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Unganpuke-IPV-+Hib npax u cycreHsns 3a HEKEKIHOHHA Cy CIICH3HH e ha
Infanrix-IPV-+-Hib powder and suspension for suspension %%llulje%lou VO 2 820 ;

BEAEN b

!
1. HME HA JEKAPCTBEHUA IMPOOAYKT i

sl ——

[Ancopbupana BakcHHA cpellly TU(TEpHs, TeTaHyc, KOKmow (6e3kneTsuHa, KOMIIOHEHTHA),
MIONTMOMUETHT (MHAKTHUBUpaHa) i xeMopHiIye THI b (komioratha)] [Diphtheria, tetanus, pertussis
(acellular, component), poliomyelitis (inactivated) and Haemophilus type b conjugate vaccine
(adsorbed)]

2. KAYECTBEHH KOJHYECTBEH CHhCTAB

Enua noza (0,5 ml) chaspxa:

Tudrepuen Tokcoun (Diphtheria toxoid) ' He 11o-Manko ot 30 Mexnynapopau envaip (IU)
TeranpyeH Tokcoun (1efanus toxoid)! He mo-manko ot 40 MexayHapondn eguamH (IU)
Awnrurenn Ha Bordetella pertussis
Koxmomen Tocony (Pertussis toxoid)" 25 ug
@unamenTosen xeMarnyTuruH (Filamentous Haemagglutinin)' 25 pug
Iepraxruu (Pertactin)’ 8ug
Tonuorupyc (Poliovirus) (MHaKTHBHPAH)
tvn 1 (mam Mahoney) 2 40 D-aHTHT€HHH €THHHIA
an 2 (mam MEF-1)2 8 D-aHTHreHHH ¢INHHULIH
ran 3 (am Saukett) ? 32 D-aHTUT€HHH e HHALHA
Tlonuzaxapun Ha Haemophilus influenzae Tan b
(nomapubosunpudurondocdar) (polyribosylribitol phosphate), 10 ug
KOHIOTHPAH ¢ TETAHHYEH TOKCOH KATO IIPOTEHHOB HOCHTEN npubamsuTeaso 30 pg
la,z_'Lc:opﬁlvxpaH BBPXY ATYMHHHER XHAPOKCUI, XUPATAPaH 0,5 munurpama Al

*pasmuoykenu BEB VERO xetkn

3a NRIHUA CHUCHK HA TMIOMOIHATE BEIIECTRA BHDKTE Touka 6.1.

3. JEKAPCTBEHA ®OPMA

Ipax u cycneH3us 3a HHKEKIHOHHA CYCISH3H .

CyCIieH3HMATa OT KOMIIOHEHTHTE AudTepus, TeTaHyc, Oe3keThYeH KOOI H HHAKTHEUPaH
nonuomuenut (DTPa-IPV) e mprro 64na.

Juodwwuzupanata Haemophilus influenzae tan b (Hib) ceeraBKa npeacTasnsza G4 npax.
4, KJWHAYHH TAHHHU

4.1 TepancBTHYHHA IOKA3AHASA

Wnpanpuxc-IPV+Hib e nokasau 3a akTHBHAa MMYHH3aLHs cpelly JU(TEpHsa, TeTaHyc, KOKITIOMI,
TIORMOMHENHT U Haemophilus influenzae Tun b 3abonseane npy IMLA HA BBE3PacT OT 2 MEcella Harope.

Hudanrpuxc-IPV+Hib He e npennasHayeH 3a ynorpeGa npu 1ella Ha Be3pacT Haj 36 mecela.
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4.2 Jlo3EpoBKa H HAYHH HA NPHJIOKEHHE
Hosuposra

H’BQBH‘IH& BaKCHHAIIHA .

Cxemara 3a MEPBHYHA BAKCHHALIMA C€ CHCTOH OT JIBE HITH TPH JO3H, IPHIOKEHA B CHOTBETCTBHE C
oUIMATHNHTE HPENophkH. MHHHUMATHAaTa BE3PACT [0 BPEMETO Ha MMOCTABSHE Ha ITHPBATA A032 & 2
Mecena. [locnensamure 1034 OT IBPBUYHMA Kypc TPIORa fla OB/IAT IOCTABEHH ¢ HHTEPBA MEXKTY TAX
OT Haii-MaJIKO YeTHPH CeIMHLIH.

bycrep BaKCHHALIHA:

Crea mbpBHYHA BAKCHHALKA ¢ ABE 103H, Gycrep ao3a ot Undanpukc-IPV+Hib Tpadea xa ce
NPHACKH Hal-MaaKo 6 Mecena ciesl MocneAHaTa 034 OT WEPRMUHUA KYpC, KaTo ¢e MpeanoynTa
BB3pactTa Mexnay 11 u 13 mecena.

