeJJopa3BUTa IuXaTeiHa cucreMa (Bx. Touka 4.8). Thii kaTo 1monsara oT UMyHH3AUATa
MIPH Ta3W TPyIIa HOBOPOJAEHH € ToiisiMa, IMYHHU3aIMsITa He TPSAOBa J1a ce CIiupa Wit 3a0aBsl.

[Mopanu NpoABIHKUTETHHS MHKYOAllMOHEH MIEpUO/] Ha XeNaTuT B, Bb3MOKHO € B MOMEHTA Ha
MMYHHU3AIMs Bede Ja MMa Hepa3no3Harta opma Ha xermaTuT B nHekuns. Bakcunara Moske na He
NpeaoTBpaTH XenaTut B nHdeknusaTa B mogo0Hu ciyvau.



BakcunaTa He MoXe Jja TPeOTBPaTH WHPEKIHS OT APYTH NPUIUHUTEIH KaTo XenatuT A, xenatut C
U xenaTtuT E, KakTo U Apyru NaTOreHH, 3a KOUTO € U3BECTHO, Y€ MH(PEKTUPAT YepHHs APOO.

TpsiOBa 1a ce mpeanucsa ¢ MOBUIIICHO BHUMAaHUE Ha OpEMEHHHU WM KbPMEIIH XKeHU (BK. Touka 4.6).
ITomorHo(n) BemecTBo(a) ¢ U3BECTHO JACHCTBUE:

To3u ekapcTBeH MPOAYKT ChABPKA MO-MajaKko oT 1 mmol mHatpuii (23 mg) Ha 1032 U ce IprueMa, Je
IIPaKTUYECKU HE ChIBPKA HATPU.

4.5 BzaumopaeiicTBHE ¢ APYTH JeKAPCTBEHH NMPOAYKTH U ApYyru ¢gopmMu Ha B3auMojaeiicTBue

Ta3u BakcMHa MOXKE J]a ce Tpuiara:

- C IMYHOTJIOOYJIMH cpelly XenatuT B, Ha qpyro MsCTo Ha HHXEKTHPAHE.

- 3a 3aBBPIIBAHE HA IBPBUYECH UMYHHU3ALUOHEH KypC WM KaTo OycTep [103a pH JINLA, KOUTO
Ipeay TOBa ca MOJIYYMIIM Apyra XenaTur B BakcuHa.

- ChIBTCTBALIO C APYT'Y BAKCUHU, HA APYT0 MACTO U C OTJCJIHA CIIPUHIIOBKA.

ChITBTCTBAIIOTO MIPHJIaraHe Ha THeBMOKOKOBa koHioratHa BakcuHa (PREVENAR) ¢ BakcuHa cpemnry
xenatuT B o cxemata 0, 1 u 6, u 0, 1, 2 u 12 Mecena He € HAITBJIHO MPOYYEHO.

4.6 ®@epTHINTET, DPEMEHHOCT U KbpMeHe

DepTunurer:
HBVAXPRO =He e oneHsBaHa B IPOYIBAHUS IO OTHOIIIEHNE Ha (epTIIINTETA.

bpemenHocT:
Hsma xknuanynm ganau 3a ynorpebata Ha HBVAXPRO npu 6pemenHM *eHu.

BakcunaTa Tps0Ba Ja ce U3IM0J3Ba M0 BpeMe Ha OPEeMEHHOCT, CaMO aKO MOTEHIMAIHATA MOJ13a
HaJIBUIIIABA TIOTEHIMATHUS PUCK 3a (eTyca.

Kepmene:
Hswma knuanyan nanau 3a ynorpebara Ha HBVAXPRO mpu kbpmenu xeHu.

4.7 EdexTn BbpXy cnoco0HOCTTA 3a modupane u padoTa ¢ MAIIUHU

He ca npoBexaanu npoyuBaHus 3a €peKTUTE BbPXY CIIOCOOHOCTTA 3a Io¢upaHe u padboTa ¢ MaIluHU.
Bce nak ce ouakBa HBVAXPRO 1a He moBIHsABa WU J1a TTOBJIHABA IPEHEOPEIKMMO CITOCOOHOCTTA 3a
modupane u pabora ¢ MalllHU.

4.8 HexejaHu JIeKAPCTBEHH PEAKIIUH

a. Pe3tome na npogpuna na b6ezonacuocm

Haii-uecTo HaOI0JaBaHUTE HEKEIAHHM PEAKIMH Ca PEaKIMH Ha MICTOTO Ha IPUIOKEHHUE: IIPEXO0IHA
00JIE3HEHOCT, epUTEM, YILTHTHEHHE.

0. Tabnuuno pe3trome Ha HexceNAHUME PeaKUUL

CrieiHUTE HEXEJIAaHU PEaKIUK ca ChOOIICHH ClIe]l IMPOKO pa3NpocTpaHeHara yrnorpeba Ha
BaKCHHATA.

KakTo u npu ipyru BakCHHU Cpelly XenaTuT B, B MHOTro cily4an mpuYuHHA Bpbh3Ka C BAKCHHATA HE €
YCTaHOBEHA.



Hexesanm peakumnu

YecToTa

Obwu napywenus u egpexmu Ha MACMOMO HA NPUTOACEHUE

JlokanmHu peakiuu (Ha MCTO Ha MPHUIIOKEHHUE): IPEXOHO Bh3MANCHHE,
€pUTEM, YIUIBPTHEHUE

Yectu

(> 1/100 si0 < 1/10)

YMopa, BUCOKA TeMIiepaTypa, 0010 Hepa3noIoKeHNE, TPUIONOA00HH
CUMIITOMU

MHoro penku
(< 1/10 000)

Hapywenus na kppvema u iumgrama cucmema

TpomOomuToIeH s, TUMQaTeHOIATHS

MHoro penku
(< 1/10 000)

Hapywenus na umynnama cucmema

CepymHa bosecT, anadunakcus, HOIO3eH NOTHAPTPUT

MHoro penku
(< 1/10 000)

Hapymeuuﬂ Ha HepeHama cucmema

ITapecresus, mapanuza (BKIIOYUTEIHO Mapanu3a Ha ben, nuiieBa mapanusza),
nepudepHI HEBPOTIATHH (TIOTMPATHKYIIOHEBPUT, ciHapoM Ha Guillain
Barre), HeBpUT (BKIFOUNTEITHO HEBPUT HA OYHHS HEPB), MUEITUAT
(BKITIOUHMTEITHO TPAaHCBEP3aJICH MHUEIHT ), CHIIC()ATUT, TUMHUCTHHU3UPAIIIO
3a00IIBaHe Ha IIEHTpaJHaTa HEpBHA CHCTEMA, 00OCTpSHE HA MHOXKECTBEHA
CKJIEp03a, MHO)KECTBEHA CKJIEP03a, ThPUOBE, TNIaBoOOIME, 3aMaiiBaHe,
CHHKOII

MHoro penku
(< 1/10 000)

Hapywenus na oyume

VYBeur

MHoro penku
(< 1/10 000)

Cvoosu napyuieHust

XUNOTOHMSI, BACKYJIUT

MHoro penku
(< 1/10 000)

Pecnupamopnu, epvOHU u MeOUacmuHaiHu HapyuleHus

CuMnToMH TOT00HN Ha OPOHXOCIIa3bM

MHoro penku
(< 1/10 000)

Cmomawino-upesHu HapyweHus

[NoBpriiane, rajexHe, tuapus, KOpeMHa O0JIKa

MHoro penku
(< 1/10 000)

Hapymenuﬂ HA KOJcama u NOOKONCHAMA MbKAH

OO0puB, anornenus, NpypuTyC, ypTHKAPHS, EpUTEM MYyITH(HOPME, aHTHOCIEM,
€K3eMa

MHoro penku
(< 1/10 000)

Hapymeﬂuﬂ HA MYCKYJIHO-CKeJliemHaama cucmema, CHEOUHUMENIHAMA MbKAH U KOCIUme

ApTpanrusi, apTpUT, MUANTHsI, O0JIKAa B KpalHUIINATE

MHoro penku
(< 1/10 000)

HUscneosanus

IToBumenue Ha YepHOAPOOHNUTE EHIUMHU

MHoro penku
(< 1/10 000)

6. /Ipyza cneyuanna nonynayus

ATHes ipu TBBPIE MPEKACBPEMEHHO POICHU KbpMadeTa (pojieHu < 28 recTaliMoHHA CeaAMHUIIA) (BK.

Touka 4.4).

CrpoO1iaBase Ha MOAO3UPAHU HEXKEJIAHN PEAKIIHT

CT»O6H_IaBaH6T0 Ha NOAO3UPAaHU HEXKCIIaHU PCAKIUU CJIC PA3pCUIaABAHEC 3a yrIOTpeGa Ha JICKapCTBCHUA

IMMPOAYKT € BaKHO. Tosa no3BoisBa Ja MpOabJIKA Ha6JHOI[eHI/IeTO Ha CbOTHOIICHUETO HOH3a/pI/ICK 3a
JICKApCTBECHUA ITPOAYKT. Or MCIHUIIMHCKUTC CIICHUAJINCTH CE H3HMCKBaA Ja CT)O6HIaBaT BCsIKa
Imoao3upaHa HEXKEIaHa pC€aKusA 4Ype€3 HallHOHAIHA CUCTEMA 3a C’BO6I]_[3.B3HC, II0CO4YCHA B

Ilpunoxenue V.



http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

4.9 TIlpeno3upane

Nma cpobmeHns 3a NpuiIoKeHHEe Ha I0-BUCOKH OT mpenopbuntenaute 1o3u HBVAXPRO. Kato
LSUT0, TPOQHITBT Ha HEXKENIAaHUTE CHOUTHS, CHOOIICHU MPH NMPE03UpaHe, € CPAaBHUM C TO3H,
HaOrogaBaH npu npenoppantenaute g03u HBVAXPRO.

5.  ®APMAKOJIOTMYHH CBOMCTBA
5.1 dapmakoaMHAMHYHHU CBOIiCTBA
dapmakoTeparieBTU4Ha rpyna: anTuuHpekuo3Hu cpeactsa, ATC xon: JO7BCO1

Bakcunara unayI¥pa Ipou3BOICTBOTO Ha CHCIU(DUYHYN XYMOPATHH aHTUTENa CPEIly XenaTut B
BHPYCHHS TIOBBPXHOCTEH aHTHUTeH (anti-HBsAg). Pa3putrero Ha aHTHTENA Cpelry XemaTtuT B
BHUPYCHUS IOBBPXHOCTEH aHTUTeH (anti-HBsAg) ¢ TuThp, paBer Ha wiu no-rossim ot 10 [U/], u3amepen
1 o 2 Mecena ciie1 MoCeHATa HHKEKITUS, KOPelInpa ChC 3allluTa CPeIly XernatuT B BupycHa
HH)EKITHS.

B ximmnnyHM uznutBanus 96 % ot 1 497 3apaBu kbpMadeTa, Aela, FOHOUIN U Bb3PACTHH, MOIYYHIH
Kypc OT 3 103H OT MPEeAMIIEeH ChCTaB Ha peKOMOMHAHTHA BaKCHHA cpelly xenatuT B na Merck,
pa3BUBAT 3aIIUTHO HUBO HA aHTHUTENA CPEIy XeNaTUT B BUPYCHUS MOBBPXHOCTEH aHTUT'€H

(= 10 TU/D). IIpm nBe M3MUTBAHUS IPH KbpMadeTa C M3IMOJI3BAaHU Pa3IMdHN CXEMH Ha MpHIaraie u
€IHOBPEMEHHO MpWIIaraHd BaKCHHH, IEThT Ha JeTaTa ChC 3allUTHA HUBA Ha aHTHTENa € 97,5 % n
97,2 % cbC cpeJHH T€OMETPUYHHU TUTPHU chOTBETHO 214 1 297 TU/L.

IIporexTrBHAaTa €(hUKACHOCT Ha /1032 UMYHOTIIOOYJIMH CpeIly XemaTuT B mpu paxaaneTo, mocjaenBaH
0T 3 703U OT MpeauIleH ChCTaB Ha PeKOMOWHAHTHA BaKCUHA cpelry xenaTut B Ha Merck, e nokazana
MIPU HOBOPOJEHU OT MaiKH, IMOJIOKUTEIHM 32 XenaTuT B noBspxHocTeH anturen (HBsAg) u
e-aatureH (HBeAg). Ot 130 BakcuHMpaHN KbpMadeTa yCTaHOBEHATa e(pUKACHOCT 10 OTHOIIEHHE Ha
NpeoTBpaTsBaHe Ha XpOHUYHA XenaTtuT B undekuns e 95 % B cpaBHEHHE C YecTOTaTa Ha
MHQEKIHATA IPH aHAMHECTUYHO HETPETUPAHU KOHTPOJIH.

Makap 4e npoJb/DKUTETHOCTTA Ha 3aIIUTHOTO JIefCTBUE HA NIPEIUIIEH ChbCTaB HAa PEKOMOMHAHTHA
BakCHHa cpelry xenatut B Ha Merck nmpu 3apaBu BakCHHUpaHU HE € U3BECTHA, IPOCIeIsIBaHe Hal
5-9 roauun Ha npubmu3nTenHo 3 000 BUCOKOPUCKOBH JIUIIA, MTOJTyYUIIN TO100HAa BaKCHHA,
IpoM3BeIeHa OT IUIa3Ma, He [T0Ka3Ba HAIMYMETO Ha Cllyyad Ha KIIMHUYHO NPOsiBeHa XenaTtuT B
WHEKIS.

B momenHEeHME, TEpCUCTUPAHETO Ha BAKCHHHO-UHAYIIMPAaHAa MMYHOJIOTHMYHA TTAMET TI0 OTHOIIIEHUE Ha
xenatuT B BupycHms moBspxHOCTEH aHTHreH (HBSAgE) € meMoHCTprpaHo ype3 aHaMHECTHICH
AHTUTSUIO-OTIOBOP KBbM OyCTep J103a OT MPEIUIIEH ChCTaB Ha PEKOMOWHAHTHA BaKCHHA CPEILy
xenatut B Ha Merck. [IpoabmkuTenHocTTa Ha 3aUTHUS e()EKT NP 3]JpaBH BAKCUHUPAHU HE €
m3BectHa. Hyxmata ot 6ycrep noza HBVAXPRO, uzesH O6ycTep mozata Ha 12-THs Mecer,
HeoOxoauMa Ipu KomnpecupaHnara cxema 0, 1, 2, Bce ollle He € onpeeneHa.

Hamanen puck om xenamoyenynapen KapyuHom

XenarouenylnapHUAT KapLIMHOM € TEXKO YCIIOKHEHHE Ha XenaTuT B Bupyc nadekuusra.
[MpoyuBaHusTa IOKA3BAT BPh3Ka MEXKITy XPOHUYHA XENAaTUT B MH(EKIs 1 XenaronenyiapeH
KapuHoM, a 80 % oT XemaToueayJapHUTE KapIIUHOMH Ce IPUUMHABAT OT XeNnaTuT B BupycHa
uHpexnusa. BakcunaTa cpemy xenatut B e npusHara 3a mbpBaTa IpOTHBOPAKOBA BAKCHHA, Thil KaTo
TS MOXKE J1a TIPEIOTBPATH TbPBUYHHUS YEPHOIPOOEH KapIIMHOM.

5.2 ®apmakoKkWHETHYHH CBOiicTBa

Henpunoxnmo



5.3 IlpeakJUHUYHU JAHHU 32 0€30MACHOCT

PerO)IyKTI/IBHI/I MMpoy4BaHUs IIPU ) KUBOTHU HC Ca IPOBCKAAHU.

6. OAPMAIIEBTUYHU JAHHAU
6.1 ChoucnbK Ha HOMOIIHHTE BelIeCTBA

Hatpues xnopun
Bopaxkc
Bona 3a nmxeknuu

6.2 HecsBMecTUMOCTH

[Ipu nunca Ha TpoyYBaHMS 32 HECHBMECTHMOCTH TO3H JIEKAPCTBEH MPOAYKT He TpsiOBa Jja ce cMecBa ¢
JIPYTH JIEKapCTBEHU MPOTYKTH.

6.3 Cpok Ha roaHOCT
3 ronuHU
6.4 CneuuaaHu ycjaoBHsI HA CbXpPaHeHHe

Ja ce cexpanssa B xmagmiHuK (2 °C — 8 °C).
Ja He ce 3ampa3ssiBa. [la ce chXpaHsBa B OpUTHHAITHATA OMAKOBKA, 32 JIa Ce MPEJINa3u OT CBETIINHA.

HBVAXPRO Tpsi0Ba 1a ce npuinara Bb3MOKHO Haif-CKOPO Clie/l M3BaXKJaHe OT XJIaMITHHKA.
HBVAXPRO moxe aa ce npurara, Korato o0ImoTo BpeMe (KyMyJIaTHBHOTO BpeMe OT MHOTOKPATHH
OTKJIOHEHHS B TeMIlepaTypaTa) U3BbH XJIaJAuinHuKa (mpu TeMmnepatypa mexay §°C u 25°C) He
HajaBuIaBa 72 yaca. KymynaTuBHO, MHOTOKpaTHH oTKIIOHeHH Mexty 0°C u 2°C cblo ca
pasperieHu, ToKoJIKoTo oomoro Bpeme Mexay 0°C u 2°C He HaaBumraBa 72 daca. ToBa oOade He ca
MIPETIOPBKHU 33 CbXPAHEHHE.

6.5 Buag u chabpkaHue Ha OMAKOBKATA

0,5 ml cycrien3us BbB GuIakoH (CTBHKIIO) ChC 3amyliajika (CuBa OyTHIOBA TyMa) U alTfyMUHHEBa 00OKaTKa
¢ macTMacoBo kamnaye. OnakoBku ot 1, 10.
He Bcuuky BHioBe OITakOBKW Morar jia ObJat IyCHATH Ha I1asapa.

6.6 Ilpenna3Hu MepKu NpH U3XBBPJIsHE U padoTa

[penn npunarane BakcHHaTa TpsiOBa Ja ce MPOBEPH BU3YAITHO, 32 Jla C€ YCTAHOBH JIAJIM MMa HSIKaKBa

yTaiKa Wi POMSIHA B I[BETA HA ChIBbPKAHUETO. AKO T€3H YCIOBHS ca HAIUIIE, MPOIYKTHT HE TPsOBa
Jla ce mpuiara.

IIpenn npunoxxenne GIakoHBT TPSAOBA Aa ce pa3KIIaTH J00pe.

Cren oTBapsiHe Ha (priakoHa, M3TETJIEHATa BAKCHHA TPsIOBa Jja ce M3M0JI3Ba He3abaBHO, a (IIaKOHBT J1a
C€ U3XBBPIIU.

Hewusmon3paHnusr JICKaApPCTBECH NPOAYKT WIN OTHAABYHUTE MAaTCpUalid OT HETO Tp516Ba Ja CC U3XBBPJIAT
B CBbOTBCTCTBUEC C MCCTHUTC U3UCKBaHMU.



7. MHNPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

Merck Sharp & Dohme B.V.

Waarderweg 39

2031 BN Haarlem

Hunepnannus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/01/183/001

EU/1/01/183/018

9. JATA HA TBPBO PA3ZPEIIABAHE/IIOJHOBSBAHE HA PASPEHLIEHUETO 3A
YIIOTPEBA

Hata Ha mppBo pazpemanane: 27 ampui 2001 r.

Jara Ha mocneaHo noaHoBsiBane: 17 mapt 2011 1.

10. [JATA HA AKTYAJIUBUPAHE HA TEKCTA

ITonpo6Ha mH(pOpManHs 3a TO3M JeKapPCTBEH MPOAYKT € IpeIocTaBeHa Ha yebcaiita Ha EBponeiickara
areHIusl Mo JiekapcTBaTa http://www.ema.europa.eu.



http://www.ema.europa.eu/

1. HNME HA JIEKAPCTBEHMUS TPOAYKT

HBVAXPRO 5 muxporpama HHXEKIIMOHHA CYCIIEH3US B IPEABAPUTEITHO HAIIBJIHEHA CIIPUHIIOBKA
Bakcuna cpeunty xenatut B (pekomOunantaa JIHK)
(Hepatitis B vaccine (recombinant DNA))

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Enna noza (0,5 ml) ceappixka:
Xenatut B BupyceH NOBbpXHOCTEH aHTHreH, pekomOuHanTeH (HBsAg)* 5 muxporpama

ajzicopbupan BbpXy amopden anymunueB xuapokcupocdar cyndar (0,25 munurpama Al")

* Ipou3BeJIeH OT APOXIU Saccharomyces cerevisiae (am 2150-2-3) upes pekombuHanTHa JJHK
TEXHOJIOTHSL.

Ta3u BakCMHA MOXE J]a ChABPIKA CIIECIU OT (POPMAIJCXUI U KaJTUEB THOIIMAHAT, KOUTO CE M3I0I3BaT
110 BpeMe Ha Mpou3BOACTBeHUs npoliec. Buxre Touku 4.3, 4.4 u 4.8.

ITomomHO(1) BemecTBO(a) C M3BECTHO ACHCTBHE:
Hatpwuii mo-manko ot 1 mmol (23 mg) Ha no3a.

3a IBJIHUA CHOUCHK Ha IIOMOIIHHUTE BEUICCTBA BHXKTC TOUYKaA 6.1.

3. JJEKAPCTBEHA ®OPMA

HnxeKkmoHHa CyCeH3us B MIPEABAPUTEIHO HATbJIHEHA CIPUHIIOBKA

Jlexo MbTHa OsJ1a CyCIIeH3HS.

4. KJIMHUYHU JAHHU

4.1 TepaneBTHYHHU MOKA3ZAHUS

HBVAXPRO e npegna3znadeHa 3a akTHBHA IMYHHU3aIIAS CPENTy XenaTUT B BupycHa nHbEKIus,
MPUYUHEHA OT BCUYKU U3BECTHU MOATUIIOBE, IIPU JIUIA OT PaKJIaHETOo 10 15-roAuiliHa BB3pacT,

IMPECICHCHN KaTO PUCKOBHU 3a €KCIIO3UIIUA HAa XCIIaTUT B BUPYC.

CHeIII/I(l)PI‘lHI/ITe PUCKOBH KATCIrOpuH, MOJAJICIKAIIN HA HMYHU3 AU, CE ONIPEACTIAT Bb3 0OCHOBA
Ha O(I)I/IIII/Ia.T[HI/ITe YKazaHnus.

Moske na ce mpearnonara, 4ye XenatuT D ChINO 11e ObJe MPeIoTBpaTeH Ype3 UMYyHH3AIHATA C
HBVAXPRO, 1wii kato xenatut D (mpuduuHEeH OT JeNTa areHT) He ce pa3BrBa 0e3 ChIIIECTBYBAHETO
Ha xenaTut B nabeknus.

4.2 JIo3MpOBKa M HAYMH HA MPUJI0KEHHE

Jlo3upoBka

Jluna ot paxkaaHero 10 15-roguinHa Bb3pact: 1 g03a (0,5 ml) npu BCSIKO HHXEKTHPAHE.

Tvpseuuna umynuzayus:

KypcbT Ha nMyHU3anums TpsOBa a BKIIOYBA HE MO-MaJIKO OT TPH HHKEKIIHH.

HpenoquBaT CC ABC€ OCHOBHHU CXE€MH Ha UMYHU3AIIUA:
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0, 1, 6 mecena: 1Be MHXEKIMH C MHTEPBAJI OT €IMH MECEIl; TPeTa HHXXEKIHI 6 Mecela ciiel] TbPBOTO
HPUIIOKECHUE.

0, 1, 2, 12 mecena: Tpu MEKEKITHH IIPE3 MHTEPBAJ OT €AMH MECEIl; YeTBhpTaTa /103a TpsiOBa 1a ce
WHKEKTHpa Ha 12-THs Mecelr.

IIpenoppuBa ce BakcHHATA J1a Ce MpHJIara Mo MoCcoOYeHnTe cxeMu. [lera, momydJmim KoMIpecupaHaTa

cxema (0, 1, 2 Mecela cxeMa Ha MpuUIarane), TpsOBa Ja moyry4ar OycTep J03aTa 3a MHIYIUPaHe Ha T0-
BHCOKH TUTPH Ha aHTHTENA Ha |2-TUs Mecell.

bycmep dosa:

HMyHOKOMIOETEHTHU BaKCHUHUPAHU JIMIIA

nycz[aTa oT 6YCTep J103a IIpH1 3[IpaBu JIMla, KOUTO Ca MOJYYHIIN ITBJICH Ha4YaJIEH KYpC Ha UMYHH3allu,
HE € OIIpE€AciiCHA. Hsxou MecTHH cXeMU Ha HUMYyHU3alusd, 063‘16, MMOHACTOANIICM BKIIFOYBAT IMPCIIOPBKA
3a IIpujiarane€ Ha 6YCTCp A03a U TE3U YKa3aHus CJI€ABa Ja C€ Clia3Bar.

NMYHOKOMIIpOMETUPAHU BAKCUHUPAHHU JIMIA (HAIp. DALMEHTH Ha JUAIN3a, TPAHCIUIAHTUPAHU
naryernTy, nanmedtu cse CITMH)

[Ipu BakcuHMpaHU C YBpEJCHA UMYHHA CUCTEMA, MPUIIATAHETO HA JOMBIHUTEIIHU JI03U BAaKCUHA
TpsOBa Jla ce MPEeLeH! KaTO Bh3MOXKHOCT, aKO HUBOTO Ha aHTUTEJIaTa CPEIlly XenaTtut B Bupyc
MOoBbpXHOCTEH aHTHreH (anti-HBsAg) e mox 10 [U/I.

PeI/IMVHI/IBaLII/Iﬂ Ha HE-pECNIOHACPHU

Jluma, KouTO He ca OTTOBOPWIIM HAa MBPBUYHHUTE CEPUH BaKCHHA, C€ peBakCcHHUpAT, 15-25 % nasar
aJIEeKBaTeH aHTUTSIIO-OTIOBOD Clie eHa AombiIHuTenHa q03a U 30-50 % cien Tpu JOMbIHUTEIHA
no3u. Tbif kKaTo JaHHUTE 3a 0€30MACHOCT Ha BAKCHHATA CPEIIy XeMaTuT B rpu npuiarane Ha
JOTTBITHUTEITHA JI03H HAJI IIPETIOPHUUTETHATE CEPUHN Ca HEAOCTATHhYHH, PYTHHHA PEUMYHU3AIIHS CIIe]T
MIPUKITIOYBaHE HA TbPBUYHAUTE CEPUU HE Ce TpenopbhuBa. PemmyHu3aius TpsoBa 1a ce 0OMUCTH TTpH
BHCOKOPHCKOBH JIUIIA, CJIE]T KaTO CE€ OLEHH I0J13aTa OT UMYHHU3ALIMATA CPEILy MOTEeHIIUATHUS PUCK OT
MOsIBaTa Ha JIOKATHU WM CHCTEMHU HEeXKEaH! PEeaKIIHU.

CHCHI/I&J’IHI/I OPCHOPBKHU IMPHU JO3UPAHE:

IIpenopbku 3a 103MpaHe NPU HOBOPOJECHU OT MAaiKM HOCUTEJIU Ha XxenaTtuT B Bupyc

- [Tpu paxxpaHeTo — eIHa 1032 UMYHOTJIO0YJIMH cpelty xenatuT B (o 24 gaca).

- ITepBata 1032 BakcHHA TPSOBA J1a ce MPUIIOKH JI0 7-MUSI ISH OT PaXIAHETO U MOXKE J1a ce
MPUJIOKH €THOBPEMEHHO ¢ UMYHOTJIOOYJTHH CpPEIly XeNaTHT B, MHXKEeKTHpaHa Ha APYTro MsICTO.

- [NMocneapanuTe 1034 BaKCMHA TPsIOBa Ja ce IpujiaraT B ChOTBETCTBHUE C MPEIIOPBUMUTEIIHATA B
ChOTBETHATA CTPAHA CXeMa Ha UMYHHU3AIHS.

Ipenopbku 32 103MpaHe NP U3BECTHA WM NMPEANOJaraeMa eKcno3nuuusi Ha xenaTut B Bupyc
(Hamp. y0oxkiaHe ¢ KOHTAMMHUPAHA MIJ1a)

- HmyHornoOymnuH cpelty xernaTuT B TpsiOBa j1a ce Mpritoku KOJIKOTO MOKE IMO-CKOPO CIIEH
ekcro3uImaTa (o 24 Jaca).

- [TppBaTa n03a BakcHHA TPsIOBA J1a c€ MPUIIOKH 10 7-MUsI IEH OT eKCIIO3UIMATA U MOXKeE Ja ce
MIPUJIOXKH €THOBPEMEHHO C HMYHOIIOOYJIMH Cpellly XenaTuT B, nHXeKTupaHa Ha APYro MsICTO.

- IIpenoppyBa ce ¥ CEpOJIOTHYHO U3CIIEBAHE C IIPUIaraHe Ha IOCIIEABAIIHU 103U BAKCUHA, aKO €
HE00XOIUMO (T.€. CIIOpe CEpOJIOTHUHUS CTaTyC Ha MallMeHTa) 3a KpaTKOCPOUHO U
JBJITOCPOYHO NPEa3BaHe.
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- [Tpu HEeBaKCHHUpAHH WM HEITBJTHO BAKCHHUPAHU JIMIIA, TOMBIHUTETHUTE JIO3H TPsOBa 1a ce
MpuUjIaraT B CbOTBETCTBUE C MPEMOPbYUTENHATA CXeMa Ha UMyHH3aIust. Moxe J1a ce peioxKu
U YCKOpEeHa cxeMa, BKIIouBaia Oycrep 1o3a Ha 12-THs Mecel.

HauuH Ha npunoxxenue

Ta3u BakcuHa TpHGBa Jia C€ mpujiara UHTpaMyCKYyJIHO.

[IpenHo-narepaiHaTa yacT Ha O€POTO € MPEAITOUYUTAHOTO MACTO HAa HH)KEKTHPAHE IPU HOBOPOICHH U
kbpMadeTa. [Ipu nera v 'oHOITHN MPEAITOYUTAHOTO MACTO Ha MHXKEKTHPAHE € NCITOUTHUAT MYCKYIIL.

Jla He ce UHXKEeKTHpa BbTPECHIOBO.

ITo u3KkiIIOUEHNE BAaKCUHATA MOKE JIa CE MPUIIOKH TTOJIKOKHO TIPU MAIIMEHTH ¢ TPOMOOIIUTOTICHUS HITH
HapyIICHUS Ha KPHBOCHCUPBAHETO.

[MpeamasHu MepkH, KOUTO TpsAOBa fa ObIAT B3eTH Mpeau paboTa ChC WU MPHUIIOKEHUE Ha
JIEKapCTBEHUSI IPOJYKT: BUKTE TOUKa 6.6.

4.3 TIlpoTruBomoka3aHust

- AHaMHe3a 32 CBPhXYYBCTBUTEITHOCT KbM aKTUBHOTO BEIIECTBO MITU HAKOE OT MMOMOIITHHUTE
BEIIECTBA, WU CIICAUTE OT OCTAThUHU BeIIecTBa (Harp. (POpMaJIEXH]] U KaJTUEB TUOIMAHAT),
BIKTe Touku 6.1 u 6.2.

- Nmynuzanusara TpsOBa 1a ce OTIIOXKH IPH JIMIA ¢ TeKKO GeOpriTHo 3ab0IsIBaHe WA OCTpa
HHpEKIN.

4.4 CheuuaaHu npegynpe:kaeHus U Mpeana3Hu MepKH NpH ynorpeda

IIpocaenumoct
3a aa ce moo00pyW MPOCIEAUMOCTTa HAa OMOJIOTMYHUTE JIEKAPCTBEHHU NMPOAYKTH, UMETO U TAPTHIHHUAT

HOMeEp Ha MPIIIOKEHUS MMPOTYKT TPSOBA SICHO JIa CE 3aIMCBaT.

KakTo npy BCUYKYM MHXEKIIMOHHN BAKCUHH, BUHATH TPsAOBa Ja UMa Ha Pa3MoJIOKEHHUE MTOIXO0IAII0
JIeUCHHE B CITyJail Ha psjika aHaQUIaKTHYHA PEaKIUs clie]l MPUIIaraHeTo Ha BaKCHHATA (BIK.
TouKa 4.8).

Ta3u BakcHHa MOXKE J]a ChABbPKA CIEAN OT POPMAIJIEXU U KallMeB THOLMAHAT, U3MOJI3BAHH M0 BpeMe
Ha MPOM3BOJCTBEHHMS mporiec. CIeJ0BaTeTHO MOTaT Ja Ce Pa3BHSAT PEaKIMU Ha CBPBXIyBCTBUTEIHOCT
(BX. TOoukH 2 1 4.8).

Jla ce M3MoJ3Ba C MOBUIIICHO BHUMAHUE NP BAKCHHUPAHE HA JIUIIA, YYBCTBUTEIHU KbM JIATEKC, Thid
KaTo 3amyIiankara Ha (hJakoHa ChIbpKa CYyX €CTECTBEH KayuyK, KOUTO MOXE Jla MPUYHHU allepPTHYHH
PEaKITHH.

3a KIIMHUYHO WU TaOOpaTOpHO MOHUTOPHUPAHE HA HIMyHOKOMITPOMETHPAHH JIMIIA WITH TAKUBA C
M3BECTHA, UJIH MpeAroiaraeMa eKCIo3HuIMs Ha BUpyca Ha XenaTtuT B Bmkre Touka 4.2.

TpsiOBa ma ce mMa MpeaBU ] MOTCHIMATHAAT PUCK OT artHesl ¥ HeoOXOAMMOCTTa OT MOHUTOpUpaHe Ha
nIuraHeTo 3a 48 Mo 72 Jaca, KOraTo MbPBUYHUTE UMYHU3AIIMOHHN CEPUH CE MpIIaraT Ha TBHPIIE
MpeXIeBpPEMEHHO POACHU KbpMadeTa (poaeHu < 28 recTalliOHHA CEAMMIIA) U OCOOCHO MPH TaKHBa C
aHaMHe3a 3a HeJopa3BUTa IuxareinHa cuctema (Bxk. Touka 4.8). Thii kaTo 1monszara OT UMyHH3ALUATA
MIPH Ta3W TPyIIa HOBOPOJAEHH € rolisiMa, IMYHHU3aIMsITa He TPSAOBa Jla ce CIIupa Wit 3a0aBsl.

Hopazm MMPOABJDKUTCITHUA I/IHKy6aHI/IOHeH IEPUOa Ha XCIIaTUT B, BB3MOKHO € B MOMCHTA Ha

MMYHH3aIMs Bede J1a MMa HepasnosHarta opma Ha xenatut B mHdexuns. Bakcunara Moxe 1a He
NpeaoTBpaTH XenaTut B nHdeknusaTa B 1og00Hu ciyvau.
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Bakcunata He MoXe Jja TPeOTBPaTH WHPEKIHS OT APYTH NPUIMHUTENIN KaTo Xenatut A, xenatut C
U xenaTuT E, KakTo U ApyTy NaTOreHH, 3a KOUTO € U3BECTHO, Y€ MHPEKTUPAT YePHUs AP00O.

TpsOBa ma ce mpeanucBa ¢ MOBUIIEHO BHUMaHNE Ha OpeMEHHH WM KbPMEIIH KeH! (BK. Touka 4.6).
[omomHo(1) BeniecTBo(a) ¢ U3BECTHO JCHCTBHUE:

To3u ekapcTBeH NPOAYKT ChIABPKA I0-Majako oT 1 mmol matpuii (23 mg) Ha 103a U ce IprueMa, Je
IIPaKTUYECKU HE ChABPKA HATPUH.

