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KPATKA XAPAKTEPUCTHUKA HA I1F

1. UME HA JEKAPCTBEHMS ITPOJIYKT
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[MNEHTAKCHM Ilpax u cycneH3Hsl 3a HHAKeKIIHOHHA cycneH3us Ogobperue Ne
PENTAXIM powder and suspension for suspension for injection
AjicopbupaHa BakCHHa cpely AMdTepus, TeTaHyc, KOKIOL (0e3KIeThYHa, KOMIIOHEHTHA),
MoJHOMHENUT (MHaKTUBUpaHa) U Haemophilus influenzae tun b (KOHIOraTHa)

Diphtheria, tetanus, pertussis (acellular, component), poliomyelitis (inactivated) and Haemophilus
influenzae type b conjugate vaccine (adsorbed)

2. KAYECTBEH U KOJIMMECTBEH CbCTAB

Cnen pa3rBapsine, eaHa ao3a (0,5 ml) cpabpixka:

T TSR TORBIIMIL. v imrmsimansbssnssiiis s oG AT SRR A He no-manko ot 20 1U** (30 Lf)
TETAHMUEH TOKCOMI <.ovveeeeeieeeeeeeeeeeeee et eeesaeeeneeenseesseeesneensssansseeennens He no-masiko ot 40 [U** (10 Lf)
Aurturenu Ha Bordetella pertussis:
[TEPTYCHC TOKCOMIL o.vviviinrentieteeeiesentestesbeebeesesse st st nesse e eeeesseseeses 25 MuKporpama
DOUIAMEHTO3EH XEMATITYTHHHH' ........oeceeiveereeesisessneesesssesnsessessaessassaesness 25 MHKpOrpamMa
[TonuomuenuTeH BUPYC (MHAKTHBHpaH)
THN 1 (1AM MARONEY) ..ot eveereere e eseesesne s ennens 29 D-aHTUreHHH €HHHUIH"
T (e NEE 1) o mmmnimmuremmmameseemsm s s 7 D-aHTUreHHH e IMHHIK"
T 3 (1aM SAUKELL) .o 26 D-aHTUreHHH e IHHULH®
[Tonuzaxapun Ha Haemophilus influenzae Tan b ..., 10 Mmukporpama

KOHIOIHpaH C TECTAHHUYCH IIPOTCHH

' ancopOupaH Ha aTyMMHHEB XHAPOKCH, Xxuapatupat (0,3 mg Al'")

2 KaTo JI0JIHA rpaHuLa Ha noBepuTeaHus uatepsai (p= 0,95) u He no-manko ot 30 IU kato cpeana
CTOMHOCT

* WM €KBUBAJIEHTHA aKTHUBHOCT, OIpe/ie/ieHa Ype3 OLleHKa Ha MMYHOI€HHOCTTA

* kaTo 10/1HA rpaHuiia Ha AoBepUuTeHUs HHTepBal (p= 0,95)

> kyarusupad Bbpxy VERO kieTku

® konMuecTBaTa Ha TE3M AHTHIE€HM ca a0COIIOTHO CHIIMTE KaTO Te3H, H3pa3eHH npeau Toea Kato 40-8-
32 D-aHTHUreHHH €IMHHULIHM, CHOTBETHO 3a BUPYCH THII |, 2 U 3, KOrato ca u3sMepeHH upes JIpyr
[MOAX0/15111] HMYHOXHMHYEH METO/1

BwvimoxkHo e [IEHTAKCHWUM na cbabpika clieid oT riyTapaiieXu/1, HEOMHLMH, CTPENITOMHLIMH H
NoJIUMHUKCHH B (BK. TOuka 4.4).

[ loMOLIIHO BELIECTBO C H3BECTHO JICHCTBUE

(DeHUTaNaHuH ............. 12,5 Mukporpama

(BK. TOUKa 4.4)

3a MbJIHUA CIIMCHK HA NMOMOILLHHTE BellecTBa BUKTE TOUKa 6.1,

3. JIEKAPCTBEHA ®OPMA

OeJle3HUKaBa CYCIICH3HA H [I]HﬂhDH ¢ O [pax.