Cren mepBMYHA BAKCHHALHAA C TPH 1034, TpAORa J1a ce MpmIoxu 6ycrep aosa or Hib koHroratha
BaKcHMHA (MOHOBANICHTHA WK KoMOHHNpaKa). Bpemero 3a Gycrep fozara ot Hib koHroratHa BakcuHa
TpaAbBa Ja € B CHOTBETCTBHE ¢ ohuLmanHuTe npenopsku. Haanpukc-IPV+Hib moxke aa ce npunoxu
3a Ta3u Oycrep n03a, aKo MpHIaraHeTo Ha JONLIHUTEAHHTE AHTUIeHH 110 ChLIOTO BPEME ChHOTEETCTRA
Ha OhUIHATHUTE IPETIOPBKH.

Hudanpuxe-IPV+Hib moxe ma ce npusioxku kato OycTep K03a IPH Aela, KOUTO NPEXH TOBA ca
HMYHH3UPaHH C APYTH BaKCHHE, KOHTO cpabpxar DTP, polio u Hib anTirenu.

Houun na npunooicenve

Hudanpukc-IPV+Hib e 3a ne160k0 HETpaMycKyITHO HEJKEKTHpaHe, B IPESAHO-CTPAHNYHATA 4acT Ha
Oenporto.

3a NpPEANOYMTAHE € BCAKA IIOC/ISABAIla K034 BAKCHHA Na ¢S [pHara Ha MPOTHBONONOXKHY I(p&ﬁHPI!.IH.

Hudanpuxc-IPV-+Hib tpadea Aa ce npiara ¢ BHEMaHUe NPy Jivua ¢ TPOMOOLKTONEHHS HWIH
HapyLIeHNs B KPbBOCHCHPBAHETO, Thil KaTO IPH TAX MOXE J1a HACTHIIH KBPBEHE CIIH HHTPAMYCKYIHO
nprnoxkeHne. MHXEKIHOHHOTO MICTO TpAOBa Aa ce mpHTHcHe citHo (6e3 Tprene) 3a Hali-Malko Jpe

MHHYTH.
HpH Hekaxeu obcrostencrsa Mudanpuke-IPV+Hib ve Tpabea ma ce npunara BLTpechI0BO.
4.3 IlporuBomokazaHms

CBpBXYYBCTBUTEHOCT KbM AKTHBHHTE BEMICCTRBA MM HAKOE OT IOMOLIHUTE BEIIECTBA, HIIH KbM
HEOMHIMH, OJIMMUKCHH U noaucopbar 80.

CBpBEXIyRCTBHTEIHOCT CIE MPESIHIIHO NPHIOKEHHE HA BAKCHHM IPOTHB AUQTEPHS, TETaHYC,
KOKIEOUL, TosTHOMEeUT 1 Hib.

Hudanpuxe-IPV+Hib ¢ npoTusonokazaH, ako JETETO € Npekapano eHuedaaonaTia ¢ HeH3BeCTHa
€THOJIOTHs, IIOABHIIA C€ B PaMKHTe Ha 7 JHM CJIEH NPEeAHLIHA HMYHH3AIHS ¢ BAKCHHA, ChABPIKALIA
KOKIIOINHAE ChCTaBKa.

Kaxro v npu apyrure BakcHHH, npunoxeHnero Ha Mudanpuke-IPV+Hib tpatea na 6s1e OTIN
TIpH JIHLA ¢ OCTPO TexkKo (hedpunuo 3abonapane. Hamuunero na nexa nudexuns He e
TPOTHBOIIOKAa3aHHe.
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4.4 Crenmpanun npexynpexIendd H NpeAnasHun MepPKH NpH ynorpeda

KaxTo npu BCHYKH HIKESKUIMOHHH BAKCHHH, BMHArK TpAOBa Aa MMa roTOBHOCT 3a MPHITAaraHe Ha

MOAXONAILO JIeueHHe 1 HaOMIoAeH e B PEIKU CAyYaM Ha aHa(hMIaKTHYHA PEaKIiHd Clel MPUIoKEHHS

Ha BaKCHHATA.