4.5 BzaumoaeiicTBHE ¢ APYTH JeKAPCTBEHU NPOAYKTH U APYru ¢gopMu Ha B3auMo/eiicTBHe

Ta3u BakcMHa MOXKE J]a ce TpuIiara:

- C IMYHOTJIOOYJIMH cpelly XenatuT B, Ha qpyro MsCTo Ha HHKEKTHPAHE.

- 3a 3aBBPIIBAHE HA TbPBUYECH UMYHHU3ALNOHEH KypC WM KaTo OycTep 103a [IPHU JIMIA, KOUTO
IIpeay TOBa ca MOJIYYMIIM APYyra XenaTur B BakcuHa.

- ChIBTCTBALIO C APYT'Y BAKCUHU, HA JPYTO MACTO U C OTJAC/IHA CIIPUHIIOBKA.

ChITBTCTBAIIOTO TIpHJIaTaHe Ha MTHEBMOKOKOBa KoHIoraTHa BakcnHa (PREVENAR) ¢ BakcuHa cpemry
xenatuT B mo cxemata 0, 1 u 6, u 0, 1, 2 1 12 Mecena He € HAITBIHO MPOYYEHO.

4.6 @epTHINTET, OPEMEHHOCT U KbpMeHe

DepTunurer:
HBVAXPRO #He ¢ orieHsBaHa B MPOYYBaHUS 110 OTHOIICHHUE HA (epTHIINTETA.

bpemeHHoOCT:
Hsma xknuanynm ganau 3a ynorpebara Ha HBVAXPRO npu OpemeHHH KeHU.

Bakcunara TpsiOBa Ja ce M3IMo3Ba 10 BpeMe Ha OPEMEHHOCT, CaMO aKo MOTEHIIMATHATA 0132
HA/IBUIIIaBA TIOTCHITHATHIS PUCK 32 deTyca.

Kspmene:
Hsama xnuamaam nanan 3a ynorpedara Ha HBVAXPRO mpu kppmenu sxeHu.

4.7 EdexTu BbpXy crniocodHOCTTa 32 modupaHe u padoTa ¢ MAITUHA

He ca mpoBexnanu npoy4BaHus 3a e)eKTHTE BbPXY CIOCOOHOCTTA 32 mopupaHe 1 padoTa ¢ MalIWHH.
Bce nmak ce ouaksa HBVAXPRO 1a He noBnuUsiBa WK Jia IOBIUSBA PEHEOPEIKUMO CITOCOOHOCTTA 32
modupane 1 paboTa ¢ MaITHHH.

4.8 Hexenanu JjeKapcTBeHH peaKIUH

a. Pe3tome na npogpuna na 6ezonacnocm

Haii-gecTo HabmoqaBaHnTE HEXKETIAHU PEAKIINH Ca PEAKIIMU Ha MSACTOTO Ha TPUJIOKEHHE: IIPEXO0THA
00JIe3HEHOCT, EpPUTEM, YILTETHEHHE.

0. Tabnuuno pesrome na nHexcenanume peaxyuu

CrietHUTE HEXKEJIAaHU PEAKIUH Ca ChOOIICHH ClIel IMPOKO pa3pocTpaHeHarTa ynorpeba Ha
BaKCHHATA.

Kakro u npu 1pyru BakCHHH cpelly XenatuT B, B MHOTO cily4au NpuuMHHA Bpbh3Ka C BAKCHHATA HE €
yCTaHOBEHA.
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Hexesanu peakuuu

YecToTa

Obwu napywenus u epekmu Ha MACMOMO HA NPULONHCCHUE

Jlokanau peakmuu (Ha MSCTO HA MPHUIIOKEHHUE): TIPEXOTHO BH3IAJICHUE,
€pUTEM, YIIITbTHEHUE

Yectu

(> 1/100 si0 < 1/10)

YMopa, BUCOKA TeMIieparypa, 00110 Hepa3oIokKEeHUE, TPUIONOA00HH
CHUMIITOMU

MHoro penku
(< 1/10 000)

Hapywenus na kppvema u iumpuama cucmema

TpomOorTOIeHNs, TUMQaTCHOTATHS

MHoro penku
(< 1/10 000)

Hapywenus na umynnama cucmema

CepymHa 6onecT, aHadunakcusi, HOJIO3€H NOMHAPTPUT

MHoro penku
(< 1/10 000)

Hapymenuﬂ Ha HepeHama cucmema

[Mapecte3us, napanusa (BKJIIOUYNATETHO Mapanu3a Ha bern, nuuesa napanusa),
nepudepHu HEBpomaTHH (MTOTUPATUKYIOHEBPUT, cHHAPOM Ha Guillain
Barre), HeBpUT (BKIIIOUNTETTHO HEBPUT HA OYHHS HEPB), MUEIIUT
(BKJIFOUMTETHO TPAHCBEP3aJICH MHUEJINT), eHIIe(annuT, JUMUETHHIU3UPAILO
3a00JIsBaHE Ha IIEHTPAJIHATAa HEPBHA CHCTEMa, 000CTpsSHE Ha MHO)KECTBEHA
CKJIEp03a, MHOXECTBEHA CKIIepo3a, I'bPUoBe, IIIaBoO0IINe, 3aMaiiBaHe,
CHHKOII

MHoro penku
(< 1/10 000)

Hapywenus na oyume

VYBeur

MHoro penku
(< 1/10 000)

Cvoosu napyuieHus

XUNOTOHMS, BACKYJIUT

MHoro penku
(< 1/10 000)

Pecnupamopru, epvOHU u MeOUACMUHAIHU HAPYULEHUS.

CumnToMu Mog00HN Ha OPOHXOCTIA3BM

MHoro penku
(< 1/10 000)

Cmomawino-upesHu HapyueHus

[NoBpwiiane, rajicue, tuapus, KopeMHa 0oJka

MHoro penku
(< 1/10 000)

Hapymeuu}z HA KOJICAMA U NOOKONCHAMA MbKAH

OO0puB, anornenus, NpypuTyC, ypTHKAPHS, EpUTEM MYyITH(HOPME, aHTHOEIEM,
€K3eMa

MHoro penku
(< 1/10 000)

Hapymeﬂuﬂ HA MYCKYJIHO-CKeJlemHama cucmema, CHEOUHUMENIHAMA MbKAH U KOCIUme

ApTpanrusi, apTpuT, MUANTHsL, 00JIKa B KpalHUIINTE

MHoro penku
(< 1/10 000)

HUscneosanus

[MoBumienne Ha YepHOAPOOHUTE CH3UMHU

MHoro penku
(< 1/10 000)

6. /Ipyza cneyuanna nonynayus

ATHes ipu TBBPJIE MPEKIEBPEMEHHO POACHU KbpMadeTa (poAeH! < 28 recTalioHHa ceMHIIA) (BXK.

Touka 4.4).

CrpoO1iaBase Ha MOJO3UPAHN HEKEIAHH PEAKIINN

CT»O6I].IaBaH6T0 Ha MIOAO3UPAaHU HEKEJIIaHU PEAKIUU CJIEA pa3pCllaBaHE 3a yHOTpeGa Ha JICKapCTBCHUS

IMPOAYKT € BaXKHO. Tosa no3BossBa Ja IpoabJIKA Ha6JHOI[eHI/IeTO Ha CbOTHOIICHUETO HO.H3a/pI/ICK 3a
JICKApCTBECHUA ITPOAYKT. Or MCIUIIMHCKUTEC CIICHUAJINCTHU CEC U3HMCKBA Ja C’bO6IIIaBaT BCsKa
IMoa03WpaHa HEXKEIaHa pC€aKua Yp€3 HallHOHAIHA CUCTEMA 3a C'I)O6H_IaBaHC, II0CO4YCHA B

Ilpunoxenue V.
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4.9 TIlpeno3upane

Nma cpobmenns 3a IpuioKeHrne Ha I0-BUCOKH OT npenopbuntennute 1o3u HBVAXPRO. Kato
LSUT0, TPOQHITBT Ha HEXKENIAaHUTE CHOUTHS, CHOOIICHU NPH NMPE03UpaHe, € CPAaBHUM C TO3H,
HaOrogaBaH npwu npenoppuntenaute g03u HBVAXPRO.

5.  ®APMAKOJIOTMYHH CBOMCTBA
5.1 dapmaxoaMHAMHYHHU CBOiicTBa
®apmMakoTepaneBTHYHA Tpyma: aHTurHpeknno3Hu cpeactea, ATC xoa: JO7BCO1

Bakcunara nHayIpa npou3BoJICTBOTO HA CHEIM(DUYHN XyMOPaIIHU aHTUTENA CPENly XenaTuT B
BHPYCHHS TIOBBPXHOCTEH aHTHUTeH (anti-HBsAg). Pa3putrero Ha aHTHTENA Cpenry XenaTuT B
BHUPYCHUS IOBBpXHOCTEH aHTUTeH (anti-HBsAg) ¢ Tutsp, pasen Ha wiu no-rossim ot 10 [U/1, uamepen
1 no 2 Mecena cien nocieHaTa HHXEKIUS, KOpelnpa ChC 3alluTa Cpelly Xenatut B BupycHa
HH)EKITHS.

B ximnnynM nznutBanust 96 % ot 1 497 3apaBu kppMadeTa, A€la, FOHOIIY U Bb3PACTHH, MOITYYHIH
Kypc OT 3 103H OT NpeArIIEeH ChCTaB Ha peKOMOMHAHTHA BaKCHHA cpelly xenaTut B na Merck,
pa3BUBAT 3aIIMTHO HUBO HA aHTHUTENA CPEIly XeNaTUT B BUPyCHUS MOBBPXHOCTEH aHTUI'€H

(= 10 IU/N). Ilpu nBe M3nuTBaHMS PU KbpMaueTa C U3MOA3BaHH PA3TUUHU CXEMHU Ha MpHIIaraHe u
€HOBPEMEHHO MpWJIaraHd BAaKCHHH, JIETbT Ha JielaTa ChC 3alllUTHA HUBA Ha aHTUTena € 97,5 % u
97,2 % chbC cpenHu TEOMETPUYHU TUTPH ChoTBETHO 214 m 297 TU/L

[TpoTekTuBHATa €PUKACHOCT HA 1032 UMYHOIJIOOYJIMH Cpelly XenaTtuT B npu paxnanero, nocieaBan
0T 3 703U OT MpeaulleH ChCTaB Ha PeKOMOWHAHTHA BaKCHHa cpelry xenatut B Ha Merck, e nokasana
TIPH HOBOPOJICH! OT MaWKH, ITOJIOXKUTEITHH 3a XenmaTuT B moBbpxHOCTeH aHTHTeH (HBSAg) 1
e-antured (HBeAg). Ot 130 BakcMHUpaHU KbpMayeTa yCTaHOBeHATa e()MKACHOCT IO OTHOLICHUE Ha
npeAoTBpaTsIBaHe Ha XpOHUYHA xenaTuT B undekuus e 95 % B cpaBHEHHE C YyecToTaTa Ha
MH(EKIUATa IPY aHAMHECTUYHO HETPETUPAHU KOHTPOJIH.

MaKap Y€ MPOABLKUTCIIHOCTTA Ha 3allITUTHOTO I[eflCTBPIe Ha NpCAUIICH ChCTaB Ha peKOM6I/IHaHTHa
BaKCHHa cpelry xenaTut B Ha Merck npu 37paBu BaKCHHUPAHH HE € U3BECTHA, IPOCTIEAIBaHe HAJT
5-9 roguan Ha pudIM3uTeTHO 3 000 BUCOKOPHUCKOBH JIUIIA, TIONYYHIIN TI0J00HA BaKCHHA,
MPOU3BE/IcHA OT I1a3Ma, HE TT0Ka3Ba HAIMYKMETO Ha CITyYau Ha KIIMHUYHO MPOSIBEHA XenaTuT B
WHEKIIHS.

B nonbnHeHue, nepcucTHpaHeTo Ha BaKCHHHO-UHAYIMpPaHa UMYHOJIOTMYHA ITaMeT 10 OTHOILIEHUE Ha
xenatut B BupycHus nobspxHocTeH antureH (HBsAg) e neMoHcTprpaHo Ype3 aHaMHECTUYEH
AHTUTSUIO-OTIOBOP KbM OyCTep 1032 OT IPEAUIIEH ChCTaB Ha PEKOMOWHAHTHA BAKCHHA CPELLy
xernatut B Ha Merck. [IpoabmmkuTenHoCTTa HA 3aIIUTHUA €EKT MIPU 3ApaBU BAKCUHUPAHU HE €
u3BectHa. Hyxnara ot 6ycrep noza HBVAXPRO, u3sba Oyctep no3ara Ha 12-THs Mecell,
HeoOxoauMa Ipu KoMmpecupanara cxema 0, 1, 2, Bce oliie He € onpeiesieHa.

Hamanen puck om xenamoyenyiapen KapyuHom

XenarouenylapHUSAT KapIIMHOM € TeXKO YCIOKHEHHE Ha XeraTuT B Bupyc uadekuusTa.
[IpoyuBaHusTa IMOKa3BaT BPb3Ka MEXKy XpOHWYHA XernaTuT B uHdekus u xenaroneryaapeH
KapiuHoM, a 80 % oT XemaTouenyIapHUTe KapIIMHOMH ce IPUYHHSIBAT OT XenaTut B BupycHa
uHdeknus. BakcuHaTa cpenry xenatut B e npu3Hara 3a mbpBaTa IpOTHBOPAKOBA BAKCHHA, THI KaTo
TSI MOYXKE J1a TIPEJOTBPATH IbPBHYHUS YEPHOAPOOCH KaPLITHOM.

5.2 d®apmakoKMHeTHYHH CBOWCTBA

Henpunoxumo
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5.3 IlpeakJIUHUYHHU JAHHH 32 0€30MACHOCT

PerO)IyKTI/IBHI/I Ipoy4BaHUs IIPU ) KUBOTHU HE Ca IMMPOBCKIAAHU.

6. DAPMAIIEBTUYHU JAHHHU
6.1 ChoucnbkK Ha HOMOIIHHTE BelleCTBA

Hatpues xnopun
Bopaxkc
Bona 3a nmxeknuu

6.2 HecsBmMecTHMOCTH

[Ipu nunca Ha IpoyYBaHUS 32 HECHBMECTHMOCTH TO3H JIEKAPCTBEH MPOAYKT HE TpsiOBa Ja ce CMecBa ¢
JIPYTH JIEKapCTBEHH MPOTYKTH.

6.3 Cpok Ha roaHOCT
3 ronuHU
6.4 CheuuaaHu ycja0oBHsI HA CbXpaHEHHe

Ja ce cexpanssa B xmagmmHUK (2 °C — 8 °C).
Ja He ce 3ampassiBa. [la ce chXpaHsBa B OpUTHHAITHATA OMIAKOBKA, 32 JIa Ce MPEJINa3u OT CBETIINHA.

HBVAXPRO Tpsi0Ba 1a ce npuinara Bb3MOKHO Hali-CKOPO CJie/l M3BAXKIaHe OT XJIaITHHIKA.
HBVAXPRO moxe aa ce mpuiara, Korato o0moTo BpeMe (KyMyJIaTHBHOTO BpeMe OT MHOTOKPATHH
OTKJIOHEHHS B TeMIlepaTypaTa) U3BbH XJIaauiHuKa (mpu teMmneparypa mexay 8°C u 25°C) He
HajaBuaBa 72 yaca. KymynaTuBHO, MHOTOKpaTHH oTKIIOHEeHHs Mexty 0°C u 2°C cblio ca
paszpemieHu, JOKOIKoTo 0omoTo Bpeme mexay 0°C u 2°C He HaaBumaBa 72 daca. ToBa obade He ca
MIPETIOPBKHU 33 CbXPAHEHUE.

6.5 Buawu cpabppkaHue Ha OMMAKOBKATA

0,5 ml cycrieH3us B mpeABapUTEIHO HATBIHEHA CIIPUHIIOBKA (CTHKIIO) O€3 UrJa ¢ riaBa Ha OyTaJloTo
(cuBa xn0pobyTHIOBa MK OpoMoOyTHIIOBa). OnakoBku ot 1, 10, 20, 50.

0,5 ml cycrieH3us B mpeBapUTEIHO HATBJIHEHA CIIPUHIOBKA (CTBHKIIO) C 1 OTIeNHa UIJia C IJlaBa Ha
OyranoTo (cuBa xJI0poOyTHIIOBa Ml OpoMoOyTHiioBa). OmakoBku oT 1, 10.

0,5 ml cycrieH3us B mpeABapUTEIHO HATBITHEHA CIIPUHIIOBKA (CTHKIIO) C 2 OT/ICTHU HMIJIM C TJIaBa Ha
OyranoTo (cuBa xJ0poOyTHIIOBa MK OpoMoOyTHioBa). OmakoBku oT 1, 10, 20, 50.

He Bcuuky BUIOBe OMaKoBKH MOTar Aa ObAaT MyCHATH Ha Masapa.

6.6 Ilpenna3Hu MepKH NPHU U3XBBPJISIHE U padoTa

IMpeau mpunarane BakCHHATA TPSOBA Jla Ce MPOBEPH BU3YAITHO, 3a /1a CE YCTAHOBH JIAJTH MMa HsIKaKBa
yTaiKa WU IPOMSIHA B I[BETA HA ChIBPKAHUETO. AKO T€3H YCIOBHS Ca HAIUIIE, MPOIYKTHT HE TPsOBa
Jla ce mpuiara.

[Ipenu npunoxeHue CIPUHIIOBKAaTa TpOBa J1a ce pas3kiaTH Jo0pe.

CropuHIIOBKAaTA J1a Ce 3aKperH 3a KOpITyca U J1a Ce MOCTaBU UIJiaTa upe3 3aBbpTaHe B IOCOKA Ha
YaCOBHUKOBATA CTPEJIKA, JOKATO UIJIaTa € CTAOMIIHO TIOCTaBeHa HA MSACTOTO CH.

Hewusmon3BaHUAT JIEKapCTBEH MPOAYKT MM OTHAIbYHUTE MATEPHAIN OT HETO TPsIOBA Ja Ce U3XBBPIIAT
B CbOTBETCTBUEC C MCCTHUTEC U3UCKBAHUS.
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7. HPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem
Hunepnannus

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/01/183/004
EU/1/01/183/005
EU/1/01/183/020
EU/1/01/183/021
EU/1/01/183/022
EU/1/01/183/023
EU/1/01/183/024
EU/1/01/183/025
EU/1/01/183/030
EU/1/01/183/031

9. JATA HA ITbPBO PASBPEINIABAHE/IIOJJHOBABAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

Jlata Ha mbpBO paspemaBane: 27 anpui 2001 T.

Jara Ha nocneaHo noaHossiBane: 17 mapt 2011 1.

10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

IMonpobHa nH(popMaIus 3a TO3M JICKAPCTBEH MPOJIYKT € MpeocTaBeHa Ha yeOcalita Ha EBpornelickara
areHITUs 110 JIeKapcTBaTa http://www.ema.europa.eu.
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1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

HBVAXPRO 10 MukporpaMa HHXEKIIHOHHA CYCIIEH3Us
Bakcuna cpenty xenatut B (pekomOunantaa JJHK)
(Hepatitis B vaccine (recombinant DNA))

2. KAYECTBEH 1 KOJIMYECTBEH CbCTAB
Enna noza (1 ml) ceabpxa:
Xenatut B BupyceHn noBbpXHOCTEH aHTHreH, pekomOunanten (HBsAg)* 10 mukporpama

ajzicopoupan BepXy amopden amymuaunes xuapokcudocdar cymndar (0,50 mumurpama Al*)

* Ipou3BeNieH OT APOXIU Saccharomyces cerevisiae (am 2150-2-3) upe3 pexkomObunantra JJHK
TEXHOJIOTHSL.

Ta3u BakCHHA MOXKE J]a ChABPKA CIIEU OT GOPMAIJCXUI U KaJIHEB THOIMAHAT, KOUTO C€ U3I0JI3BaT
110 BpeMe Ha MpOoU3BOACTBEHUS npoliec. Buxre Touku 4.3, 4.4 u 4.8.

ITomonHO(1) BemecTBO(a) ¢ U3BECTHO JCHCTBHUE:
Hatpwuii mo-manko ot 1 mmol (23 mg) Ha no3a.

3a IIBJIHUSA CHUCHK Ha IIOMOIIHHUTE BECUICCTBA BHXXTEC TOYKaA 6.1.

3. JEKAPCTBEHA ®OPMA

HnxeKkuoHHa CyCreH3Us

Jlexo MbTHa Os1a CyCIIeH3HS.

4. KJIMHUYHU JAHHHU

4.1 TepaneBTHYHHU NOKA3ZAHUS

HBVAXPRO e npegnazHadeHa 3a akTHBHA IMYHHU3AIHsI CPENTy XenaTUuT B BupycHa nH(EKIHs,
MPUYMHEHA OT BCUUYKU U3BECTHU MOATUIIOBE, IIPU JIKIA HA U HAJl 1 6-TOUIIIHA BB3PAaCT, IPELICHEHH

KaTo PUCKOBH 3a €KCIIO3UIIMA Ha XenaTuT B Bupyc.

CHeIII/I(l)PI‘lHI/ITe PUCKOBH KATCIrOpUM, MOJAJICIKAIIN HA UMYHU3ALMHA, CE ONIPEACTIAT Bb3 OCHOBA
Ha O(I)I/IIII/IaJ'IHHTe YKazaHnus.

Moske na ce mpearnonara, ye xenatut D chIIo 11e ObJe MPeIoTBPaTeH Ype3 IMYHHU3AIHITA C
HBVAXPRO, Tbit kaTo XxenaTut D (Ipu4rHEH OT JeITa areHT) He Ce pa3BHBa 03 ChIICCTBYBAHETO
Ha xenaTut B nHbekus.

4.2 JIo3MpOBKa M HAYMMH HA MPUJIOKEHHE

Jlo3upoBka

Jluna Ha u Hax 16-—roauiHa BB3pacT: 1 go3a (1 ml) mpu BCAKO MHXKEKTHPAHE.

Tvpsuuna umynuzayus:

KypcbT Ha nMyHU3anms TpsAOBa Ja BKIIOUBA HE IO-MaJIKO OT TPH HHKEKIIHH.

HpenoquBaT CC ABC€ OCHOBHHU CXE€MHU HA UMYHH3AIUA:
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0, 1, 6 Mmecena: 1Be MHXEKIIUN C MHTEPBAI OT €IMH MECEIl; TPETa MHKEKIUA 6 Mecera clie]] ITbPBOTO
TIPHUIIOKEHUE.

0,1, 2, 12 mecena: Tpu MHXEKIUH IIPE3 HHTEPBAI OT €IMH MECEIl; YeTBhPTATA /1032 TPSOBa J1a ce
WHXEKTHpa Ha 12-THs Mecelr.

HpenoquBa CC€ BaKCHHAaTa [a CC nmpujiara 1no noCO4YCHUTE CXEMHU. Hnua, TMOJIy4YWJIN KOMITpECHUpaHaTa

cxema (0, 1, 2 Mecema cxema Ha IIpujIarafne), TpsOBa Ja moaydaT OycTep mo3aTta 3a HHAYIHpaHe Ha 10-
BHCOKHM TUTPH Ha aHTUTENA Ha 12-TUs Mecell.

bycmep dosa:

I/IMVHOKOMHGTGHTHI/I BaKCHMHHWPAHHW JIHUIIa

Hyxnmata ot Oyctep mo3a npu 3paBy JIMIa, KOUTO Ca IMOJYYHITH ITBJICH HavyajleH Kypc Ha MMyHHU3aIlus,
He e onpezeneHa. Hakon MecTHH cxeMu Ha UMyHH3aIys, 00ade, TOHACTOSIIEM BKIIFOYBAT IMPETIOPbKa
3a TpuIlarane Ha Oycrep /032 U Te3W yKa3aHHs ClIeBa Ja ce Cra3Bar.

HMyHOKOMIIpOMETHPAHN BAKCHHUPAHU JUIA (HAIp. DAMEHTH Ha JTHAIN3a, TDAHCIUIAHTUDAHNA
naryernTy, nanuedtu csc CITMH)

[Tpu BakCHHMpPAHU C YBpeICHA UMyHHA CUCTEMa, PHIaraHeTo Ha JOMBJIHUTEIHH 1031 BaKCHHA
Tpsi0Ba J1a ce MPELEeH! KaTo Bb3MOXKHOCT, aKO HUBOTO Ha aHTUTEJIaTa CPelly Xenatut B Bupyc
NOBBPXHOCTEH anTureH (anti-HBsAg) e mox 10 TU/L.

PenMyHu3a1ms Ha He-peCIIOHAEPH

Jluma, KouTo He ca OTTOBOPUIIM HAa IBPBUYHHUTE CEPUH BAKCHHA, C€ peBaKCUHUPAT, 15-25 % naBat
aJIeKBaTeH aHTUTSUTIO-OTTOBOP CIIe/ €Ha JOMBJIHNTENHA 1032 U 30-50 % ciieq Tpu TOMbIHATETHA
no3u. Twil kKaTo JaHHUTE 32 0€30MaCHOCT Ha BaKCHHATA CPElly XenaTuT B npu npunarase Ha
JOTBIHUTEHHU JI03U HaJ MIPETOPBUUTETHUTE CEPUHN Ca HEAOCTAaThYHM, PyTUHHA PEUMYHU3AIUs CIe]
TIPUKITIOYBaHE Ha IBPBUYHATE CEPUU HE Ce TIperophyuBa. PemmyHn3anus TpsOBa 1a ce 0OMHCITH TPH
BHCOKOPHWCKOBH JTUIIA, CJIE]] KATO CE OIEHH IT0JI3aTa OT UMYHHU3AIIMATA CPENTY TTOTSHIINATHIS PUCK OT
MosIBaTa Ha JIOKAIHU WJIM CUCTEMHU HEXKEJIaH! peaklru.

CuenmarHy TPenopPbKY 33 TO3UPAHE ITPU M3BECTHA WITH TIPEIIoiaracMa eKCIO3UITHs Ha XemaTuT B
BUpYC (Hanp. yOOK1aHe ¢ KOHTAMUHHUPAHA UIJa):

- NmynornoOyiuH cperty xenatut B TpsiOBa 1a ce mpHItoxkKH, KOJIKOTO MOXKeE TT0-CKOPO CIIe]
ekcriosuiusTa (10 24 Jaca).

- [TepBata m03a BakcHHA TPsIOBa Jla ce MPWIIOKH JI0 7-MUsI ICH OT €KCIIO3UIIHATA U MOXKeE Jia Ce
NPUIIOKH €THOBPEMEHHO C IMYHOTJIOOYJIMH CPeIly XenaTuT B, HHKeKTHpaHa Ha APYTO MSCTO.

- [IpenopbyBa ce U CepOIOTUYHO H3CIIEBAHE C MIPHIaraHe Ha MOCIIEABAIIHN JO3U BaKCHHA, aKo €
HEO0XOIUMO (T.€. CTIOpE CEPOJIOTHYHHS CTATyC Ha MalKeHTa), 38 KPaTKOCPOUYHO U
IBITOCPOYHO Mpea3BaHe.

- [Ipn HEeBaKCHHHMPAHH WM HEITBJIHO BAKCHHUPAHU JIMIA, TOMIBIHUTEITHATE J03H TPSOBa J1a ce
nmpwiaraT B CbOTBETCTBUEC C IPCTIOPBUUTCIIHATA CXEMA HA UMYHH3a1Us. Moxe Ja C€ NpECIIOKHN
Y YCKOpEHa cxeMa, BKJIIouBala Oycrep /1o3a Ha 12-Tus Mecell.

JIuna mox 16-roauiHa Bb3pacT:
HBVAXPRO 10 mukporpama He € oKa3aHa 3a Ta3u NOArpyIa Ha MeIuaTpu4yHaTa Momyanusl.

[MoaxomasmiaTta KOHIIEHTpAIHS 32 IpUIaraHe mpu Jella Ha Bb3pacT OT paXkaaHeTo A0 15-rogumniHa
BB3pacT e HBVAXPRO 5 mukporpama.
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Hauwnn Ha npuiiokeHue

Ta3u BakcuHa TpsIOBa Jja ce mpuiiara HHTPaMyCKyJHO.
[Ipu BB3pacTHH 1 IOHOIIN MPEATIOYUTAHOTO MICTO Ha MH)KEKTHPAHE € AEATOUIHUAT MYCKYII.
[la He ce MHXEeKTHUpa BbTPECHA0BO.

ITo u3kmoUYeHNe BaKCHHATA MOKE Ja C€ MPHUJI0XKHU IMOAKOXKHO ITPU MaluCHTHU C TpOMGOIII/ITOHeHI/ISI HIn
HapylmceHUus Ha KPbBOCBCUPBAHCTO.

[Ipenma3au Mepku, KOUTO TPAOBa 1a ObJAT B3ETH MPeIy paboTa ChC WIH MPUIIOKEHHE Ha
JIEKapPCTBEHUS MPOAYKT: BUKTE TOUKA 6.6.

4.3 IlpoTuBOMOKA3aAHUA

- AHaMHe3a 33 CBPbXYYBCTBUTEIHOCT KbM aKTHBHOTO BEIIECTBO HIIM HIKOE OT TOMOIIIHUTE
BEIIECTBA, WK CIIEAUTE OT OCTaThYHHU BelecTBa (Harp. (opMaIeXy/] i KaJlueB THOI[HAHAT),
BIDKTE TOUKH 6.1 1 6.2.

- NmyHnzanusra TpsOBa 1a ce OTIIOKHU TP JIMIIA C TeXKO (PeOpriTHO 3a00sBaHE HITH OCTpa
WHpEKIHS.

4.4 Cneuuaanu npegynpe:KaeHus ¥ Npeana3Hu MEPKH NPH ynorpeda

IIpocaenumoct
3a 1a ce moo0pu MPOCIETUMOCTTa Ha OMOIOTHYHUTE JIEKAPCTBEHHU MPOIYKTH, UMETO U MAPTHIHUAT

HOMCP Ha MPUIIOKCHUA ITPOAYKT TpH6Ba SICHO Ja CC 3aI1McCBar.

KakTo npu BCHYKH MHKEKIIMOHHN BAaKCUHH, BUHATH TPsIOBa Ja MMa Ha Pa3oI0oKEHHE MTOAXO0IAII0
JICYCHUE B CITy4yail Ha psiika aHAQWIAKTUYHA PEaKIHsl CIe]l MPUIaraHeTo Ha BaKCHHATA (BX.
Touka 4.8).

Ta3u BakcHHA MOXKeE J]a ChABPKA CICAN OT POPMATIEXU U KATUEB THOIMAHAT, U3MOJI3BAaHU IO BpeMe
Ha TPOU3BOJICTBEHUS mpoliec. ClIeZI0BaTEIHO MOTaT Ja Ce Pa3BHST PEAKIMH Ha CBPhXYYBCTBUTEITHOCT
(Bx. TOukH 2 1 4.8).

[a ce u3mnon3Ba c MOBHUILIEHO BHUMaHKE IPH BaKCHHUPaHE Ha JIMIA, YyBCTBUTEIHU KbM JIATEKC, THI
KaTo 3amylIajkara Ha (pJakoHa ChIbpiKa CyX €CTECTBEH KaydyK, KOHTO MOKe Jla MPUYMHN allepTHYHH
peakuuu.

3a KJIMHUYHO WIIN na60paTopHo MOHUTOpPHUPAHEC HA UMYHOKOMIIPOMETHPAHU JIMIIa UJIN TaKHWBa C
H3BECTHA, WM MMpEeATIOoIaracMa CKCII03UIUA Ha BUPYyCa HA XCIIAaTUT B BmxTe Touka 4.2.

Ha6nromaBanu ca MHOKECTBO (haKTOPU, KOMTO HaMaJIsiBaT UMYyHHHS OTTOBOP KbM BaKCUHHUTE CPEILy
xenatut B. Te3u (pakropu BKIIOYBAT MMO-HANIPETHATA BB3PACT, MBKKH IT0JI, HATHOPMEHO TETJIO,
TIOTIOHOTYIIIEHE, HAUYWH Ha MIPUJIOKEHUE U HIKOM XPOHIYHU ChITBTCTBAIIM 3a00maBanus. TpsOBa na
ce B3eMarT I0j] BHUMaHHE CEPOJIOTHYHHUTE TECTOBE Ha TE3H JIMIA, KOUTO Ca U3TI0KEHU Ha PHUCK JIa HEe
MOJTy4yaT ceporpoTeKius ciea mbyiausg kypc ¢ HBVAXPRO. Moxe na ca HeobxoauMu
JOTTBTHUTEITHA JI03W 34 JIUIA, TIPY KOUTO JIUTICBA VITH € HAJIMIIE OTTOBOP TOJ ONITUMAITHUS KBM Kypca
Ha BaKCUHHUPAHE.

ITopaau poIbIKUTETHIS] MHKYOAIIMOHEH TIEPHOJ] Ha XeMaTUT B, BE3MOXXHO € B MOMEHTA Ha
MMYHH3aIWs Bede J]a IMa HepasnosHaTa (popma Ha xernaTuT B nHpeknms. BakcnHata Moxe na He

npeaoTBpaTH XenaTut B nHdekuusaTa B 1og00HN ciydan.

Bakcunara He MOXXe Jja TpenoTBpaTH HH(MEKIHS OT IPYTH MPHYNHUTEIN KaTo XenaTuT A, xenatut C
u xenaTuT E, KakKTo U IPyry MaTOTeHH, 32 KOUTO € U3BECTHO, Ye MH(MEKTUPAT Y€ PHUS APOO0.
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TpsiOBa 1a ce mpeanucBa ¢ MOBUIICHO BHUMaHUE Ha OpEeMEHHH WIIM KbPMEIIH KEeHH (BXK. Touka 4.6).

IomomniHo(1) BeniecTBo(a) ¢ U3BECTHO JIeHCTBUE:
To3u ekapcTBeH MPOAYKT ChABPXKA T0-MaiaKko oT 1 mmol Hatpuit (23 mg) Ha 1032 U ce IprueMa, Je
MIPAKTHYECKH HE ChABPKA HATPHIL.

4.5 BzaumopneicTBHE ¢ APYTH JeKAPCTBEHH NMPOAYKTH U APYrd opMHU HA B3auMo/elicTBHE

Ta3u BakcHHA MOXe Jla ce MpHiiara:

- C UMYHOTJIOOYJIMH Cpelly XenaTuT B, Ha Ipyro MscTo Ha MHKEKTHPaHE.

- 3a 3aBBPIIBAaHE Ha TbPBUYEH HUMYHHU3AIMOHEH KypC WM KaTo OycTep /103a U JINIA, KOUTO
Mpe/v TOBA Ca MOJIYYHIIH JApyra XenaTuT B BakcHHA.

- CBITBTCTBAILO C IPYTH BAKCHHH, HA JIPYTO MSCTO U C OTJIE/THA CIIPHHIIOBKA.

4.6 @epTHINTET, DPEMEHHOCT U KbpMeHe

PepTunureT:
HBVAXPRO He e onieHsIBaHa B IPOYYBaHUS 110 OTHOIIEHHE Ha (hepTUIIUTETA.

bpemenHocT:
Hsima xmuagHN qanau 3a ynorpedara Ha HBVAXPRO npu 6peMeHHHN KeHU.

Baxkcunara TpsiOBa a ce M3Mmon3Ba 1o BpeMe Ha OPEMEHHOCT, CaMO aKoO IMOTSHIIMAIHATA 10132
HaJIBUIIIABA TIOTSHIMATHMSI PUCK 3a (eTyca.

Kspmene:
Hsma xknuanynm ganau 3a ynorpebara Ha HBVAXPRO mpu kbpMeInu >keHH.