4. KJMHWYHU JAHHMU

4.1 TepaneBTHYHH DOKA3AHHHA

BaxcuHara e nokazaHa 3a KOMOMHMpaHO Npeana3eade OT ZUPTEpU, TETAHYC, KOKIOLI, ITOJTHOMHEIIHUT

M OT HHBa3WBHM HMH(PEKUHH, NpUUKHHABAHU OT Haemophilus influenzae THn b (Karo MEHHHIHT,

CeNTHLIEMH, LEMYJINT, apTPHT, ITUIIOTHT M Ap. ).

- 3a MbPBMYHA BAKCHHAIIMA Ha €1 HABBPIIHIH 2 Mecella,

- 33 peMMYHM3allMA, e1HAa TOAWHA Cliell MbpBUYHATA HMYHH3allHi Mpe3 BTOpaTa rOIHHa OT
XXKHABOTA.

Tasu BakCHHa He Mpeanassa OT UH(EKUWH, NPUYMHABAHH OT ApYrH TUnoBe Haemophilus influenzae,

HUTO OT MEHUHTHT, MPUYHHABAH OT OPYTH MUKPOOPraHH3MH.

4.2 [do3upoBKAa H HAYTHH HA NPHJIOKEHHE

EGBH POBK4

[IbpBHYHA BaKCHHALMA: 3 HHKEKLUWH, MPHIOKEHH ¢ €IHOMECEYHH HHTEPBAIH TIOMEXIY WM, T.€.
chrjlacHO oQHIIHAJIHUA KaleHaap, Ha Be3pacT 2, 3 u 4 Mecena.

Peumynuzapusn: 1 unwxexkuus [lenrakcum (DTaP-IPV/Hib), npunoxeHa eana roauHa cnen
NBPBHYHATA HMYHH3aLIHA, T.€. OOMKHOBEHO Mexay 16- ¥ 18-meceyHa BB3pacT.

HauuH Ha IIpUIOKEHHE

Jla ce NpUJIoKH UHTPaMyCKYJIHO (1.m.).

[IpenoppyYBaHOTO MACTO HAa MHXKEKTHPaHe € aHTepo-JiaTepaiHara 4acT Ha OefgpoTo (B cpeaHata My
TpeTHHA), MPH KbpMaueTa U B AeNTOMAHATa ob1acT npy geua.

3a MHCTPYKLHKTE 33 pa3TBapgHe, BWKTE TOYKa 6.6.

Cnen pa3TBapsHe ce NOMy4HaBa MBTHA O€/IE3HUKABA CYCIEH3HA.

4.3 [IIpornBonokaszanus

e (CBPBXYYBCTBHTEMHOCT:
- KbM HAKOe oT akTuBHUTE BelnecTBa B [IEHTAKCHUM;
- KbM HAKOE OT MOMOLUHHTE BEILECTRA;
- KbM TIyTapaiaeXxui, HCOMHUHH, CTPEIITOMULIMH MITH KBM IOJIMMHMKCHH B (BeluecTsa, KOHTO
Ce H3MO/3BaT NMpH NPOU3BOACTBOTO HA BAKCHHATA M KOUTO MOrar Aa Owaar npeacTaBeHH Kato
CII€IH B HEA).

e Kp®M BakCHHa cpelly KOKMIOUI (LAUTOKIEThYHA WK Oe3KIeTbYHa).

o Texkka peakuys NpH NPEeAXOAHO NPHIGKEHHE HA BAKCHHATa WIH Ha BaKCHHA, ChABPIKaILIa
CBHLIHUTE BEIICCTBA.

¢ BakcunauuaTa TpaOBa Aa ce OTJIOKM B CJIyyai Ha NOBUILEHA TEMIIEpATYpa HIH OCTPO
3a00ABAHE.

¢ [lIporpecupaiia eHuedaionaTus.

e EHuedanomatus B OBpBUTE 7 AHM Clle[l OpWiaraHe Ha TMpeaHUIHa 032 OT BaKCHHA,
ChABPAKAILA KOKAIOUTHA AHTUMeHU (LSUTOKIIETBYHH HITH OE3KIIEThYHH KOKTIOIHH BAKCHHH).