Axo e HabnronaBasa HAKOS OT CIEAHUTE PEaKlLHH BBB BPEMETO CHel IPWIATAHE HA BAKCHHA,

CBHIOBPIALIA KOKTIOUIHA ChCTABKA, PEIICHHETO 34 MPWIOKEHUe Ha CASHBALIM NO3H BaKCHHA,

CHABPIKALITA KOKIIOIIHA CECTABKA, TPAOBA A2 ce NOUI0KH HA BHUMATENHa IPeLCHKa:

¢ Temneparypa = 40,0 °C (pexTanHo), NposBHNIa ce B paMKHTe Ha 48 yaca OT MOMeHTA Ha
BakcHEHpaHe, 03 1a e ycTaHOBEHA ApYra IPHUMHA.

e Konanc vin nonoGHO Ha IIOK CBCTOAHHE (XMIIOTOHHYEH~XHIIOPECTIOHCHBEH €MH30A) B PaMKHTE
Ha 48 vaca cjiel BAKCHHALIMATA.

e HenpexnscHat, HEYTEHUIRM ITTaY, NPOABEKABAIL 2 3 Haca, NIOABK ¢e B paMKuTe Ha 48 daca cien
BaKCHHAIMATA.

e D'spuoee c mmn 6e3 Tpecka, HOABIIM ce B pAMKUTE Ha 3 JHHM cled BaKCHHALUATA.

MoraT 1a chIECTBYBAT OOCTOATENCTRA, KATO IIMPOKO Pa3NpOCTPaHeHHE Ha KOKTIONI, KOTAToO

MOTEHLMATHHTE MIPEUMYLIECTRA Ca IIOBEYE OT BE3MOMKHHTE PHCKORE, 0CODEHO KOraTto ¢hOUTHATA He

¢a CEBP3aHH ¢ ARITOTpaliHo nocreacteye. Criopen HAMYHHTE KIHHUYHYA JAHHH PHCKET OT TAKHBA

PEaKIMH € II0-MaTBK IPH BAKCHHUTE, ChABPKAINH Se3UIeThYHA KOKIIOIHA CBCTABKA B CPABHEHHE C

BAKCHHHTE, ChABPKAILH [ATOKIETEYHA KOKMIOIIHA ChCTABKA.

KaxTo npu BcAKa BaKCHHALM, IpH HedeTa | IpH Aelia, CTPAAaIlH OT HOBOTIOSIRHIIO CE HITH
TIPOrPECHpaNIo TeKKO HEBPOJIOrHYHO HapyllenHe, CEOTHOIEHHETO PHCK-TEOI3A OT MMYHM3AIHATA C
Undanpuke-IPV+Hib unn or otnaraleTo Ha tasu BakcHHalus TpabBa na ObJe BHUMATETHO
IPELICHEHO.

Hib creTaBkaTa Ha BAKCHHATA He 3aLIHTaBa Cpelly 3a00/ABaHuS, JE/DKAH Ce HA APYTH THIIOBE
Haemophilus influenzae, HATO cpelly MEHHHTHT, HIPHUHHSBAH OT APYTH MHKPOOPTaHU3MH.

AnamHeza 3a $eOGpHITHM I'EpUOBe, haMITHA aHaAMHE?a 334 I'bPUOBE HITH 33 CHHAPOM Ha BHE34lIHA CMBPT
npu HoBopoaeHoTo (Sudden Infant Death Syndrome - SIDS) 1 ¢hamMuHa aHaMHe3a 32 HeXEAAHO
cebutne cren ATK, IPV w/unu Hib saxcupauus He npeAcTasnapat IPOTHBOINOKA3aHHA 3a
npunaraneto va Madanpuxc-IPV+Hib.

Wadexupara ¢ YoBelkua HMyHogedumrer supyc (HIV) He ce cunTa 3a IPOTHBOTIOKA3aHHE 3a
npunaraseto Ha Urdanpuke-IPV-+Hib.

Tlpu nMyHoOCypecHpaHH NALMEHTH, HalIpUMED NaleHTH, ISKyBaHH ¢ HMYHOCYIPECOPH € BB3MOXKHO
2@ He Obe MOCTHIHAT OYAKBAHHAT HMYHEH OTTOROP.