4.7 EdexTu BbpXy cnoco0HOCTTa 32 modupaHe U padoTa ¢ MAIIMHA

He ca npoBexaanu nmpoyuBaHus 3a eeKTUTE BhPXY CIIOCOOHOCTTA 3a MIopupaHe U padoTa ¢ MaIIMHU.
Bce nak ce ouakBa HBVAXPRO na He moBnMsBa WK 1a MOBJIHABA IPEHEOPESKUMO CITOCOOHOCTTA 3a
modupane 1 paboTa ¢ MaIlHHU.

4.8 Hexenanu JeKapCcTBEHH PeaKIUU

a. Pe3tome na npogpuna na 6ezonacnocm

Haii-uecTo HaOI0qaBaHUTE HEKEIAHU PEAKIMH Ca PEaKIMU Ha MICTOTO Ha IPHJIOKEHHE: IIPEXO0IHA
00JIE3HEHOCT, epUTeM, YILTHhTHEHHE.

0. Tabauuno pe3rome na Hexceranume peaKyuu

CrietHUTE HEXEJIAaHU PEaKIUK ca ChOOIIECHH CJIe IUPOKO pa3pocTpaHeHaTa ynorpebda Ha
BaKCHHATa.

KakTo u npu pyru BakcHHU cpelly XenaTuT B, B MHOTrO ciiydan mpUYMHHA Bpb3Ka C BAKCMHATa HE €
YCTaHOBEHA.
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Hexesanu peakuuu | YecroTa

Obwu napyuenus u egpexmu Ha MACIMOMO HA NPULONHCCHUE

Jlokanau peakmuu (Ha MSCTO HA MIPHUIIOKEHHUE): TIPEXOTHO Bh3IMAJICHHUE, Yecrtu
epuTeM, YILTbTHEHHE (=1/100 mo <1/10)
‘YMopa, BICOKa TeMIiepaTypa, 0010 Hepa3moJIOKEeHIE, TPUITOITOI00HT MHoro penku
CHUMIITOMU (< 1/10 000)

Hapywenus na kppvema u iumpnama cucmema

MHoro penku

TpomOomuTOoTIeH s, TUMQaTCHOTATHS (< 1/10 000)

Hapywenus na umynnama cucmema

MHoro penku

CepymHa 6onecT, anaunakcusi, HOIO3eH NOJTHAPTPUT (< 1/10 000)

Hapymenuﬂ Ha HepeHama cucmema

[TapecTe3us, napanu3a (BKJIIOUYNTETHO Mapanu3a Ha bern, nuuesa napanmsa),
nepudepHr HeBpomaTuu (MOTMPATUKYIOHEBPHUT, cuHApPOoM Ha Guillain
Barre), HeBpUT (BKIIOUMTETHO HEBPHUT HA OYHHS HEPB), MUEITUT
(BKJIFOUMTETHO TPAHCBEP3aJICH MHUEJINT), EHIIe()aTnuT, JUMUAETNHU3UPAILO
3a0oJIsIBaHEe Ha IIEHTPaJIHATa HEPBHA CHCTEMa, 000CTpsSHE Ha MHO)KECTBEHA
CKJIEp03a, MHOXKECTBEHA CKJIepo3a, I'bpUoBe, II1aBoO0IINe, 3aMaiiBaHe,
CHHKOII

MHoro penku
(< 1/10 000)

Hapywenus na ouume

MHoro penku

yeent (< 1/10 000)

Cvoosu napyuieHus

MHoro penku

XWIOTOHUS, BACKYIJIUT (< 1/10 000)

Pecnupamopnu, epvOHu u MeduacmuHainu HapyuleHus

MHoro penku

CumnToMu Mog00HN Ha OPOHXOCTIa3bM (< 1/10 000)

Cmomawino-upesHu HapyueHus

MHoro penku

[NoBpwIiane, rajieHe, auapusi, KOpeMHa O0JIKa (< 1/10 000)

Hapymeuu}z HA KOJcama u NOOKONCHAMA MbKAH

OO0puB, anornenusi, IpypUuTyC, ypTHUKAPHS, EpUTEM MYyITH(HOPME, aHTHOEIEM, MHoro penku
eK3emMa (< 1/10 000)

Hapymenu}l HA MYCKYJIHO-CKeJliemHama cucmema, CHEOUHUMENHAMA MbKAH U KOCTUMe

MHoro penku

ApTpanrusi, apTpuT, MUQITHsI, O0JIKAa B KpaHULIUTE (< 1/10 000)

HUscneosanus

MHoro penku

[ToBuienue Ha YepHOAPOOHUTE SHIUMU (< 1/10 000)

CrobInaBane Ha MOI03MPAHN HEXKEITAHN PEAKITUH

CphoO11aBaHeTo Ha TOI03UPaHH HE)KEIIAH! PEaKIUK CIIe]] paspeliaBate 3a ynorpeda Ha JeKapCTBEHUsI
NPOAYKT € BaxkHO. TOBa MO3BOJISABA 1a TIPOIBIDKU HAOIOICHUETO Ha ChOTHOIIICHUETO TOI3a/pUCK 32
JICKApCTBECHUA ITPOAYKT. Ot MCECOAUIMHCKUTEC CIICIIUAJINCTU C€ U3UCKBA Aa CLO6HIaBaT BCsKa
N0/I03MpaHa HeXellaHa peakins ype3 HalMOHAIHA CUCTeMa 3a ChoOIIaBaHe, OCoYeHa B

IIpunoxxenue V.

4.9 TIlpeno3upane
Nma cro01meHns 3a NpuiioKeHUEe Ha 0-BUCOKH OT npenopbuutennute 1o3u HBVAXPRO. Karo

15710, MPOQUIBT HAa HEKEITAHUTE CHOUTHS, ChOOILICHH ITPH MPEI03UPAHE, € CPABHUM C TO3H,
HaOrogaBaH npu npenoppantenaute g03u HBVAXPRO.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

5. ®APMAKOJIOTHYHU CBOMCTBA
5.1 dapmakoaMHAMHYHHU CBOIiCTBA
dapmakoTeparieBTHUHa Tpyna: anTuuHpeknno3au cpeactsa, ATC xox: JO7BCO1

BaxcuHaTa uHIynIMpa IporU3BOACTBOTO Ha CIIEM(UIHN XyMOPAIHU aHTUTENA Cpellly Xernatur B
BUPYCHUS IOBbPXHOCTEH aHTUTeH (anti-HBsAg). PazsutueTo Ha anTuTena cpenry xenatut B
BUPYCHHUS IOBbPXHOCTEH aHTHTeH (anti-HBsAg) ¢ tutep, paBen Ha wiun no-rossim ot 10 1U/1, uzmepen
1 o 2 Mecena cies mociaeAHaTa HHKEKIKs, KOpeIupa ChC 3allluTa Cpelly XenaTut B BupycHa
UHPEKIINS.

B ximnnyHy uznutBanus 96 % ot 1 497 3apaBu kbpMadera, €L, FOHOUIM U Bb3PACTHU, MOIYYHITH
Kypc OT 3 11031 OT NMPEAUIICeH ChCTaB Ha peKOMOWHAHTHA BaKCHHA cpenty xenaTuT B Ha Merck,
pa3BUBAT 3aIIMTHO HUBO HA aHTHUTENA CPEIy XEeNaTUT B BUPYCHUS IOBBPXHOCTEH aHTUT'€H

(> 10 IU/). B aBe u3nutBaHus Mpy NO-TOJIEMH IOHOIIX U Bb3pacTHH 95,6 % - 97,5 % ot
BAaKCHHHMPAHUTE JIMLA PAa3BUBAT 3aLIUTHO HUBO HA aHTUTEJA ChC CPEIHU T€OMETPUYHU TUTPHU P TE3U
m3nuTBaHuA Mexy 535 u 793 TU/L.

Makap 4e nIpoab/DKUTETHOCTTA Ha 3alIUTHOTO IEHCTBUE HA MPEAUIIEH ChCTaB Ha peKOMOMHAHTHA
BaKCHHa cpelty xenatuT B Ha Merck npu 3apaBu BaKCHHUPaHU HE € U3BECTHA, IPOCIIEeIIBaHE Hall
5-9 ropunn Ha npubu3uTenHo 3 000 BUCOKOPUCKOBY JIUIIA, TIOTYYMIN IOAOOHA BAKCHHA,
MIPOM3BE/IEHA OT MJIa3Ma, He TI0Ka3Ba HAJIMUMETO Ha ciyyau Ha KIMHUYHO MPOsBEHa XenaTuT B
HH)EKITHS.

B nonenHeHue, nepcucTHpaHeTo Ha BAKCHHHO-UHAYIMpPaHa MMYyHOJIOTMYHA TAMET 10 OTHOILIEHUE Ha
xernaTuT B BupycHus moBbpxHocTeH aHTureH (HBsAg) e nemoHcTprpaHo upe3 aHaMHECTHYECH
AHTHUTSIIO-OTTOBOP KBbM OyCTep J03a OT MPeUIlIeH ChCTaB Ha peKOMOMHAHTHA BAKCHHA CPEITY
xernatut B Ha Merck npu 3apaBu Bb3pacTHH nua. [IporbmkuTenHOCTTa Ha 3aIIUTHUS €EeKT IpH
3[paBu BaKCMHUPaHM He € u3BectHa. Hyxxaara ot 6yctep noza HBVAXPRO, usBbH Oycrep q03aTa Ha
12-Tus Mecelr, HeoOXoauMa IIpu KoMmrpecupadaTa cxema 0, 1, 2, Bce ome He € onpeieseHa.

Hamanen puck om xenamoyenynapen KapyuHom

XenaTouenylnapHUAT KapIMHOM € TEXKO YCIOKHEHHE Ha XeraTuT B Bupyc napekuusTa.
[IpoyuBaHusiTa MOKa3BaT Bpb3Ka MEKAY XPOHUUYHA XenaTuT B nHpekuns u xenaTonenyiapex
KapIuHoM, a 80 % oT xenaTouenylapHUTe KapIIMHOMH Ce IPUUMHABAT OT XenaTut B BupycHa
uHdeknus. BakcuHaTa cpenry xenatuT B e mpu3Hara 3a mbpBaTa NPOTUBOPAKOBa BAKCHUHA, THI KaTo
TS MOXKE J1a IPENOTBPATH IbPBUYHMS YEPHOAPOOEH KapLITHOM.

5.2 ®dapmMakoKWHETHYHH CBOWCTBA

Henpunoxumo

5.3 IlpeakJIUHUYHYU JaHHH 32 0€30MACHOCT

PenpoaykTuBHU pOy4YBaHUs [IPU >KUBOTHU HE Ca IIPOBEKJAHU.

6. DAPMAIIEBTUYHU JAHHHU
6.1 Choucbk Ha HIOMOINHHUTE BEIIECTBA
Harpues xuopun

Bopaxkc
Bona 3a umxeknuu
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6.2 HecsBMecTUMOCTH

[Ipu nunca Ha mpoy4YBaHMA 32 HECHbBMECTUMOCTH TO3H JIEKAPCTBEH MPOAYKT HE TPsiOBa 1a ce CMeCBa C
JpYyTH JIEKapCTBEHU POIYKTH.

6.3 Cpok Ha roaHOCT
3 roguHu
6.4 CheuuajHu ycja0BUSI HA CbXpPaHEHHe

Ja ce cexpanssa B xmagmiauk (2 °C — 8 °C).
[a =He ce 3ampassiBa. [la ce cbxpaHsBa B OpUTHHATHATA OMAKOBKA, 32 JIa Ce MPEJIa3y OT CBETIHMHA.

HBVAXPRO Ttpsi6Ba na ce npuiara Bb3MOXHO Hali-CKOPO CIie ] H3BaXKAaHe OT XJIaAFITHHAKA.
HBVAXPRO moxe ma ce mpuiara, KoraTo o0IoTo BpeMe (KyMyJIaTHBHOTO BpeMe OT MHOTOKPaTHH
OTKJIOHCHHMS B TEMIIepaTypara) U3BbH XJIauiiHuKa (Tipu Temmeparypa mexay 8°C u 25°C) He
HajBuaBa 72 yaca. KymynarusHo, MHOroKkpaTHU OTKJIOHEHUS Mexay 0°C u 2°C cpuio ca
pasperieHu, TOKoJIKoTo oomoTo Bpeme Mexay 0°C u 2°C He HaaBumraBa 72 daca. ToBa obade He ca
MPENOPBKHU 32 ChXpaHEHUE.

6.5 Bua u chabpkaHue HA OMAKOBKATA

1 ml cycniensus BbB pyiakoH (CTHKIIO) ChC 3amyluanka (cuBa OyTHIOBA r'yMa) U alfyMUHHEBa OOKaTKa ¢
mIacTMacoBo Kamnaye. OnakoBku ot 1, 10.
He Bcruku BHJIOBE OMAaKOBKH MOTAT Jia ObJAT ITyCHATH HAa MMa3apa.

6.6 Ilpenma3Hu MepKHU NPH U3XBHPJsIHE U padoTa

Ipeau nmpunarane BakCHHATa TPIOBa J1a ce TMPOBEPH BU3YaTHO, 3a J]a C€ YCTAHOBH JIAId MMa HIKaKBa
yTalika WM MPOMSIHA B IIBETa Ha ChABP)KaHUETO. AKO T€3H YCIOBUS ca HaJMIlE, IPOAYKTHT HEe TPIOBa
Jla ce mpuiara.

[Mpenu npunokenne GIakoHBT TPsIOBA a ce pa3KiIaTH 100pe.

Crnen oTBapsiHe Ha (DjlakOHA, U3TETJIeHaTa BAKCHHA TPsOBA Jla Ce U3IMO0JI3Ba He3a0aBHO, a (JIAKOHBT Ja
Ce U3XBBPIIH.

Hewu3mnoa3BaHUsT JIEKapCTBEH MPOAYKT MM OTHAAbYHUTE MATEPHAIN OT HETO TPsIOBa J1a Ce U3XBBPIIAT
B CHOTBETCTBHE C MECTHUTE U3UCKBAHUS.

7. HOPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Merck Sharp & Dohme B.V.

Waarderweg 39

2031 BN Haarlem

Hunepnannus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/01/183/007

EU/1/01/183/008

9. JATA HA I'bPBO PABPEIIIABAHE/IIO/THOBSIBAHE HA PASPEIHIEHUETO 3A
YIIOTPEBA

Hara Ha mbpBO pa3pemaane: 27 ampui 2001 T.

24



[Hara Ha nocnenno nonHoBsBane: 17 mapt 2011 r.

10. [JATA HA AKTYAJIUBUPAHE HA TEKCTA

ITonpo6Ha mHGOpMaIHS 3a TO3U JIEKapCTBEH MPOIYKT € MPpeAocTaBeHa Ha yebcaiita Ha EBporretickaTta
arcHIMs 1o JeKapcTBaTa http://www.ema.europa.eu.
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1. HNME HA JIEKAPCTBEHUS NIPOAYKT

HBVAXPRO 10 Mukporpama HHXEKIIHOHHA CYCIIEH3Us B IIPEJBAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA
Bakcuna cpenty xenarut B (pekomOunantna JJHK)
(Hepatitis B vaccine (recombinant DNA))

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Enna noza (1 ml) ceabpxa:
Xenatut B Bupycen noBbpXHOCTEH aHTUreH, pekomOnHanten (HBsAg)* 10 Mmukporpama

ajzicopOupan BbpXy amopden axymunueB xujapokcupocdar cyndar (0,50 munurpama Al")

* Ipou3BeIeH OT APOXKIU Saccharomyces cerevisiae (am 2150-2-3) upe3 pekomObunanta JJHK
TEXHOJIOTHSL.

Ta3u BakCHHA MOXE J]a ChABPKAa CICIU OT GOPMAIICXUI U KAJTUEB THOIIMAHAT, KOUTO C€ U3MOJI3BaT
110 BpeMe Ha Mpou3BOACTBeHUs npoltiec. Buxre Touku 4.3, 4.4 u 4.8.

ITomomHO(1) BemecTBO(a) C M3BECTHO ACHCTBHE:
Hatpwuii mo-manko ot 1 mmol (23 mg) Ha no3a.

3a IBJIHUA CHOUCHK Ha IIOMOIIHHUTE BECUICCTBA BHXXTEC TOYKaA 6.1.

3. JJEKAPCTBEHA ®OPMA

HHxeKImoHHa CyCleH3Us B IPEABAPUTEIHO HATBbIIHEHA CIPHUHIIOBKA

Jlexo MbTHA OsJ1a CyCIICH3HS.

4. KJIMHUYHU JAHHU

4.1 TepaneBTHYHHU MOKA3ZAHUS

HBVAXPRO e npegna3znadeHa 3a akTHBHA IMYHHU3AIHsI CPENTy XenaTUT B BupycHa nH)EKITHS,
MPUYMHEHA OT BCUYKU U3BECTHU MOATUIIOBE, IIPH JIMIA HA U HAJl 1 6—TOAUIIHA BB3PAaCT, IPEIICHEHU

KaTo PUCKOBH 3a EKCIIO3UIIMS Ha XenaTuT B Bupyc.

CHeIII/I(l)PI‘lHI/ITe PUCKOBH KATECIrOpuH, MOJAJICIKAIIN HA HMYHU3AlIUA, CE ONIPEACIAT Bb3 OCHOBA
Ha O(I)I/IIII(Ia.TIHHTe YKazaHnus.

Moske na ce mpearnonara, 4ye Xenatut D ChINo 11e ObJe MpeIoTBpaTeH Ype3 UMYyHH3AIHATA C
HBVAXPRO, Tpii kato xenatut D (MpUYMHEH OT JejITa areHT) He Ce pa3BHUBa 0€3 ChIIECTBYBAHETO
Ha xenaTut B nabeknus.

4.2 JIo3MpOBKa M HAYMMH HA MPUJIOKEHHE

Jlo3upoBka

Jluma Ha u Hag 16-rogumHba BB3pact: 1 qo3a (1 ml) mpu BeAKO MHKEKTHpaHE.

Tvpseuuna umynuzayus:

KypcbT Ha nMyHU3anms TpsOBa a BKIIOUBA HE TIO-MaJIKO OT TPH HHKEKIIUH.

HpenoquBaT CC ABC€ OCHOBHHU CXEMH Ha UMYHU3ALUA:
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0, 1, 6 Mmecena: 1Be MHXEKIIUN C MHTEPBAI OT €IUH MECEIT; TPeTa MHXKEKIUI 6 Mecera clie]] TbPBOTO
TIPHUIIOKEHUE.

0,1, 2, 12 mecenma: Tpy MHXEKIUH [IPE3 HMHTEPBAII OT €MH MECEIl;, YeTBbpTATa 703a TpsiOBa aa ce
WHXEKTHpa Ha 12-THs Mecerr.

HpenoquBa CC BAKCHHATAa Ia CC mpujara 1o noCOYCHUTE CXCMHU. Hnua, MOJIy4YUJIM KOMIIpECHUpaHaTa

cxema (0, 1, 2 Mecera cxema Ha MIpUiIarafe), TPSAOBa JIa MoxydaT OycTep o3arta 3a HHAYIHpaHe Ha T10-
BHCOKHM TUTPH Ha aHTUTENA Ha 12-TUs Mecell.

bycmep doza:

I/IMVHOKOMHGTGHTHI/I BaKCHUHHWPAHU JIUIIa

Hyxnmata ot Oycrep m03a npH 37paBy JIMIa, KOUTO Ca IMOIYYHITH ITBJICH HavyaJlieH Kypc Ha MMyHHU3aIlus,
He e onpezeneHa. Hakon MecTHH cxeMu Ha MMyHH3aIHsA, 00ave, TOHACTOSIIEM BKIIFOUBAT MPenopbKa
3a TpuIlarane Ha Oycrep J03a U Te3H yKa3aHHs Clie/iBa Ja Ce Cra3Bar.

HMyHOKOMIpOMETHPAHN BAKCHHUPAHY JUIA (Hap. DAMEHTH Ha THAIN3a, TDAHCIUIAHTUPAH!
nanyenTy, nanuentu csc CITUH)

[py BakCHHUPAHU C YBpeIeHAa UMyHHA CHCTEMa, IPUIaraHeTo Ha JIOIbIHUTEIHH 1031 BAKCHHA
TpsI0Ba J1a ce MPELEeH! KaTo Bb3MOXKHOCT, aKO HUBOTO Ha aHTUTEJATa Cpellly Xenatut B Bupyc
NOBBPXHOCTEH aHTureH (anti-HBsAg) e mozx 10 TU/L.

PenMyHu3aims Ha He-peCIOHAEPHU

Jluma, KouTO He ca OTTOBOPUIIM HAa MbPBUYHMUTE CEPUU BaKCHHA, C€ peBaKCUHUpaTt, 15-25 % nasat
aJIeKBaTeH aHTHUTSIIO-OTTOBOP CJIeNT eAHa AOMBJIHNTENHA 1032 U 30-50 % ciieq Tpu JOBIHUTETHA
no3u. Twit kKaTo JaHHUTE 3a 0€30MaCHOCT HA BaKCHHATA Cpelly XenaTuT B npu npunarade Ha
JOTBIHUTEHHU JI03M HaJ MIPETOPHUYUTETHUTE CEPUN Ca HEAOCTAThYHU, PYTHHHA PEUMYHU3AIMs CIe]
MIPUKITIOYBaHE HA TbPBUYHAUTE CEPUU HE Ce TperophuBa. PemmyHu3aius TpsoBa 1a ce 0OMHUCITH MIPH
BHCOKOPHWCKOBH JIUIIA, CIIE] KATO CE€ OIEHH I10JI3aTa OT UMYHHU3AIMATA CPEITY TTOTESHIIHATHIS PUCK OT
MosiBaTa Ha JIOKATHU WJIM CUCTEMHU HEKEJIaH! peaKlru.

CrienyaiHy OpenopbKy 3a JI03WPaHe IPH M3BECTHA MM MPEAIoJaraeMa eKCIo3uIMs Ha XenaTut B
BUpYC (Hanp. yOOXK1aHe ¢ KOHTAMUHHUPAHA UIa):

- NmyHornoOymnuH cperty xenatut B TpsOBa 1a ce IpuiioxkH, KOJIKOTO MOXKeE TT0-CKOPO CIe]
ekcro3urusTa (10 24 gaca).

- [TepBata m03a BakcHHA TPsIOBA JIa c€ TPUIIOKH JI0 7-MUsI IEH OT €KCIIO3UIHATA U MOXKE J1a ce
HPUIIOKH €THOBPEMEHHO C IMYHOTJIOOYJIMH CPEIly XeNnaTuT B, HHKeKTHpaHa Ha APYTO MSCTO.

- [IpenopbuBa ce U CepOIOTUIHO M3CIIEIBAHE C IPHIIaraHe Ha MOCIIEIBAIIM JO3U BaKCHHA, aKO €
HE00XO0IUMO (T.€. CTIOpEJ CEPOJIOTHYHHS CTATyC Ha MAIMEeHTa), 33 KPATKOCPOUHO U
IBIATOCPOYHO MpeIa3BaHe.

- [Ipn HeBaKCHHHMPAHH WIIM HEITBJIHO BAKCHHUPAHU JINIA, TOMBIHUTEITHATE J03H TPSOBa /1a ce
nmpwiarat B CbOTBETCTBUEC C IPCTIOPBUUTECIIHATA CXEMA HA UMYHU3alUs. Moxe Ja CC MPEIJIOKHN
1 YCKOpeHa cxeMa, BKJIIouBalla Oycrep /1o3a Ha 12-Tus Mecell.

Ho3upoBka mpu nuia nox 16-roauIHa Bb3pacT:
HBVAXPRO 10 mukporpama He € noka3aHa 3a Ta3u HOArpyIa Ha MeIuaTpUiHaTa MOMyIanusl.

IMonxonsmara 103a 3a npwiIaraHe Mpu Jela Ha Bb3pacT OT paKAaHeTo 10 15-roauiiHa Be3pacT €
HBVAXPRO 5 mukporpama.
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Hauwnn »Ha npuioxeHue

Tas3u BakcuHa TpAOBa Ja ce mpujiara HHTPaMyCKyJHO.
[Ipu BB3pacTHH 1 IOHOIIN MPEATIOYUTAHOTO MICTO Ha MH)KEKTHPAHE € NEATOUAHHAT MYCKYIIL.
[la He ce MHXEeKTUpa BBTPECHI0BO.

ITo u3kmroYeHNEe BaKCHHATA MOXKE Ja C€ MMPHUJIOKHU MOAKOKHO ITPU MaUuCHTHU C TpOMGOHI/ITOHeHI/IH nimn
HapylmeHUs Ha KPbBOCBCUPBAHCTO.

IIpenma3au Mepku, KOUTO TPsIOBa 1a ObJAT B3ETH MpeIu paboTa ChC WIH MPUIIOKEHHE Ha
JIEKapCTBEHUS MPOAYKT: BUKTE TOUKA 6.6.

4.3 IlpoTuBOMOKA3aAHUA

- AHaMHe3a 3a CBPbXUYBCTBUTEIHOCT KbM aKTHBHOTO BEIIECTBO HJIU HIKOE OT MTOMOIIHUTE
BEIECTBA, WIIH CIEANTE OT OCTATHYHM BellecTBa (Harp. GopMaIexua 1 KajTueB THOIHAaHAT),
BIDKTE TOUKH 6.1 1 6.2.

- NmyHnzanusra TpssOBa 1a ce OTIIOKHU TIPH JIMIIA C TeXKO (peOpHUIHO 3a00IsBaHE HITH OCTpa
WHpEKIHS.

4.4 CheuuaaHu npexynpe:kaeHus U MpeanasHu MepKH NpH ynorpeda

IIpocaenumoct
3a 1a ce moo0pu MPOCIETUMOCTTa Ha OMOIOTUYHHTE JIEKAPCTBEHH MPOIYKTH, UMETO U MMAPTHIHUSAT

HOMCP Ha NMPUIIOKCHUS ITPOAYKT TpH6Ba SICHO Ja CC 3a11McCBar.

KaxkTo npu BCHYKH MHXKEKIIMOHHN BaKCHHHU, BUHATH TPsIOBa Jla MMa Ha Pa3loIOKEHUE ITOAXO0 IS0
JICYCHUE B CITydyail Ha psiika aHA(PWIAKTUYHA PEaKIlusl CIe] MpUiIaraHeTo Ha BaKCHHATA (BX.
Touka 4.8).

Ta3u BakcHHA MOXeE JIa ChAbPKA CIEAHN OT GOPMATIEXU U KAJTMEB THOIMAHAT, U3MOJI3BAaHU 0 BpeMe
Ha TPOU3BOJICTBEHUS mpoliec. ClieZ0BaTEIHO MOTaT Ja Ce Pa3BHST PEAKIMH Ha CBPBXYYBCTBUTEITHOCT
(Bx. TOukH 2 1 4.8).

[a ce u3mon3Ba c MOBHIIEHO BHUMaHUE MPH BAKCHHUPAHE Ha JIMIA, YyBCTBUTEIHU KbM JaTEKC, T
KaTo 3amylIajkaTa Ha (hpJakoHa ChIbpiKa CyX €CTECTBEH KayuyK, KOHTO MOKe Jla MPUYMHN allepTHYHH
peaxuuu.

3a KJIMHUYHO WIIN na60paTopHo MOHUTOPHUPAHE HA UMYHOKOMIIPOMETHUPAHU JIMIla NI TaKHBa C
H3BECTHA, WM MPEATIOIaracMa €KCIIO3UIUA Ha BUPYyCa HAa XCIIaTUT B BmxTe Touka 4.2.

HabmromaBanu ca MHOKECTBO (haKTOPH, KOMTO HaMaJsIBaT UMYHHHS OTTOBOP KbM BaKCUHHUTE CPEIILY
xenatut B. Te3u (pakropu BKIIOYBAT MO-HANPEIHAIA BB3PACT, MBKKH IT0JI, HATHOPMEHO TETJI0,
TIOTIOHOTIYIIIEHE, HAUYWH Ha PHUJIOKEHNE U HIKOM XPOHHYHU ChITBTCTBAIIH 3a00maBanus. TpsOBa na
ce B3eMarT MoJ] BHUMaHHE CEPOJIOTHYHUTE TECTOBE HA TE3H JIMIIA, KOUTO Ca U3TI0KEHU Ha PHCK Jia HEe
MOJTy4YaT CeporpoTeKIius cien mbiaus kype ¢ HBVAXPRO. Moxe 1a ca HeoOXoauMu
JOTTBTHUTEITHA J03HU 32 JINIIA, TIPY KOUTO JUTICBA K € HAJIHIIe OTTOBOP IO/ ONITUMAITHUS KbM Kypca
Ha BaKCUHUPAHE.

[Topaau porbIKUTETHYS] MHKYOAIIMOHEH MIEPHOJ] Ha XeMaTUT B, BE3MOXXHO € B MOMEHTa Ha
MMYHH3aIKs Be4e J]a IMa Hepasmo3HaTta opma Ha xenaTut B nHpeknnsa. BakcnHata Moxke 1a He

npeAoTBpaTH XxenaTuT B nHdekuusaTa B Iog00HU ciyYau.

Bakcunara He MOXXe Jja TPenOTBPaTH HHQEKITHS OT IPYTH MPUINHUTETN KaTo XenaTut A, xenatut C
u xenaTut E, KakTo W IPYrH MaToOreHy, 3a KOUTO € U3BECTHO, ue MH(PEKTHpaT YepHus apoo.
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TpsiOBa 1a ce mpeanucBa ¢ NOBUIICHO BHUMaHNE Ha OpPEeMEHHH WM KbPMEIIH KEeHHU (BXK. Touka 4.6).

IomomniHo(¥) BeniecTBo(a) ¢ U3BECTHO JICHCTBHE:
To3u exkapcTBeH MPOAYKT ChIABPXKA T0-ManKko oT 1 mmol Hatpuii (23 mg) Ha 1032 U ce MprueMa, ge
MPAKTHYECKH HE ChABPIKA HATPHIA.

4.5 B3zammopaeiicTBHE C APYTd JeKAPCTBEHH MPOAYKTH U ApYyru (opMu HA B3auMojelicTBHe

Ta3u BakcHHA MOXKe Jla ce MpHIara:

- C UMYHOTJIOOYJIMH cpelly XenatuT B, Ha qpyro MsACTO Ha HHXKCKTHPAHE.

- 3a 3aBBPIIBAHE HA MFPBUYCH HMYHU3AIMMOHEH KypC WU KaTo OycTep 103a IpH U, KOUTO
Mpe/v TOBA Ca MOJIYYHIIH JApYyra XernaTuT B BakcHHA.

- CBITBTCTBAIIO C APYTM BAKCHUHM, HA APYTO MSICTO U C OT/CITHA CIIPUHIIOBKA.

4.6 @epTHINTET, D)PEMEHHOCT U KbpMeHe

DepTunnTeT:
HBVAXPRO He e onieHsiBaHa B MpOyYBaHHS [T0 OTHOIICHHE Ha (pepTHiuTeTa.

bpemenHocT:
Hsima xmuaMgHN qanau 3a yorpedbara Ha HBVAXPRO mpu 6peMeHHH KEeHH.

BakcunaTa TpsOBa Jia ce M3M0JI3Ba 110 BpeMe Ha OPeMEHHOCT, CaMO aKO MOTEHIMAIHATA MTOJI3a
HaJIBUIIIABa TIOTEHIMATHUS PUCK 32 (eTyca.

Kspmene:
Hsma xknuanynn ganau 3a ynorpedbata Ha HBVAXPRO npu kbpmeInu >keHH.

4.7 EdexTn BpXy coco0HOCTTa 32 modupaHe U padoTa ¢ MAIIMHA

He ca npoBexxaanu mpoyuBaHus 3a €ePEeKTUTE BHPXY CIIOCOOHOCTTA 3a MIopupane 1 padboTa ¢ MalllMHU.
Bce nak ce ouakBa HBVAXPRO na He moBnusBa WU 1a TMTOBJIHMABA IPEHEOPEKMMO CITOCOOHOCTTA 3a
modupane 1 padoTa ¢ MalllHU.

4.8 Hexenanu JekapcTBEHH peaKIUu

a. Pe3tome na npogpuna na 6ezonacnocm

Haii-uecTo HaOI0qaBaHUTE HEKEIAHH PEAKIMH Ca PEaKIMU Ha MICTOTO Ha IPHJIOKEHHE: [IPEX0IHA
00JIE3HEHOCT, epUTeM, YILTHhTHEHHE.

0. Tabauuno pe3rome na Hexcenanume peaKyuu

CrieiHUTE HEXEJIAHU PEAKIUK ca ChOOIICHH CJIe/ IMPOKO pa3pocTpaHeHaTa yrnorpebda Ha
BaKCHHATA.

KakTo u npu 1pyru BakCHHHU Cpelly XenaTuT B, B MHOTro cily4an mpUYrMHHA Bph3Ka C BAaKCHHATa HE €
YCTaHOBEHA.
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Hexesanu peakuuu

YecToTa

Obwu napywenus u egpexmu Ha MACMOMO HA NPUTLONHCCHUE

Jloxanmuu peakuuu (Ha MSCTO Ha MPHUJIOKEHHUE): IPEXOTHO Bh3MAaJICHHE,
€pUTEM, YIUIBPTHEHUE

Yectu
(> 1/100 no <1/10)

YMopa, BUCOKA TeMIieparypa, 00110 Hepa3noIoKeHNE, TPUITONOA00HH
CHUMIITOMU

MHoro penku
(< 1/10 000)

Hapywenus na kppvema u iumgpnama cucmema

TpomOomuToIeH s, TUMQaTeHOIATHS

MHoro penku
(< 1/10 000)

Hapywenus na umynnama cucmema

CepymHa bonecT, anaunakcus, HOIO3eH NOTHAPTPUT

MHoro penku
(< 1/10 000)

Hapymeuuﬂ Ha HepeHama cucmema

[TapecTe3us, napanusa (BKJIIOYATEIHO Mapainu3a Ha ben, nunesa napanmsa),
nepudepHr HeBponaTHy (MOTUPATUKYTOHEBPUT, cuHApPOoM Ha Guillain
Barre), HeBpUT (BKJIIOUMTETHO HEBPHUT HA OYHHS HEPB), MUEITUT
(BKJIFOUUTENHO TPAHCBEP3AIECH MHUEJIHNT), eHIE(ANTNUT, JUMUEITHHU3HPAILO
3a00JIsBaHe Ha IIEHTPAJIHATAa HEPBHA CHCTEMa, 000CTpSIHE Ha MHO)KECTBEHA
CKJIEp03a, MHOXKECTBEHA CKJIEp03a, I'bPUOBe, IIIaBoO0IINE, 3aMaiiBaHe,
CHHKOII

MHoro penku
(< 1/10 000)

Hapywenus na ouume

VYBeur

MHoro penku
(< 1/10 000)

Cvoosu napyuienus

XUNOTOHUSI, BACKYJIUT

MHoro penku
(< 1/10 000)

Pecnupamopnu, epvOnu u meduacmunainu HapyuleHus

CuMnToMH TOT00HN Ha OPOHXOCIIa3bM

MHoro penku
(< 1/10 000)

Cmomawino-upesHu HapyueHus

[ToBpbiiane, rajieHe, nuapusi, KopemHa 0oika

MHoro penku
(< 1/10 000)

Hapymeuu}z HA KOJcama 1 NOOKONCHAMA MbKAH

OO0puB, anornenus, NpypuTyC, ypTHKAPHS, EpUTEM MYyITH(HOPME, aHTHOCIEM,
€K3eMa

MHoro penku
(< 1/10 000)

Hapymenu}l HA MYCKYJIHO-CKellemrama cucmemda, CHEOUHUMENIHAMA MbKAH U KOCIUme

ApTpanrusi, apTpuT, MUAITHSA, 00JIKa B KpalHUIINUTE

MHoro penku
(< 1/10 000)

Hscneosanus

[ToBuiieHue Ha YePHOAPOOHUTE CHIUMU

MHoro penku
(< 1/10 000)

C’I)O6HIaBaHe Ha IOJJ03UPaHN HEXKECJIaHU pEaKIIMU

ChoOI11aBaHeTo Ha TOI03UPAHH HEKEITAH! PEaKI|K CIIe]] pa3peliaBaHe 3a ynorpeoda Ha JeKapCTBeHUsI
NPOAYKT ¢ BaxkHO. TOBa MO3BOJISABA 4 TIPOIBIDKH HAOIOICHUETO Ha ChOTHOIIEHUETO TOI3a/pUCK 32
JICKApCTBECHUSA IIPOAYKT. Ot MCIUIIMHCKUTE CIICIUAJINCTHU CC N3HUCKBA J1a CT)O6HIaBaT BCAKaA
HO/I03MpaHa HeKeJlaHa peakiins upe3 HallMOHalHa CUCTEMa 3a ChoOIIaBaHe, OCOYCHA B

IIpunoxxenue V.

