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Hiberix powder and solvent for solution for injes
Haemophilus type b conjugate vaccine

XuOepHuKce npax v pa3’TBOPHTEN 32 HHAKEKNNOHEH PasTBOP
KonrorarHa Bakcuna cpemty Haemophilus Tan b

2. KojguuyecrBeH H KAYeCTBEeH CHLCTAB

XuOepHKc € THO(pUIN3NpaHa BaKCHHa OT IIPEYHCTEH KancysleH NoAn3axapy Ha
Haemophilus influenzae Tun b (momuputozun-pudurondocdar), KOBAIEHTHO CBBP3aH C
T€TaHWYECH TOKCOUL,

IonuzaxapuasT Ha Haemophilus influenzae tan b e nomyuen ot Haemophilus
influenzae Tan b mam 20,752 u cief akTUBUpaHe ¢ MUAHOIMeHOPOMUZ U ACpUBaTU3UPAHE C
AJMIIMHOB XUApa3uj KaTo CHelchp € CBbP3aH KOBAICHTHO C TETaHUYEH TOKCOHM Ype3
KapOORMMMHUAHA KOHACH3anus. Clie] IpeduCcTBate, TO3M KOHIOTaT € MHO(PUIN3HPaH ChC
cTabuiu3aTop JiaKrosa. ,

Xubepukc otropaps Ha m3uckparuaTa Ha C30 3a MpoU3BOACTRBOTO Ha OHOIOrMYHU
NPOAYKTHA X Ha KOHIOTaTHU BakcuHH cpewy Haemophilus influenzae tun b.

Bciaka no3a otr BakcHHaTa CpAbpika 10 MUKporpaMa npeducTeH KalcyeH Ioi3axapun,
KOBaJICHTHO CBBP3aH ¢ 0KoNo 30 MUKporpama T€TaHUu4eH TOKCOUJ,

3a IBHHUS CIMCHK Ha IIOMOIIHUTE BEellieCTBA BUXKTE TOYKA 6.1.

3. JlexapcrBena ¢gopma

ITpax ¥ pa3TBOPUTEN 2a HHIKEKINMOHEH Pa3TBOP.

4, Kamau4yeH JaHHA
4.1, TepaneBTHYHM NOKAZAHHHA

XnubepuKc € I0Ka3aH 3a akTHBHA UIMYHM3aUys Ha Jella Ha BE3PACT OT O CeIMHIH Cpenry
3a00NgBanus, IpUIHHIBaHU oT Haemophilus influenzae Ty b.

XnbepHKc He 3alUTaBa cpelyy 3abongaBade OT Apyru Tunoee . influenzae, HUTO
Cpellly MCHUHTUTH, IIPUYHMHABAHU OT JAPYrH OpraHH3MH.

4.2, J0o3HpOBKA U HAYHUH Ha NPHJIOKEHHNE

Hosznposka

Cxemara 3a MbpPBHYHA MMYHH3aLUMA C€ CHCTOH OT TPH JO3M IIpe3 HBPBUTE HIECT Mecella
clIeR PKAAHETO M MOXKE JIa 3aMovHe Ha 6 cenmMuuna Bp3pact. (Broparta fpos3a mie Objie
HIDKEKTHpaHa YeTHPH CeAMUILIM clled NhpBaTa A034a, a TpeTaTa f03a - HIeCT Mecela CIICK
IbpBaTa). 3a OCUTYPABAHE Ha POABIDKUTENHA 3alMTa Ce NPenopbYBa peMYHH3alMs C efHa
7o3a fpe3 2-1a roguHa ciel paxaanero (1 roguda cief IpuaoXKeHHeTO Ha TpeTara 103a
BaKCHHA).
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bebera Ha BB3pacT Mexxy 6 U 12 Mecela, KOUTO He ca BUIKM BaKCMHMPaBH, ¢
BaKCUHHPAT ¢ 2 JO3M, NPHIIOKEHH ¢ UHTEpBaJI OT €JUH MeCell MEXAY TAX, MOCHENBaHN OT
pPEeHMYHHU3alMs ¢ elHa 1032 npe3 2-1a roAuHa cief paxaaHero (1 roauna cnen
IpUIOKEHNETO Ha BTOPATa Jo3a BakcuHa). Jlena mMexay 1 4 5 roavH|, KOUTO NPERU HE Ca
OunM BaKCMHUpaHY, ce MMYHM3HpPAT ¢ €4HA 03a OT BaKCHHAaTa.