Cnel HpyIaradse Ha Hib pakchnu ¢ onMcaHa eKCKpenHa Ha KanCyJIeH NMoIH3axapiaeH anTHICH B
YpPHHaTa. 3aroBa B pPaMKHTE Ha 1-2 cepmuny cneq BaKCHHALHATA Ca Bh3MOMHH d)anumno
NONOKHTENHH Pe3yITaTH B TECTa 34 OTKPUBAHEC Ha aHTHICH.

Ipunarasero Ha Uudanpukc-IPV+Hib Tpadea pa ce 3anucBa B MexIyHaPOAHHA BAKCHHAIIMOHEH
cepTudHKAT Ha MalkeHTa.

TIpu npunarageto Ha ITPBAYHA MIMYHH3AIIUS [IPH HeaoHoceHy Oebera (ponenu < 28 recranMoHHa
CEAMHIIA) M 0cOCEHO NPH TE3U C MpeNHLIHA aHAMHe3a 33 HeIOPA3BUTHE HA IHXATENIHATA CHCTEMA,
Tpsa6Ba Aa ce uMa npeJBHI NOTEHIHATHMAT PHCK OT alHes ¥ HeoOX0IHMOCTTA OT NpocieAsBaHe Ha
nouimaHeTo 3a 48-72 yaca.

T'slf KaTO MOA3aTA OT BAKCHHHPAHETO NPH Ta3H MPYIa HOBOPOACHH € TojAMa, TO BAKCHHH
TpaOBa Ha ce HanparH 0e3 OTaraHe.
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4.5 B3amMoneiicTBHe ¢ APYTH JeKaAPCTBEHM NPOLYKTH H APYTH (JOPMH Ha
B3aOMoaeiicTBHe

Axo Muadaspukc-IPV+Hib TpaGra ga ce MpHAOKH MO eAHO U CBLIO BpeMe ¢ Apyra(H)
HRKeKUHOHHA(K) BakcHHa(H), BAKCHHHTE BUHATM TPAGEA A Ce IOCTABAT Ha Pa3iauuHy HHXXEKLIIHOHHH

MCCTA.

Kaxto u IOpH OpYrd BaKCHHH, MOXKe Ja ¢& OuaKBa, "¢ IIPH NaNHCHTH Ha HMYHOCYNIPeCHBHA TCPaIiA
HiH ¢ HMYHEH ,E[e(i]I/II_IHT Moxe I He ObIie IIOCTUIHAT 3aJ0BONUTENEH HMYHCH OTrOBOD.

4.6 BpemenHocT ¥ KbpMeHe

Tait kato Hudaupuxc-IPV+Hib ve e npenHasnayena 3a NpWIOKEHUE NpH BH3PacTHH, HiMa JaHHH 3a
0e30MacHOCTTa Ha BEKCHHATA fIpH npUnaraHe 1o Bpeme Ha GpeMeHHOCT HHAH KEPMEHE.

4.7 EdexTn BLpXy cioco0HocTTa 32 Wodupane H padoTa ¢ MANIHHA

Henpunosxamo,

4.8 Hexenagn JeKAPCTBEHH peakilHK

- Knuuugnn u3anarsaHus

TNpodunsT Ha 6e30MaCHOCT, IPEACTABEH NO-A0ITY, Cé OCHOBABA HA JAHHH OT noBeue oT 3 500 muna.
HomoOHo Ha BaKCHHHTE Cpelly HudTepus, TeTaHyc H Kokiom (Ge3KneTsYHa) M IIPH KOMOHHALINH,
ceappRaigy qudrepus, TeTadyc H Kokaon! (BesinersuHda), ciexn Oycrep BakcHHalus ¢ HudaHprke-
IPV+Hib ca cpofInaBany NOBHIIABAHE HA MECTHATA PEAKTOreHHOCT M TPecka B CpaBHEHME ¢ Kypca Ha
IILPBUYHA BAKCHHALIL.

HectoTHTE 32 A03a ca ,Ele(bI/lHIpraHPI, KaKTO caecaBa:

Muoro wecti:  (>1/10)

Yectn: (=1/100 mo <1/10)
Heuectn: (=1/1 000 no <1/100)
Penwa: (>1/10 000 go <1/1 000)

Muoro peaka:  (<1/10 000)

HpH BCAKO I'PYNHpaHE B 3aBHCHMOCT OT YE€CTOTaTa, HEXECTIAHHTE JICKAPCTEBCHH PEAaKIIHH CC PIBGpOHBaT
B HH3XOOAI peA N0 OTHOLIEHHE HA TEHCCTTA.