4.9 TIlpeno3upane

Nma cpobmenns 3a IpuiioKeHne Ha TI0-BUCOKH OT npenopbuutennute 1o3u HBVAXPRO. Karo
SUT0, IPOQIITHT Ha HEXKEJIAHUTE CHOUTHS, ChOOIICHH TIPH MPEI03UPaAHE € CPABHUM C TO3H,

HaOrogaBaH npu npenoprantenaute 03 HBVAXPRO.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

5. ®APMAKOJIOTHYHU CBOMCTBA
5.1 dapmakonMHAMHYHHU CBOiicTBa
dapmakoTeparieBTHUHa Tpyna: anTuuHpeknuo3an cpeactsa, ATC xox: JO7BCO1

BaxcuHaTa nHIynupa Iporu3BOACTBOTO Ha CIIEM(UIHN XyMOPAIHU aHTUTENA Cpelly XernaTtut B
BHUPYCHUS MOBBPXHOCTEH aHTUTeH (anti-HBsAg). Pa3ButneTo Ha aHTuTeNa cperry xenaTut B
BUPYCHHUS IOBbPXHOCTEH aHTUTeH (anti-HBsAg) ¢ tutep, paBen Ha wim no-rojsim ot 10 1U/], uzmepen
1 no 2 mecena cieq mocieIHaTa HHKEKIHsI, KOpeNupa ChC 3alllUTa Cpelly XenaTut B BupycHa
UHPEKIIU.

B xnmnnyHM uznutBanus 96 % ot 1 497 3apaBu kppMadeTa, Aela, FOHOIIM U Bb3PACTHH, MOIYyYHIH
Kypc OT 3 11031 OT NMPEAUIIICH ChCTaB Ha peKOMOWHAHTHA BaKCHHA cpenry xenaTuT B Ha Merck,
pa3BUBAT 3aIIMTHO HUBO HA aHTHUTENA CPELLy XeNaTUT B BUpYCHUS TOBBPXHOCTEH aHTUI€H

(= 10 IU/). B aBe u3nutBaHust Mpy NO-TOJIEMH IOHOIIX U Bb3pacTHH 95,6 % - 97,5 % ot
BAaKCHHHMPAHUTE JIMLIA PA3BUBAT 3aLIUTHO HUBO HA aHTUTEJNA ChC CPEJHU T€OMETPUYHHU TUTPU NP TE3U
m3nuTBaHuI Mexy 535 u 793 TU/L.

Makap ue IpoIBDKUTETHOCTTA Ha 3alIUTHOTO JICUCTBUE HA MIPEIUIIICH ChbCTAB HAa PEKOMOWHAHTHA
BaKCWHa cpenry xenaTUT B Ha Merck nipu 3npaBu BakCHHHMpPAHN HE € U3BECTHA, IPOCIIEAIBaHe HAL 5-
9 ronuuu Ha pubu3uTeaHO 3 000 BUCOKOPUCKOBH JIUIIA, TTOTYYHIIH TT0I00HA BAKCHUHA, TPOU3BE/IcHA
OT IUIa3Ma, HE MMOKa3Ba HAJIMYUCTO Ha CJIydad Ha KIMHUYHO IMPOsABCHA XCIIaTUT B I/IH(I)GKHI/ISI.

B nonbnHeHue, nepcUCTUPAHETO Ha BAKCUHHO-UHYLIMPAaHa HMYHOJIOTHYHA IaMET 110 OTHOLIEHUE HA
xernaTuT B BupycHus nosbpxHocten anTureH (HBsAg) e nemoHcTprpano upe3 aHaMHECTHYEH
AHTUTSUIO-OTIOBOP KbM OycTep J103a OT MpeIuIleH ChCTaB Ha peKOMOWHAHTHA BaKCHHA CPELLy
xernatut B Ha Merck npu 3apasu Bp3pacTHH Jnna. [IpoabixurenHocTTa Ha 3aUTHUS e(DEeKT IpH
3/IpaBM BaKCMHUpPaHU He € n3BecTHa. Hyxnara ot Oycrep no3a HBVAXPRO, u3sbH OycTep no3ara Ha
12-tus mecell, HeoOXoauMa pu Komnpecupanata cxema 0, 1, 2, Bce oliie He € onpejiescHa.

Hamanen pucx om xenamoyenynapen KapyuHom

XenarouenyIapHUsIT KapIlMHOM € TEXKKO YCIOKHEHHE Ha XeraTuT B Bupyc nadekuusTa.
ITpoyuBaHusATa MOKA3BaT Bpbh3Ka MEXAY XpOHUYHA XeNaTUT B nH(ekus n xenarouenyiapeH
KapuuHOM, a 80 % OT xenarouenyIapHUTE KapLMHOMHU Ce IPUYMHABAT OT XenatuT B BupycHa
uH}eknus. BakcuHaTa cpenry xenatuT B e npu3sHata 3a mbpBaTa MpOTUBOPAKOBA BAKCHHA, THI KaTo
TS MOXKE 12 TIPEOTBPATH IbPBUYHHS YEPHOAPOOCH KapITHOM.

5.2 d®apmakoKHMHeTHYHH CBOWCTBA

Henpunoxumo

5.3 IlpeakJUHUYHU JaHHU 32 0€30MACHOCT

PenponykTrBHM TPOYYBaHUS TP )KUBOTHH HE Ca MPOBEXKTAHM.

6. DPAPMAIEBTUYHU JAHHHA
6.1 Chnucbk Ha IOMOIIHHUTE BelecTBa
Harpues xmnopun

Bbopakc
Bona 3a umxexnumn
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6.2 HecsBMecTUMOCTH

[Ipu nunca Ha mpoyYBaHMS 32 HECHBMECTUMOCTHU TO3H JIEKAPCTBEH MPOAYKT HE TPsiOBa J1a ce CMecBa C
JIpYTH JEKapCTBEHU MPOTYKTH.

6.3 Cpok Ha roaHOCT
3 roguHu
6.4 CheuuajHu ycJI0BHSI HA CbXpPaHEHHe

Ja ce cexpanssa B xmaguiauk (2 °C — 8 °C).
[a =He ce 3ampassiBa. [la ce cbxpaHsBa B OpUTHHAIHATA OMAKOBKA, 32 Jia Ce MPEJIa3y OT CBETIHHA.

HBVAXPRO Ttpsi6Ba na ce nmpuiara Bb3MOXKHO Haii-CKOPO Clie ] H3BaXKAaHe OT XJIaAMTHAKA.
HBVAXPRO moxe ma ce mpuiara, Korato 00IIoTo Bpeme (KyMyJIaTHBHOTO BpeMe OT MHOTOKPaTHH
OTKJIOHEHHS B TEMIlepaTypaTa) U3BbH XJIaJuIHuKa (TIpu Temneparypa mexay §°C u 25°C) He
HajBumana 72 yaca. KymynaruBHo, MHOTOKpaTHU OTKJIOHEHU Mexay 0°C u 2°C cbiio ca
pasperieHu, ToKoJIKoTo ob6moTo Bpeme Mexay 0°C u 2°C He HaaBumiaBa 72 daca. ToBa obade He ca
MIPETIOPBKY 33 CbXPAHEHHE.

6.5 Buawu chabp:kaHue HA OMMAKOBKATA

1 ml cycnieH3us B mpeABapUTEIIHO HAITBIHEHA CIPUHIIOBKA (CTHKII0) O€3 uria ¢ riaBa Ha OyTajaoTo
(cuBa xsopobyTHIIOBa MM OpomMoOyTHioBa). OmakoBku ot 1, 10

1 ml cycrieH3us B IpeABapUTENIHO HAIIBJIHEHA CIIPHHIIOBKA (CTHKIIO) ¢ 1 oTAenHa urina ¢ riaaBa Ha
OyTanoTo (cuBa XJIOpoOyTIIIOBa MK OpoMoOyTHioBa). OnakoBku ot 1, 10

1 ml cycnieH3ust B IpeABapUTEIIHO HAITBIHEHA CIPUHIIOBKA (CTHKIIO) C 2 OT/IEIHU UIJIH C TlaBa Ha
OyTanmoTo (cuBa XJI0poOyTHIOBa MK OpoMoOyTIIIOBa). OmakoBku oT 1, 10, 20

He Bcuuku BuOBE ONMakoBKK Morat a ObAaT MyCHATH Ha mMa3apa.

6.6 Ilpeama3Hu MepKH IPH U3XBBHPJIsIHE U padoTa

[Mpeau npunarane BakCHHATA TPsIOBa Jia c€ MPOBEPU BU3YaIHO, 3a JIa CE YCTAaHOBH JIAJIM MMa HIKaKBa
yTaliKa WM IPOMSIHA B IIBETa HA ChIBP)KaHUETO. AKO TE€3M YCJIOBUS ca HaJHLE, IPOAYKTHT HEe TPAOBa
Jla ce mpuJara.

[Ipenun mpunoxxeHue CIpUHIIOBKaTa TPIOBa Ja ce pa3kiatu poope.

CrpuHIIOBKAaTa Ja ce 3aKperH 3a KopIlyca U Ja ce IIOCTaBH UIJIaTa Ype3 3aBbpTaHe B [I0COKA Ha
YaCOBHHMKOBATa CTPEJIKA JOKATO UIJIaTa € CTAOMIIHO [T0OCTaBE€HA Ha MSACTOTO CH.

Hewusnon3BaHusAT NeKapcTBEH MPOAYKT WK OTHAIbUHATE MaTEePUaAIId OT HEro TpsiOBa Jia ce U3XBBPIIAT
B CHOTBETCTBHE C MECTHUTE U3UCKBaHUS.

7. HPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem
Hupnepnannus

8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA
EU/1/01/183/011
EU/1/01/183/013

EU/1/01/183/026
EU/1/01/183/027
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EU/1/01/183/028
EU/1/01/183/029
EU/1/01/183/032

9. JATA HA ITbPBO PASPEIIABAHE/ITIOJHOBSIBAHE HA PASPEHLIEHUETO 3A
YIIOTPEBA

Jata Ha mepBo pazpemanane: 27 ampmt 2001 r.

Hata Ha nocnenHo nonHoBsBane: 17 mapt 2011 r.

10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

ITonpo6Ha mHpOpPMAIHS 3a TO3H JEKAPCTBEH MPOIYKT € IMpeAocTaBeHa Ha yebcalita Ha EBpormetickara
areHITus 110 JIeKapcTBaTa http://www.ema.europa.eu.
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1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

HBVAXPRO 40 MukporpaMa HHXEKIIHOHHA CYCIIEH3HS
Bakcuna cpenty xenarut B (pekomOunantaa JIHK)
(Hepatitis B vaccine (recombinant DNA))

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Enna noza (1 ml) ceabpixa:
Xenatut B Bupycen noBbpxHOCTEH aHTHreH, pekomOunanten (HBsAg) * 40 mukporpama

ajzicopbupan Bbpxy amopden amymunues xuapokcudocdar cyndar (0,50 munurpama Al")

* Ipou3BeIeH OT APOXIU Saccharomyces cerevisiae (mam 2150-2-3) upe3 pexkomObunanta JJHK
TEXHOJIOTHSL.

Ta3u BakCHHA MOXE J]a ChABPKa CIIEIU OT POPMAIACXHUI U KAIUEB TUOIIMAHAT, KOUTO CE€ M3IO0JI3BaT
110 BpeMe Ha Mpou3BoACTBeHUs npoliec. Buxre Touku 4.3, 4.4 u 4.8.

ITomouHO(1) BemecTBO(a) C U3BECTHO JCHCTBHE:
Hatpwuii mo-manko ot 1 mmol (23 mg) Ha no3a.

3a IIBJIHUSA CHUCHK Ha IIOMOIIHHUTEC BECUICCTBA BHXXTEC TOYKaA 6.1.

3. JEKAPCTBEHA ®OPMA

HHxeKkmoHHa CyCreH3Us

Jlexo MbTHA Osi1a CyCIICH3HS.

4. KJIMHUYHU JAHHHU

4.1 TepaneBTHYHU MOKAZAHUS

HBVAXPRO e npegna3zHadeHa 3a akTHBHA IMYHHU3aIIAS CPEITy XEMaTuT B BUpycHa HHDEKITHS,
MPUYUHEHA OT BCUYKH U3BECTHHU MOATHUIIOBE, ITPU BH3PACTHU JUIA TIOATOTBSIIN C€ 3a TUATN3a WA Ha
Janms3a.

Moske na ce npearnonara, 4e xenatut D ChIIo 111e ObJe MPEeIOTBPATSH Ype3 UMYHH3AIHUITA C
HBVAXPRO, Tbii kato xenatut D (IpUUUHEH OT JIENTa areHT) He Ce pa3BUBa 0€3 ChIIIECTBYBAHETO
Ha xenatut B nabexnms.

4.2 [lo3MpoBKAa M HAYMH HA MPUJIOKEHHE

Jlo3npoBka

Bb3pacTHu manueHTy mpeny quanusa win quanmsupanu: 1 go3a (1 ml) mpu BCsSKo HHKEKTHUPAHE.

IIvpsuuna umyHusayus.

KypchT Ha nMmyHm3a1mst TpsOBa Jja BKIFOUBA HE TIO-MAJIKO OT TPU MHXKEKITUH.
Cxema 0, 1, 6 Meceria: aBe HH)KEKITUH C HHTEPBAJ OT €IMH MECEIl, TPeTa MHKEKITHA 6 Mecera Cle/
IBPBOTO IIPUIIOKECHHUE.
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bycmep dosza:

[pu Te3u BaKCHHUPAHU JIMIA TPUIATAHETO HA JOMIBIHUTEHHU T03M BAKCUHA TPSOBA Jia ce MPEUCHU
KaTO Bb3MOXHOCT, aKO HUBOTO Ha aHTHTENATa CPEIIy XeMaTUT B BUPYCHHS MOBBPXHOCTCH aHTHI'€H
(anti-HBsAg) cnen mepBuunuTe cepuu e o 10 TU/L.

B cbhoTBeTCcTBHE CBHC CTaHAAPTHATA MEAMLIMHCKA MTPAKTUKA 3a MIPUJIOKEHUE HA XenaTuT B BakcuHa,
IIpY NALMEHTH Ha XEMOJMAaNIMN3a CJIe/IBa PEAOBHO Ja ce CIeAN HUBOTO Ha aHTUTenara. bycrep nosa
cJe/IBa J1a ce IMPIJIOXKH, KOraTo HUBOTO Ha aHTUTeNarta mamgae mox 10 TU/L.

CrenmaiHy IpenopbKy 3a JIO3UPAHE OIPU M3BECTHA WIH MIPEATIOIaracMa eKCIOo3UIMs Ha XenaTuT B
BUpYC (Hanp. vOOKIaHe C KOHTAMAHHUPAHA UIJIA):

- NmyHornoOynuH cpenty xenatut B TpsOBa 1a ce MPUII0KH KOJIKOTO MOYXE MO-CKOPO CIIe
ekcro3uruaTa (o 24 Jaca).

- ITepBaTa f03a BakcHHA TPsIOBa Jia ce MPUIIOKH JIO 7-MUSI ICH OT SKCIIO3UIIHATA U MOXKE JIa Ce
MPUIIOKH €THOBPEMEHHO C MMYHOTJIOOYJIMH Cpelly XenaTHT B, HHKeKTupaHa Ha APYTo MsICTO.

- [TpenopbyBa ce U CEPOIOTHIHO H3CIEIBAHE C TIPUIIAraHe Ha MOCIeIBAIIN JI03U BAKCHHA, aKO €
HE00XOIUMO (T.e. CTIOpeJ CEPOJIOTHYHHS CTATYC Ha MalUeHTa), 32 KPaTKOCPOYHO U
JUBJITOCPOYHO TIpE/IIa3BaHe.

- [Ipu HeBakCHHMpPAaHU WX HETBJTHO BAKCHHUPAHU JIMIIA, TOTTBIHUTEITHUTE 03U TPIOBa J1a ce
npuiIarat B ChOTBETCTBHE C MPENOPHUYUTEIHATA CXeMa HA UMYyHHU3aIHSI.

Hauwnn Ha npunoxxenue

Ta3u BakcuHa TpsAOBa Ja ce puiiara MHTPaMyCKYITHO.
IIpu BB3pacTHU IPEAMTOYUTAHOTO MSICTO HA MHXKEKTUPAHE € JCITOMAHUIT MYCKYJL.
[a He ce uHKeKTHpa BHTPECHI0BO.

Ilo m3kI0OYeHne BaKCHHATA MOYKE J1a Ce IIPUIIOKHU IMOAKOXXHO IIPpH ITAITUCHTH C TpOM6OLII/ITOHCHI/I5{ i
HapylmeHus Ha KPbBOCBCUPBAHCTO.

[Ipenmazau Mepkn, KOUTO TPsIOBa a OBAAT B3ETH IIpeau paboTa ChC WU MPUIIOKEHNE Ha
JIEKapCTBEHUSI MPOYKT: BUXKTE TOUKa 6.6.

4.3 TIlporuBomoka3aHusi

- AmnaMmHe3a 3a CBPbXUYBCTBUTEIHOCT KbM aKTHBHOTO BEIIECTBO WJIM HIKOE OT MIOMOIITHUTE
BEIIECTBA, WIX CJICAUTE OT OCTAThUHH BeIlleCTBa (HAIp. (POpMaICXH]] U KaJIUeB THOI[MAHAT),
BIDKTE TOYKH 6.1 1 6.2.

- Nmynn3anusara TpssOBa 1a ce OTIIOKHU TIPH JINIIA C TeXKO (PeOpmiTHO 3a00sIBaHE WITH OCTpa
HHpEKI.

4.4 ChoeuuajaHu npeaynpesxaeHus U NMpeana3Hy MepKH NMPHU ynoTpeda

IIpocaeaumoct
3a fma ce moIo0pH MPOCIETUMOCTTa Ha OHOJIOTHYHUTE JIEKAPCTBEHHU MPOIYKTH, UMETO U MTAPTHIHUSIT

HOMEp Ha MPHUIIOKEHUS MPOAYKT TPsiOBa SICHO Jla ce 3alnCBaT.
KakTto npu BcHUKM MHXEKIIMOHHU BaKCHHH, BUHArd TPsiOBa J1a ©Ma Ha Pa3IoJIOKEHHUE TOAXO IS0

JIeYeHHE B CIy4ail Ha psijika aHaUIAKTHYHA PEaKIUs CIie]l IPUIIaraHeTo Ha BakCHHATA (BIXK.
Touka 4.8).
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Ta3u BakCHHA MOXE J1a ChABPIKA CIIEIU OT (OPMAACXUI U KaJIUEeB THOIMAHAT, U3MIOJI3BaHU 10 BpeMe
Ha TPOM3BOICTBEHUS mporiec. ClIeZ0BaTEIHO MOTaT Ja C€ Pa3BHUAT PEAKIMH Ha CBPBXYYBCTBUTEITHOCT
(Bk. Touku 2 u 4.8).

Jla ce u3moi3Ba ¢ MOBHUINICHO BHUMAaHUE, IIPU BAKCUHUPAHE HA JINIA, YyBCTBUTEITHA KM JIATEKC, THit
KaTo 3amymrajkara Ha (pJJakoHa ChIBPIKA CYX ECTECTBEH KaydyK, KOMTO MOXKe Jja MPUYNHU aJlepTUIHA
peakiuu.

HabmromaBanu ca MHOXKECTBO (PaKTOpH, KOUTO HAMAIISIBAT UMYHHHSI OTTOBOP KbM BAaKCHHHTE CPEIILY
xernatutT B. Te3n dakTopu BKIIOYBAT MO-HANpeIHaNa Bb3pacT, MBXXKH 10J1, HAAHOPMEHO TETJIO,
TIOTIOHOMYIIEHE, HAYWH Ha MPUIOKEHNUE U HAKOW XPOHUYHH CHITBTCTBAIIM 3a0onsaBanus. TpsOBa aa
ce B3eMarT I10J] BHUMAaHUE CEPOJIOTMYHUTE TECTOBE Ha TE3H JIMIIA, KOUTO Ca U3JI0KEHH HA PHUCK Ja HE
NoJy4at ceponpoTtekuus cien mbianust Kypc ¢ HBVAXPRO. Moxke na ca HeoOxoanMu
JIOI'BJIHATEHU 103U 34 JIULA, [IPU KOUTO JIUIICBA UM € HAIULE OTTOBOP IOJ ONTUMAJIHUA KbM Kypca
Ha BaKCUHHUPAHE.

[Mopanyu NpoABIKUTEIHNS HHKYOAlIMOHEH MEpUO]l Ha XeNnaTuT B, Bb3MOXKHO € B MOMEHTa Ha
MMyHH3alKs Beue 1a UMa Hepasno3Hata ¢popma Ha xenaTut B nadexuus. Bakcunara moxe na He
MPeOTBpaTH XenaTuT B uHdpekusaTa B Mo100HN CITydan.

Bakcunara He MOke Ja IPeIOTBPaTH HH(MEKIHSI OT IPYTH MPUYUHUTEIN KaTo XenaTut A, xenatut C
u xenaTut E, KakTo M IpyTH MaToreHu, 3a KOUTO € U3BECTHO, e HH(PEKTHpaT YepHUs APoO.

Tpsi0Ba na ce npeanucBa ¢ MOBUIIEHO BHUMaHUE HA OpeMEHHH WIIM KbPMEIIH KeHH (BXK. Touka 4.6).
HomonrHo(1) BerecTBO(a) C U3BECTHO JIEHCTBHE:

To3u nekapcTBeH MPOAYKT ChABbPKA MO-Masko oT 1 mmol Hatpwuii (23 mg) Ha 1032 U ce IpUeMa, 4e
MIPAKTUUYECKU HE ChABPIKA HATPHIL.

4.5 BzaumopaeiicTBHE ¢ APYTH JeKAPCTBEHH NMPOAYKTH U APYrd (OpMHU Ha B3auMoJelcTBHE

Ta3u BakcuHa MOKeE J1a ce MpuJjara;

- C IMYHOTJIOOYJIMH cpelly XenatuT B, Ha qpyro MscTo Ha HHXEKTHPAHE.

- 3a 3aBBpIIBaHE HA THPBUYCH UIMYHH3ALMOHEH KYPC WM KaTo OycTep J103a MpH JIHIA, KOUTO
Ipeay TOBA Ca MOJIYYWIH APYyra XenaTut B BakcuHa.

- CBITBTCTBAILO C APYI'M BAKCHHHU, HAa APYTO MSICTO U C OTAENIHA CIPUHIIOBKA.

4.6 ®@epTHANTET, OPEMEHHOCT H KbpMeEHe

DepTHIIATET:
HBVAXPRO He e onieHsiBaHa B IPOyYBaHMs 110 OTHOIIEHUE HA QepTHINTETA.

BpemenHocr:
Hsma xknmuanynn ganau 3a ynorpebara Ha HBVAXPRO npu Opemennn xeHu.

Baxkcunara Tps0Ba 1a ce u3mos3Ba Mo BpeMe Ha OpeMEeHHOCT, CaMO aKo IMOTeHIIMAIHATA 110132
Ha/IBUIIIaBa TIOTEHITMATHUS PUCK 32 deTyca.

Kbpmene:
Hsama knmuamaam nanan 3a ynorpedbata Ha HBVAXPRO mpu kbppmetnu sxeHu.

4.7 EdexkTn BbpXy cnocoGHOCTTA 32 modupane u padoTa ¢ MAIINHHA
He ca nmpoBexxganu mpoyuBaHus 3a eQEeKTHTE BPXY CIOCOOHOCTTA 3a modupaHe 1 padboTa ¢ MaIIMHU.

Bce nmak ce ouakBa HBVAXPRO 1a He noBnuUsiBa WK Jia IOBIUSABA IPEHEOPEIKUMO CIIOCOOHOCTTA 32
modupane U pabora ¢ MalllHU.
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4.8 Hexenanu JeKapcTBeHH PeaKkuH
a. Pe3tome na npogpuna na éezonacnocm

Haii-yecto HabroaBaHuTe HEXETAHN PEaKIMK ca PEakIMU Ha MSICTOTO Ha MPUJIOKECHUE: TPEX0IHA
00JIe3HEHOCT, EPUTEM, YIITETHEHHE.

0. Tabauuno pe3rome Ha Hevdicellanume peakuuu

CJ'ICI[HPITG HCXCJIaHU PCaKIUU Ca C’LO6I.LICHI/I CJICA IIHNPOKO pa3snpoCTpaHCHATa yHOTpe6a Ha
BaKCHHAaTa.

Kakro n IIpU OCTAHAJIUTC BAKCUHU CPCILY XCTIATUT B, B MHOT'O Cliy4an NIpUYMHHA BPpBb3Ka C BAKCUHATA
HE € YCTAHOBCHA.

Hexesanm peakumuu | YecToTa
Obwu Hapywienus u epekmu HA MACMOMO HA NPUTIOHCEHUE
JlokanHu peaknuu (Ha MsICTO Ha MPHUIIOKEHHUE): IPEXOJHO Bh3NaJICHHE, Yectn
epuTeM, YILTbTHEHHUE (= 1/100 oo <1/10)
YMopa, BUCOKa TeMIiepaTypa, 00110 Hepa3HnoIoKeHNEe, TPUIONOI00HH MHoro peaku
CHMITTOMH (< 1/10 000)

Hapywenus na kpvema u iumpnama cucmema

MHoro penku

TpombGouTonenus, TuMpaaeHONaATHS (< 1/10 000)

Hapywenus na umynnama cucmema

MHoro penku

CepymHa 60mecT, aHaduIaKkCHs, HOJO3€H ITOJIHAPTPHUT (< 1/10 000)

Hapywenus na nepsnama cucmema

[MapecTesus, mapanu3a (BKIIOUUTETHO mapaiu3a Ha ben, nuiesa mapasnmusa),
nepudepHr HeBponaTHH (TIOIMPaIUKyIOHEBPUT, cHApoM Ha Guillain
Barre), HeBpUT (BKIIOUHUTEITHO HEBPUT HA OYHUS HEPB), MUCITUT
(BKITFOUHUTETTHO TPAHCBEP3aJICH MHUEIINT), CHIIC(PAIHUT, TUMHUCSITHHA3UPAIIO
3a0oJsiBaHe Ha LIEHTpaJIHaTa HEPBHA CHCTEMa, 00OCTpsIHE Ha MHOKECTBEHA
CKJIep03a, MHOKECTBEHA CKIIep03a, I'bpUOBE, I1aBo0oIIe, 3aMaliBaHe,
CHHKOTI

MHoro penku
(< 1/10 000)

Hapywenus na ouume

MHoro penku

VBent (< 1/10 000)

Cv008u HapyuleHus,

MHoro penku

XUNOTOHUS, BACKYIIUT (< 1/10 000)

Pecnupamopnu, epvOHu u MeouacmuHanHy HapyweHus

MHoro penku

CumMnromu no06HM Ha GPOHXOCHA3HM (< 1/10 000)

Cmomawno-upesHu HapyueHus

MHoro penku

IToBphImane, rameHe, Iuapus, KOpeMHa 0oIka (< 1/10 000)

Hapymenuﬂ HA KOXCAma U ROOKONCHAMA MbKAH

OO0puB, ayonenus, MpypuTycC, yPTUKAPHS, EPUTEM MYyITH(HOPME, aHTHOCIEM, MHoro penku
eK3eMa (< 1/10 000)

Hapymeuuﬂ Ha MYCK)JIHO-CKelemnama cucmema, CheOUHUmenHama mvKan u KOCmume

MHoro penku

ApTpanrusi, apTpuT, MAaNTus, 00JIKa B KpaitHUIINTE (< 1/10 000)
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Hexenanm peakuuu | YecroTa

HUscneosanus

MHoro penku

IloBuiienue Ha I-IepPIOI[pO6HI/ITe CH3UMH (< 1/10 OOO)

C’bO6HIaBaHe Ha TOJ03MPaHN HEXKECIIaHU PCAKIINHN

C’BO6I]_IaBaH€TO Ha oAO031paHn HEKCIIaHU PCAKIIUU CJICA pa3pcClllaBaHeC 3a yrIOTpeGa Ha JICKapCTBCHUA
MMPOAYKT € BaKHO. ToBa mo3BonsBa Aa IpOaBbIIKA Ha6J'IIOI[CHI/ICTO Ha CbOTHOIICHUETO HOHBa/pI/ICK 3a
JICKApCTBEHUSA ITPOAYKT. Or MCECIHUIIMHCKUTEC CIICHUAJIMCTH CEC N3UCKBA J1a C'bO6HIaBaT BCsKa
IMoJ03MpaHa HEXKEIaHa peaKrsd YpE3 HallMOHAJIHA CUCTEMA 3a cso61uaBaHe, II0COYCHA B

IIpunoxxenue V.

4.9 [Ilpeno3upane

Hma cpo01ieHns 3a NpUIOKEHNE Ha TT0-BUCOKH OT npenopbuntenuure 1031 HBVAXPRO. Kato
SUT0, IPOQHITBT Ha HEXKENIAaHUTE CHOUTHS, ChOOIICHH TIPH MTPEJO3UPAHE, € CPABHUM C TO3H,
HaOronaBaH npu npenopbsuntenure 1031 HBVAXPRO.

S. ®APMAKOJIOTUMYHU CBOMCTBA
5.1 ®apmakoauHAMUYHH CBOWCTBA
®dapmakoTepaneBTH4Ha rpyna: anTunHpexkuno3nu cpeactsa, ATC xoa: JO7BCO1

BakcunaTa uHIyIMpa MPOU3BOJICTBOTO Ha CHEIMMUIHN XyMOPATHN aHTUTENA CPEIly XernmaTtuT B
BUPYCHUS TIOBbpXHOCTEH aHTHTeH (anti-HBsAg). PasButueTo Ha aHTHTENa cpenly xenatut B
BUPYCHUS TOBbpXHOCTEH aHTUTeH (anti-HBsAg) ¢ tutebp, paBen Ha wiun no-rojsim ot 10 1U/1, uamepen
1 o 2 Mecena cien nmociegHaTa HHXEKIUS, KOpeJupa CbhC 3alluTa Cpelly XenaTuT B BupycHa
WH(EKIUS.

B ximnnynaM nznutBanus 96 % ot 1 497 3apaBu KbpMaveTa, Aelia, FOHOIIN U Bb3PacTHHU, MOTYIHIN
KypcC OT 3 11031 OT MPEANIICH ChCTaB Ha peKOMOWHAHTHA BaKCHHA cpenty xenatut B Ha Merck,
pa3BUBAT 3alIUTHO HUBO Ha aHTUTEJA CpPEIly XenaTUT B BUpyCHUS MOBBPXHOCTEH aHTUTEH

(= 10 TUN).

Makap ge mpoIBIDKUTETHOCTTA Ha 3alTUTHOTO JEHCTBUE HA MIPEIUIICH ChCTAB HAa PpEKOMOMHAHTHA
BaKCHHa cpelly xenaTut B Ha Merck npu 31ipaBu BaKCHHUPAHU HE € U3BECTHA, MIPOCIICIIBaHE HAJ 5-
9 ronuayn Ha ipubM3uTeaHO 3 000 BHCOKOPHCKOBH JIUIA, TTONYYHIIH TT0I00HA BAKCHUHA, TPOU3BEIeHA
OT ITIa3Ma, He MTOKa3Ba HATMIHETO Ha CITydJal Ha KIIMHWYHO MPOSBEHA XemaTuT B mH(peKIms.

B JOMN'BJIHCHUC, IICPCUCTUPAHETO HA BAKCMHHO-UHAYIIUpAaHa UMYHOJIOTMYHA [MaMET 110 OTHOUICHUE Ha
xenatut B BupycHUs moBspxHocTeH anTUTeH (HBSAg) € 1eMoHCcTprpaHo Ype3 aHaMHECTHYEeH
AHTUTSUIO-OTIOBOP KbM OyCTep 71032 OT MpeInIIeH ChCTaB Ha PeKOMOMHAHTHA BaKCUHA CPELLy
xermatut B Ha Merck nipu 31paBu BB3pacTHHU JIUTIA.

B croTBeTCTBUE ChC CTaHIapTHATA MEAUIIMHCKA ITPAKTHKA 32 TMPUIOKCHUE Ha BAKCHHA CPETIy
XenmaTuT B, pu ManueHTy Ha XeMoAualin3a clieJIBa PeIOBHO J1a Ce CJIeIM HUBOTO Ha aHTUTEIATA.
IToxcunBama mo3a ciieqBa Jia ce MPHUIIOKHU, KOraTo HUBOTO Ha aHTHTenara maaae mox 10 IU/L. Tlpu
JIUIA, KOUTO HE Pa3BUBAT JOCTATHUYCH AaHTHTSIIOB OTTOBOP CIIE]T MPIIIOKCHIE Ha ITOACHIIBAINA 1034,
TpsOBa Jla ce MPEelieH! Bb3MOXKHOCTTA OT MPHUJIAraHe Ha ajTepHATHBHA BAKCHHA CpEIly XenaTut B.

Hamanen pucx om xenamoyenynapen KapyuHom

XenarouenynapHUAT KapIIHHOM € TEeXKO YCIOKHEHHE Ha XenmaTuT B Bupyc nHbekusTa.
[MpoyuBaHusATa MOKA3BaT Bph3Ka MEKIY XPOHHUYHA XeNATHT B MH(pEKIs 1 XenaronenyiapeH
KapuHoM, a 80 % oT XemaToueayJapHUTE KapIIUHOMH ce IPUUYUHIBAT OT XeHaTuT B BupycHa
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

uHdeknus. BakcuHata cpenry xematut B e npu3Hara 3a mbpBaTa MPOTUBOPAKOBA BAKCHHA, Thi KaTo
TS MOJKE J1a TIPEIOTBPATH ITbPBUYHHS YEPHOAPOOCH KapIIUHOM.

5.2 @®apmakoKHMHeTHYHH CBOWCTBA
Henpunoxumo
5.3 IlpeakJMHUYHU JAHHH 32 0€30MACHOCT

PerO)IyKTI/IBHI/I MMpOoy4BaHUs IMPU ) KUBOTHU HC Ca MPOBCKIAAHUA.

6. DAPMAIIEBTUYHU JAHHHA
6.1 Choucnbk Ha NOMOIIHHUTE BellecTBA

Harpues xunopun
Bopakc
Bona 3a umkeknuu

6.2 HecsBMecTuMOCTH

[Ipu nunca Ha mpoy4YBaHMS 32 HECHbBMECTUMOCTH TO3H JIEKAPCTBEH MPOLYKT HE TPIOBa Jla ce CMecBa ¢
JIPYTH JIEKapCTBEHU MPOAYKTH.