4.4 ChneuHANHH NpelynpexkIcHHA H NPeANAa3HH MEePKH IIPH YyNoTpeda

HmyHuusat orrosop keM IIEHTAKCHM Moxke na Obzie HaManeH OT UMYHOCYIIPECHBHO JIeUEHHE WIH
OT HMYHEH JeduiMT. B TakuBa ciy4ad, Mpedud BaKCHHALMA Ce MNPenopbuBa a Ce uU34aka Kpasd Ha
nieyeHueTo Wik Sonectra. Benpeku ToBa, Ha JIMLA C XpoHUUYeH uMyHoaehuumT, kato HIV
CE MpenophyBa BAaKCHHALUA, 1OPH U U3pabOTeHMA UMYHEH OTIOBOP 112 € OIpaHH4EH. -
AKO npd NMIa, TPH KOWTO CJE€A TPeaXOAHO INPUIOKEHHE HA BAKCHHA, CbIb
TOKCOM, Ca BBb3HHKHamu cuHApoM Ha Guillain-Barre wnn OpaxuaneH Hesp




ONpaBAaHa pH Jelia, YHATO TbpBHYHA MMYHH3aLHOHHA CXEMA € HE3aBbIlieHa (T.€. M0-MalKO OT TPH
NPHUAONKEHH A03M).
Jla He ce npHIara B KPEBOHOCEH CBI: yOenere ce, 4e MIJIaTta HE 3acsAra KpbBOHOCEH Cbl. [la He ce
HHKEKTHpa HHTPAIEPMAITHO.
Kakro npy BcHukH urxekiMOHHHM BakcHHH, [IEHTAKCHM T1pabsa na ce npunara BHUMaTEJHO MpH
JHIIA C TPOMOOLIMTONEHMS WIH C HapyLIEHUA B KPBBOCHCHPBAHETO, Thi KATO IPH TAKHUBA JIMIIA MOXKe
ga ce HabmogaBa KbpBeHe ClIe] HHTPaMYCKY/AHO NMPHIOKEHHE.
Bakcunanmsara TpabBa ga ce npeaxokaa OT BHHMAaTeNIeH IIpernel Ha aHaMHe3ara (oco0OeHo mo
OTHOIIIEHHE HA MpeIHIIIHA BAKCUHALIMM U NOABATAa HA HEXE/IaHH peaKUMH) H KITHHUYEH Mperien.
AKO € H3IBECTHO, Y€ HAKOA OT CICOHUTE PeakliMi € BE3HHKHAIA 10 BpeMe Ha NMPHJIO)KECHHE Ha BAaKCHHA,
PELICHHETO 3a MO-HATATHLIHO NMPIIOKEHHE Ha ChABPIKALM KOKTIOW BAKCHHH Tp10Ba BHHMATENHO Ja
Ce MPEeLIeHH:

e Temneparypa > 40°C B pamkuTe Ha 48 yaca 6e3 yCTaHOBEHA Apyra MPUYHHA 3a TOBA.

e Konanc unu nogoOHO Ha WOK CHCTOAHHUE C XMIIOTOHHYEH-XUMOPEAKTUBEH €MMH30/] B paMKUTe

Ha 48 yaca OT BAKCHHALMATA.
¢ HenpexscHaT, HEMOBNMABALL ce IUIa4, MPOAB/DKABALL > 3 Waca, B paMKHUTE Ha 48 yaca ceq
BAKCHHALIMATA.