HapvineHnud Ha kpsBTA B AUMbHATA CHCTEMA
Heuectn: mumdanenonatus

Hagymeﬂpm Ha HEpBHATA CHCTEMA
MHoro YecTi: COMHONEHTHOCT

PecnupaTopHi, CPBIHN M MEIHACTHHANHH HADYIICHAS
Heuectn: GpoHXMT, KaluTHLA, pUHOpes

CroMaIlHO-UpeBHH HAPYINICHHN
YecTn: AWapya, TOBpPLUIaHe

HapyHieHUs Ha KOMXATA W MOAKOXKHATA THKaH
Heuectu: yprukapus, oOpus

Penxu: mpypuryc, nepMaTHT
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Hapyiuenysa Ha MeTabonu3Ma H XpaHeHeTo
MHoro 4ecTH: 3aryda Ha aneTut

Wndexuny u nabecTalH

Heuectn: nagexina Ha TOPHMTE AMXATETHM TETHILA

O61u Hapyienns 1 eiekTH Ha MACTOTO HA NPHICIKEHHE

MBmuoro 4ectH: NoBULIEHa TeMmneparypa (= 38,0°C), peakiiuy Ha MACTOTO Ha HEIXKEKTHpaHe KaTo GoNKa
H 3auepBABane, IOKATHO MOTYBAHE HA MACTOTO Ha MIKeKTHpaHe (< 50 mm)

YecTu: peakipy Ha MACTOTO HA MIDKEKTHpAHe, BKJIOYUTEITHO HHAYPALHS, JOKATHO TOAYBaHe HA
MACTOTO Ha HHKeKTHpaHe (> 50 mm)'

HeyecTu: andy3HO TTOMYBAHE HA MHKEKTHPAHHS KPAWHHK, IOHAKOTA ¢ BKIIOYBAHE HA CHCEIHA crapa’,
TIOBHIIIEHA TeMIepaTypa’>39,5°C, yMopa.

Tlenxuunn HAPYHICHHA:
MHoro vecry: HeoOUUacH a4, pa3sapasHATE/IHOCT, OeanokoicTBO

[NocTMapKeTHHIOBO HAOMIOASHKE

Hapymenus ga HepBHATa CHCTEMA!
Konanc unu monoOHO Ha WIOK ChCTOAHKHE (XUIIOTOHHYEH-XUIIOPECIIOHCHBEH €ITH30M), I'bpUOoEe (C
wiK O3 MOBUUICHA TEMIIEpATypa).

Pecnivpatopau, TPhIHK ¥ METHACTHHANHN HAPVHICHHS:
Anmes’ [Bx. Touka 4.4 3a anHes Ny HemoHoceHH GeGera (< 28 recTanpoHHa CeaMuLA)]

HapynieHus Ha xokaTa ¥ IOAKOXKHATA THKAH:
AHrHOHEBPOTHHEH OTOK

OGE[I/I HapynieHus 1 SQBKTPI Ha MACTOTCO Ha MPHIQKEHHE:

TTonmyBaHe Ha LEMHA HIDKEKTUPAH KpaiiHUK', o6pasyBane Ha MEXypH Ha MACTOTO HA HEIKEKTHpaHe’

HapyiueHus Ha HIMYHHATa CHCTEMA
AnepruuHy peakiuy (BITIOUATENHO AHAGHIAKTHYBH ¥ aHa(UNAKTOMITHE PEaKIM).

'TTpu nena, pa KOHTO € HaNpaBeHa MBPRMYHA BAKCHHANHA ¢ GE3KIETHUHA KOKTIONHA BAKCHHA € 110~
BEPOATHA N04BaTa Ha peaKkUMH Ha [IOyBaHe cliel IPoBexAaHe Ha Oycrep BaKCHHANMA, B CPABHEHHE C
JeLara, IIPH KOUTO MbPBAYHATA BAKCHHAIRMA € C LATOKIETHYHA KOKIIOIIHA BAKCHHA. Te3H peakiyu
OT3BYYABAT B PAMKUTE Ha CPeOHO 4 THM.
% yecTH TIpu GycTep BAKCHHAIHS

JOKITAABaHU TIPH BakcuHMTe Ha GSK, chabpixaliy AudTepreH, TeTaHuueH B Ge3KneThUeH
kxormoneH komnorentd (DTPa).