6.3 Cpok Ha roaHOCT
3 roguH"
6.4 CneuuaaHu yca0BHsI HA CbXpPaHEHHe

Ja ce cexpanssa B xmaguiauK (2 °C — 8 °C).
Jla He ce 3ampa3sBa. [la ce chXpaHsABa B OpUTHHAITHATA OMAKOBKA, 32 JIa CE MPEANa3d OT CBETIINHA.

HBVAXPRO Tps6Ba ga ce mpunara Bb3MOXKHO Haif-CKOPO CJIe]] M3BAXKIAHE OT XJIaUITHAKA.
HBVAXPRO moxe aa ce npuirara, Korato 00IoTo BpeMe (KyMyJIaTHBHOTO BpeMe OT MHOTOKPATHH
OTKJIOHEHHS B TeMIlepaTypaTa) U3BbH XJaluiIHuKa (mpu TeMneparypa mexay §°C u 25°C) He
HajaBuIaBa 72 yaca. KymynaTuBHO, MHOTOKpaTHH oTKIIOHEeHUs Mexty 0°C u 2°C cbio ca
pasperieHu, ToKoJIKoTo oomoTo Bpeme Mexay 0°C u 2°C He HaaBummaBa 72 daca. ToBa obade He ca
MIPETIOPBKHU 332 CbXPAHEHHE.

6.5 Buawu chabp:KaHue Ha OMMAKOBKATA

1 ml cycrieH3ust BbB (uIakoH (CTBHKIIO) ChC 3amymiajika (CHBa OyTHIIOBa TyMa) M allyMUHHEBa 0OKaTKa ¢
TUIacTMacoBoO Kamave. OmakoBKH OT 1.

6.6 Ilpenma3Hu MepKHU NPH U3XBHPJIsiHE H padoTa

IMpeau npunarane BakCHHATA TPAOBA Ja ce MPOBEPU BU3YATHO, 3a JIa CE YCTAHOBH JIAJIM MMa HIKaKBa
yTaiKa WU MPOMSIHA B I[BETa HA ChIBPKAHUETO. AKO T€3H YCIOBHS ca HAUIIE, TPOAYKTHT HEe TPsAOBa
Jla ce Tpuiiara.

[penu mpunoxenue GIakoHBT TPsOBA Ja ce pa3KIaTH J00pe.

Cren oTBapsiHe Ha (hjlakOHA, M3TETIIEHATa BAKCHHA TPSAOBA J1a ce U3I0I3Ba He3a0aBHO, a (hIIaKOHBT Ja
C€ U3XBBPIIH.

Hewnsnomn3panusat JICKApCTBCH MNPOAYKT WIN OTHAABYHUTE MAaTCpUaAIN OT HETO Tpﬂ6Ba Ja C€ U3XBBPJIAT
B CHOTBETCTBHE C MECTHUTE N3UCKBAHUS.
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7. IHNPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

Merck Sharp & Dohme B.V.

Waarderweg 39

2031 BN Haarlem

Hunepnannus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/01/183/015

9. JATA HA ITbPBO PASPEHIABAHE/IIOJJHOBABAHE HA PASPEIHIEHUETO 3A
YIIOTPEBA

Jlata Ha mbpBO paspemaBane: 27 anpui 2001 1.

Jara Ha nocneano noanossiBane: 17 mapt 2011 1.

10. [JATA HA AKTYAJIMU3BUPAHE HA TEKCTA

[Monpo6Ha nH(popMaIMs 3a TO3M JICKAPCTBEH MPOIYKT € Mpe/locTaBeHa Ha yeOcalita Ha EBporelickara
areHITus 110 JIeKapcTBaTa http:/www.ema.europa.eu.
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INPUJIIOKEHHUE 11
MMPOU3BOJUTEJI HA BUOJIOTUYHO AKTUBHUTE
BEHIECTBA U ITPOU3BOJAUTEJI, OTTOBOPEH 3A
OCBOBOXJIABAHE HA ITAPTHU/U

YCJOBUA NN OT'PAHUYEHUSA 3A JOCTABKA U
YIIOTPEBA

APYI'U YCJIIOBUSA N UBNCKBAHUS HA PASPEHIEHUETO 3A
YIIOTPEBA

YCJOBUA NN OT'PAHUYEHUS 3A BE3OITACHA "
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUA TPOAYKT
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A.  TTPOU3BOIAUTEJ HA BUOJIOI'MYHO AKTUBHUTE BEIMECTBA U
HPOU3BOJAUTEJL, OTTOBOPEH 3A OCBOBOXKJIABAHE HA ITAPTUAN

Hme n aapeC HAa NPOU3BOAMTECIIA HA OMOJIOTUYHO aKTUBHOTO BCIICCTBO

Merck Sharp & Dohme LLC
770, Sumneytown Pike

West Point, Pennsylvania, 19486
CAIL

Hme n aJpe€C HAa MPOU3BOAMUTECIIA, OTTOBOPEH 34 OCBO60)KI[3B3HC Ha DapTUAUTEC

MERCK Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem
Hunepnannus

b. YCJOBUSA NWIN OTPAHUYEHUA 3A IOCTABKA U YIIOTPEBA
JlekapcTBEHUST MPOIYKT CE OTITYCKa IO JIEKAPCKO MPENKCaHue.
. OduumanHo ocBoOOKI1aBaAHE HA MAPTHAU

CeritacHo uit. 114 ot {upextusa 2001/83/EO oduimaaHoTo 0CBOOOKIaBaHE HA TAPTUIUTE CE
W3BBPIIBA OT IbPKaBHA JTabOpaTOpHs WM JTabopaTopus, ONIpeAciieHa 3a Ta3H IIedl.

B. JAPYI'M YCJIOBUS U U3NCKBAHUS HA PASPEHLIEHHUETO 3A YIIOTPEBA
o IHepuoguyHu akTyaJu3upanu aokjaaan 3a 6esonacuoct (ITAJ1B)

W3zuckBanusra 3a nonasane Ha [TAJIb 3a To3u nexapcTBeH NPOIYKT ca MOCOUYEHH B CIIUCHKA C
pedepentauTe natu Ha EBpomnetickus cpio3 (EURD cruchk), mpensuaes B wi. 1078, air. 7 ot
HupextuBa 2001/83/EO, 1 BB BCHYKH CJIeIBAIN aKTyallN3alllH, ITyOJINKYBaH Ha €BPOTICHCKUS
yeOropTai 3a JeKapCcTBa.

I'.  YCJI0OBHUA UJIN OTPAHUYEHUS 3A BE3OITACHA 1 E@EKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUS TPOAYKT

. ILnan 3a ynpasienue Ha pucka (IIYP)

[MputexkaTenst Ha pa3peuieHrero 3a yrnorpeda ([IPY) Tpsabdsa na u3BbpIIBa HM3UCKBAHUTE JCHHOCTH H
JeCTBUS, CBbP3aHU C TIPOCiIesiBaHe Ha JeKapcTBeHaTa 0€301MacHOCT, ocoueHu B 0J00peHus [TYP,
npezncraBed B Moayi 1.8.2 Ha pa3pelieHueTo 3a ynorpeda, KakTo U BbB BCHUKH CJICABALIN 0J00PEHH
akTyanu3auuu Ha ITYP.

Axrtyamusupan [IYP tps6Ba na ce mopasa:

e 110 UCcKaHe Ha EBporielickaTta areHuus 1o JIeKapCcTBaTa;

e BHHArW, KOTaTo ce M3MEHs CHCTeMaTa 3a yIpaBJieHHe Ha pUCKa, 0COOEHO B pe3yiTaTr Ha
NoJy4aBaHe Ha HOBA MH(OPMALUS, KOSTO MOXKE Ja JOBEJE 10 3HAYMMHU POMEHHU B
CHOTHOIIIEHUETO TOJI3a/PUCK, WK CIIE]T IOCTUTaHE Ha BayKEH eTar (BB BPB3Ka ¢ MPOCIe/siBaHe
Ha JIeKapCTBEeHaTa 0€30MacHOCT MM CBEXJIaHE Ha PHCKA 1O MHHUMYM).
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INPUJIOKEHHUE 111

JAHHU BBPXY OITAKOBKATA U JIMCTOBKA
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A. JAHHHU BBPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JA CBABbP/KA BTOPUYHATA OITAKOBKA

HBVAXPRO 5 mukporpama — e1H01030B (pi1akoH - OnakoBka ot 1, 10

1. NME HA JIEKAPCTBEHUSA ITPOAYKT

HBVAXPRO 5 mukporpama WHXKEKITMOHHA CYyCIIEH3US
HBVAXPRO 5 ng nHXeKIMOHHA CyCIeH3Us
Baxkcuna cpemry xenarur B (pIHK)

’ 2. OBABSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 no3a (0,5 ml) ceabpxka:
Xemnatut B BuUpyceH NOBEpXHOCTEH aHTHTeH, pekoMOnHanTeH (HBsAg) *........ S5ug
AncopOupan BbpXy aMopdeH aTyMHUHUEB XUAPOKcUdocdat cyndar

* Ipou3BeJIeH B IPOXIU Saccharomyces cerevisiae (am 2150-2-3) upe3 pekomOuHanTHa JJHK
TEXHOJIOTHSL.

3. CIIUCBK HA IOMOIIHUTE BEHIECTBA

NacCl, 6opakc 1 Boa 32 HHKEKITHH

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

HMaxekimoHHa cyCceH3us
1 enqHo030B (hiaakon ot 0,5 ml
10 exHOmO30BU (utakoHa oT 0,5 ml

S. HAYMH HA ITPUJIOKEHUE U ITbT(MIIIA) HA BBBE/K/IAHE

[Mpenu ynorpeba aa ce paskiiatu aoope.
[penu ynoTtpeda npoyereTe JIUNCTOBKATA.
MyCKyIHO NPUIIOKEHUE

6. CIIEHUAJIHO NPEAYNPEXJIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT NOTJIEJA U TOCEI'A HA TIELTA

J_Ia CC CbXpaHsiBa Ha MACTO, HCAOCTBITHO 3a ACIA.

| 7. APYI'U CHEIMAJIHU NPEAYIPEXXJIEHUA, AKO E HEOBXOJIUMO

To3u NpOAYKT ChABPKA ECTECTBEH KayuyK, KOWTO MOXKE Ja MPUYUHH aJIepIrHUHU pEeaKLnu.
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen mo:

’ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cbxpaHsBa B XJIaIMJIHUK.
Ja He ce 3ampassiBa.
a ce cbxpaHsBa B OpUrMHANIHATA OMAKOBKA, 32 JIa CE MPENa3y OT CBETJIMHA.

10. CHELOUAJIHU NPEAITA3SHU MEPKU ITPU U3XBBPJIAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU NWJIN OTITAADBYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJAPEC HA IIPUTEKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem
Hunepnannus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/01/183/001 - omakoBka ot 1
EU/1/01/183/018 - onmakoBka ot 10

13. TIAPTHJIEH HOMEP

[Taptuna:

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

16. HUH®OPMAIIHUA HA BPAIJIOBA A3BBYKA

[Ipueto ¢ ocHOBaHUE Jia He ce BKIOYM nH(popMalus Ha bpaiiosa a30yka

‘ 17. YHUKAJIEH UAEHTUO®UKATOP — JIBYU3MEPEH BAPKO/

JByn3MepeH 0apKoJi C BKIFOUEH YHUKAJICH UACHTU(DHUKATOD

‘ 18. VYHUKAJIEH WAEHTUO®PUKATOP — JAHHU 3A YETEHE OT XOPA

PC
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JAHHU, KOUTO TPABBA JJA CbAbP/KA BTOPUYHATA OITAKOBKA

HBVAXPRO 5 mukporpamMa — e1H01030Ba NpeIBapUTEIHO HATBJIHEHA CIPUHLIOBKA 0€3 UrJja -
Onakoska ot 1, 10, 20, 50

HBVAXPRO 5 mukporpamMa — e1H01030Ba NPeIBAPUTETHO HATbJIHEHA CIPUHIIOBKA €

1 ormenna uria - Omakoska ot 1, 10

HBVAXPRO 5 mukporpama — e1H01030Ba NpeIBAPHTETHO HANTBJIHEHA CIPHHLOBKA C

2 otaennu urad - Onakoska ot 1, 10, 20, 50

1. HNME HA JIEKAPCTBEHUSA TPOAYKT

HBVAXPRO 5 muxporpama HHXEKIIMOHHA CYCIIEH3HUS B IPEABAPUTEIIHO HATBJIHEHA CITPUHLIOBKA
HBVAXPRO 5 g nHXEKIMOHHA CYCIIEH3Us B IIPEIBAPUTEIHO HAITBIHEHA CIIPUHIIOBKA
Baxkcuna cpemry xemarut B (p/IHK)

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

1 mo3a (0,5 ml) ceabpxa:
XenatuT B BupyceH NOBBPXHOCTEH aHTHreH, pekomOuHanTen (HBsAg) *........ S5ug
AncopOupat Bbpxy aMopdeH amyMuHHeB Xuapokcudocdar cyndar

* mpou3BeieH B Ipoxku Saccharomyces cerevisiae (1am 2150-2-3) upe3 pekomounanTHa JJHK
TEXHOJIOTHSI.

3. CIIMCBK HA IIOMOIHUTE BEIHIECTBA

NaCl, 6opakc ¥ BoJia 3a HHKCKITUU

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

MuxeKxmoHHa cycneH3us

1 emHOIO30BA MTPEIBAPUTEITHO HAITbIHEHA cipuHIloBKa oT 0,5 ml Oe3 urna

10 eqHOT030BH MPEABAPUTEIIHO HATBJIHEHU CIPUHIIOBKU OT 0,5 ml 6e3 urira

20 enHOI030BH MPEABAPUTETHO HATBJIHEHN CIPUHLIOBKH OT 0,5 ml 6e3 uria

50 eHOT030BH NPEABAPUTEITHO HATBIIHEHU CIpUHIIOBKH OT 0,5 ml 6e3 uria

1 emHOI030Ba MPEABAPUTEIHO HAITBIIHEHA CprHIIOBKA OT 0,5 ml ¢ 1 oTaenHa nrira

10 e1HOA030BH MPEABAPUTENHO HATBIHEHU criprHIIoBKH OT 0,5 ml ¢ 1 oTmenHa urna (3a Besika
CIPUHIIOBKA)

1 emHOMO30BA IPEABAPUTEIHO HAITBIHEHA CIIPUHIIOBKA OT 0,5 ml ¢ 2 oTnenHn urnm

10 emHOA030BH MPEABAPUTEIHO HATBIHEHN CIpHHIIOBKH OT 0,5 ml ¢ 2 oTHenHu Ui (3a Beska
CIIPUHIIOBKA)

20 eTHOM030BU MPEABAPUTEITHO HATBIIHEHH cIIpUHIIOBKH OT 0,5 ml ¢ 2 oTnenHun urinm (3a Beska
CITPUHITOBKA)

50 eqHO/I030BH NPEABAPUTEIIHO HATBIHEHN CIpUHIOBKY OT 0,5 ml ¢ 2 oTaenHu urinu (3a Besika
CIIPHUHITOBKA)

5. HAYHMH HA ITPUJIOKEHUE U ITbT(MIIIA) HA BBBEK/IAHE

[Ipenu ynotpeda aa ce paskiiatu goope.
Ipenu ynorpeba mpoyereTe TUCTOBKATA.
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MyCKyJIHO IIPWIOKECHHE

6.

CIIEHUAJIHO NPEAYIPEXJIEHUE, YE JEKAPCTBEHUAT ITPOAYKT TPSIBBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT HOTJIEJA U JOCEI'A HA TIELIA

,Z[a CC CbXpaHsdaBa Ha MACTO, HECAOCTHITHO 3a JCIaA.

| 7.

APYI'U CHEHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOIUMO

To3u IMPOAYKT CbABbPKA €CTCCTBCH Kay4yK, KOUTO MOXKE Jla IpUYIUHU aJICPTUYHU PCaKIIU.

‘ 8. JATA HA U3STUYAHE HA CPOKA HA TOJHOCT
T'onen no:
‘ 9. CIHEIIMAJIHA YCJIOBUA HA CbXPAHEHUE

Jla ce chXpaHsBa B XJIAJMITHHK.
Jla He ce 3ampa3siBa.
Jla ce chxpaHsiBa B OpUTHHATHATA OMAKOBKA, 33 J]a CE MPE/Na3y OT CBETIIMHA.

10. CIIEIUAJIHU ITPEAITA3ZHU MEPKH ITPU U3XBBPJISHE HA HEU3ITIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOJAYKTHU NI OTHAABYHU MATEPUAJIA OT
TSX, AKO CE U3UCKBAT TAKUBA

11. HME U AJPEC HA IPUTEXATEJISI HA PASPEHLIEHUETO 3A YIIOTPEBA

Merck Sharp & Dohme B.V.

Waarderweg 39

2031 BN Haarlem

Hunepnannus

12. HOMEP(A) HA PASPEIHLIEHUETO 3A YIIOTPEBA

EU/1/01/183/004 — omakoBka ot 1
EU/1/01/183/005 — omakoBka ot 10
EU/1/01/183/020 - omakoBka ot 20
EU/1/01/183/021 - omakoBka ot 50
EU/1/01/183/022 - onakoBka oT 1
EU/1/01/183/023 -omakoBka ot 10
EU/1/01/183/024 - onmakoBka ot 1
EU/1/01/183/025 — omakoska ot 10
EU/1/01/183/030 — omaxoBka ot 20
EU/1/01/183/031 — onakoBka oT 50
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‘ 13. TAPTHJIEH HOMEP

ITapTuna:

| 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

| 16. MH®OPMAIIMSI HA BPAIJIOBA A3BYKA

[puero e ocHOBaHMeE J1a HE ce BKIIIOYM MH(pOpManus Ha bpaiinosa a30yka

‘ 17. YHUKAJIEH WAEHTHO®UKATOP — JIBYU3MEPEH BAPKO/

JByn3mepeH 0apKoJl C BKIIFOYEH YHUKAJICH UICHTU(DUKATOD

‘ 18. VYHUKAJIEH WAEHTU®PUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHHUMYM JAHHHU, KOUTO TPABBA JIA CBABPXAT MAJIKUTE EAUHNYHHU
II'bPBUYHHU OITAKOBKH

HBVAXPRO 5 mukporpama

1. HNME HA JIEKAPCTBEHUS NTPOAYKT U I'BT(MIA) HA BBBEXK/IAHE

HBVAXPRO 5 pg nHXeKIMoHHa CyCHeH3Hs
Baxkcuna cpemry xenarut B (pIHK)

1.m. TIPHUIIOKEHHE

‘ 2. HAYUH HA ITPUJIOKEHUE

Ja ce pazkiaru 100pe npeau yrnorpeda

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. HAPTUAEH HOMEP

Lot

5. CBABPXKAHUE KATO MACA, OBEM WJIN EAUHUIIN

0,5 ml

| 6. JIPYTO

MSD
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JAHHU, KOUTO TPABBA JJA CbAbPKA BTOPUYHATA OITAKOBKA

HBVAXPRO 10 muxkporpama — eqnoao3on ¢gJiakon - Onakoska ot 1, 10

1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

HBVAXPRO 10 muxporpama MHXEKIIMOHHA CyCIIEH3US
HBVAXPRO 10 pg nHXeKIMoHHa CyCIeH3Hs
Baxkcuna cpemry xenarur B (pIHK)

’ 2. OBABSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 no3a (1 ml) ceabpxa:
Xemnatut B BuUpyceH NOBpXHOCTEH aHTHTeH, pekoMOuHanTeH (HBsAg) *........ 10 pg
AncopOupaH BbpXy aMOp(eH aTyMHUHUEB XUAPOKcUdochaT cynadar

* Ipou3BeIeH B APOXIU Saccharomyces cerevisiae (am 2150-2-3) upe3 pekomOuHanTHa JTHK
TEXHOJIOTHSI.

3. CIIUCBK HA IOMOIIIHUTE BELHIECTBA

NacCl, 6opakc 1 BoIa 32 HHXKEKITHH

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MHXeKIMoHHa CyCIIeH3Hs
1 exHO030B Gakon ot 1 ml
10 exHOMO30BU (itakoHa OT 1 ml

S. HAYHMH HA ITPUJIOKEHUE U ITbT(MIIIA) HA BBBE/K/IAHE

[Mpenu ynotpebda na ce paskiaru jgoope.
IIpenu ynoTtpeda npoyereTe IUCTOBKATA.
MyCKyIHO IPHIOKEHHUE

6. CIIEHUAJIHO NIPEAYHPEXJIEHUE, YE JEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBbXPAHSBA HA MSICTO JAJIEY OT ITOI'JIEJJA U JOCET' A HA IEITA

J_Ia CC CbXpaHsaBa Ha MACTO, HCAOCTHITHO 3a ACIA.

| 7. APYI'U CHEIMAJIHU ITPEAYIIPEXXIAEHUA, AKO E HEOBXOJIUMO

To3u MpOAYKT ChABPKA €CTECTBEH KaydykK, KOWTO MOKE /1a TPUUUHH aJIepTrUYHU peaklny.
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‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

T'onen mo:

’ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cbxpaHsBa B XJIaIMJTHHUK.
Ja He ce 3ampa3siBa.
a ce cbxpaHsiBa B OpUrHHAIHATA OMIAKOBKA, 32 J1a C€ MPE/INa3u OT CBETJIMHA.

10. CHELOUWAJIHU NPEAITA3HUA MEPKU ITPU U3XBBPJISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU UWJIHN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. HME U AJAPEC HA IIPUTEXKATEJISA HA PASPEIHIEHUETO 3A YIIOTPEBA

Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem
Hunepnannus

12. HOMEP(A) HA PABPEHIEHHUETO 3A YIIOTPEBA

EU/1/01/183/007 - omakoBka ot 1
EU/1/01/183/008 - omakoBka ot 10

13. TTAPTHUJIEH HOMEP

[Taptuna:

‘ 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

‘ 16. MH®OPMAIIAA HA BPAJIOBA A3BBYKA

[Ipueto ¢ ocHOBaHHUE J1a He ce BKIOYM nH(popMalus Ha bpaiinosa a30yka

‘ 17. YHUKAJIEH UAEHTHO®UKATOP — JIBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoJI C BKIIIOUEH YHUKAJICH UACHTU()UKATOD

‘ 18. YHUKAJIEH WAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
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JAHHU, KOUTO TPABBA JA CbABbP/KA BTOPUYHATA OITAKOBKA

HBVAXPRO 10 mukporpama — e1H0/1030Ba NPeIBAPUTEIHO HATbJIHEHA CIPUHIIOBKA 0€3 urJja -
OmnakoBka ot 1, 10

HBVAXPRO 10 mukporpamMa — eJH0O1030Ba MpeIBAPUTETHO HATBJIHEHA CIIPHUHIIOBKA C

1 ormenna uria - Omakoska ot 1, 10

HBVAXPRO 10 mukporpama — e1H0/1030Ba NpPeABAPUTETHO HAITbJIHEHA CIIPUHIIOBKA €

2 oTaeann urau - Onmakoska ot 1, 10, 20

1. HNME HA JIEKAPCTBEHUS TPOAYKT

HBVAXPRO 10 MukporpaMa MH>KEKIIMOHHA CYCIIEH3HUs B IPEBAPUTEIHO HAITbIHEHA CIIPUHIIOBKA
HBVAXPRO 10 pg nHXeKIMOHHA CYCIIEH3HsI B IIPEJBAPUTEIHO HATbJIHEHA CIIPUHIIOBKA
Baxkcuna cpemry xemarut B (p/IHK)

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEUIECTBO(A)

1 mo3a (1 ml) ceabpika:
XenatuT B BupyceH NOBBPXHOCTEH aHTHreH, pekomOuHanTeH (HBsAg) *........ 10 pug
AncopOupat BbpXy aMopdeH aryMuHHEB Xuapokcudocdar cyndar

* mpou3BeJIcH B Ipoxku Saccharomyces cerevisiae (1am 2150-2-3) upe3 pekomounanTHa JJHK
TEXHOJIOTHSI.

3. CIIMCBK HA IIOMOIHUTE BEHHIECTBA

NaCl, 6opakc ¥ BoJia 3a HHXKEKITUU

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

WmkeknnoHHa CyCIIeH3US

1 exHO030Ba MPEIBAPHUTEIIHO HAITBIHEHA CIIPUHIIOBKA OT 1 ml Ge3 nria

10 eaHOI030BH TPEIBAPUTEITHO HATBIIHEHH CIPUHIIOBKH OT 1 ml 6e3 uria

1 egHOMO30Ba MPEABAPUTEIIHO HAITBIHEHA CIPUHIIOBKA OT 1 ml ¢ 1 oTaenHa urna

10 emHO030BH MPEIBAPUTEITHO HATBIHEHU CIPUHIIOBKH OT 1 ml ¢ 1 oTmenHa uria (3a Beska
CIIPUHITOBKA)

1 eqHOIO30Ba TPEABAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA OT 1 ml ¢ 2 oTaenHu Uriu

10 emHOAO030BH MPEABAPUTEIHO HAITBIHEHN CIIPHHIIOBKH OT 1 ml ¢ 2 oTxenHu urim (3a Besika
CIIPHUHITOBKA)

20 eqHOAO30BH MPEIBAPUTEITHO HATBIHEHN CIIPHUHIIOBKH OT 1 ml ¢ 2 oTHenHN Uiy (3a BCsika
CIIPUHITIOBKA)

5. HAYHMH HA ITPUJIOKEHUE U ITbT(MILIA) HA BBBE/K/IAHE

[Mpeau ymotpeba na ce paskiaru godpe.
[Ipenu ymoTtpeba nmpoyerere INCTOBKATA.
MycCKyIHO NPUIOKEHUE
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6. CIIENUAJIHO NPEAYHPEXJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MsCTO JAJIEYE OT IIOTJIEJA U TOCEI'A HA TELTA

I[a CE€ CbXpaHsABa HAa MACTO, HEAOCTHITHO 3a JICIIA.

‘ 7. APYI'U CIIEHUAJIHU NPEAYHPEXJIEHUA, AKO E HEOBXOIUMO

To3u MPOAYKT CHABPKA €CTECTBEH KaydyK, KOWTO MOXKE Ja IPUYUHH aJeprHIHU PEaKInu.

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

T'onen mo:

‘ 9. CIIEIIUAJIHU YCJIOBUSI HA CbXPAHEHUE

Jla ce chXpaHsBa B XJIaJVITHHK.
Ja He ce 3ampa3siBa.
Jla ce chxpaHsiBa B OpUI'MHAJIHATA ONAKOBKA, 32 JIa C€ MPENa3u OT CBETINHA.

10. CIHEINUAJIHU ITPEAIIAZHU MEPKHU ITPU U3XBBPJISSHE HA HEU3ITIOJI3BBAHA
YACT OT JEKAPCTBEHUTE NPOAYKTHU NJINX OTHIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HMME U AJIPEC HA IPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem
Hunepnannus

12. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/01/183/011 - omakoBka ot 1
EU/1/01/183/013 - omakoBka ot 10
EU/1/01/183/026 - onakoBka oT 1
EU/1/01/183/027 - omakoBka ot 10
EU/1/01/183/028 - omakoBka oT 1
EU/1/01/183/029 - omakoBka ot 10
EU/1/01/183/032 - omakoBka ot 20

13. TTAPTHJAEH HOMEP

[Taptuna:

14. HAYMH HA OTIIYCKAHE
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‘ 15. VYKA3AHUNA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIAA HA BPAJIOBA A3BBYKA

[Ipuero ¢ ocHOBaHHUe J1a He ce BKIOYM nHpopMaIius Ha bpaiinosa a30yka

‘ 17. YHUKAJIEH WIAEHTUH®UKATOP — JIBYU3IMEPEH BAPKO/

JByn3mepeH 0apKo/i C BKIIIOUEH YHUKAICH HACHTU()HUKATOD

‘ 18. VYHUKAJIEH WAEHTUO®UKATOP — JAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHHUMYM JAHHHU, KOUTO TPABBA JIA CBbABPXAT MAJIKUTE EIUHNYHU
II'bPBUYHHU OITAKOBKH

HBVAXPRO 10 mukporpama

1. HNME HA JIEKAPCTBEHUSA TPOAYKT U IIbT(MIIA) HA BbBEX/IAHE

HBVAXPRO 10 pg nHXeKINOHHA CYCTIEH3U
Baxkcuna cpemy xenarur B (pIHK)

1.m. TIPHUIIOKEHHE

‘ 2. HAYUH HA ITPUJIOKEHUE

Ja ce paskiatu 100pe npeau ymnorpeda

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. HAPTUJAEH HOMEP

Lot

5. CBABPXKAHUE KATO MACA, OBEM NWJIN EJUHUIIN

1 ml

| 6. JIPYTO

MSD
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JAHHU, KOUTO TPABBA JA CBABbP/KA BTOPUYHATA OITAKOBKA

HBVAXPRO 40 muxkporpama — eqnoao3oB ¢gJiakon - Onakoska ot 1

1. NME HA JIEKAPCTBEHUS TPOAYKT

HBVAXPRO 40 muxporpamMa MHXEKIIMOHHA CYCIIEH3HUS
HBVAXPRO 40 pg nHXEeKIIMOHHA CYCIIEH3HS
Baxkcuna cpemry xematut B (pIHK)

’ 2. OBABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 no3a (1 ml) ceabpxa:
XemnaTtut B BUpyceH NOBPXHOCTEH aHTHTeH, pekoMOuHanTeH (HBsAg) *........ 40 ng
AncopOupan BbpXy aMopdeH aTyMHHUEB XUApPOKcUudocdar cyidar

* IpOM3BEJICH B APOXKIU Saccharomyces cerevisiae (miam 2150-2-3) upe3 pekomOuHanTHa JJHK
TEXHOJIOTHSI.

3. CIIUCBK HA IOMOIIIHUTE BEHIECTBA

NacCl, 6opakc 1 BoIa 32 HHKEKITHH

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

HMHxekIMoHHa CyCeH3UsI
1 eqHO030B (hakoH ot 1 ml

S. HAYHMH HA ITPUJIOKEHUE U ITBT(MIIA) HA BBBE/K/IAHE

[Ipenu ynotpeba na ce paskiartu qo0pe.
[Ipenu ynorpebda mpoyerere JIUCTOBKATA.
MyCKyIHO NPUIOKEHUE

6. CIIEHUAJIHO NPEAYHPEXJIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT IIOTJVIEJA U TOCEI'A HA IELA

I[a CC CbXpaHsaBa Ha MACTO, HCAOCTHITHO 3a ACIA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJINMO

To3u IPOAYKT ChIBPKA ECTECTBEH KAYUyK, KOUTO MOXKE Jja IPUYMHU AJIEPTUYHU PEAKLUU.

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

T'oneu no:
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’ 9. CIIEHUAJIHU YCJIOBHUSA HA CbXPAHEHUE

[a ce cpxpaHsBa B XJIaAHIHUK.
[Ha He ce 3ampa3ssBa.
Jla ce cbxpaHsBa B OpUTMHAJIHATa ONAKOBKA, 32 J1a C€ MPEeIa3u OT CBETIINHA.

10. CHELHWAJIHU NPEANNASHU MEPKHU ITPU U3XBBPJISSHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NWIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HWME U AJJPEC HA IPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Merck Sharp & Dohme B.V.
Waarderweg 39

2031 BN Haarlem
Hunepnannus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/01/183/015

13. TAPTHJAEH HOMEP

[MapTuna:

| 14. HAYUH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. MH®OPMAIIMA HA BPAMJIOBA A3BBYKA

[puero e ocHOBaHMeE /ia HE ce BKIIFOUM MH(pOpManus Ha bpaiinosa a30yka

| 17. YHUKAJIEH HAEHTUO®UKATOP — JIBYU3MEPEH BAPKO/

JByn3mepeH 0apKoJ ¢ BKIIIOYEH YHUKaAJIEH HICHTUPHUKATOD

‘ 18. YHHUKAJIEH HIAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHHUMYM JAHHHU, KOUTO TPABBA JJA CBbABPXAT MAJIKUTE EJUHUYHHU
II'bPBUYHHU OITAKOBKH

HBVAXPRO 40 mukporpama

1. HNME HA JIEKAPCTBEHUS TPOAYKT U II'bT(UIIA) HA BbBEX/IAHE

HBVAXPRO 40 pg nHXeKIMOHHA CyCTIEH3HA
Baxkcuna cpemry xenarur B (pIHK)

1.m. TIPHUIIOKEHHE

‘ 2. HAYUH HA ITPUJIOKEHUE

Ja ce pazkiaru 100pe npeau ynotpeda

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. HAPTUJAEH HOMEP

Lot

5. CBbABPKAHUE KATO MACA, OBEM WIHN EJJMVHULN

1 ml

| 6. JIPYTO

MSD
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b. IUCTOBKA
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JlucTroBka: uHdopmanus 3a noTpeduTEIs1

HBVAXPRO 5 mukporpama HH:KeKIHOHHA CyCIIEH3HA
Bakcuna cpenty xenarut B (pekomOunantaTa JJHK)
(Hepatitis B vaccine (recombinant DNA))

IIpoyeTeTe BHUMAaTEIHO IsJIaTa JHCTOBKA Npean Bue uan Bamero gere 1a 0baere

BaKCHHHMPaHH, Thil KaTO TH ChAbPsKa BaxkHa 32 Bac nundgopmanus.

- 3amnaseTe Ta3y JUCTOBKAa. Mojke 1a ce HaJloXKU Ja g IIPOYETETe OTHOBO.

- AKO UMaTe HIKaKBHU JOIBJIHUTEIHH BBIIPOCH, oNUTainTe Bammus nekap, papmaneBT win
MEJUIMHCKA CeCcTpa.

- Axo Bue mnn BameTo nieTe momyduTe HIKaKBU HEXEJIaHHW PEakilny, yBeaoMeTe Barmus iekap,
(apmareBT WM MEAULIMHCKA cecTpa. ToBa BKIIIOUBA M BCHUKH Bh3MOXKHH HEXKEIaHU PEaKivy,
HEOIHCaH! B Ta3M JHUCTOBKA. Brkte Touka 4.

KakBo cbabp:ka Ta3u JHCTOBKA:

1. Kakso mpencrasnasa HBVAXPRO 5 muxporpama u 3a KakBo ce M3M0JI3Ba

2. Kakso TpsiOBa na 3naere, npeau Bue wnm Bamero nere na nomyanre HBVAXPRO
5 MHKpoOrpama

3 Kak ce mpunara HBVAXPRO 5 mukporpama

4. BB3MOXHM HEXeNaH! peakiuu

5 Kaxk na cexpanssare HBVAXPRO 5 mukporpama

6 ChbabpKaHue Ha ONIAKOBKATa M JOMBIIHUTEIHA HH(POPMALUS

1. Kakso npencrasassa HBVAXPRO 5 mukporpama u 3a KaKBO ce U3M0JI3Ba

Ta3u BakcHHa € TIpeTHA3HAYCHA 33 aKTUBHA MMYHH3AIHs CPEIly XenaTut B BupycHa nH(eKus,
MIPUYMHEHA OT BCUYKH U3BECTHU TTOATUIIOBE, TIPH JIUIIA OT PaKIAaHETO 10 15-ToaumHa Bb3pacT, 3a
KOUTO CE CUUTA, Y€ Ca U3J0KEHU Ha PUCK OT KOHTAKT ¢ Xematut B Bupyc.

Moske ma ce oyakBa, e xenatut D cbiro mie 0b/1e npepoTBpareH npu umyHuzanus c HBVAXPRO,
THH KaTo XenaTut D He ce pa3BuBa MPH OTCHCTBUE Ha XemaTuT B mHpeKus.