e ['BLpuoBe ¢ HIH Oe3 TeMIEpaTypa B paMKHTE Ha 3 IHH CJI€[l BAKCHHALMATA.
AHaMmHe3a 3a (eOpWIHH TIBPUOBE, KOMTO HEe ca CBbP3aHM ¢ MpeAdliHa BaKCHHaLMi, HE €
NPOTHBOIMOKAa3aHUE 34 MPUIOKEHHE HA BAKCHHATA.
B TakuBa cIydad € 0COO€HO BAXHO Ja ce CHAeOH TEJIECHaTa TemiiepaTypa 48 yaca ciiell BAKCHHALIUATA
H J1a CE€ MpHeMAaT peIOBHO AHTUIIMPETHLM 110 BpeMe Ha Te3H 48 vaca.
[Tpu aHaMHe3a 3a HedeOpIWIHU I'bpUOBE, KOUTO HE Ca CBBP3aHH C NpPEAHIIHA BaKCHHAUMA, TpsaOBa 1a
Ce MOThPCH CHBET OT MEAULIMHCKH CNIELIMAIMCT NIPEAM J1a CE B3eMe peliecHHE 3a BAKCHHAUMA.
B ciy4yali Ha €OeMAaTO3HM PEaKkiMU Ha JOJIHHUTE KpaHHMLM, MOABABAIIMN C€ Clel HWHXCKTHpPaHe Ha
BAKCHHA, Chabpikaiia Haemophilus influenzae tim b, 1BeTe BaKCHHH, BAKCHHATa Cpelly AHQTEPHI-
TETAHYC- KOKJIIONI- MOMHOMHUENMT U KOHIOraTHata BakcHHA cpellly Haemophilus influenzae tvn b,
TpAOBa 14 Ce HHXKEKTHPAT Ha Pa3iMuHH MHXKeKUMOHHH MECTA H B /1BA PA3JIHYHH JAHH.
KakTo rnpH BCHYKH WH)KCKLIMOHHU BAKCUHM, TpAOBA Ja UMa TOTOBHOCT 34 MOIXOAAA MEIHIMHCKA
HaMeca W JIEYeHHE 3a PeKHTE CTy4Yad Ha aHa(pUIaKTHYHA PEaKlMA CJIE] NMPUTIOKEHHE HA BAKCHHATA.
CHUHKON MOXe J1a Bh3HHKHE Clie] WIH JOPH NpeaH BCIKa BAKCHHALIMS KaTO [ICHXONeHEH OTrOBOP Ha
MHKEKTHpaHeTo ¢ uria. Tpa0Ba 1a MMa npoleIypH 3a NpeAoTBpaTsaBaHe HA NajaHe H HapaHABaHE H
34 CIpaBsAHE CbC CHHKOIA.

ITIEHTAKCHAM He npeanasBa OT WHBa3UBHH 3a00nfABaHusA IPHYUHEHH OT OPYFrH CEPOTHIIOBE
Haemophilus influenzae tvn b, HUTO OT MEHUHITUTHU C APYT NPOH3XOI.

[ToTeHUHAIHHUAT PUCK OT anHes ¥ HeoOXOAUMOCTTa OT [POCIEAIBAHE Ha AHIIAHETO 3a 48 - 72 yaca
TpaOBa Aa ce UMa NMpeaABUA, KOTaTo ce nmpuiara NbpeHYHa MMYyHH3allHg Ha NpeXIeBpeMEHHO POJCHH
KbpMayeTa (poleHH < 28 recTaliMOHHA CeIMHLIA) H OCOOEHO Ha Te3U ¢ NMpeAHLIHA aHaMHe3a 3a
HE3PANIOCT Ha JHXATEIHATa CUCTEMA. ThH KaTO No3ara OT BAKCHHHPAaHE MPH Ta3d rpyna fiena €
BHCOK4, BAKCHHaLIMATA He TpaOBa 1a Obae npekpaTaBaHa WU OTaraHa.

BiausHHE BEPXY J1a0OPATOPHUTE PE3YATATH: BWKTE ToOUKa 4.5.

[IEHTAKCHUM cpappka QeHUNaNaH|H, €TaHOA W HATPUH
[TIEHTAKCHUM cuaspxka 12,5 Mukporpama ¢eHWI1a1aHHH BBB BCAKa 1032 oT (0,5 ml. QeHnmanaHiHbT
MO3Ke J1a € BpeleH 3a Xopa ¢ GeHWIKETOHYPHS, PAKKO FreHETHUHO 3a00JisiBaHe, fIpH KOeTO C€ HATPYNBa
(GeHUnanaHuH, ThH KaTO HE MOXKE J1a C€ OTCTpaHABa HOPMAIIHO OT TAJIOTO.