4.9 Ilpegosupane

Henpunoxaimo.

5, @OAPMAKOJOTrHMYHH CBOMCTBA

5.1 @apmakoHHAMHYIHH CBOiicTBa

dapmaxoTepanesTiyna rpyna: KoMOunupany GaxrepHanHi U BUPYCHH BAKCHHHL. /_\\\

ATC xon: JOTCA06.

Pesynratute, noiy4eHy npy KIMHHYHATE U3MUTBAHUA 32 BCEKH ¢IMH OT KOMIIOHEHTHTE
0000IIeH: B TAOTHIUTE TO-IOMY: ‘
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ITIpoueHT HA JIHIATA ¢ THTPH HA AHTHTEJATA > IPAHHYHATA CTORHOCT HA H3MHATEBAHETO (assay
cut-off) cnex nppeHvHA BakcuHAanuA ¢ Undanpure-IPV-+Hib:

3-5 mecem | 1,5-3,5- 2-3-4 2-4-6 3-4-5 3-4,5-6

AHTHTRIO N= 86 6 Mecenmu MeCeHH MeCemu MecemH

(rpaHu4na (I wsnureaue) | mecenum | N=337 | N=624 | N=127 N=198
croiigocT, cut—ofi) % N=62 | (3mmirea | (6 maunrea | (2 msnurea | (1 m30uTBA

(1 n3nur | HHSH) Hs) Hus1) He)
BaHe) % % %
%

Anrugadrepuiing 94,1 100 98,8 99,3 94 .4 99.5
(0,1 IU/mb*
AHTHTETAHHMHHA 100,0%* 100 99,7 99.8 99,2 100
(0,1 TU/mb*
AHTH-PT 09,5%% 100 99,4 100 98,4 100
(5 EL.U/ml)
Anta-FHA 99,7*# 100 100 100 100 100
(5 EL.U/ml)
AnrTa-PRN 99,0** 100 100 100 100 100
(5 EL.U/ml)
ANTH-HOJIHO 93,0 ND 99,1 99,5 100 100
Tan 1
(paspexxnade 1/8)*
AHTH-TIOJRO 95,3 ND 95,7 99.0 99,2 100
™HI 2
(pazpexcgaue 1/8)*
AHTH-TI0JIHO 98.8 ND 100 100 99,2 99,4
THO 3
(paspexxnane 1/8)*
Antu-PRP (Hib) 83,7 100 98.5 98.5 100 98,4
(0,15 pg/mly*
Anrtu-PRP (Hib) 51,2 87,1 68.5 76,0 97,6 81,2
(0,1 pg/mi)*

* rpaHHYHATA CTOHHOCT € MpPHETa KATO YIOKA3aTeNHa 3a IPOTEeKIHA
**Pe3yaTaTH clied 103a 2 oT HnuTBaHuaTa, keaeto DTPa-HB-IPV/Hib e npunoxena no cxemara Ha
3, 5 u 11-meceuHa BB3pacT.

TIpomeHT HA IANATA ¢ THTPH HA AHTUTEJATA > rPAHAYHATA CTOHHOCT HA H3NHTBAHETO (assay
cut-off) cnex 6ycrepua akcuaanusa ¢ Hagaupuke-IPV+Hib
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AHTHATSIO Bycrepna Bakcasanns na 11/12- Bycrepna BakcHHAINS Hpes
(rpaununa MeceuHa Bh3pacT cael IbPBHYEH BTOPATA rOAHHA OT KABOTA CJIe]
cToitHoCT, cut-off) Kype Ha 3-5 mecen I'BPBHYEH KYPC OT TPH A03H
N=184 N=1326
(1 u3nuTBane) (9 manuaTBanns)
% %o
Autaaudrepuiinn 100 99.8
(0,1 IU/ml) *
AHTHATETAHHYHHA 90, g 99.9
(0,1 TU/m)) *
Anta-PT 99 9% 99,7
(5 EL.U/ml) i
Anta-FHA 99,9%* 100 / %\gj\% Af, £y, N
(5 EL.U/ml) / NN
At PRN 99,5%+ 99,9 P\ \
(5 EL.U/ml) = i
Ry