BakcuHara He npeanassa oT HHGEKIHs, TPUIHHEHA OT APYrH IPHIMHUTEIN KaTO BUPYCUTE Ha
xenatut A, xenatut C u xenaTuT E, KakTo U Apyrd NaTOreHu, 3a KOUTO € U3BECTHO, Ye HH(EKTUpaT
4YepHHs APOO.

2. KaxBo Tps6Ba na 3naere, npeau Bue uiau Bamero nere na moayunte HBYAXPRO
5 muxporpama

He uznousBaiite HBVAXPRO 5 mukporpama

- axo Bue mmu Bamero nere cte aneprayHu KbM XeaTHT B OBbPXHOCTEH aHTUTEH WA KbM
HSKOS OT ocTaHaauTe chetaBku Ha HBVAXPRO (Bxk. TOUKa 6)

- ako Bue unu Bamero nere numate TeXko 3a00JsBaHe C BUCOKA TEMIIEpaTypa

IIpenynpexnenus u npeAnasHu MepKH

OnakoBKaTa Ha Ta3W BaKCHMHA ChAbpKa KaydyK. KaydyKkbT Moke 1a MPUYMHH TEXKH aJepruuHU
peakuuu.

T'oBopete ¢ Bamms nrekap, ¢hapMarieBT WM MeIUIIMHCKA cecTpa, mpeau Ha Bac win Ha Bameto nete
na Bu npunoxat HBVAXPRO 5 mukporpama.
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JApyru Bakcunun 1 HBVAXPRO S mukporpama

HBVAXPRO mosxe 1a ce mpujiara o €Ho U ChII0 BpeMe ¢ IMYyHOIJIOOYJIMH Cpellly XenaTut B, Ha
JIPYTO MSICTO HA MHXKEKTUPAHE.

HBVAXPRO Moe fa ce n3mos3Ba 3a 3aBbpIlBaHE Ha IbPBUYEH KypC Ha UMYHHU3AIUS WU KaTO
peuMyHHU3aLUs IPH JIMLA, KOUTO IIPEAM TOBA Ca MOJYUYMIM Ipyra BAKCUHA Cpelly XenaTtut B.
HBVAXPRO moxe aa ce mpuiara 1o €IHO M CBITII0 BpeMe C HIKOU APYTH BaKCUHH, HA IPYTO MICTO U
C OTJEJIHA CIIPUHLIOBKA.

HNudpopmupaiite Bamus gexap, papManeBT WM MeIMIMHCKA cecTpa, ako Bue uinu Bamero
AeTe NMpueMare WIH HACKOPO cTe MPHeMAaJH APYIH JIeKapCcTBa, BKIYHTEIHO U TAKMBA,
OTIyCKaHHU 0e3 pemenra.

BpemeHHOCT M KbpMeHe

[IpennucBaneTo Ha BaKCMHATa HA OPEMEHHU M KbPMEIIU JKCHU TPSOBA Jla CE U3BHPIIBA C TIOBUIIICHO
BHUMAaHMHeE.

IToceBetBaiite ce ¢ Bamms nekap, ¢papMalieBT WM METUIIITHCKA CeCTpa, pe ynorpedbaTa Ha KOETo
1 J1a € JIEKapCTBO.

Ilodupane u padoTa ¢ MAIIIMHHA
OuakBa ce HBVAXPRO na He nmoBnusiBa win Aa NOBIMABA NPEeHEOPEKUMO CIOCOOHOCTTA 32
modupane U paboTa ¢ MalllHU.

HBVAXPRO 5 muxporpama cbabp:ka HaTpmii: To3u JIekapCTBEH MPOAYKT ChIbPKa MO-MalKo OT
1 mmol Hatpwmii (23 mg) Ha 103a, T.€. MOXKE J]a ce KaKe, Ye MPAKTUIECKH He ChIAbpKa HaTPUH.

3. Kax ce npuinara HBVAXPRO 5 mukporpama
Jo3upoBka

[MpenopwuntenHara g03a 3a Besika umkeknus (0,5 ml) e 5 MukporpamMa 3a JiMia OT paXkJaaHeTo J0
15-roguniHa Bb3pacr.

EnuH Kypc Ha MyHU3aIMs TPsIOBa Ja BKIIIOUBA HAW-MaJIKO TPHU MHKCKIIHH.

[IpenoppuBar ce ABe CXeMHU Ha HMYHH3ALH:

- JIBE MH)KEKIIMH MPE3 UHTEPBaJ OT €IUH MECeLl, MOCIeIBaH OT TPETa HHKEKIHsI 6 Mecela ciex
mepBoTo npwiokenue (0, 1, 6 mecena).

- aKo € HY»XHO OBP30 M3rpakIaHe Ha IMYyHUTET: TPU HHXKEKIMHU TIpe3 UHTEpBaJl OT €ANH Mecel 1
4eTBbpTa 1033, | TonuHa no-KbeHo, (0, 1, 2, 12 Mecemna).

IIpu HEeoTHaBHAIIIEH KOHTAKT ¢ XenaTtuT B Bupyc, Mmoxke mbpBata 103a HBVAXPRO na ce npunoxu
€IHOBPEMEHHO ChC ChOTBETHATA /1032 UMYHOIJIOOYIJINH.

Hskou MeCTHH cXeMH Ha UMYHH3AIIUs TIOHACTOSIIEM BKITIOUBAT MPEMOPHKH 32 PEUMYHHU3AIHS.
Bammsat nekap, ¢papmarieBT WM METUITHHCKA cecTpa e Bu nadopmupa, ako TpsOBa Ja ce HalpaBH
pEeUMYyHHU3ALINSL.

Hayun Ha npuioxkeHue

OiakoHBT TPAOBA Ja ce pa3KiIaTh 1o0pe JI0 MoyyaBaHe Ha JIEKO MbTHA Osijla CyCIICH3HS.

Crnen oTBapsHe Ha (brlakoHA, U3TETIIeHaTa BaKCHHA TPSOBA J1a Ce U3I0JI3Ba He3a0aBHO, a (IaKOHBT Jia
Ce U3XBBHPIIN.

JlexapsT niaM MEAMIIMHCKATA CeCcTpa Iie MOCTaBU BaKCHHATa KaTo MYCKYyJIHA MHXKeKIus. [ 'opHaTa yacT
Ha 0eIPOTO € MPEANOYUTAHOTO MSACTO Ha MH)KEKTUpaHe P HOBOPOJCHH U KbpMadeTa. [Ipu nena u
FOHOIIIY TIPEITIOYNTAHOTO MSICTO Ha MHIKEKTHpaHe € MyCKYJTbT B TOPHATA YacT Ha phKara.

64



Ta3u BakcHHA HUKOTa HE Tpﬂ6Ba Ja C€ NTOCTaBA B KPbBOHOCCH ChJ.

Mo m3KITIOYeHNEe BaKCHHATAa MOXKE J1a C€ TPHIIOKH MOKOKHO NPH MAMEHTH ¢ TPOMOOITHUTOIICHUS
(mamaneH Opoit TpOMOOLMTH) MK TIPH XOPa C PUCK OT KPHBOU3IIMBH.

Axo Bue uiu Bamero nere cre npomycHaau exna 103a HBVAXPRO 5 mukporpama

Axo Bue wim Bamreto mere cTe mpoIryCHaNIN WHKEKITHS TT0 Tpaduk, ToBopeTe ¢ Bammst nekap,
(hapManeBT WM MEJUIIMHCKA cecTpa. BammsT nexap Wiv MeIUIMHCKA CecTpa IIe peliy Kora Jia ce
MIPHUJIOKH TPOITycHATAaTa J103a.

AKO MMaTe HSKaKBH JIOITBJIHUTEITHN BBIIPOCH, CBBP3aHH ¢ yroTpedara Ha TOBa JIEKapCTBO, TOMHUTANTE
Bamus nekap, gpapmareBT uim METUIIMHCKA CECTpa.

4, Bb3MokHM HeKeJTaHU peakIun

Kakro Bcuuku JIEKapCTBa, Ta3W BaKCUHA MOXKE Aa IMPEAN3BUKA HEXKEIIAaHU PECAKIIUN, BBIIPEKHU Y€ HE
BCCKM I' ITOJTy4aBa.

Kakro n IIpU OCTAHAJIUTC BAKCUHU CPCHLY XCIIATUT B, B MHOT'0 ClIy4au MpUYIMHHATA BPH3Ka Ha
HEXCIIAHUTE pCaKIU C BaKCUHATa HE € YCTAaHOBCHA.

Haii-yecture HeXXenaHH PpCaKiuu Cca p€akKu Ha MACTOTO Ha MHKCKTHUPAHC: Bb3IAaJICHUEC, 3aUCPBABAHC
" BTBbpPAABaHE.

I[pyrI/I HCXCJIaHU pCaKIUn, KOUTO CC C’BO6IJ_IaBaT MHOTO pSAKO:

o Hamanen 6poii TpoMmGo1uTH, 3a001s1BaHe HA TUM(QHHUTE BB3IH
. AnepruyHu peakuuu
o Hapymenus Ha HepBHaTa cHCTeMa KaTO U3TPBIIBaHE U MpaByUYKaHe, JIMIeBa Mapain3a,

Bh3MalICHUE Ha HEPBUTE, B TOBA YKCIIO CHHJpOM Ha [ mieH-Bape, Bh3naieHe Ha OYHNS HEPB,
KOETO BOJM JI0 HapyIICHO 3pCHKE, Bh3IaJIeHNE Ha MO3bKa, 000CTpsSHE HA MHOKECTBEHA
CKJIEp03a, MHOXKECTBEHA CKJIEP03a, I'bPUOBE, INIABOOOIIHE, 3aMaliBaHEe U MPHUITIAIBK

Hucko kpbBHO HalsATaHe, Bh3NalleHHE Ha KPhbBOHOCHHUTE ChJIOBE

CuMnToMHu oJg00HH Ha acTMa

IloBpniiane, ragexHe, 1Hapus, KOpeMHa 00JIKa

KooxHU peakinu KaTto ek3eMa, 00puB, ChbpOeK, YPTUKAPUSA ¥ MeXypUeTa 10 KoxkKarta, KOCOTa
Bonka B craBuTe, apTpUT, MyCKyJiHa 00Jika, 00JIKa B KpalHHUIIMTE

YMopa, BUCOKa TeMIiepaTypa, HesICHO 3a00sIBaHe, TPUTIONOI0O0HN CUMITTOMA

[MToBuIIeHUE HA YEPHOAPOOHUTE CH3UMHU.

Bb3naneHue Ha OKOTO, KOETO MPUUYKHIBA 00JIKA U 3a4epPBABaHE

IIpu GebGeta, KOUTO ca POACHU TBBPJE NMPEKIEBPEMEHHO (TIpe3 WK rpeau 28-Marta recTalioHHa
CEIMUIIA), MOXKE J1a UMa TIO-ITBJITH OT HOPMAITHUTE UHTEPBAIA MEXIY OTACITHUTE BAUIIIBAHUS TIPE3
IBPBUTE 2-3 JTHU CJEel UMYHHU3AIUATA.

Cpo01IaBaHe HA HesKeJIaHU peakluu

AKO TIOJTyYuTe HAKAKBU HEXEJIaHU JICKAPCTBCHU PeaKiuu, yBenomere Barvs nekap, hapmaieBT win
MEIHUIMHCKA cecTpa. ToBa BKIIFOUBA BCHYKH BH3MOXKHI HEOTIMICAHU B Ta3M JIUCTOBKA HEXEIaHU
peakiuu. MoKeTe ChIIOo /1a ChOOIUTE HEeXEIIaH! PeaKkIluy TUPEKTHO Ype3 HallMOHATHATA CHCTeMa 3a
choOIaBane, mocoyena B [punoxkenue V. Kato choOIaBaTe HeXEIaHU PEaKIMK, MOXKETE Ja JaIeTe
CBOS IIPUHOC 32 [0JTyyaBaHe Ha ToBede HH(OpMAaIKs OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKapCTBO.
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5. Kak na coxpansBate HBVAXPRO 5 mukporpama
Jla ce cpXxpaHsiBa Ha MSICTO, HEJOCTBITHO 32 JIeTa.
He n3non3BaiiTe Ta3m BakCHHA Clie]] CPOKa HA TOAHOCT OTOEISI3aH BEPXY €THKETA.

Ha ce cpexpansBa B xnagmiHuk (2°C - 8°C).
Jla He ce 3ampa3sBa.

Jla ce chxpaHsBa B OpUTMHATHATA OITAKOBKA, 32 J]a C€ Mpe/ra3u OT CBETINHA.

He H3XBLpHHﬁTe JICKapCTBaTa B KaHaIM3aluATa Uiiu B KOHTeﬁHepa 34 JOMAIlTHU OTITaABbIIH.
[Nomwuratite Bamus dhapmanieBT kKak ga U3XBBPIATE JIEKapCTBaTa, KOWUTO BeUue He u3monspare. Te3u
MEpPKH IIIe CTIOMOTHAT 3a ONa3BaHE Ha OKOJHATa Cpeaa.

6. ChabpikaHHe HA OTMIAKOBKATA M TOMBJIHUTETHA HH(POPMATHA

Kaxso cbabp:xka HBVAXPRO 5 mukporpama

AKTHUBHOTO BEIIECTBO €:

Xematut B BUpyceH NOBBPXHOCTEH aHTUTEH, pekoMOnHanTeH (HBsAg) * 5 mukporpama

azcopbupan BbpXy amopden anymunues xuapokcupocdar cyndar (0,25 munurpama Al*)*

* Ipom3BecH B APOXKIU Saccharomyces cerevisiae (mam 2150-2-3) upe3 pekomOuHanTHa JJHK
TEXHOJIOT'U.

* AmopduusT anymunueB xuapokcudocdar cyndar e BKIOUYEH B Ta3h BAKCUHA KAaTO aICOPOEHT.
AncopOeHTHUTE ca BElIeCTBa, BKIIOUEHH B HIKOW BAaKCHHH, 33 Ja YCKOPAT, MOJIOOPST W/WIH yIBIDKAT
3alIUTHUTE e(PeKTH Ha BAaKCHHATA.

Hpyrute cberaBku ca Hatpues xiopug (NaCl), bopakc 1 BoJa 3a WHKEKIUH.

Kak m3rie:kna HBVAXPRO S mukporpama u KakBo CbIbpiKa OIIAKOBKATa

HBVAXPRO 5 mukporpaMa € HHXEKIIMOHHA CYCIIEH3HsI BbB (JIAKOH.
OmakoBka ot 1 u 10 durakona 63 CIIpUHITOBKA/UTIIA.

He Bcuuku BHOBE OMAaKOBKH MOTaT Ja ObAAT IyCHATH HAa MMa3apa.
IlpuTexares Ha pa3pelIeHHETO 32 YIOTpeda U MPOU3BOAUTE
Merck Sharp & Dohme B.V., Waarderweg 39, 2031 BN Haarlem, Hunepnanmus

3a JOIbIHATETHA HH(POPMAITUS OTHOCHO Ta3H BAKCHHA, MOJIS, CBBPIKETE C€ C JOKAIHUS MPEICTABUTEI
Ha NPUTEKATENsl Ha Pa3pelIeHHeTo 3a yrnorpeda:

Belgi¢/Belgique/Belgien Lietuva

MSD Belgium UAB Merck Sharp & Dohme
Tél/Tel: +32(0)27766211 Tel.: +370.5.2780.247
dpoc_belux@msd.com msd_lietuva@merck.com
Buarapus Luxembourg/Luxemburg
Mepxk Illapn u Joym bearapus EOO/, MSD Belgium

Ten.: +359 2 819 3737 Tél/Tel: +32(0)27766211

info-msdbg@merck.com dpoc_belux@msd.com
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Ceska republika

Merck Sharp & Dohme s.r.0.
Tel.: +420 233 010 111
dpoc_czechslovak@merck.com

Danmark

MSD Danmark ApS
TIf.: +45 4482 4000
dkmail@merck.com

Deutschland

MSD Sharp & Dohme GmbH

Tel: 0800 673 673 673 (+49 (0) 89 4561 0)
e-mail@msd.de

Eesti

Merck Sharp & Dohme OU,
Tel: +372.614.4200
msdeesti@merck.com

E\LGda

MSD A.Q.E.E.

TnA: +30 210 98 97 300
dpoc_greece@merck.com

Espaiia

Merck Sharp & Dohme de Espafia, S.A.
Tel: +34 91 321 06 00
msd_info@merck.com

France
MSD France
Tél: +33 (0)1 80 46 40 40

Hrvatska

Merck Sharp & Dohme d.o.o.
Tel: +3851 66 11 333
croatia_info@merck.com

Ireland

Merck Sharp & Dohme Ireland (Human Health)
Limited

Tel: +353 (0)1 2998700
medinfo_ireland@msd.com

Island
Vistor hf.
Simi: + 354 535 7000

Italia

MSD Italia S.r.1.

Tel: 800 23 99 89 (+39 06 361911)
medicalinformation.it@msd.com

Kvmpog

Merck Sharp & Dohme Cyprus Limited
TnA: 800 00 673 (+357 22866700)
cyprus_info@merck.com

Latvija
SIA Merck Sharp & Dohme Latvija
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Magyarorszag

MSD Pharma Hungary Kft.
Tel.: +36.1.888.5300
hungary msd@merck.com

Malta

Merck Sharp & Dohme Cyprus Limited.
Tel: 8007 4433 (+356 99917558)
malta_info@merck.com

Nederland

Merck Sharp & Dohme B.V.

Tel: 0800 9999000 (+31 23 5153153)
medicalinfo.nl@merck.com

Norge

MSD (Norge) AS
TIf: +47 32 20 73 00
msdnorge@msd.no

Osterreich

Merck Sharp & Dohme Ges.m.b.H.
Tel: +43 (0) 1 26 044
dpoc_austria@merck.com

Polska

MSD Polska Sp. z o.0.
Tel.: +48 22 549 51 00
msdpolska@merck.com

Portugal

Merck Sharp & Dohme, Lda
Tel: +351 21 4465700
inform_pt@merck.com

Romania

Merck Sharp & Dohme Romania S.R.L
Tel: + 4021 529 29 00
msdromania@merck.com

Slovenija

Merck Sharp & Dohme, inovativna zdravila
d.o.o.

Tel: +386.1.520.4201
msd.slovenia@merck.com

Slovenska republika

Merck Sharp & Dohme, s. 1. 0.
Tel: +421 2 58282010
dpoc_czechslovak@merck.com
Suomi/Finland

MSD Finland Oy

Puh/Tel: +358 (0)9 804 650
info@msd.fi

Sverige

Merck Sharp & Dohme (Sweden) AB
Tel: +46 77 5700488
medicinskinfo@merck.com

United Kingdom (Northern Ireland)
Merck Sharp & Dohme Ireland (Human Health)



Tel: +371.67364.224 Limited
msd_Iv@merck.com Tel: +353 (0)1 2998700
medinfoNI@msd.com

JlaTta Ha nmocJieiHO npepasriieskaane Ha gucroBkata {MM /I'TTT}

ITonpo6Ha mHGOpMAIIHS 32 TOBA JICKAPCTBO € MpeIocTaBeHa Ha yeOcalita Ha EBponeiickara areHmus
1o JieKapcTBara https://www.ema.europa.eu.

HNudopmanusTa no-10J1y e npeIHaA3HAYCHA CAMO 32 MEIMIMHCKH CIICHHMATUCTH:

HNHcTpykuun

[Ipeau npunarane BakcHHaTa TPsIOBa Jja ce MPOBEPU BU3YAIHO, 3a 14 CE YCTAaHOBH Jalld HMa Yy>KAH
YaCTHIIM W/WIIK IPOMSHA BbB BUJa Ha ChIbpKaHUEeTO. D1akoHBT TPsAOBaA 1a ce pa3KiaTu A00pe,
JIOKATO C€ MOJyYH JIEKO MbTHA Osi1a CyCIeH3usl.
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JlucroBka: uHopmanus 3a noTpedUTEIs1

HBVAXPRO 5 mukporpama mH:KeKIHOHHA CyCIIEH3MA
B NPeBAPUTEIHO HATBJIHEHA CIIPHHLIOBKA
Bakcuna cpemnty xematut B (pekomOnnanTaTa JJTHK)
(Hepatitis B vaccine (recombinant DNA))

IIpoyeTeTe BHMMATEIHO IsIJIATA JIMCTOBKA NMpeau Bue niu Bamero aete 1a obaere

BAKCMHMPAHHU, Thil KaTO TS CHABPKA BaxkHa 3a Bac undopmaunms.

- 3ana3ere Ta3u JUCTOBKA. MOXe 1a ce HAJIO0XU J1a 1 IPOYETETE OTHOBO.

- AKO uMate HIKaKBH JIOMBIHUTEIHA BBIPOCH, TonuTaiite Bamus nekap, GpapmaineBT wim
MEUITMHCKA CecTpa.

- Axo Bue nunu Bamiero nere nosyuurte HAKaKBH HEKEJIaHU peaklnu, yBeaoMmere Bamus nekap,
(hapMareBT WM MEIUIIMHCKA cecTpa. ToBa BKIIFOYBA M BCUYKH BH3MOXKHU HEXKEIIAaHU PEaKIIUH,
HEOITMCAHHU B Ta3! JINCTOBKA. BinkTe Touka 4.

KakBo cbabpika Ta3u JIUCTOBKA:

1. Kaxso npencrasinsisa HBVAXPRO 5 mMukporpamMa u 3a KakBO Ce M3I0JI3Ba

2. Kakgo TpsiOBa na 3naere, npenau Bue win Bamero nere na nomyunre HBVAXPRO
5 MHKpOrpama

3 Kaxk ce npunara HBVAXPRO 5 mukporpama

4, Bb3MokHM HeXenaHu peakiuu

5 Kak na cexpansBate HBVAXPRO 5 mukporpama

6 CpapprkaHre Ha ONIAKOBKATa U JIOMBIIHUTENHA HHpOpMaIys

1. Kaxso npeacrasassa HBVAXPRO 5 mukporpama u 3a KakBo ce H310J13Ba

Ta3u BakcuHa € npeaHasHauCHa 3a aKTMBHA UMYHU3ALUA CPCITY XCTTaTUT B BUpPYCHa I/IH(l)eKIII/Iﬂ,
IMPUYNHCHA OT BCUYKHU U3BECTHHU IMMOATHUIIOBE, IIPU JIMIA OT PAXIAHETO 10 15-F0,ZLI/IHIHa BB3pacT, 3a
KOHMTO C€ CHMTA, Y€ Ca U3JIOKECHU Ha PUCK OT KOHTAKT C XCIIaTUT B BHUpYC.

Mosxe na ce odaksa, ye xenaTutT D cbIno e Obae npenorspareH npu umynusamnus ¢ HBVAXPRO,
THH KaTo XenaTut D He ce pa3BuBa pHu OTCHCTBUE HA XenaTuT B nHdeknus.

Baxkcunara He npennaspa oT HHGEKIHS, IPUIMHEHA OT JAPYTH MPUYUHUTEIIN KaTO BUPYCUTE Ha
XCIIaTuT A, xenatuT C 1 XenaTuT E, KaKTO U ApYTH NAaTOTCHU, 3a KOUTO € U3BECTHO, Y€ I/IH(I)GKTI/IpaT
qepHUS Apo0.

2. Kakso Tps6Ba 1a 3Haete, npeau Bue niu Bamero gere xa noxryuntre HBVAXPRO

S mukporpama

He n3noa3Baiite HBVAXPRO 5 mukporpama

- ako Bue nunu Bamero nere cre anepruyHy KbM XeNnaTUT B IOBBPXHOCTEH aHTUTCH WM KbM
HAKOsI OT ocTtananuTe cbetaBku HAa HBVAXPRO (Bx. Touka 6)

- ako Bue wiu Bairero nete umate Texko 3a00J1BaHe ¢ BUCOKA TEMIIEpaTypa

IIpenynpexnenus u npeanas’Hu MepKH

OnakoBKaTa Ha Ta3W BaKCHHA ChABPKA KaydyK. KaydyKkbT MOXKe 12 TPUYUHH TEXKKHU allepTrUIHA
peaKInm.

I'oBopete ¢ Bamust nexap, apmaneBT Win MEAMIIMHCKA CecTpa, pean Ha Bac wiu Ha Bamero nere
na Bu npunoxxar HBVAXPRO 5 mukporpama.
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JApyru Bakcunun u HBVAXPRO 5 mukporpama

HBVAXPRO mosxe 1a ce mpujiara o eHo U ChIIIo BpeMe ¢ MMYHOTJIOOYJIMH cpellly XenaTuT B, Ha
JIPYTO MSCTO HA MHXKEKTUPAHE.

HBVAXPRO Moxe aa ce n3nomn3Ba 3a 3aBbpIIBaHE Ha MbPBUYEH KypC HA UMYHM3ALHs WIH KaTo
pEMMYHHU3aIUS TIPH JIMIA, KOUTO MIPEIN TOBA Ca MOTyYWIH JpyTa BaKCHHA CpPeIly XenaTtut B.
HBVAXPRO moxe aa ce mpuiiara 1o €{H0 ¥ ChIll0 BpeM€ C HIKOU JPYTH BAKCUHM, Ha IPYTO MSICTO U
C OTJIEJIHA CIIPUHIIOBKA.

HNudpopmupaiite Bammus jgexap, papManeBT Wi MeIMIMHCKA cecTpa, ako Bue uinu Bamero
AeTe MpueMare WIH HACKOPO cTe NMPHeMAaJy APYIH JIeKapcTBa, BKIYHTE]IHO U TAKMBA,
oTIycKaHu 0e3 pemenra.

BpemMeHHOCT M KbpMeHe

[IpennucBaneTo Ha BakCUHATa HAa OPEMEHHU M KbPMEIIU JKEHU TPAOBA Jia CE U3BBPIIIBA C TOBUIIICHO
BHUMAaHMHeE.

ITocwBeTBaiiTe ce ¢ Bamms mekap, hapMmalrieBT WM MEIUIIMHCKA cecTpa, Ipeau yrmoTpedbara Ha KOETO
1 J1a € JIEKapCTRO.

Ilodupane u padoTa ¢ MAIIIMHU

OuakBa ce HBVAXPRO na He moBnusiBa win Ja MOBJIHSBA TPEHEOPEKUMO CIIOCOOHOCTTA 32
mogupane U paboTa ¢ MalIMHH.

HBVAXPRO 5 muxporpama cbabp:ka HaTpuii: To3u lekapCcTBEH MPOAYKT ChIbPKa MO-MalKo OT
1 mmol Hatpwmii (23 mg) Ha 103a, T.€. MOXKeE Jia Ce Kaxke, Ye MPAKTUIECKU He ChIbpKa HaTpUH.

3. Kaxk ce npunara HBVAXPRO 5 mukporpama

Jo3upoBka

[MpenopruntenHara g03a 3a Besika umkeknust (0,5 ml) e 5 MukporpamMa 3a JiMiia OT paxaaHeTo J0
15-roguniHa BL3pacT.

EnuH Kypc Ha MyHU3aIMs TPsOBa Ja BKIIOYBA HAH-MaJIKO TPU WHKECKIIHH.

[IpenopbuBaT ce ABE CXeMH HA UMYHHU3AIU:

- JIBE MHXKEKIIUY TIPE3 UHTEPBAJ OT €IMH MECEII, IIOCJICIBAaHY OT TPETa MHKEKIHs 6 Mecela Clie]
mepBoTo npwiokenue (0, 1, 6 mecena).

- aKO € HY)KHO ObP30 H3rpakJaHe Ha HMYHUTETA: TPY MHXKEKIUH [IPe3 UHTEPBAJI OT €IMH MECEII
¥ 4eTBbpTa A03a 1 roguna no-kbeHo (0, 1, 2, 12 mecena).

IIpu HEeoTnaBHAIIEH KOHTAKT ¢ XenaTuT B Bupyc, Moxxe mbpBata 103a HBVAXPRO na ce npunoxu
€HOBPEMEHHO ChC ChOTBETHATA /1032 UMYHOTJIO0YIHH.

Hsxou MecTHH cxeMy Ha IMyHH3AIHs TOHACTOSINEM BKIFOYBAT MPETIOPHKH 32 PEUMYHH3AIIHSL.
Bammsar nekap, ¢papmareBT WM METUITHHCKA cecTpa e Bu nadopmupa, ako TpsOBa Ja ce HalpaBH
pEeUMYyHH3ALIHSL.

Hayun Ha npuioxenne

HeKapf[T WM MEANIMHCKATa CECTpa IIC MMOCTaB1U BaKCMHATa KaTO MYCKYJIHA WHXXCKI M. FopHaTa qacT
Ha O€POTO € MPEAMOYUTAHOTO MACTO Ha MH)KEKTHPaHe TIPYU HOBOPOJIeHH U KbpMadeta. [lpu ngema u

IOHOUIHN MPEATTIOYUTAHOTO MACTO HAa MHKEKTUPAHE € MYCKYJIBT B TOpHAaTa 4aCT Ha pbKaTa.

Ta3u BakCcHHA HUKOTa HE Tpﬂ6Ba Jla C€ MTOCTaBA B KPBBOHOCCH CbHb.
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Mo m3kIrOUEHe BaKCHHATA MOYKE JIa C€ TIPUIIOKH MOJIKOKHO MPH MALUEHTH ¢ TPOMOOIIUTOTICHUS
(HamasneH 6poit TPOMOOLIMTH) WIIH TIPU XOpa C PUCK OT KPHBOU3IIHBH.

Axo Bue niim Bamero gere cre nponycHaan eqna no3a HBVAXPRO S mukporpama

Axo Bue wim Bamreto mere cTe mporryCHaIN HHXKEKITHS IO rpaduk, ToBopeTe ¢ Bammst nekap,
(hapManeBT WM MEJUIWHCKA cecTpa. BammsaT nexap Wiy MEAMIMHCKA CecTpa IIe Peln Kora Ja ce
MIPHUJIOKH TPOITyCcCHATaTa /103a.

AKO UMaTe HIKaKBH JIOBIHATETHA BBIIPOCH, CBBP3aHU C YIIOTpedaTa Ha TOBa JIEKApPCTBO, IIONMUTANTE
Bamms nekap, papManeBT WM MEJUIMHCKA CECTpa.

4. Bb3MOKHY HeKeTaHU PeaKIun

Kakro Bcuuku JICKapCTBA, Ta3 BaKCHHA MOXE Jia IIPEIU3BHUKA HEXKCIIaHU PEAKIINU, BBIIPEKU Y€ HE
BCCKU I' TOJTy4aBa.

Kakto u IIpU OCTAHAJINTEC BAKCUHU CPEUIY XCIIATUT B, B MHOTI'0 Cliy4au IIpUYMHHAaTa Bpb3Ka Ha
HCXKCIIAHUTC PCAKIUU C BAKCHMHATA HEC € YCTAHOBCHA.

Haii-uecture HeXXenaHH p€aKkmum ca p€aKiuu Ha MJACTOTO Ha MHXKXCKTHUPAHE: Bb3IaJICHUEC, 3a4CPBABAHE
" BTBbPASABAHC.

Jpyru HeXenaHu peaxIii, KOUTO Ce ChoOIIaBaT MHOTO PSIIKO:

o Hamanen 6poii TpoMOo1uTH, 3a007s1BaHe Ha TUM(QHUTE BH3ITU
. AnepruyHu peakuuu
o Hapymenus Ha HepBHaTa cHCTEMa KaTo U3TPBIIBAHE U MPaByUYKaHe, JIMIEBa Mapainsa,

BB3IIaJIEHIE Ha HEPBUTE, B TOBA YHCIIO CHHIpOM Ha ['mnen-bape, Bb3naneHne Ha O9HHS HEPB,
KOETO BOJIM JIO HAapyIIeHO 3peHHe, Bh3MaJeHne Ha MO3bKa, 000CTpsiHE Ha MHOXKECTBEHA
CKJIEp03a, MHOXKECTBEHA CKJIepo3a, I'bPU0Be, INIaBOO0INE, 3aMaiiBaHe 1 IPHIIAIBK

Hucko kpbBHO HalsiraHe, Bh3MalleHHe Ha KPbBOHOCHHUTE ChIOBE

CumnromMu IOJJOOHH Ha acTMa

[ToBpbiane, raneHe, nuapusi, KopeMHa 0oJKa

KosxHu peakumu Kato ek3ema, 0OpuB, CbpOexk, ypTHKApH U MEXypUeTa 10 KoxKarta, KOCOoIasl
Boinika B craBuTe, apTpuUT, MyCcKyJHa 00Ka, O0JIKa B KpaltHUIIUTE

YMopa, BHCOKa TeMIeparypa, HesiCHO 3a00J1siBaHe, TPUIIONOJ00HN CUMIITOMHU

[ToBunieHue Ha YepHOAPOOHUTE EH3UMHU.

Br3nanenue Ha OKOTO, KOETO MPUUUHSABA OOJIKa U 3a4epBsBaHe

[Tpu 6ebeta, KOUTO ca POJICHH TBHPJIE MPEKIACBPEMEHHO (TIpe3 WilH Mpean 28-MaTa recTallioHHa
CEIMUIIA), MOXKE J1a UMa TO-IIBJITH OT HOPMAITHUTE UHTEPBAIA MEXIY OTACITHUTE BIAUIIIBAHUS TIPE3
OBbpBUTE 2-3 AHU Cliel UMyHH3aLUsTA.

Cpo0aBaHe HA HeXKeJIaHU pPeaKkuu

AKO TIOITyYuTe HAKaKBH HEXEJIaHU JIEKAPCTBEHH PEeaKIHH, yBenomere Bamms nexap, hapmareBT mim
MEIHIIMHCKA cecTpa. ToBa BKIIFOUBA BCHYKH BH3MOXKHHU HEOIMCAHU B Ta3M JIMCTOBKA HEXEIaHU
peakiuu. MoKeTe ChIIO J1a ChOOIIUTE HeXEJIaH! PEaKIluy TUPEKTHO Ype3 HallHOHAJTHATA CHCTEMa 3a
cho0maBane, mocodena B [lpumoskenue V. Kato cho0mmaBare HeXXenaH peakiuy, MOXKeTe Ja Jaiere
CBOS MMPUHOC 32 TI0Jy4YaBaHe Ha MoBede WHGOpMAIMs OTHOCHO 0€301aCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak n1a cbxpansiBate HBVAXPRO 5 mukporpama

Ja ce cbxpansBa Ha MSCTO, HEJOCTHITHO 32 JeIa.
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He mn3non3BaiiTe Ta3u BaKCHHA CIIE] CpOKa Ha TOAHOCT, oTOensI3an BBpPXY €THKETA.

Ha ce cpxpansBa B xnaguiHuk (2°C - 8°C).
a ue ce 3ampassipa.

[a ce cpxpaHsBa B OpUTHHATHATA OTIAKOBKa, 32 J]a C€ Mpera3u OT CBETINHA.

He uzxBbpisiiTe nekapcTBaTa B KaHATU3AIUATA WIM B KOHTEHEpa 3a TOMAITHH OTIIa IBITH.
[Momuraiite Bamus hapManeBT Kak jJa U3XBHPIATE JIeKapcTBaTa, KOUTO Beve He u3non3eare. Te3n
MEpKH IIIe CIIOMOTHAT 3a Olla3BaHe Ha OKOJHATa cpefa.