[TEHTAKCHM cpabpxka 2 mg ankoxos (eraHon) BbB BeAka A03a ot 0,5 ml. Mankoro konuuyecTso
ANKOXOJI B TOA3H JT€KAPCTBEH NPOIYKT HAMA 1a UMa 3a0enexuMu eeKTH.
[TEHTAKCHM cpabpika mo-Manko 1o | mmol Hatpuii Ha 103a, KOETO Ha NpaKTHKA 03
CHAbPXKa HATPUH.

lIpocneaumoct
3a na ce nogoOpH MPOCAEAUMOCTTA HAa OMOITOrMYHHUTE JIEKAPCTBEHH NPOIYKTH, UM
HOMeEp Ha MPUIOKEHUS NMPOAYKT TpsAOBa jACHO Ja Ce 3arnucBar.




4.5 BsaumopeicTBHE ¢ APYTH JIeKapPCTBEHA NPOAYKTH H APYTH GOpPMH HA B3aHMoJeHcTBHe

Ta3n BakcHHA MOXKe [a ce Mpuiara no €IHo ¥ CbII0 BpeMe, HO Ha JBE€ pa3/IMYHH MECTA C BAKCHHHUTE
M-M-RVAXPRO utn HBVAXPRO.

OcBeH B cTyyauTe Ha MMYHOCYIIPECHBHA Tepalvs, HE Ca J0KJIaBaHH KIIHHHYHO 3HaYHMHU
B3aUMOJECHCTBHA C APYTH BHIOBE JIeHEHUE HIIH OHOMOTHYHH MPOAYKTH.

BiuaHue BBpXY NabopaTOpHUTE PE3YATATH

AnturedsT PRP (nmonmupubozun puburon gocdar) moke 1a Obae OTKPHT B YpHHAaTa A0 ABE CEIMHIIH
cnen npuiaraneto Ha [IEHTAKCHM, 3amoro ceabpxa koHrorupana Haemophilus influenzae Tan b
pakcuHa. ITopanu ToBa, B CJTydail Ha CbMHEHHe 3a HHpekuua ¢ Haemophilus influenzae Tvn b,
OTKPHBAHETO HA AHTHI'€H B YPHHATA HE MOJKE Ja C€ U3MON3BA 3a AHATHOCTHKA 10 2 CEAMMILIM Crie]
BAKCHHALHA.

4.6 DepTHIHTET, OPEeMEHHOCT H KhbPMEHE

Henpunoxumo. IEHTAKCHM e npeanazHayeHa 3a NPpWIOKEHHE caMO NP Aelia.

4.7 EdjexTn BbpXy cnocoOHOCTTa 32 mOPHPaHe H padoTa ¢ MAUIHHH
Henpunoxumo. IIEHTAKCHIM e npeana3HaueHa 3a NpWIOKEHHE €XHHCTBCHO MNPH Jela.
4.8 Hexenanu jJekapcrBeHH peaKkIHy

a- Pe3ioMe Ha mpodrna Ha 6e3onacHocT

I[Ipn KNMHHKMYHK NPOY4YBaHHS MpH Jeua, Ha kouto e npunoxeH IIEHTAKCHM karo mbpBuyHa cepus,
Haii-4ecTO CBhOOIIaBaHWTE peakuud ca OWIM JOKaTHUM peakUMH, Ha MICTOTO HAa HHKEKTHUpaHE,
HeoOWUacH IUIa4, pa3jJpasHUTENIHOCT W TeMmmneparypa. Te3u MpH3HALUM M CHMITOMH OOHKHOBEHO
BL3HMKBAT B paMKdTe Ha 48 4yaca ciiel BakCMHaUHMATa W MOTaT da mpoawnbkar 3a 48 - 72 waca. Te
NpeMUHABAT CIIOHTAHHO HE U3UCKBAaKH CIIELIMPHYHO JICYEHHE.

Cnen npuiarate ITbpBHYHATA CEPHA, 4YE€CTOTATa Ha pPEAKUMHTE HAa HIDKEKLIHOHHOTO MSACTO HMAT
TCHICHLIHA J1a Ce YBEJIMYABAT C MpuiaraHe Ha Oycrep Jo3ara.