Anrn-Honmno an 1 99.4 99,9
{(paspe;xaane 1/8) *

Anrrg-IHonauo TN 2 100 100
(paspexnae 1/8) *

Anru-Tloauo Tan 3 99,4 100
(paspexxnane 1/8) *

Auru-PRP(Hib) 100 100
(0,15 pg/ml) *

Aurn-PRP(Hib) 96,7 99,2
(1,0 pg/ml)

* rpaHMYHATA CTOHHOCT € TIPHETa KaTO MOKA3aTeNHA 38 POTEKLIs
**PesysTaTy cnex xo3a 3 oT uanurTBaHuATa, kpaero DTPa-HB-IPV/Hib e npunoxena no cxeMara Ha
3, 5 u 11-meceyna BB3pacT.

Eduxacuocrra Ha Hib cuctaBkara, npouseenena ot GlaxoSmithKline Biologicals (koraTo e
komOuHupana ¢ DTPa, DTPa-IPV v DTPa-HBV-IPV), e B nponsiikara Aa OBbe HicieABaHa upes
o6IMpHO NpoyYBaHe 33 NOCTMAPKETHHIOBO HabmoneHue, mpobeskaano B ['epmanus. Ilo Bpeme Ha
4,5-roHITHIA DEPHOJ Ha TipocnenseaHe, eukacsoctTa Ha DTPa/Hib unu DTPa-IPV/Hib pakcuauTe
e 96,7% 3a NBJIHKMTE TLPBHYHH cepHU H 98,5% 3a OycTep Ho3aTa (He3aBUCHMO OT HbpBHYHATa). 10
BpeMe Ha TPHIOOUIHHS IepHOJ Ha NpocieasBaHe, ehHKaCHOCTTa HA XEKCABAJICHTHUTE BAKCHHH €
92,8% 3a nbaHuTE TBPBUYHH ceprd M 100% 3a OycTtep nosara.

5.2 {PapmMakoKAHETHYHH CBOiicTBA

3a BaKCHHHTE HE C& H3MCKBA OlIGHKATA Ha (hapMaKOKHHETHIHATE CBOMCTRA.

5.3 IIpenxknuHAYHH jauHu 3a Ge3omacuocr

Hexnunpuonte HaHHE, OCHOBAHH Ha KOHBEHUIHOHANHMTE NpoyuBaHud 32 Oe3onacHoCT, cneluduaHa

TOKCHYHOCT U CHBMECTHMOCT HA ChCTABKHTE, He MOKA3BaT CIIeIUdIIeH PHUCK IO OTHOIUEHHE Ha
xopara.

6. GAPMAINEBTUYHA JAHHW

6.1 Cuonachk HAa MOMOIIHHTE BEIECTRA

Juodwunusmpana Hib crerapka:

Jlakrosa

Teyua audrepns, Tetanve, kokmom (Gesxnersuna) ¥ monuoMuenut (DTPa-1PV) ercrapka;

Harpues xnopun

Cpena 199 ( karo craGHNM3aTop, CHABPIKANIA aMAHOKUCSITHHE, MHHEPaNH COJIM, BUTAMHHY H IPYTH
BELUECTBRA)

Bopna 3a mmxexnpn

3a affoBaHTHTE, BHIKTE TOUKA 2.
6.2 HecbBMECTHMOCTH

Tlpu nunca Ha APOyYBaHHA 338 HECHEBMECTHMOCTH, TO3H JIEKAPCTREH NPOXYKT He TpaORa Ja ce cMecBa ¢
JIPYFH IeKapCTBEHH MPONYKTH. //"\\
"

6.3 Cpok Ha rogHoct
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CpOKET Ha PORHOCT Ha CHCTABKHUTE Ha BAKCHHATA IPCIW PecyclieHAupaHe ¢ 36 Mecena. |
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Cren pecycrieHaHpaHe BaKCHHATa TPAOBA [la ce HEKEKTHPa Heza0aBHO. AKO He ce PHAOKH
He3abaBHO, BPeMETO Ha ChXPaHeHHe JI0 YHoTpeCGaTa H YCAOBUITA HA CHEPAHSHHE ¢a OTTOBOPHOCT Ha
noTpeduTens u obuuaiiso He TpsAORa Ja ca moeye oT & yaca npu +2°C go +8°C (B xNapguIHuK).

6.4 CpemuajHu YCJI0BHA HA ChbXPAHCHHAE

Ha ce cpxpansga B xnaaunauk (2°C - 8°C),
Ha He ce 3amMpassga.