T KaTO BUMYHUALMOHHHTE NPOFrpaMH ca pa3iiiuH{ B OTACITHUTE CTPaHU, MOXE Ja ce
[puilara BakCHHaUHOHHATA cXeMa B ChOTBETCTBHE ¢ HAIMOHANHUTE NPENOPhKHU 3a
HMYHHU3ANS, .

Haunn Ha npuJjoxenne

PasTBOpeHaTa BakCHHaA € 3a HHTPaMYyCKY/HO HiKekTupaue. [IpenopryBa ce
IPUAOKEHUETO Jia ce U3BBPINBA B NIPeHO-aTepanHaTa yacT ka 6epoTo Ipu fera Ha
BBE3pAcT A0 2 TOMUHY U B 00jacTTa Ha JeNTOUIHUS MYCKYJI IIPH N10-FONIEMH Aelia.

Ilpu namuenTy ¢ TPOMOOIMUTONEHNS WK ¢ HApYIIeHHs B CHCTEMAaTa Ha
KpBBOCECHPBaHE, BAKCHHATA [a\ce NpHiara MoFKOXHO.

4.3. HporusonokaszaHus

XubGepukc He TpaOBa za ce IpUiara Ha Jula ¢ H3BECTHA CBPBXIYBCTBUTEIHOCT KbM
HSKOs OT ChCTaBKHUTE Ha BaKCHHATa, MM Ha JIMHA, HOKa3ald NpU3HALN Ha
CBPBEXUYBCTBUTEIIHOCT CIIEH NPEAMIIHO MPUIEOKEeHIEe Ha BakcuHa cpewy Haemophilus Tun b.

KaxTo npu Apyrd BakCHHH, IIpHiiaraieTo Ha Xubepuke Tpa0Ba a ce OTIOKU IIpH JiMlia,
cTpajally oT ocTpu $edpunnu 3abornspanyd. Hanuunero Ha nexa nH(peKms, odbaye, He €
[IPOTHBONOKA3aHUE 32 BaKCHHAUNA.

4.4, CrHenHajiHH NpexynpeRIeHns 0 NpeanasHy MepKH NpH ynorpeda

Kakro npH BCHYUKHM HMH)KEKIUMOHHHM BaKCHHM BHMHard Tpabea Ja ¥Ma FOTOBHOCT 3a
NONXOHAII0 JIeueHwe, B ciaydaili Ha pggka aHaQUWIAKTHYHA peakius BCIESHCTBHE
IPHAIOKEHUETO Ha BakcuHara. 110 Ta3u NpHyYMHa, BaKCHHHpauyuAT Tp:AOBa Aa OCTaHe HOX
Jiexapcko HabmoaeHue 3a 30 MUHYTH Cliel UMYHU3aHnATa.

Xubepukce TpsaOBa Ja ce npuiiara NOAKOKHO HpY NALKUEHTH ¢ TPOMOONHUTONEHHS HIlH C
HapyleHusA B CUCTEMATA Ha KPphbBOCHECUPBAHE, Thil KaTO HHTPAMYCKYIHOTO NPHIIaraHe Moxe
Ia IPERU3BHKA KbpBEHE NPH Te3H JIHA.

Mudexuns ¢ HIV He ce cMATa 32 MPOTUBONOKa3aHHUE 3a Npuiiarane ga XubepHke.

Maxap, ue moxe jia ce Habmo1aBa OrpaHNYEH UMYHEH OTTOBOP KbM TETaHHIHHUA
TOKCOM]I, BaKCHHauusTa ¢ XuOepHKC, He 3aMECTBa pYTHHHATA BaKCHHALIUA Cpelly TeTaHyc.

Cren BaKCHHAIME ¢ BakcHHua cpemy Haemophilus THI1 b e omiicana eKCcKpelus Ha
KaIICYJTHHS NONU3axXapyieH aHTUIEH B YPHHATA, U CIICIOBATENHO YCTaHOBIBAHETO Ha
anTurena 1-2 ceaAMrIM ClIel BAKCHHAITUATA MOJXKE Ja HAMA AUarHoCTHYHa CTOMHOCT IIpH
cbMHenuye 3a nudexkuusa ¢ Haemophilus influenzae tan b.

IIpu HuKakBu o0cTOATENCTRA XUOEpUKC HE Tpsi0Ba Aa ce npuiara HHIpaBeHO3HO.