6. ChabpikaHue HA OMIAKOBKATA M JOMBJIHUTETHA HH(POPMATIHA

Kakso cboabp:ka HBVAXPRO 5 muxporpama

AKTHUBHOTO BEIIIECTBO €:

Xemnatut B BupyceH NoBbpXHOCTEH aHTHTeH, pekoMOuHanTeH (HBsAg) * 5 mukporpama

azcopOupan BEpXy amopden anymunues xuapokcudpocdar cyndar (0,25 munmurpama Al*)*

* mpousBeJieH B Ipoxku Saccharomyces cerevisiae (1am 2150-2-3) upe3 pekomOunanTHa JJHK
TEXHOJIOTHSI

# AmopduusaT anymuHues xuapokcudocdar cyadar e BKIIOYEH B Ta3U BAKCHHA KATO alCOPOEHT.
AncopOeHTHTE ca BEIIeCcTBa, BKIIOYCHU B HIKOW BAKCHHHU, 32 J1a YCKOPSIT, IOJOOPST W/WIH yIbIDKAT
3amuTHATE eeKTH Ha BaKCHHATA.

Hpyrute cberaBku ca Hatpues xiopuf (NaCl), Oopakc u BoJa 3a MHKEKIUH.

Kaxk msraexna HBVAXPRO 5 mukporpaMa u KakBo ChbAbpPKa ONMAKOBKATAa

HBVAXPRO 5 muxporpama e HHXEKIIMOHHA CYCIIEH3Us B CIIPUHIIOBKA.

Omakoska ot 1, 10, 20 u 50 mpeaBapuUTeTHO HAITBIHEHH CIIPHHITOBKH 0€3 UIJIa WITH C 2 OTICTHH! WIJIH.
OmnakoBka ot 1 u 10 npegBapUTeHO HATBJIHEHU CIIPUHLIOBKY C 1 oTnenHa uria.

He Bcruky BUAOBE OMAKOBKM MOTAT Ja ObAAT MyCHATH Ha Ma3apa.

IlpuTexkaTes Ha pa3pelieHHETO 32 yNOTPeda U MPOM3BOUTEN

Merck Sharp & Dohme B.V., Waarderweg 39, 2031 BN Haarlem, Hunepmanmns

3a JombIHHUTENHA HHPOPMAITUS OTHOCHO Ta3W BAKCHHA, MOJIS, CBBPXKETE CE C JIOKATHUS TPEICTABUTEI
Ha MpUTEXaTeNs Ha pa3pelieHneTo 3a ynoTpeoa:

Belgi¢/Belgique/Belgien Lietuva

MSD Belgium UAB Merck Sharp & Dohme
Tél/Tel: +32(0)27766211 Tel.: +370.5.2780.247
dpoc_belux@msd.com msd_lietuva@merck.com
Boarapus Luxembourg/Luxemburg
Mepk Hlapm u loym bearapus EOO/, MSD Belgium

Ter.: + 3592 819 3737 Tél/Tel: +32(0)27766211

info-msdbg@merck.com dpoc_belux@msd.com
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Ceska republika

Merck Sharp & Dohme s.r.0.
Tel.: +420 233 010 111
dpoc_czechslovak@merck.com

Danmark

MSD Danmark ApS
TIf.: + 45 4482 4000
dkmail@merck.com

Deutschland

MSD Sharp & Dohme GmbH

Tel: 0800 673 673 673 (+49 (0) 89 4561 0)
e-mail@msd.de

Eesti

Merck Sharp & Dohme OU,
Tel: +372.614.4200
msdeesti@merck.com

EA\LGda

MSD A.®.E.E.

TnA: +30 210 98 97 300
dpoc_greece@merck.com

Espaiia

Merck Sharp & Dohme de Espafia, S.A.
Tel: +34 91 321 06 00
msd_info@merck.com

France
MSD France
Tél: +33 (0)1 80 46 40 40

Hrvatska

Merck Sharp & Dohme d.o.o.
Tel: +3851 66 11 333
croatia_info@merck.com

Ireland

Merck Sharp & Dohme Ireland (Human Health)
Limited

Tel: +353 (0)1 2998700
medinfo_ireland@msd.com

Island
Vistor hf.
Simi: + 354 535 7000

Italia

MSD Italia S.r.l.

Tel: 800 23 99 89 (+39 06 361911)
medicalinformation.it@msd.com

Kvmpog

Merck Sharp & Dohme Cyprus Limited
TnA: 800 00 673 (+357 22866700)
cyprus_info@merck.com

Latvija
SIA Merck Sharp & Dohme Latvija
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Magyarorszag

MSD Pharma Hungary Kft.
Tel.: + 36.1.888.5300
hungary msd@merck.com

Malta

Merck Sharp & Dohme Cyprus Limited.
Tel: 8007 4433 (+356 99917558)
malta_info@merck.com

Nederland

Merck Sharp & Dohme B.V.

Tel: 0800 9999000 (+31 23 5153153)
medicalinfo.nl@merck.com

Norge

MSD (Norge) AS
TIf: +47 32 20 73 00
msdnorge@msd.no

Osterreich

Merck Sharp & Dohme Ges.m.b.H.
Tel: +43 (0) 1 26 044
dpoc_austria@merck.com

Polska

MSD Polska Sp. z 0.0.
Tel.: +48 22 549 51 00
msdpolska@merck.com

Portugal

Merck Sharp & Dohme, Lda
Tel: +351 21 4465700
inform_pt@merck.com

Romania

Merck Sharp & Dohme Romania S.R.L
Tel: + 4021 529 29 00
msdromania@merck.com

Slovenija

Merck Sharp & Dohme, inovativna zdravila
d.o.o.

Tel: +386.1.520.4201
msd.slovenia@merck.com

Slovenska republika

Merck Sharp & Dohme, s. 1. 0.
Tel: +421 2 58282010
dpoc_czechslovak@merck.com
Suomi/Finland

MSD Finland Oy

Puh/Tel: +358 (0)9 804 650
info@msd.fi

Sverige

Merck Sharp & Dohme (Sweden) AB
Tel: +46 77 5700488
medicinskinfo@merck.com

United Kingdom (Northern Ireland)
Merck Sharp & Dohme Ireland (Human Health)



Tel: +371.67364.224 Limited
msd_Iv@merck.com Tel: +353 (0)1 2998700
medinfoNI@msd.com

JlaTa Ha nmocJjieiHO npepasriie;kaane Ha Jucropkara {MM/I'TTT}

ITonpo6Ha mHpOpPMAIHS 3a TOBA JIEKAPCTBO € MPeIocTaBeHa Ha yeOcalita Ha EBponeiickara areHmus
1o JieKapcTBara https://www.ema.europa.eu.

HNudopmanusTa no-g0J1y e NpeIHasHa4YeHa caMo 32 MEAMIUHCKH CIICNMATUCTH:

HNHcTpykuun

[Ipeau npunarane BakcHHATa TPsIOBa Ja ce MPOBEPU BU3YAIHO, 33 14 CE YCTAaHOBH Jalld MMa Yy>KAU
YaCTHUIIM W/UITK IPOMSTHA BB BUJIa Ha chabpkanueTo. CprHIIOBKaTa TpsOBa J1a ce pa3KiIaT J00pe,
JIOKATO C€ MOJY4H JIEKO MbTHA Osi1a CyCIeH3usl.

Urnata ce mocrass upe3 3aBbpTaHe B TIOCOKa HA YaCOBHUKOBATA CTPEJIKA, JOKATO UIJlaTa € CTaOMITHO
3aKpereHa KbM CIPUHIIOBKATA.
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JlucroBka: uHgopmanus 3a noTpedUTeIs1

HBVAXPRO 10 mukporpama HH:KeKIIHOHHA CyCIIeH3UsI
Bakcuna cpeunty xenarut B (pekomOunantaa JTHK)
(Hepatitis B vaccine (recombinant DNA))

IIpoyeTeTe BHMMATEIHO LSJIATA JIMCTOBKA MPeIN 1a c€ BAKCUHUPATE, Thil KATO T ChABPHkKA

BaxxHa 3a Bac undgopmauus.

- 3amazere Ta3u JIMCTOBKa. MoJKe /1a ce HaJIOXKH J1a 5 IPOYETEeTe OTHOBO.

- AKO uMate HIKaKBH JIOBIHUTEITHA BBIIPOCH, IonuTaiite Bamus nekap, GapmarneBT wim
MEIUIIMHCKA CecTpa.

- AKO TOTy4nTe HIKaKBH HEXEJIaHU peakiny, yBeaomere Bamus nekap, papmarneBt nimm
MEIUIMHCKA cecTpa. ToBa BKIIIOUBA U BCUUKHU Bb3MOXKHU HEXEIaHU PEaKIUK, HEOMUCAHU B
Ta3u JUCTOBKA. BikTe Touka 4.

KakBo cbabp:ka Ta3u JUCTOBKA:

Kakso mpencrasnssa HBVAXPRO 10 Mukporpama u 3a KakBo ce U3I10JI3Ba
KaxkBo TpsibBa ma 3Haere, npenu Aa moayunte HBVAXPRO 10 Mukporpama
Kaxk ce npunara HBVAXPRO 10 mMukporpama

BB3MOXHM HEXXENaH! peakuu

Kak na cexpansBare HBVAXPRO 10 muxporpama

ChbapprkaHue Ha ONIAaKOBKATa U JOIBIHUTEIHA HH(OpMALUs

AR e e

1. Kakso npencrasasisa HBYAXPRO 10 mukporpamMa u 3a KakBo ce U3I0J13Ba

Ta3u BakcuHa € npeaHasHauCHaA 3a dKTHMBHA UMYHU3alWAd CPCITY XCTIaTUT B BHUpPYCHa I/IH(I)CKI_[I/IFI,
MPpUYINHCHA OT BCUYKH U3BCCTHU MOATUIIOBE, IIPU JIMIIA HA U HAl 16-I‘O,E[I/IHIHEI BB3pacT, 3a KOUTO CC
cuuTa, 4€ Ca U3JI0KCHHU Ha PUCK OT KOHTAKT C XCTIaTUT B BUPYC.

Moxe na ce ouakBa, ue xenatut D chI1o me 0b1e nmpenoTBpaTeH npu uMmyHusanus ¢ HBVAXPRO,
TBHHU KaTo Xematut D He ce pa3BuBa P OTCHCTBUE Ha XeNaTUT B nHbekmus.

Bakcunara He npeanasBa oT HH(GEKIUS, MPUIMHEHA OT APYTH NPUIMHUTEH KaTo BUPYCUTE Ha
xematuT A, xernatut C ¥ XenaTuT E, KakTo ¥ Jpyry MaTOreHH, 33 KOUTO € U3BECTHO, Ue HH(PEKTUPAT
qepHHS Apo0.

2. Kakso Tps6Ba 1a 3Haete, npeau aa noayunte HBVAXPRO 10 mukporpama

He u3noaseaiite HBVAXPRO 10 mukporpama

- aKO CTe alepruyHu KbM XeNaTuT B MOBBPXHOCTEH aHTUTEH WITH KbM HAKOS OT OCTAHAITUTE
cweraBk Ha HBVAXPRO (Bk. Touka 6)

- aK0 MMaTe TEeKKO 3a00JsIBaHE C BUCOKA TEMITEpaTypa

IIpenynpexaeHust ¥ MpeanasHu MEPKU
OnakoBKaTa Ha Ta3W BaKCHMHA ChAbp)Ka KaydyK. KayuykbT MOKe 1a IPUUUHH TEXKKHU aJlepTUYHU
peaKIyH.

I'oBopete ¢ Bamus nexap, hapmaiieBT WM MEAMIIMHCKA CecTpa, penu 1a Bu npuoxar
HBVAXPRO 10 mukporpama.

Apyru Bakcuan 1 HBVAXPRO 10 mukporpama

HBVAXPRO mo3e na ce npuiara o eIHO U ChIIO BpeMe ¢ UMYHOTTIO0YJIMH cpelly xenaTut B, Ha
JIPYro MsCTO HAa UHXKEKTUPAHE.

HBVAXPRO mosxe 1a ce U3moJi3Ba 3a 3aBbpIIBaHE HA IbPBUYEH KypC Ha UMYHU3ALNS WU KaTO
peuMyHH3aLus IPH JIMLA, KOUTO IIPEAH TOBA Ca IMOJYUYMIM Ipyra BAKCUHA Cpelly XenaTur B.
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HBVAXPRO moxe aa ce npuiara o €IHO U CBIII0 BpeMe ¢ HIKOU APYTHU BaKCUHH, HAa IPYTO MSICTO U
C OTJZI€TIHA CIIPUHIIOBKA.

HNndopmupaiite Bamms gekap, papmaneBT Wi MeTUIITHCKA CeCTPa, AKO NpHeMaTe WA
HACKOPO cTe NPUEMAJIH IPYTH JIEKAPCTBA, BKJIIYHTEIHO U TAKMBA, OTIIYCKAHU 0e3 pelenTa.

bpeMeHHOCT 1 KbpMeHe

[IpennucBaHeTo HAa BaKCMHATa HA OPEMEHHU M KbPMEIIHY JKE€HH TPsiOBa J1a ce U3BbPILBA C OBUIIEHO
BHHUMAaHHC.

[HocwBeTBaiite ce ¢ Bammus nekap, papManeBT WM MEAUIIMHCKA CECTPa, IPeu yHoTpedara Ha KOETO
U Jia € JIEKapCTBO.

Ilopupane u padora ¢ MAIIMHA

OuakBa ce HBVAXPRO na He noBnusiBa win Aa NOBIHUABA NPEHEOPEKUMO CIOCOOHOCTTA 32
modupane 1 paboTa ¢ MaITHHU.

HBVAXPRO 10 mukporpama cbabp:ka HaTpuii: To3u 1eKapcTBEH MPOJYKT ChABPKA MO-MAJIKO OT
1 mmol Hatpwuii (23 mg) Ha 103a, T.e. MOXeE J1a Ce€ KaXKe, 4e MPaAKTUIECKH He ChIbp)Ka HATPUH.

3. Kax ce npunara HBVAXPRO 10 mukporpama

Jdo3upoBka

IIpenoprunTenHaTa q03a 3a Besska nkekius (1 ml) e 10 Mukporpama 3a Jura Ha 1 Haj 16-roauirHa
BB3PACT.

Enun Kypc Ha nMyHU3aus TpsAOBa Ja BKIIOYBA HA-MaJIKO TPU HHKEKIIHH.

[IpenopbuBar ce 1Be cXeMU Ha UMYHH3ALHS:

- JIBE MHKEKIIMH MPe3 UHTEPBAJI OT €IUH MeCell, MTOCIeIBAaHH OT TPETa WHKEKIHUs 6 Mecela clie
mepBoTo Tprokenue (0, 1, 6 Mecera).

- aKo € HY’»KHO OBpP30 M3rpakIaHe Ha IMYyHUTET: TPU HHKEKIHH TIpe3 HHTEPBAJI OT €NH Mecel 1
YeTBbpTa 7034, | roguHa no-kseHo, (0, 1, 2, 12 mecena).

IIpu HEeoTmaBHAIIIEH KOHTAKT ¢ XemaTuT B Bupyc, Moxe mppBara 1o3a HBVAXPRO na ce npumnoxu
€HOBPEMEHHO ChC ChOTBETHATA J103a UMYHOTJIOOYJIHH.

Hsikon MecTHH cxeMy Ha MMyHH3alus IOHACTOSIIEM BKIIFOUBAT MPETIOPBKH 38 PEUMYHHU3ALHNA.
Bammusar nekap, ¢papmaneBT Wil MEALMHCKa cecTpa e Bu nHpopmupa, ako TpsOBa Jja ce HallpaBu

peuMyHH3aLus.

3a nuua nox 16-rogumna Bp3pact HBVAXPRO 10 mukporpama He ce npenopbuBa. [logxoasmara
Jl03a 3a MpuiIarale mpHu Jera Ha Bb3pacT oT paxkaaneTo 10 15 romuan e HBVAXPRO 5 mukporpama.

Hauun Ha npwio:keHHne

®drakoHBT TPsIOBA Ja ce pa3KJIaTh J00pe 10 MoJTy4YaBaHe Ha JICKO MbTHA Os1a CyCIIeH3US.

JlekapsT WM METUIIMHCKATA CECTpa IIe TIOCTABU BAaKCHHATA KaTO MYCKyJIHA HHXeKius. [Tpu
BB3PACTHU U IOHOIIH MPEANIOYUTAHOTO MACTO HAa MHKXCKTHUPAHEC € MYCKYJIBT B TOpHATa 4aCT Ha pbKaTa.

Ta3u BakcHHA HUKOTa HE Tpr6Ba Ja €€ IOCTaBsA B KPbBOHOCCH CBbA.

Mo m3kiIrOUEeHNe BaKCUHATA MOJKE JIa C€ TPHIIOKH MOJKOKHO MPH MAIUEHTH ¢ TPOMOOIIUTOTICHUS
(HamaneH Opoit TpOMOOLNUTH) MITH TIPH XOPa C PUCK OT KPHBOM3IINBH.
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Ako cte nponycHaysm eqna 103a HBVAXPRO 10 mukporpama

AKO cTe mpoIyCHaIU HHXXEKLUS 1o rpaduk, ropopete ¢ Bamus nekap, GpapmaneBT wim MeJUIMHCKA
cecTpa. Bamusar nekap wim MeIUIIMHCKA CECTpa LI PELN KOra /a ce MPUIIOKH MPOoIycHaTaTa 103a.

AKX0 MMaTe HIKaKBH JOIBIHUTEIHN BBIIPOCH, CBBP3aHH C YIOTpebaTa Ha TOBA JIEKAPCTBO, ONHUTANTE
Bamms nekap, papManeBT WM MEJUIMHCKA CECTpa.
4. Bb3MOKHN HeKeTaHU peaKkIuu

KakTo Bcnuku JICKapCTBaA, Ta3 BaKCHHA MOXE J1a NPCAU3BHUKA HEXKCIIaHU PCAKIIUH, BBIIPEKH Y€ HE
BCCKH I' TIOJTy4aBa.

KaxTo n mpu octaHanmTe BAKCHHE CPEIIy XeaTuT B, B MHOTO ciTydau MpUYWHHATA BPH3Ka Ha
He)XKeJITaHUTE PEeaKINH C BAKCHHATA HE € yCTaHOBEHA.

Haii-uecture HeXXeIaHK Pp€aKnum Cca peakKuy Ha MACTOTO Ha MHXXCKTHUPAHE: Bb3IaJICHUEC, 3a4CPBABAHC
" BTBbpASABaHC.

I[pyl"l/l HCXCJIaHU pCaKIUH, KOUTO CC C’BO6IIIaBaT MHOT'O PSJAKO:

. Hawmasen Opoii TpoMOo1uTH, 320015BaHe HA TMM(HUTE BH3IIU
o AneprudHu peakiuuu
o Hapyienus Ha HepBHATa CUCTEMA KaTO U3TPHIIBAHE U MpaBydYKaHe, JINIEBA Mapan3a,

Bh3MalICHUE Ha HEPBUTE, B TOBA YKCIIO CHHAPOM Ha ['mieH-Bape, Bp3naieHiie Ha OUHHS HEPB,
KOETO BOJIM JIO HapyIIEHO 3pEHHE, Bh3MAICHUE Ha MO3bKa, 00OCTPSIHE HA MHOXKECTBEHA
CKJIEp03a, MHOXKECTBEHA CKJIEP03a, I'bPUOBE, [NIAaBOOOIME, 3aMaiiBaHe U IPUTIATBK

Hucko kpbBHO HajsraHe, B3MaJICHHE HA KPhBOHOCHUTE ChIOBE

Cumrtomu 1oJTOOHU Ha acTMa

[NoBprIiane, ragexHe, 1uapusi, KOpeMHa OOJIKa

KoxxHM peakiiu Kato ek3emMa, 00puB, ChpOexk, ypTUKAPHS U MEXypUeTa Mo Koxara, Kocomas
Bonka B cTaBuTE, apTPUT, MYCKYJTHA 00JKa, O0JIKA B KpalHUITUTE

YMopa, BUCOKa TeMIIepaTypa, HesICHO 3a00JIsIBaHe, TPUIIONOT00HN CUMIITOMHU

[ToBumenue Ha 4epHOAPOOHNUTE EHIUMH.

Bb3manenue Ha OKOTO, KOSTO MPUYKHSABA OOJIKA U 3aUePBIBaHE

Cho0LaBaHe HA HeXKeJIAHU peaKluu

AKO TOITyuuTe HAKaKBU HEXEJIaHH JIEKapCTBEHU peaklyy, yBeaoMere Bamus nekap, GpapmaneBT nwin
MeIUIMHCKa cecTpa. ToBa BKIIIOYBAa BCUUKY Bb3MOXKHU HEOIHMCAHU B Ta3U JIMCTOBKA HEXKEJIAHU
peaxkuu. MoxeTe ChIIO J1a ChOOIINTE HEXKENAaH! PEaKry TUPEKTHO Ype3 HAllMOHaJIHATa CHCTeMa 32
cho01maBane, nocoveHa B [punoxenue V. Karo crobmaBare HexellaHU peakLuy, MOKETe J1a JajieTe
CBOSI IPUHOC 3a MOJTyYaBaHe Ha MOBeYe MH(POPMAIH OTHOCHO 0€3011aCHOCTTAa HA TOBA JICKAPCTBO.

5. Kak na coxpansisate HBVAXPRO 10 muxporpama

[a ce cpxpaHsBa Ha MSCTO, HEIOCTBITHO 32 JELA.

He m3non3palite Ta3u BakcHHA CJICA CPpOKa Ha T'OAHOCT oTOeNsI3aH BBPXY C€THUKCETA.

Ha ce cexpanssa B xnammwiauK (2°C - 8°C).
[a He ce 3ampa3sBa.

I[a CC CbXpaHsBa B OpUTrMHa/IHaTa OIIaKOBKa, 3a Aa CC MpeArasu OT CBECTIINHA.

77


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

He u3xBbpisiiTe nekapcTBara B KaHAIU3alMATa WIM B KOHTEMHEPA 32 TOMAITHU OTHAAbIIH.
[Momuraiite Bamus hapManeBT Kak jJa U3XBHPIATE JIeKapcTBaTa, KOUTO Beve He u3noiseare. Te3n
MEPKH L€ CIIOMOTHAT 32 Ola3BaHe Ha OKOJIHATa Cpefa.

6. Chabp:kaHue Ha OAKOBKATA M JONbJIHUTE]IHA HHpopManus

KakBo cbabp:xa HBYAXPRO 10 mukporpama

AKTHBHOTO BEIIIECTBO €:

Xenatut B BupyceH NOBBPXHOCTEH aHTUreH, pekomOuHanTer (HBsAg) * 10 Mmukporpama

ajncopbupan BpXy amopden aayMunues xuapokcudpocdar cyndar (0,50 munurpama Al*)"

* mpousBeieH B APOXIU Saccharomyces cerevisiae (am 2150-2-3) upe3 pekomOuHanTHa JJTHK
TEXHOJIOTHSL.

* AmopduusT anymunues xuapokcudocdar cyndar e BKIOUEH B Ta3h BAKCUHA KAaTO aJICOPOEHT.
AncopOeHTuTe ca BelIecTBa, BKIIOUYEHH B HAKOW BaKCHHH, 33 Ja YCKOPAT, MOJOOPAT W/WIH yIBIDKAT
3aLIUTHUTE ePEeKTH Ha BAKCHHATA.

Hpyrute cberaBku ca Hatpues xiopuf (NaCl), Oopakc u BoJa 3a MHKEKIUH.

Kak m3riae:xxna HBVAXPRO 10 MmukporpamMa u KakBo ChbIbpP:Ka 0MAaKOBKAaTa

HBVAXPRO 10 Mukporpama € HHXEKIIHOHHA CYCIIeH3Us BbB ()JIaKOH.
OmakoBka ot 1 u 10 ¢urakona.

He BcHYKH BHOBE OMAKOBKY MOTaT Jia ObJaT MyCHATH Ha ma3apa.
IMpuTexaTea Ha pa3pelIeHHETO 32 YOTPeda U MPOU3BOAUTE
Merck Sharp & Dohme B.V., Waarderweg 39, 2031 BN Haarlem, Hunepnanmus

3a JOMBIHHUTENTHA HHPOPMAITUS OTHOCHO Ta3W BAKCHHA, MOJISl, CBBPKETE C€ C JOKATHUS MPEICTABUTEI
Ha PUTEKATEIs Ha Pa3pelIeHHeTo 3a yrnorpeoa:

Belgié/Belgique/Belgien Lietuva

MSD Belgium UAB Merck Sharp & Dohme
Tél/Tel: +32(0)27766211 Tel.: £370.5.2780.247
dpoc_belux@msd.com msd_lietuva@merck.com
Boarapus Luxembourg/Luxemburg
Mepk llapm u Jloym beirapus EOO/], MSD Belgium

TelL: +359 2 819 3737 Tél/Tel: +32(0)27766211
info-msdbg@merck.com dpoc_belux@msd.com

Ceska republika Magyarorszag

Merck Sharp & Dohme s.r.o. MSD Pharma Hungary Kft.

Tel.: +420233 010 111 Tel.: +36.1.888.5300
dpoc_czechslovak@merck.com hungary msd@merck.com
Danmark Malta

MSD Danmark ApS Merck Sharp & Dohme Cyprus Limited.
TIf.: + 45 4482 4000 Tel: 8007 4433 (+356 99917558)
dkmail@merck.com malta_info@merck.com
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Deutschland

MSD Sharp & Dohme GmbH

Tel: 0800 673 673 673 (+49 (0) 89 4561 0)
e-mail@msd.de

Eesti

Merck Sharp & Dohme OU,
Tel: +372.614.4200
msdeesti@merck.com

EA\Lada

MSD A.®.E.E.

TnA: +30 210 98 97 300
dpoc_greece@merck.com

Espaiia

Merck Sharp & Dohme de Espafia, S.A.
Tel: +34 91 321 06 00
msd_info@merck.com

France

MSD France
Tél: +33 (0)1 80 46 40 40

Hrvatska

Merck Sharp & Dohme d.o.0.
Tel: +385 1 66 11 333
croatia_info@merck.com

Ireland

Merck Sharp & Dohme Ireland (Human Health)

Limited
Tel: +353 (0)1 2998700
medinfo_ireland@msd.com

Island
Vistor hf.
Simi: + 354 535 7000

Italia

MSD Italia S.r.1.

Tel: 800 23 99 89 (+39 06 361911)
medicalinformation.it@msd.com

Kvmpog

Merck Sharp & Dohme Cyprus Limited
TnA: 800 00 673 (+357 22866700)
cyprus_info@merck.com

Latvija
SIA Merck Sharp & Dohme Latvija

Tel: +371.67364.224
msd_Ilv@merck.com

Nederland

Merck Sharp & Dohme B.V.

Tel: 0800 9999000 (+31 23 5153153)
medicalinfo.nl@merck.com

Norge

MSD (Norge) AS
TIf: +47 32 20 73 00
msdnorge@msd.no

Osterreich

Merck Sharp & Dohme Ges.m.b.H.
Tel: +43 (0) 1 26 044
dpoc_austria@merck.com

Polska

MSD Polska Sp. z o.0.
Tel.: +48 22 549 51 00
msdpolska@merck.com

Portugal

Merck Sharp & Dohme, Lda
Tel: +351 21 4465700
inform_pt@merck.com

Romania

Merck Sharp & Dohme Romania S.R.L
Tel: + 4021 529 29 00
msdromania@merck.com

Slovenija

Merck Sharp & Dohme, inovativna zdravila
d.o.o.

Tel: +386.1.520.4201
msd.slovenia@merck.com

Slovenska republika

Merck Sharp & Dohme, s. 1. 0.
Tel: +421 2 58282010
dpoc_czechslovak@merck.com
Suomi/Finland

MSD Finland Oy

Puh/Tel: +358 (0)9 804 650
info@msd.fi

Sverige

Merck Sharp & Dohme (Sweden) AB
Tel: +46 77 5700488
medicinskinfo@merck.com

United Kingdom (Northern Ireland)

Merck Sharp & Dohme Ireland (Human Health)

Limited
Tel: +353 (0)1 2998700
medinfoNI@msd.com

JlaTa Ha mocJieiHO pepa3riie;kaane Ha gucropkara {MM/I'TTT?}

[Honpobna nHpopManys 3a TOBa JIEKapCTBO € IpenocTaBeHa Ha yeOcaiita Ha EBponeiickara areHuus

IO JIeKapcTBarta https://www.ema.europa.eu.



https://www.ema.europa.eu/

HNudopmanusTa no-10J1y € NpeIHa3HAYEHA CaMO 32 MEAMIUHCKH CIICHMATUCTH:

NucTpykuun

[Ipeau npunarane BakcHHaTa TPsOBa Ja ce MPOBEPU BU3YAIHO, 32 1a CE YCTAaHOBH JaJId HMa YyKAN
YaCTHUITH W/WIH MPOMSHA BB BUJA HAa ChIbpKaHNETO. DIaKkOHBT TPSOBA Ja ce pa3KiaTh A00pe,
JIOKATO C€ MOJyYH JIEKO MbTHA Os1a CyCIIeH3usl.
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JlucroBka: uHopmManus 3a noTpeduTeIs1

HBVAXPRO 10 mukporpama HH:KeKLIHOHHA CyCIIeH3MsI
B NPeBAPUTEIHO HATBJIHEHA CIIPMHLIOBKA
Bakcuna cpenty xenmatut B (pekomOunanTaTa JJHK)
(Hepatitis B vaccine (recombinant DNA))

IIpoyeTeTe BHUMATEIHO IAJIATa JUCTOBKA NMPeH 1a ce BAKCHHUPATe, Thil KATO TS ChABPKA

BakHa 32 Bac undgopmanus.

- 3anazere Ta3u JUCTOBKA. MOXKe J1a ce HAJIOXKU J1a s IPOYETETE OTHOBO.

- AKO uMate HIKaKBH JIOTBIHUTEIHH BBIIPOCH, TonuTaiTe Bammms ekap, GpapmarieBT uiu
MEIHIMHCKA CECTpa.

- AKO TIONTyuuTe HAKAKBU HEXKEJIaHU peakluy, yBeraoMeTe Bamus ekap, papmarieBt nim
MEIUIIMHCKA cecTpa. ToBa BKIIIOUBA U BCUYKH Bb3MOXKHU HEXKEJIaHU PEaKIINU, HEOMUCaH! B
Ta3H JMCTOBKA.

KakBo ¢cbabpika Ta3u JIUCTOBKA:

Kaxkgpo npencrasinsiBa HBVAXPRO 10 mukporpama u 3a KakBO € M3I10J13Ba
KakBo TpsibBa nma 3Haere, npenu aa noixyuute HBVAXPRO 10 mukporpama
Kak ce npunara HBVAXPRO 10 muxporpama

Bb3MokHM HEeXeTaHu peakiuu

Kaxk na cexpansiBate HBVAXPRO 10 mukporpama

ChappkaHue Ha ONTAKOBKATA U JOMBIIHUTEIIHA HH(POpMALIHs

Sk =

1. Kakso npencrasassa HBVAXPRO 10 mukporpama u 3a KakBo ce U3M0J13Ba

Ta3u BakcuHa € npe€aHa3Ha4dCHa 3a aKTUBHA UMYHU3AIUA CPCILY XCIIAaTUT B BUpPYCHa I/IH(l)eKHI/I}I,
IMPUYNHEHA OT BCUYKH U3BECCTHU IMOATUIIOBE, IIPU JIMIA HA 1 HAT 16-1"O,I[I/IH_IHa BB3pacT, 3a KOUTO CE
cuuTa, 4€ Ca U3JI0KCHU HAa PUCK OT KOHTAKT C XCTIATUT B BUpYC.

Moske ma ce oyakBa, ue xenatut D cbio mie 0b/1e npepoTBpareH npu umyHu3anmst ¢ HBVAXPRO,
THH KaTo XenaTut D He ce pa3BUBa MpU OTCHCTBHE Ha XeNaTuT B nHpeKIus.

BakcuHara He npeamnassa oT HHGEKIHs, TPUYNHEHA OT APYTH IPHIMHUTEIHN KaTO BUPYCUTE Ha
xenatut A, xernatut C u xenaTtuT E, KakTo U Apyru NaToreHu, 3a KOUTO € U3BECTHO, e HH(PEKTUpaT
4YepHHs APOO.

2. KaxBo Tps6Ba na 3naere, npeau aa noayunte HBVAXPRO 10 muxporpama

He uznonssaiitte HBVAXPRO 10 muxkporpama

- aKo CTe aJepru4HU KbM XeNaTuT B MOBBPXHOCTEH aHTUTEH MM KbM HSKOS OT OCTaHAJIUTE
cweraBkun HAa HBVAXPRO (Bk. Touka 6)

- aKo MMaTe TEeXKO 3a00/IABaHe ¢ BUCOKA TeMIIepaTypa

IIpenynpesxkaenne u npeanasHu MepKu

OnakoBKaTa Ha Ta3W BaKCHHA ChAbp)Ka KaydyK. KayuykbT MOKe a2 IPUUUHH TEXKKHU alepTUYHU
peaxiuu.

I'oBopete ¢ Bamus nexap, papmarieBT Wiix MEIUIIMHCKA CECTpa, peau Aa Bu mpuioxar
HBVAXPRO 10 mukporpama.

JApyru Bakcund 1 HBVAXPRO 10 mukporpama

HBVAXPRO Mmoxe 1a ce npuiara 1o eIHO U ChIIO BpeMe ¢ UMYHOTJIO0YJIUH cpely xenaTut B, Ha
JIPYTro MSICTO Ha HHXKEKTHpaHE.

HBVAXPRO moske fa ce U3moJi3Ba 3a 3aBbpLIBaHE HA IbPBUYEH KypC Ha UMYHU3ALUS WU KaTO
pEeMMyHHU3aIUs TPH JIMIA, KOUTO MIPEIU TOBa ca MOTyUMIM Jpyra BaKCHHA Cpelly XenaTur B.
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HBVAXPRO moxe na ce mpuiara 1o eIHo U ChIo BpeMe ¢ HIKOU APYTH BaKCHHHU, Ha APYTO MICTO U
C OTJZI€JIHA CIIPHUHIIOBKA.

HNndopmupaiite Bamms gekap, papmaneBT Wi MeIUIIHHCKA CeCTPa, AaKO NpHeMaTe WA
HACKOPO cTe NPHEMAJIM APYTH JIEKAPCTBA, BKJIIOYHTEIHO M TAKMBA, OTIIYyCKAHU 0e3 pelenra.

bpeMeHHOCT 1 KbpMeHe

[IpennucBaHeTo Ha BaKCMHATa HA OPEMEHHM M KbPMEIIH JKEHH TPsIOBa J1a c€ U3BbPILBA C IOBUIIEHO
BHHUMAaHHC.

[HocwBeTBaiite ce ¢ Bammus nekap, ¢papManeBT WM MEAUIIMHCKA CECTPa, IPen yHoTpedaTa Ha KOETO
U Jia € JIEKapCTBO.

Ilo¢pupane u padoTa ¢ MAlIUHU

OuakBa ce HBVAXPRO na He moBnusBa win Jia MOBJIHSIBA IPSHEOPEKUMO CIIOCOOHOCTTA 32
modupane 1 paboTa ¢ MaITHHU.

HBVAXPRO 10 mukporpama cbabp:ka HaTpuii: To3u 1eKapcTBEH MPOJAYKT ChABPHKA [TO-MAJIKO OT
1 mmol Hatpwuii (23 mg) Ha 103a, T.€. MOKE JIa CE Kaxe, Ue MPAKTHIECKH HE ChIbpPKa HATPHA.

3. Kak ce npunara HBVAXPRO 10 mukporpama

Jdo3upoBka

IIpenmoprunTenHaTa q03a 3a Beska nikekius (1 ml) e 10 Mukporpama 3a Juma Ha 1 Haj 16-roauirHa
BB3PACT.

Enun kypc Ha iMyHU3a1Us TpsOBA J]a BKIIFOYBA HAH-MaJIKO TPU HHKEKITUH.