0- TabjHueH COHCHK HA HEXENAHUTE peakKUUU
Hexxenanute peakiliu ca M3peACHH Ciopell TAXHATA YECTOTA, H3NOJA3BaHKH ClieIHATa KOHBEHLIMA:

Muoro uectu: > 10%

Yectn: = 1% u < 10%

Heuectu: > 0,1% u < 1%

Peaku: > 0,01% n <0,1%

Muoro peaku: < 0,01%

C HeH3BEeCTHA 4€CTOTa. OT HAJIMYHHMTE JaHHH HEe Moxe ga Oble HanpaseHa oucHKa. Ha Oaszara Ha
CMIOHTAHHH CHOOINEHHS, TE3W HEXENaHU peakuuMy ca ChOOLlaBaHW MHOTO PAAKO Cliel ThProBCKa
ynorpeba Ha [IEHTAKCHM. Crobuienusrta ca npapeHd AOOPOBOMHO OT MONMyAalLHA ¢ HEYCTAHOBEH
pa3Mep, KaTO HEC BUHAru € Bb3MOXKHO Ja C€ HalpaBH HaAeK/[1Ha OLUEHKa Ha TAXHAaTa 4€CTOTa WM 4a ce
YCTAHOBH Bph3Ka ¢ MpWIoxkeHaTa BakchHa. [lopaau ToBa, Te3H HeXelNaHW peakUMH ca
KAaTEropU3vpaHy B KaTeropus ¢ 4eCToTa ,,HEU3BECTHA™.

Taoanna 1: Hexkenanu peaknun, Had.1ogaBaHy o BpeMe Ha KIHHHYHH A3NHTBAHHA H
NOCTMAPKETHHIOBH Ha0/1101eHHA

CHCTEMO-OpraHeH KJac YecToTa Hexenana peaknus
Hapyiuenns Ha HMyHHaTa ( Hen3BECTHA HezabaBHa peakuus Ha CBpBXY)
| cuctema yectToTa KaTO OTOK Ha JIMLETO, ElHl"HDE:,[I’.

KeuHke, aHapHNaKTHUYHH peak

‘ Ha&mem{a HA Mgorrg_ YeCTH l 3ary6& HAa ATNETHT




MeTabo/IM3Ma M XpaHeHeTO | ) |
[Icuxyu4YHK HapyLIEeHUA | MHoro yecTH HepsHocT, pasapasHHTenHoct, HeobuuacH niay |
YectH beschHHE, pa3cTPOUCTBA HA ChHA
Heuectn | ITpons/okKTe/IeH HEMOBIMSABALL CE T4
Hapyiuenua Ha HepBHaTA MHOr0 YyecTH COMHOJIEHTHOCT (CHHIIHBOCT) |
CHCTEMA C Heu3BecTHa | ['spuoBe ¢ MK Oe3 TeMnepaTypa, XHINOTOHUYHA
| 4eCTOTa peakiusa HWIH  XHIIOTOHHYHU-XHIIOPECAKTHBHH
| enn3onu (XXE) _
CToMAaIIHO-YPEBHH MHoOro yectu Hoeprulane
HapYyLICHHUS Hectu Inapus )
HapyuwieHusa Ha Koxarta v C  HeusBecTHa | OOpHB, EPHTEM, YPTHKAPHA
IOAKOXKHATA ThKAH 4eCTOTA
O61u HapyineHus U epextd | MHoro yectH 3auepssiBaHe Ha MACTOTO HAa HHXKEKTHPaHe
Ha MACTOTO Ha MPHJIOMKEHHE Temnepatypa > 38°C
ITogyBaHe H2 MACTOTO HA HHXKEKTUpaHe
bosika Ha MACTOTO Ha HH)KEKTHpaHe
Hectn YILTbTHEHHE HA MACTOTO Ha HOKEKTUPAHe
Heuectn Temnepatypa > 39°C
3ayepBdaBaHe U NMOAYBaHE = 5 CM Ha MSACTOTO Ha
| HHAKECKTHpaHE .
Penku Temnepatypa > 40°C (Bucoka Temmepartypa),
_ EnematosHu peakuu*
C HEH3BECTHA OO0lKMpHH  p€aKUMH  Ha  MACTOTO  Ha
L 4eCTOTa HHOKCKTHpaHe™