4.5. BzanmopeiicTsue ¢ APYry jJeKapcTBEeHH NPOAYKTH M JPYTH ()OPMH HA
B3aUMOJEHCTBHE

Xubepukc MOXE Aa ¢ Ipuiara €GHOBPEMEHHO C UM N0 BCAKO BpeME NpeIy UIH Cliel
WHAKTUBUPAHH UK JKMBH BAKCHHM.
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XuOepuKke MOXKe fja ce CMECBa B eHa U ChIlia CIPUHIIOBKA ChC CIERHUTE BAKCHEH Ha
GlaxoSmithKline Biologicals: Hudanpukc (Bakcuda cpeiy gudrepHs, TETaHYC B KOKITIOLI,
besxnerpuHa), TpuTanpukc (aacopOupaHa BakCHHa cpelly AUdTEpHs, TETaHYC, KOKJIIONI,
WHaKTUBHpaHa, NANoKIeTsuHa) ¥ Tputaspukc Xen B (ancopOupaHa BakcHHa cpely
nudgrepus, TETaHyC, KOKIIOUI /AHAKTUBHpaHa, LANoKIeTh4Ha/ U XenaTut B
/pexombunanTHa/). Ilpu npuiiarase ¢ Apyru MHXEKIIMOHHN BaKCHHE BUHAru TpsAOBa Jia ce
M3MI0I3BAT PA3IMYHA WHXKEKIIMOHHHE MeCTa 3a OTACIHUTS BAKCHHU.

KakTto u npy Apyryd BakKCHHH, NIpH MalACHTH Ha UMYHOCYIIPECUBHA Tepalins, UK
TaKUBa C UMYHOASHHUNT, MOXKE Aa Ce 04aKBa HEAOCTATHYEH HMYHEH OTrOBOD.

4.6. BpeMenHOCT H KbpMeHe

Hsma jjaHHY 32 HpUJIarase Ha BaKCHHATa 10 BpeMe Ha OpeMEHHOCT WM KbPMEHE, KaKTo
U PEIIPONYKTUBHU U3CIIeABaHNS NPH XKHBOTHHU.

4.7. EdexrTH BHPXY cnoco0HOCTTA 32 Iogupane U padora ¢ MAUNHH

Hsma gaduy, Thit KATO BAKCUHATA € 3a IMPUIOKEHUE [IPH Acna.

4.8. Hexesaus JeKapcTBEHH peaKnuu

B xonTponupaHu KAMHUYHYA W3NHTBAHHUSA Ca H3CIICABAHY M 3alIMCaHH B FHEBHUK
IMpPH3HALNTE ¥ CUMIITOMHUTE, IIOCTISABAIINA IPRIIAraHeTO Ha BaKCUHATA,

OT JNOKAIHUTE CHMITTOMHM, Hal-yeCcTO JOKNANBaHO Hpe3 NbpBUTE 48 Haca € JIeKo
3a4YepBiIBaHe Ha MACTOTO Ha HHIKEKTHpaHe, KOGTO OT3ByYaBa CIIOHTaHHO. JIpyrH JIOKalIHK
CHMIITOMH, KOUTO €a IOKJIaBaHU, ¢a IEKO MOAYBaHe ¥ 00Ka Ha MIACTOTO Ha UHXKEKTUpPaHE.

O0muTEe CUMIITOMM, KOUTO Ca JOKIaABaHU Npe3 MepBUTE 48 yaca ca IeKH U OT3BY4aBar
crioHTaHHO. Te BKIIOYBAT IOBMINIEHA TEMIIEPATypa, 3ary0a Ha aneTuT, He31I0KOHCTRO,
NOBpEIIAHE, THApUs ¥ HeoOuyaeH rurad, KakTo ¥ HpH BCUYKY BakCUHU cpemty Haemophilus
THII b, Te34 00K CUMIITOMH ca ZOKJIa[ABaH# ¥ KOIaTO BaXCHMHATA € NpHilarana
EIHOBPEMEHHO ¢ IPYI'M BaKCUHH.

MHOro paako e ¢r0o0IaBaHo 32 alepruyHH PeakIii, BKIOUUTEAHO ¥ aHapHUIaKTOUIHH

TdKUBa.

4.9. IIpemo3upane

Hsama navyu.