[IpenopbuBaT ce ABE CXeMH Ha UMYHU3AIUS:

- JIBE MHXKEKIIMU TIPe3 UHTEPBaJ OT €IMH MECEIl, IIOCJICIBAaHU OT TPETa MHKEKIHs 6 Mecela clie]
mepBoTO Tprokerwue (0, 1, 6 Mecera).

- aKo € HY)KHO Obp30 U3rpakaaHe Ha UMYHHUTET: TPH UHKEKIIUH TIPE3 HHTEPBAJ OT €AMH Mecell U

4eTBbpTa 7034, | roguHa mo-kscHo, (0, 1, 2, 12 mecena).

IIpu HEoTmaBHAIIIEH KOHTAKT ¢ XemaTtuT B Bupyc, Moxe mbpBara q1o3a HBVAXPRO na ce mpuioxu
€THOBPEMEHHO ChC ChOTBETHATA J103a UMYHOTJIOOYIIHH.

Hsikon MecTHH cxeMy Ha UMyHHU3alys IOHACTOSIIEM BKIIIOUBAT MPETIOPHKH 38 PEUMYHHU3ALHA.
Bammusr nexap, ¢papmaneBT wir MEAUIUHCKA cecTpa e Bu nHpopmupa, ako TpsOBa fa ce HanpaBu

pEeUMyHH3aLHS.

3a nuua nox 16 ronumiHa Bp3pacT HBVAXPRO 10 mukporpama He ce npenopbuBa. [lonxonsmara
Jl03a 3a MpHiIarale mpu Jera Ha Bb3pacT oT paxaaneTo g0 15 romuan e HBVAXPRO 5 mukporpama.

HauuH Ha npwio:keHne

.HeKapﬂT WM MEANIIMHCKATa CECTpa 1€ MMOCTaB1U BaKCHHATAa KaTO MYCKYJIHA WHXXCKI M. HpI/I
BB3PACTHU U IOHOIIH MPEATIOUUTAHOTO MACTO Ha MHXXCKTUPAHEC € MYCKYJIBT B TOpPHATA 94aCT HA PbKATA.

Ta3m BakCcHHA HUKOTA HE Tp$I6Ba Jla C€ 1TOCTaBA B KPBBOHOCCH CB/.

Mo m3KITIOYeHe BakCHHATa MOXKeE J1a C€ MPHIIOKH MTOJJKOXKHO MPH MAIMEHTH ¢ TPOMOOIIUTOIICHHS
(mamaneH Opoii TpoMOOLIMTH) MITH TIPH XOpa C PUCK OT KPbBOU3IUBH.
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Ako cte nponycHayim eqna 103a HBVAXPRO 10 mukporpama

AKO cTe mpoIycHalIM HHKEKLUS 1o rpaduk, ropopete ¢ Bamus nekap, GpapmaneBT wim MeIUIMHCKA
cecTpa. BamusT nekap wim MeIUIMHCKA CECTpa IIe PEely Kora /1a ce MPUIIOKH MpoIlycHaTara J103a.

AKXO MMaTe HAKAKBH JONBIHUTEIHN BBIIPOCH, CBBP3aHH C YHOTpeOaTa Ha TO3HM MPOIYKT, IOMUTAiTe
Bamus nekap, ¢papManeBT WM MEJUIIMHCKA CECTpa.
4. Bb3MOKHI HeKeTaHU peaKkIuu

KakTo Bcnuku JICKapCTBaA, Ta3 BaKCHHa MOXE J1a MPCAU3BHUKA HEXKCIIAaHU PCAKIINU, BBIIPEKU Y€ HE
BCCKH I'l TIOJTy4aBa.

KaxTo m mpu ocTtaHamuTe BAKCHHH CPEIIy XeTaTuT B, B MHOTO ciTydau MpUYMHHATA BPH3Ka Ha
HEe)XKEeJIAaHUTE PEeaKIINH C BAKCMHATA HE € YCTaHOBEHA.

Haii-yecture HeXXenaHH p€aKkium ca p€aKiuuu Ha MACTOTO Ha IMPUIIOKCHHUE: BB3IAJICHUEC, 3aUCPBABAHC
" BTBbpAABaHC.

I[pyl"l/l HEXCJIaHU PCaKIUn, KOUTO CC C’BO6HIaBaT MHOT'O PSAJAKO:

. Hawmasen 6poii TpoMOo1uTH, 32005BaHe HA JIMM(DHUTE BH3IIN
o AneprudHu peakiuu
o Hapymienus Ha HepBHaTa CUCTEMa KaTO M3TPBIIBAHE U MpaByYKaHe, JINIIEBA Napain3a,

Bh3MalICHUE Ha HEPBUTE, B TOBA YKCIIO CHHApOM Ha ['mieH-Bape, Bp3naeHre Ha OYHHS HEPB,
KOETO BOJIY JIO HAPYIIIECHO 3pEHHE, Bh3MAICHUE Ha MO3bKa, 000CTPSIHE HA MHOXKECTBEHA
CKJIEp03a, MHOXKECTBEHA CKJIeP03a, I'bPUOBE, INIaBOOOIHE, 3aMaiiBaHe U IPUIIATBK

Hucko kpsBHO HajsraHe, Bh3MAJICHHE HA KPhBOHOCHUTE ChI0BE

Cumritomu oJTOOHU Ha acTMa

[NoBpriiane, ragexHe, tuapus, KOpeMHa O0JIKa

KoxxHE peakiyu Kato ek3emMa, 00puB, ChpOexk, ypPTUKApUS U MEXypUeTa M0 KoKaTa, KOCOomal
Bonka B cTaBuTe, apTpUT, MyCKyJTHA 00JIKa, O0JIKA B KpalHUIIUTE

YMopa, BHCOKa TeMIieparypa, HesICHO 3a00JIsiBaHe, TPUIIONOI00HN CUMITTOMH

[NoBumienue Ha YepHOAPOOHUTE SHIUMHU.

Bb3manenue Ha OKOTO, KOSTO MPUYHHSBA OOJIKA U 3aUePBSIBAHE

CrofmaBaHe Ha HeKeJIAHH PeaKIHH

AKO TOITyuuTe HIKaKBH HEXEJIaHH JIEKapCTBEHH peakluy, yBeaoMere Bamus nekap, GpapmaneBT nim
MeIUIMHCKa cecTpa. ToBa BKIIIOYBAa BCHYKH BE3MOYKHU HEOIIMCAHH B TA3H JMCTOBKA HEXKEIaHH
peaxkuuu. MoxeTe ChIIO J1a ChOOIINTE HEXKENaH! Peakuy TUPEKTHO Ype3 HAlMOHAIHATa CUCTEMa 32
cho01maBane, nocoueHa B [punoxenue V. Karo crobuiaBate HexkellaHU peakliy, MOXKeTe Jla IaeTe
CBOSI IPUHOC 3a MOJIyyaBaHe Ha MOBeYe HH(OPMANUI OTHOCHO 0€30I1aCHOCTTAa Ha TOBA JICKAPCTBO.

5. Kak na coxpansasatre HBVAXPRO 10 muxporpama

Jla ce cpxpaHsBa Ha MSICTO, HEJOCTBHITHO 3 JIeTa.

He mu3non3BaiiTe Ta3u BaKCHUHA CIIE] CpOKa Ha TOAHOCT 0oTOEIsA3aH BBpXY €THUKETA.

a ce cpxpansiBa B xnagmmHuk (2°C - 8°C).
[a He ce 3ampa3siBa.

I[a C€ CbXpaHsiBa B OpUTI'MHAJIHATaA OIIAaKOBKa, 3a Ja C€ IPEAIasu OT CBETIIMHA.
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He u3xBbpisiiTe nekapcTBaTa B KaHAIM3ALMATA WIM B KOHTEHHEpPA 3a JOMAIIHU OTIIaAbIIH.
[Momuraiite Bamms hapManeBT Kak jJa U3XBHPIATE JIeKapcTBaTa, KOUTO Beve He u3noiseare. Te3n
MEpKH IIE CIIOMOTHAT 32 OTa3BaHe Ha OKOJIHATa Cpefa.

6. Chbabp:kaHue HA OAKOBKATA M JONbJIHUTE]IHA HHpopManus

KakBo cboabp:ka HBYAXPRO 10 mukporpama

AKTHBHOTO BEIIECTBO €:

Xenatut B BupyceHn noBbpXHOCTEH aHTUreH, pekomOunanten (HBsAg) * 10 mukporpama

ajncopbupan BpXy amopden anyMunues xuapokcudocdar cyndar (0,50 munurpama Al*)"

* mpousBeieH B ApOxXIU Saccharomyces cerevisiae (am 2150-2-3) upe3 pekomObuHanTHa JTHK
TEXHOJIOTHSI

# AmopduusaT anymuaues xuapokcudocdaT cyadar e BKIKOYEH B Ta3U BAKCUHA KATO alICOPOEHT.
AncopOeHTUTE ca BellecTBa, BKIIOYCHU B HIKOW BAKCHHH, 32 J1a YCKOPST, TOJOOPST W/WIH yIbIKAT
3amuTHATE eeKTH Ha BaKCHHATA.

Hpyrute cberaBku ca Harpues xiopug (NaCl), 6opakc 1 BoJa 3a MHKEKIUH.

Kak m3riae:xxna HBVAXPRO 10 MmukporpamMa u KakBo ChIbpP:Ka 0MMAKOBKAaTa

HBVAXPRO 10 MukporpaMa e MHKEKIIMOHHA CYCII€H3HUs B CIIPUHIIOBKA.

Omakoska ot 1, 10 u 20 nmpeaBapuTETHO HAITBIHEHU CIPUHIIOBKY C 2 OTCITHHA UIJIH.

Omakoska ot 1 u 10 mpeaBapuTeIHO HATBITHEHN CIIPUHIIOBKH 0€3 uria wiv ¢ 1 oTaenHa uria.

He Bcuuku BHIOBE ONTAaKOBKM MOTaT fa ObJIaT IyCHATH Ha Ma3apa.

IIpuTexaTes Ha pa3pelIeHHETO 32 YOTpeda U MPOU3BOAUTE

Merck Sharp & Dohme B.V., Waarderweg 39, 2031 BN Haarlem, Hunepmanmns

3a JOITBJIHUTCIIHA I/IH(i)OpMaHI/IH OTHOCHO Ta3" BaKCHHA, MOJId, CBBPKETE CC C JIOKAJTHUA NPECACTABUTCIT
Ha ONPUTCIKATCIIA Ha pa3pClICHUCTO 3a yHOTpe6a:

Belgi¢/Belgique/Belgien Lietuva

MSD Belgium UAB Merck Sharp & Dohme
Tél/Tel: +32(0)27766211 Tel.: +370.5.2780.247
dpoc_belux@msd.com msd_lietuva@merck.com
Bbbarapus Luxembourg/Luxemburg
Mepk Hlapm u loym bearapus EOO/, MSD Belgium

TelL: +359 2 819 3737 Tél/Tel: +32(0)27766211
info-msdbg@merck.com dpoc_belux@msd.com

Ceska republika Magyarorszag

Merck Sharp & Dohme s.r.0. MSD Pharma Hungary Kft.

Tel.: +420 233 010 111 Tel.: +36.1.888.5300
dpoc_czechslovak@merck.com hungary msd@merck.com
Danmark Malta

MSD Danmark ApS Merck Sharp & Dohme Cyprus Limited.
TIf.: + 45 4482 4000 Tel: 8007 4433 (+356 99917558)
dkmail@merck.com malta_info@merck.com
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Deutschland

MSD Sharp & Dohme GmbH

Tel: 0800 673 673 673 (+49 (0) 89 4561 0)
e-mail@msd.de

Eesti

Merck Sharp & Dohme OU,
Tel: +372.614.4200
msdeesti@merck.com

EALada

MSD A.®.E.E.

TnA: +30 210 98 97 300
dpoc_greece@merck.com

Espaiia

Merck Sharp & Dohme de Espafia, S.A.
Tel: +34 91 321 06 00
msd_info@merck.com

France
MSD France
Tél: +33 (0)1 80 46 40 40

Hrvatska

Merck Sharp & Dohme d.o.0.
Tel: +3851 66 11 333
croatia_info@merck.com

Ireland

Merck Sharp & Dohme Ireland (Human Health)

Limited
Tel: +353 (0)1 2998700
medinfo_ireland@msd.com

Island
Vistor hf.
Simi: + 354 535 7000

Italia

MSD Italia S.r.1.

Tel: 800 23 99 89 (+39 06 361911)
medicalinformation.it@msd.com

Kvmpog

Merck Sharp & Dohme Cyprus Limited
TnA: 800 00 673 (+357 22866700)
cyprus_info@merck.com

Latvija
SIA Merck Sharp & Dohme Latvija

Tel: +371.67364.224
msd_lv@merck.com

Nederland

Merck Sharp & Dohme B.V.

Tel: 0800 9999000 (+31 23 5153153)
medicalinfo.nl@merck.com

Norge

MSD (Norge) AS
TIf: +47 3220 73 00
msdnorge@msd.no

Osterreich

Merck Sharp & Dohme Ges.m.b.H.
Tel: +43 (0) 1 26 044
dpoc_austria@merck.com

Polska

MSD Polska Sp. z o.0.
Tel.: +48 22 549 51 00
msdpolska@merck.com

Portugal

Merck Sharp & Dohme, Lda
Tel: +351 21 4465700
inform_pt@merck.com

Romania

Merck Sharp & Dohme Romania S.R.L
Tel: + 4021 529 29 00
msdromania@merck.com

Slovenija

Merck Sharp & Dohme, inovativna zdravila
d.o.o.

Tel: +386.1.520.4201
msd.slovenia@merck.com

Slovenska republika

Merck Sharp & Dohme, s. 1. 0.
Tel: +421 2 58282010
dpoc_czechslovak@merck.com
Suomi/Finland

MSD Finland Oy

Puh/Tel: +358 (0)9 804 650
info@msd.fi

Sverige

Merck Sharp & Dohme (Sweden) AB
Tel: +46 77 5700488
medicinskinfo@merck.com

United Kingdom (Northern Ireland)

Merck Sharp & Dohme Ireland (Human Health)

Limited
Tel: +353 (0)1 2998700
medinfoNI@msd.com

JlaTa Ha nmocJieiHO npepasriie;kaane Ha gucropkara {MM/I'TTT?}

[Honpo6bna nnpopmanys 3a TOBa JEKapcTBO € NpeAocTaBeHa Ha yeOcaiita Ha EBporneiickara areHuus

IO JIeKapcTBaTta https://www.ema.europa.eu.



https://www.ema.europa.eu/

HNudopmanusaTa no-10.1y e npeqHazHayeHa caMo 3a MeIMIUHCKH CIENHATHCTH:

NHcTpykuun

[Ipenu npunarane BakcuHATa TPsOBA J1a Ce MPOBEPH BU3YATHO, 32 JIa CE YCTAHOBH JTAIM UMa TYK]TU
YaCTHIIM H/WIIM IPOMSHA BbB BUJa Ha ChIbpkaHueTo. CipuHIIOBKaTa TPsIOBa Ja ce pa3KiaTu aoope,
JTIOKATO Ce TOJTyYH JIEKO MBTHA Osijla CyCIIeH3USI.

HWrnara ce moctaBst upe3 3aBbPTaHE B ITOCOKA HA YACOBHUKOBATA CTPEJIKA, JIOKATO UTJaTa € CTaOUITHO
3aKpereHa KbM CITPHHIIOBKATA.
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JlucroBka: uHopmMauus 3a noTpedUTEIs1

HBVAXPRO 40 mukporpama HH:KEKLIMOHHA CyCHeH3HUsI
Bakcuna cpenty xenarut B (pekomOunantaTa JJHK)
(Hepatitis B vaccine (recombinant DNA))

IIpoyeTeTe BHMMATEIHO LSLJIATA JIMCTOBKA MPeEIN 1A ce BAKCHHUPATE, Thil KaTO TS ChABbPXKA

BaxxHa 3a Bac undopmaumus.

- 3amazere Ta3u JUcToBKa. MOJKe 1a ce HaJ0XKHU J1a s POYETEeTe OTHOBO.

- AKO UMare HIKaKBH JIOTBIHUTEITHA BBIIPOCH, TTonuTaiiTe Bamms nekap, GapmareBT wim
MEIUIMHCKA CecTpa.

- AKO TOTy4HTe HIKaKBH HEXEJIaH! peakiny, yBeaomere Bamus nekap, hapmaneBT nim
MEIUIMHCKA cecTpa. ToBa BKIIIOUBA U BCUUKH JIPYTH HEXKENIAHU JICKAPCTBEHU PEaKIInH,
HEONHUCaHM B Ta3u JIMCTOBKA. BiokTe Touka 4.

KakBo cbabp:ka Ta3u JUCTOBKA:

Kaxgo npencrasnsisa HBVAXPRO 40 mukporpama u 3a KakBO c€ U3IOI3Ba
KakBo Tpsi6Ba ma 3Haete, npeau aa monyuute HBVAXPRO 40 mukporpama
Kaxk ce npunara HBVAXPRO 40 muxporpama

Bb3MokHM HeXeTaHu peakluu

Kak na cexpansBare HBVAXPRO 40 muxporpama

CpapprkaHne Ha OMAaKOBKAaTa U AOMBIHUTENHA HH(pOpManys

A

1. Kaxso npencraBassa HBVAXPRO 40 mukporpama u 3a KakBo ce U3M0JI13Ba

Ta3u BakcuHa € npeaHa3Ha4YCHa 3a aKTUBHA UMYHH3alMs CPCIY XCIIATUT B BHUpPYCHa I/IH(I)CKI_II/IFI
INpuYrHsgABaHa OT BCUYKHU U3BCCTHU NOATUIIOBE, MPU MAIIUCHTH IPEAXU JUaIn3a W Ha JUajin3a.

Moxe na ce ouakBa, ue xenatut D chIo me 0b1e npeaoTBpaTeH npu umynusanus ¢ HBVAXPRO,
THI KaTo XenaTut D He ce pa3BuBa IIpH OTCHCTBUE HA XeNaTUT B nHdpexnus.

BakcunaTa He npennassa OT HHEKIus, IPUYUHEHA OT JPYTH IPHYMHUTEIH KaTO BUPYCUTE Ha
xenaTut A, xenatut C u xenatut E, KakTo u Apyry matoreHu, 3a KOUTO € U3BECTHO, Ye HHPEKTHPAT
yepHUs Apo0.

2. KaxBo Tps6Ba na 3naere, npeau aa noayuure HBVAXPRO 40 muxporpama

He uznoasaiite HBVAXPRO 40 muxporpama

- aKo CTe aJlepru4HU KbM XENaTuT B MOBBPXHOCTEH aHTUTEH WM KbM HSKOSI OT OCTaHAIIUTE
cwetaBku Ha HBVAXPRO (Bk. Todka 6)

- aKo MMaTe TeKKO 3a00NsIBaHE ¢ BUCOKA TEMITEpaTypa

Ipexynpesxnenus: ¥ NpeAna3sHU MePKU

OnaxoBKarta Ha Ta3W BAaKCHMHA ChIbprKa KaydyK. KaydyKbT MoXe Ja IPUIMHU TEXKH aleprudHu
peaxuuu.

I'oBopere ¢ Bamms siekap, ¢papMarieBT WM MEAUIIMHCKA cecTpa, peau na Bu nmpuioxar
HBVAXPRO 40 muxporpama.

dpyru Bakcuau 1 HBVAXPRO 40 mukporpama

HBVAXPRO moxe 1a ce npuiara o eJHo ¥ ChILI0 BpeMe ¢ UMyHOITIOOYJIMH Cpelly XenaTut B, Ha
JpYyro MsICTO Ha MHXKEKTHPAHE.

HBVAXPRO moxe aa ce u3moi3Ba 3a 3aBbpIIBaHE Ha MFPBUYCH KypC HA UMYHH3AIIUS HIIA KaTO
pEeMMyHHU3aIUs TPH JIMIA, KOUTO MIPEeIy TOBa ca MOTyUMIH JpyTra BakCHHA Cpelly XenaTur B.
HBVAXPRO Mmoe na ce npuiara 1o e1HO U ChILO BpeMe C HAKOH APYT'H BaKCHHH, Ha APYro MSCTO U
C OTJeJIHA CTIPUHIIOBKA.
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HNudpopmupaiite Bamus jgexap, apManeBT Wil MeIMIMHCKA CECTPa, aKO NpueMaTe Hiu
HACKOPO cTe NMPHeMAJIH APYIH JIEKAPCTBA, BKIOYUTEIHO U TAKMBA, OTIIyCKAHH 0e3 penenra.

BpeMeHHOCT M KbpMeHe

IIpenmrcBaneTo Ha BakCMHATa Ha OPEMEHHHU M KbpPMEIIH JKeHU TPA0Ba J1a ce M3BBPIIIBA C TOBHUIIIEHO
BHUMAaHHE.

ITocwBeTBaiiTe ce ¢ Bamms mekap, hapMmalrieBT Wil MEIUIIMHCKA cecTpa, IPeau yrmoTpedara Ha KOETO
U JIa € JIeKapCTBO.

lo¢pupane u padora ¢ MAlLIMHU

OuakBa ce HBVAXPRO nma He moBusIBa WK J1a TIOBJIHASIBA TIPEHEOPEIKUMO CIIOCOOHOCTTA 32
modupane U paboTa C MalliHH.

HBVAXPRO 40 muxporpamMa cbabp:ka HaTpuii: To3u JekapcTBEH MPOIYKT ChIBPKA MO-MAJIKO OT
1 mmol Hatpwuii (23 mg) Ha 1032, T.e. MOXKeE JIa C€ KaXKe, Ue MPAKTUIECKH He ChIbp)Ka HATPHH.

3. Kak ce npuiara HBVAXPRO 40 muxporpama

Jdo3upoBka

HpCHOpT)'-II/ITeJ'IHaTa J1034a 3a BCAKA MHKCKIIU (1 ml) e 40 MHUKpOIr'paMa 3a Bb3paCTHU MAIIUCHTHU NPCAN
JArajin3a Wik Ha Jualin3a.

Enue xypc Ha iMyHHU3a1Ms TpsIOBa ja BKITFOYBA TPHU WHXKEKITHH.

Cxemara BKIIIOYBA JIBE MHXEKIIUH [TPE3 HHTEPBAJI OT €IMH MECEI, TTOCIESIBAHN OT TPeTa HHKEKIUs 6
Meceta cien mbpoto npmioxkenne (0, 1, 6 mecera).

TpsiOBa 1a ce mpereHu Jaju Jia ce HalpaBu PEMMYHHU3allUsl, aKo HUBaTa Ha aHTHUTENA CPeLLy
xenaTuT B moBbpxHOCTEH anTureH ca mox 10 IU/I.

HauuH Ha mpuioxkeHune

®DaakoHBT TPSAOBA Ja ce pa3KIaTH A0OpPE M0 MoTydyaBaHe Ha JIKO MbTHA Osi1a CyCTICH3H.
JlexapsT niu MEAMIIMHCKATA CECTPA IIIe TOCTaBH BAKCHHATA KaTO MYCKYJIHA WHXeKius. [1pu
BB3PACTHU MMPEANIOYUTAHOTO MACTO HAa MHIKCKTHUPAHC € MYCKYJIBT B T'OpHATa 4YaCT HAa pbKaTa.

Ta3u BakCcHHA HUKOTa HE Tpﬂ6Ba Jla C€ IOCTaBsA B KPBBOHOCCH CbA.

[To u3KITIOUEHNE BaKCHHATA MOXKE JIa C€ MPUIIOKH MOAKOKHO TPH MAMEHTH C TPOMOOIM TONCHUS
(HamarneH Opoii TPOMOOIIMTH) HITH TIPU XOpa C PUCK OT KPbBOU3IUBH.

Axo cte mponycHamn eqna 103a HBVAXPRO 40 mukporpama

AKO cTe mpoIycHaTM HHKEKIUs 10 rpaduk, roBopete ¢ Bamus nekap, GpapManeBT uim MeIUIMHCKA
cecTpa. BammsT nekap wiu MeIMIHCKA CeCTpa e Py Kora Jia ce MPHUII0XKH MPOITyCHATaTa 103a.

AKO UMaTe HIKaKBU JOIBIHUTEIHN BBIIPOCH, CBBP3aHH ¢ yroTpebara Ha TOBa JIEKapCTBO, TIOMHUTANTE
Bamms nekap, papManeBT WM MEIUIIMHCKA CECTpa.
4. Bb3MOKHN HeKeTaH! peaKkIuu

Kakro Bcuukm JICKApCTBA, Ta3W BAKCUHA MOKC a MPEAN3BUKA HCXKCIIAHU PCAKIIUN, BBIIPEKU Y€ HC
BCCKM I'l ITOJTy4aBa.
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Kakrto u IIpU OCTAaHAJIMUTEC BaKCUHU CPCITY XCIIAaTHUT B, B MHOT'O ClIy4au IMpUYMHHATa BPb3Ka Ha
HCXKCIIAHUTC PCAKINU C BAKCHUHATA HEC € YCTAHOBCHA.

Haii-uecture HeXenaHu p€aKkmru ca p€akKiiuy Ha MACTOTO Ha MHKXCKTHUPAHE: Bb3MaJICHUEC, 3aUCPBABAHC
" BTBbpPAABaHC.

Jpyru HexxenaHu peaxiin, KOUTO Ce ChOOIMIaBaT MHOTO PSIIKO:

o Hamanen 6poii TpoMOo1NTH, 3a007s1BaHe Ha TUM(QHUTE BH3IIU
o AJIepruvHU peaKkuuu
o Hapymienus Ha HepBHaTa cucTeMa KaTo M3TphIIBaHE M MpaBy4KaHe, JIMIEBa apaiun3a,

BB3MaJICHUE Ha HEPBUTE, B TOBA YKCIIO CHHApPOM Ha ['mieH-Bape, Bp3naneHiie Ha OYHHS HEPB,
KOETO BOJIHM JI0 HAPYIICHO 3peHNUE, Bh3MAIeHHE Ha MO3bKa, 000CTpSIHE Ha MHOYKECTBEHA
CKJIEpO3a, MHOKECTBEHA CKJIep03a, I'bPUYOBE, IN1aB00OHe, 3aMaliBaHe U MPUIAaIbK

Hucko kxppBHO HansiraHe, Bh3NaJeHHE Ha KPbBOHOCHHUTE ChIOBE

Cumnromu oJ0OHM Ha acTMa

IToBpbuiane, raneHe, iuapus, KOpeMHa 0oJKa

KosxHu peakumu Kato ek3zema, 0OpuB, CbpOeX, yPTHKApHA U MEXypUeTa 0 KoXkarta, KOCOoIasl
Bonka B craBuTe, apTpUT, MyCKyJHa O0NKa, 60JKa B KpaitHUIIUTE

YMopa, BICOKa TeMIeparypa, HesiCHO 3a00JsIBaHe, TPUNIONOJ00HH CUMIITOMHU

[ToBunieHue Ha YepHOAPOOHUTE CH3UMHU.

Brp3nanenue Ha OKOTO, KOETO IPUYMHSBA OOJIKa U 3a4epBsIBaHE

Cho0aBaHe HA He:KeJIAHU PeaKIMu

AKO TOJTyuuTe HIKaKBU HEeKEJaHH JIEKapCTBEHU peakyy, yBegomere Bamus nekap, GpapmaneBT nin
MCIOUIMHCKA CECTpa. ToBa Bk/II0YBa BCUYKH BB3MOKHHM HEOMMCAHU B Ta3H JIMCTOBKA HEXKEIAHNA
peakunu. MoxeTe ChIIO J1a ChOOIINTE HEXKENaH! Peakluy TMPEKTHO Ype3 HallMOHaJIHATa CHCTEMa 32
cboOIaBane, mocoueHa B llpunoxkenue V. Karo cpobiiaBare HexxeIaHU peakiy, MOXKETe Ja JajieTe
CBOSI IPUHOC 3a MOJTyYaBaHe Ha MOBeYe HH(POPMAINHNs OTHOCHO 0€30M1acHOCTTa Ha TOBA JICKAPCTBO.

5. Kak na coxpansisate HBVAXPRO 40 muxporpama

Jla ce cpXxpaHsBa Ha MSICTO, HEJOCTBITHO 3 JIeTa.

He u3non3patite Ta3u BakcHHA CJICHA CpOKa Ha TOAHOCT oTOens3an BBpPXY C€THUKCETA.

Ja ce cexpansgsa B xmagmiHHK (2°C - 8°C).
[a He ce 3ampa3sBa.

[a ce cpxpaHsBa B OpUIMHAIHATA ONIAKOBKA, 32 /14 CE MPEAINa3H OT CBETIHHA.

He uzxBbprsiite nekapcTBaTa B KaHATU3aIUATa WIM B KOHTEHHEpa 3a JOMAITHH OTIIa IBIIH.
[onuTaiite Bamms papmareBT kak qa H3XBBPIATE JEKapcTBaTa, KOUTO Beye He n3non3Bate. Te3u
MEPKH IIe CIIOMOTHAT 3a Olla3BaHE Ha OKOJIHATa cpelia.

6. ChabpikaHue HA ONIAKOBKATA M JOIbJIHUTEIHA HH(pOpMALUA

Kaxkso cpabp:xa HBVAXPRO 40 muxporpama

AKTHBHOTO BELIECTBO €:

XenatuT B BupyceH NOBbpXHOCTEH aHTUTeH, pekomOuHanTed (HBsAg) * 40 mukporpama

ajncopbupan BbpXy amopden anyMunues xuapokcudocdar cyndar (0,50 munurpama Al*)"

* mpou3sBeeH B Ipoxku Saccharomyces cerevisiae (1am 2150-2-3) upe3 pexkomOunanTHa JJHK
TEXHOJIOTHSI.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

# AMopruAT anymuHneB xuapokcudocdaT cynadar e BKIIOYEH B Ta3U BAKCUHA KATO alCOPOEHT.
AncopbeHTuTe ca BelecTBa, BKIIOYEH! B HIKOW BaKCHHHU, 32 J1a YCKOPST, IOJOOPAT W/WIH yIBIDKAT
3amuTHATE epeKTH Ha BaKCHHATA.

Hpyrure cberaBku ca Hatpues xiuopun (NaCl), 6opakc 1 BoJia 3a HH)KEKIINH.

Kaxk m3rie:xkgza HBVAXPRO 40 mukporpama n KakBo ChbABPKAa ONAKOBKATA

HBVAXPRO 40 mukporpama e HHXEKIIHOHHA CYCIICH3HUS BBB (DJIaKOH.
OmnakoBka ot 1 ¢akoH.

IIpuTexkaTen Ha pa3penIeHHETO 32 YNOTPeda H MPON3BOIUTET
Merck Sharp & Dohme B.V., Waarderweg 39, 2031 BN Haarlem, Hunepnanaus

3a JOBIHUTENTHA HHPOPMAIHS OTHOCHO Ta3W BAKCHHA, MOJIS, CBBPKETE C€ C JIOKATHUS MPEICTABUTEI
Ha NPUTEKATENs Ha Pa3pelIeHHeTo 3a yrnorpeda:

Belgié/Belgique/Belgien Lietuva

MSD Belgium UAB Merck Sharp & Dohme
Tél/Tel: +32(0)27766211 Tel.: +370.5.2780.247
dpoc_belux@msd.com msd_lietuva@merck.com
buarapus Luxembourg/Luxemburg
Mepk llapm u Jloym bearapus EOO/], MSD Belgium

Ten.: +3592 819 3737 Tél/Tel: +32(0)27766211
info-msdbg@merck.com dpoc_belux@msd.com

Ceska republika Magyarorszag

Merck Sharp & Dohme s.r.0. MSD Pharma Hungary Kft.

Tel.: +420 233 010 111 Tel.: + 36.1.888.5300
dpoc_czechslovak@merck.com hungary msd@merck.com
Danmark Malta

MSD Danmark ApS Merck Sharp & Dohme Cyprus Limited.
TIf.: + 45 4482 4000 Tel: 8007 4433 (+356 99917558)
dkmail@merck.com malta_info@merck.com
Deutschland Nederland

MSD Sharp & Dohme GmbH Merck Sharp & Dohme B.V.
Tel: 0800 673 673 673 (+49 (0) 89 4561 0) Tel: 0800 9999000 (+31 23 5153153)
e-mail@msd.de medicalinfo.nl@merck.com
Eesti Norge

Merck Sharp & Dohme OU, MSD (Norge) AS

Tel: +372.614.4200 TIf: +47 32 20 73 00
msdeesti@merck.com msdnorge@msd.no

EALGda Osterreich

MSD A.Q.E.E. Merck Sharp & Dohme Ges.m.b.H.
TnA: +30 210 98 97 300 Tel: +43 (0) 1 26 044
dpoc_greece@merck.com dpoc_austria@merck.com
Espaiia Polska

Merck Sharp & Dohme de Espaiia, S.A. MSD Polska Sp. z o.0.

Tel: +34 91 321 06 00 Tel.: +48 22 549 51 00
msd_info@merck.com msdpolska@merck.com
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France
MSD France
Tél: +33 (0)1 80 46 40 40

Hrvatska

Merck Sharp & Dohme d.o.0.
Tel: +3851 66 11 333
croatia_info@merck.com

Ireland

Merck Sharp & Dohme Ireland (Human Health)

Limited
Tel: +353 (0)1 2998700
medinfo_ireland@msd.com

Island
Vistor hf.
Simi: + 354 535 7000

Italia

MSD Italia S.r.1.

Tel: 800 23 99 89 (+39 06 361911)
medicalinformation.it@msd.com

Kvmpog
Merck Sharp & Dohme Cyprus Limited

TnA: 800 00 673 (+357 22866700)
cyprus_info@merck.com

Latvija
SIA Merck Sharp & Dohme Latvija

Tel: +371.67364.224
msd_Iv@merck.com

Portugal

Merck Sharp & Dohme, Lda
Tel: +351 21 4465700
inform_pt@merck.com

Romania

Merck Sharp & Dohme Romania S.R.L
Tel: +4021 529 29 00
msdromania@merck.com

Slovenija

Merck Sharp & Dohme, inovativna zdravila
d.o.o.

Tel: +386.1.520.4201
msd.slovenia@merck.com

Slovenska republika

Merck Sharp & Dohme, s. 1. 0.
Tel: +421 2 58282010
dpoc_czechslovak@merck.com
Suomi/Finland

MSD Finland Oy

Puh/Tel: +358 (0)9 804 650
info@msd.fi

Sverige

Merck Sharp & Dohme (Sweden) AB
Tel: +46 77 5700488
medicinskinfo@merck.com

United Kingdom (Northern Ireland)

Merck Sharp & Dohme Ireland (Human Health)

Limited
Tel: +353 (0)1 2998700
medinfoNI@msd.com

JlaTa Ha mocJieiHO pepasriie;kaane Ha Jucropkara {MM/I'TTT}

ITonpo6Ha mHpOpMaNH 3a TOBA JIEKAPCTBO € MpeIocTaBeHa Ha yeOcaiita Ha EBponeiickara areHmus

0 JIeKapcTBara https://www.ema.europa.eu.

HNndopmanusTa mo-10.1y e npeIHa3HavyeHa camMo 32 MeTUIMHCKH CEIHATUCTH:

NHcTpykuun

[Ipenu npuinaraHe BakCHHATa TPSOBA J1a Ce MPOBEPH BU3YAJIHO, 3a JIa CE YCTAHOBH Tl UMa YK

YaCTHIIM W/WIK IPOMsHA BbB BUJa Ha ChIbpKaHUEeTO. DIakoHBT TPsAOBA Ja ce pasKiIaTu A00pe,

JAOKAaTO CC MOJIYy4H JICKO MbTHaA 0s1a CyCIICH3U:.
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