Ha ce cexpalaBsa B OpUrdHaiHaTa ONIAKOBKA, 32 A ce Npelta3i OT CBeTIHHA.
6.5 Janun 3a omaKkoBKaTa

ITpax e ¢naxon {cTerno Tan I) coe sanymanka (6yTrnosa ryma).
0,5 ml cycrieHs3us B NpeABapUTENTHO HAITBIIHEHA CIIPUHLIOBKA (CTBKIIO THII I) ¢ ryMeHa 3ammymmanka
(6ytunosa rymMa) che wiH Ges uram. Onakoskd mo 1, 10, 20, 25, 40, 50 1 100.

He BcrvkH BHAOBE ONAKOBKH MOTAT J1a OBJAT MMyCHATH B Npofakba.
6.6 Croenuanuu NpeANasHE MEPKH NPH H3XBLPJAAHE H paboTa

ITo Bpeme Ha crxpanenueTo Ha cycniensuara DTPa-IPV B nipeasapuTeHO HAITBIHEHATA CIIPUHLIOBKA
Morar Aa ce Habmogasar 6sna yrafka i 6HcTpa HagyTaeyHa TeqHoCT. ToBa He € XipU3Hak 3a
BJOIIABAHE HA KAUeCTROTO Ha BAKCHHATA,

CupuHuoska TpsOBa aa ce paskiaty 1o6pe o NOMy4YaBaHe Ha XOMOT€HHA CYCIIEH3HS.

Tpenu npunarade cycnenszusta DTPa- IPV B cipunnoekara, Hib npaxeT Bee (akona u
pecycrienupanaTa BakcHHa TpaOsa a ce NperiefaT BU3yanHo 3a YYKIH HaCTHIH H/WIH NPOMEeHH
BBE BBHIUHEA BUJ. B cmyuail, e ce HabniopaBar TaKkuBa, BAKCHHATA TpAGBa 1a C& H3XBEPAH.

PecycnieHIUpaHeTO Ha BAKCHHATA CE U3BBPIIEA Upe3 NpHOaBgHe Ha UANOTO ChABPKAHUE Ha
MipeiBapHTENIHO HallbiHeHata cnpuHUoBKa ¢ DTPa-IPV xuM dnaxona, ceaspikant Hib npax. Taka
HOMyJYeHaTa cMec TPAOBa 1a ce HIbkeKTHpa He3abaBHO. [TeIHNITE NpernopbkH 3a pecyclieHupaHe ca:

p—b
.

Pazknarete npeABapuTeIHO HAITEIHEHATA CIIPHHLIOBKA, ChABpKala DTPa-IPV cycrieHzus.

2. Tocrasere urna na npejBapurTelIHO HaNbAHeHaTa clpHHIOBKa ¢ DTPa-IPV u umxextupaiite
CBABPIKAHHETO Ha CIPHHLIOBKATA BBR (uiaxoHa ¢ Hib.

3.  Bes ja Maxare urnata, paskiaTeTe HHTeH3UBHO diakoHa ¢ Hib fo ycTaHoBgBaHe Ha IIBJIHO
pasTRapsHe.

4. Haternere ugiata cMec o0paTHO B CHPHHLOBKATA.

5.  3BameHere WrNarTa ¢ WA OT MOAXOAAI] pa3sMep 3a HHKEKTHPaHe H NPUIOKETe BaKCHHATA.

6 AKO BakcuHaTa He ce IIPHIIOKH BeiHara, paskjlaTeTe HHTeH3MBHO OTHOBO Npeny UHXKeKTHPaHe.

7 HewnznonzeaHata BakcHHA TPAOGEA A2 € H3XBBPIH B CHOTBETCTBHE ¢ MECTHHTE H3HCKBAHMA.

7. IHNPHTEXATEJ HA PASPEIIEHHMETO 3A YIIOTPEBA
I'makcoCmutKmaitn EOOM

yi. Jumutsp Manos 61.10
Codus 1408, Benrapus

8. HOMEP(A) HA PASPEINEHHMETO 3A YIIOTPEBA e
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10.

JATA HA ITBPBO PASPEINABAHETIOAHOBABAHE HA PASPEIIEHHUETO
3A YIIOTPEBA

JATA HA AKTYAJIMIUPAHE HA TEKCTA
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