5. @dapMarkoJoru4Hu TaHHH
5.1. ®PapmaxkogHHAMH4YHH CBOHCTBA

Tutep 2 0,15 pg/mi e nonyden mpn 95 - 100 % ot Aenara euH Mecell ClIe)
3aBppIIBAHE HA BakCHHAMoHHuS Kype. Tutep 2= 0,15 pg/ml e nosysen npu 100 % or aenara,
eAvd Mecell ciiel peumyHusaruarta (94,7 % c tutsp = 10 pg/ml).

5.2. dapmMakoKHHETHYHH CBOHCTBa

Onenka Ha hapMaKOKUHETHYHHUTE CBOMCTBA HE CE M3HC
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5.3. IlpenkIHHHYHH JAHHM 32 0€30HACHOCT

He cpabpaxatr HHQOpManus OT 3HaUSHHE 32 IPeANNCBAMs JIEKap.

6. @apManeBTHYHU JAHHU

6.1. ChoHcbk HA HOMOUHMTE BEeIeCTBA

Upax:
JIakTO3a

Pa3TBOpUTEN:
Hatpuer xnopux
Bopa 3a MHOKEeKIUU

6.2. HecbBmMecruMoCTH

XHubepHKc MOXe A C& CMecBa B €jHa M ChIla CIPUHLIOBKA CHC CIICHHHTE BaKCHHU Ha
GlaxoSmithKline Biologicals - ndanpuxc (akcuna cpelly nugpTepust, TeTaHyC U KOKIIOII,
OeskieTpuHa), TpUTaHPUKC (agcopOnpaHa BaKCHHa CpeIly RudTepus, TETanyC, KOKIIONI,
HHaKTHBHpaHa, IsNoKneThYHa) 1 Tpurtanpuke Xen B (apcopbupana BakcHHa cpemry
nudTepHs, TeTaHyc, KOKIION /HHAKTHBUpaHa, IANOKIeThYHa/ 1 XenaTut B
/pexomOunantHa/). Ilpu eqHoBpeMEHHO OpHiaraye ¢ ApYrd HHXKEKIIMOHHNA BAKCHHH BHHArH
Tpsa6Ba /1a ¢e U3MOA3BAaT Pa3INYHN MHKEKHUOHHHM MECTa 32 OTJEAHUTE BaKCHHM.

Xunbepuxc He TpsOBa 1a ce cMeCBa ¢ IPYTH BaKCHHH B €AHA M Chlla CIPUHIOBK2 (OCBEH

C TOPENOCOUYEHUTE).

6.3. Cpox na ropgnocr

Harata, Ha KOATO U3THYa CPOKET HAa FOJHOCT HA MPOAyKTa, € MOCOYeHa BBPXY

OflaKOBKaTa.
Koraro BakCHHATa C€ ChXpaHsABa P NpenopbuaHuTe yeaosus (Ipy TeMIepaTypa

mexay +2° C u + 8° C), CpokbT Ha FOAHOCT € 36 Mecena.

6.4. CrnenuajanH ycJIOBHA HA ChXPAHEHME

JTuodunusupanara BakcuHa Tpg0Ba Aa ce cpXpaHsBa IIpu TeMneparypa oT +2° C ao
+ 8° C (B xnaguiHUK) ¥ [a €€ nasu OT CBETIHHA.

JInodunuzupasaTa BaKCHHa He ce IIOBIHABA OT 3aMpassiBaHe.

Pa3TBOPUTENAT MOXeE Ja ce ChbXpaHsBa B XJaJuiIHUK (Ipu TemiepaTypa ot + 2° C 1o
+ 8° C) unm npu craitna TeMmeparypa (5o 25° C). lia He ce 3aMpazsBa.

6.5. JaHHM 32 OHaKOBKATA

JImodbunu3upanata BaKkcuHa IPEACTABIIBA O51a CyXa KOMIAaKTHa Maca B CTHKIICH
dnaxon, ceabppxamy 1 gosa.

CTepunHuaT pasTBopuTeN (pasTBop Ha HaTpueB XJIopui 9 g/l) e npospauck u Oe3LBETEH
1 € OIIAKOBAH B €AHOAO030B CTHKIICH (JiakOH UIIM B €NHOA030BA NIpeIBaPHUTENHO HallbiIHEHA

CIPHUHIIOBKA C ABC OTACIHH UTIIH.




DraKoHUTE ¥ CIPUHIOBKUTE Ca HANIPABEHU OT HEYTPAITHO CTHKIO TUI L, KoeTo
OTroBaps Ha W3HMCKBaHUATA Ha EBponelicka Papmakoned. 3anynankure Ha GiiakoHHUTE Ca OT
OYTHIIOB €/1acTOMEp, OTrORapAIl Ha U3NCKBaHUATA Ha EBponeiicka dapmakornes.

6.6. Chnennajsm npeanazHA MEPKH NpH H3XBLPJAAHE U padoTa

IIpeny na ObAAT NMPUIIOKEHH, Pa3TBOPUTENAT K pa3TBOPEHATa BakcuHa TpiaOBa Aa Opjar
IPErieHaty BU3YATHO 3a RalIH4UKe Ha YY)KAX YaCTHE H/HIK OTKIIOHSHUS BEB BHHINHUS BUJ,
B cnyqaii, ue TakuBa ce HabMIONaBaT, pa3TBOPUTENAT WM Pa3TBOpeHara BakcHHa Tpa0Ba xa
ce U3XBBHpAT. I'ofHaTa 32 ynoTpeda BakcuHa CiEl| pa3TBapsHe NpeacTaBiaBa HUCTED
OesnBeTen pasTBOD.

IIpunaranero Ha ABE UIJIH B OINAKOBKATa € C Hejl HackpUuaBaxe Ha jodpaTta MefUIIuHCKa
IIpaKTHKA, NPK KOATO JIEKAPAT U3MOJI3Ba eAHaTa HIJla 3a pa3TBapsHe Ha BaKCHHATA, a pyraTa
- 38 HEHHOTO IIpyuaraye.

Bakcunara TpsA0Ba Aa ce pa3TBOPH upe3 acENTHYHO NpHOaBsHe Ha IANO0TO KONUYECTBO
Pa3TBOPUTEN KBM (BRaKoHa, ChALpKaLl nnodrmusara. Caen npudassHe Ha Pa3TBOPUTENS KbM
nuodunusara, cMecta TpiadBa aodpe fa ce paskiath, JOKATO JUO(PUIM3ATET ce€ pa3TBOPH
HaITBIHO B pa3TBOPUTEN.

Baxcunara Tpsa0Ba Na ce mMpuiOXKY BEAHAra Clieq pasTBapsHe.

Kakto e nocogeHo no-rope B T. 6.2, XuOepHKe MOKE A C& CMECBA C €JHOAO30BUTE
BakcuHd HMudanpuxce, Tpuranpuke 1 Tputagpuxe XenB. B To3zu ciay4ait, pa3TBOPHTENAT,
IIPUJIOXKEH B ONaKoBKaTa Ha XubepuKke TpaOBa Aa ce 3aMeHHU ChC CHOTBETHATA TEYHA BAKCHHA.
Yeeperte ce, ye OlIaKoBKAaTa Ha BaKCHHATA, KOATO e OBbAe H3II0N3BaHa 3a CMECBaHe C
XubeprKke chabpiKa €Ha J03a. Pa3TBOPUTENST OT ONaKoBKaTa Ha XudepHuke TpadBa ja ce
n3xBbpiu. KoMOnHupaHaTa BakCHHa Ce IpUrOTBA upe3 NpudassiHe clel paskiallane Ha
HSJIOTO KOMMYECTBO TeUHA BaKCHAA KBM (paKoHna, CpappKall inodunusrpanara BakCHHa
cpeiny Haemophilus Tun b. TlosyuyeHaTa cycrieHCUs He ce pasfiiyaBa [0 BBHIICH BUJ OT
BaKCHHaTa, KOSTO € U3NON3BaHa BMECTO pa3TBoputen (Tputanpuke XenB miu Mnrdanpuxc).
C Taka npurorseHara KOMOyHHpaHa BakcuHa TpsiORa za ¢e paboTH NO CHIKS HAYUH KAKTO C
eJHOKOMIIOHEHTHATa pa3TROpEeHA BaKCHHA XHOEPHKC.

7. IlparexaTe) Ha pa3spelleHHETO 32 YIIoTpeda

I'nakcoCmutKoaitn EOO/J]
yi. Jumursp Manos 61.10
1408 Codus

Buarapus

8. Homep B pa3peuiennero 3a ynotpeda
Ne 980 0199

9. JlaTa Ha OHPBO paspemaBaHe/moXHOBIBRAHE HA PA3PElICHHETO 32 yoTpeda
IfaTa Ha wepBO paspemasane: (8.07.1998 1.

Hata Ha nocneano noguosaeane: 19.06.2003 r.

10. Mara ma (YacTayHA) aRTYAIN320UA HA TEKCTA