[

*BrokTe Touka “B

B- OnucaHue Ha H30paHH HeKEIAHU PEaKi{HH

e Enemato3Hu peaki(ui, 3acAraiiy eAMHUA WIM ABaTa JOJHMA KpalHHKa MOraT Ja HaCTBIAT CJIEN
BAKCUHALWA ¢ BaKCHHA, chAbpxkaula Haemophilus influenzae tan b. Te3n peakuuu ce TosBSBAT
[IaBHO CJed MBPBUYHHTE UHXKEKUMHU U c€ HabnrogaBaT B paMKHTE Ha IBPBHTE HAKOJIKO Yaca Clien
BakcuHaimsaTa. [IpHapykapaigute CUMIITOMH MOTaT Aa BKIIOYBAT LIHAHO3a, 3a4YCPBABaHE, MPEXOAHA
MypIypa W cuieH miad. BcuukW peakuuu OT3BY4YaBaT CIIOHTaHHO €3 yCNOXHEHHMs B PaMKHTE Ha
24 yaca.

e OOIIMPHM peakUMy Ha MACTOTO Ha HHXekTHpaHe (> 50 mm), BKIIOYBAIM OOLIMPHO NOAYBAHE Ha
KpaifHHKa OT MACTOTO Ha MIDKEKTHpaHe [0 eHaTa WiIH ABETe CTaBH ca choOllaBaHH Mpd geua. Tesu
peaklHH 3aro4yBaT B paMKUTE Ha 24 — 72 yaca clel BakCHHaLMATAa H MOTAT Ja ¢a NMpUJPYKEHH ChC
CUMIITOMH KaTO €pUTEM, 3arpABaHe, UyBCTBUTEHHOCT WIIM 0OJIKA HA MACTOTO Ha HHXKEKTHpaHe. Te
NMPEMHHABAT CITIOHTAHHO B paMKuTe Ha 3 - 5 AHH. PHCKBT H3rmexsa 3aBUCHM OT OposA Ha OpPeaXOmaHO
OPWIOKEHHWTE JO03W Ha BAKCHHU, ChIbpXau Oe3ieTb4yeH KOKMOLI, ¢ MO-BHCOK PHCK cChen
NMpyioXKeHue Ha 4-Ta U 5-Ta no3a.

r- Be3MOoKHH HekeNaHH peakuHM (1.e. He ca Ounu cpobmasany TtoyHo ¢ HHEHTAKCHM, Ho ¢
ApYrd BAKCHHH, ChABpPIKAIIH eUH WIW HAKOIKO aHTHTeHa, chabpxaiiy ce B [IEHTAKCHM).

HapyiiieHus Ha HEPBHATA CUCTEMA

¢ CunapoM Ha Guillain-Barre u Opaxuanes HEBpHT cnej NpPHIOKEHHWE Ha BaKCHHA CHAbPIKAILA
TETAHUYEH TOKCOMI.

PecniMpaTOpHH, IPEAHK M MEIHACTHHAIHH HAPYLICHHS

¢ AnHes NpH NpeXKIASBPEMEHHO POJAECHHA KbpMadeTa (poaeHH < 28 recTallMoHHa Ce
4.4).




CrofuaBase Ha NOJO3MPAHH HEXKEIAHH PeaKLIUM
Cro6LIaBaHeTO Ha MO03MPAHH HeXeNaHH peaklMH Cliel pa3peilaBaHe 3a ynorpeba Ha 1eKapCTBEHUs

npoayKT e BaxHo. Toa no3poasBa ja npoab/DKY HaGMIONEHHETO Ha CHOTHOLICHHETO MOMN3a/PHCK 32
neKapcTBeHHs MpoayKT. OT MEAMLIMHCKUTE CIIELHAMHCTH ¢€ H3MCKBa Ja ChoOIaBar BCAKa
NOZO3UPAHA HEXKENaHA peaKLIHA upes:

H3nbIHHATEIHA areHIMA 110 JIEKapCcTBaTa

yi. ,,Jdamsan ['pyer” Ne 8

1303 Codus

Ten.: +35 928903417
yebGcailT: www.bda.bg

4.9 IIpexo3upane

He ca 6Mnm JoknaaBaHU CIIy4aM Ha Ipeao3HpaHe.,

5. GAPMAKOJOIrMYHU CBOUCTBA
5.1 apMakoiaHAMHYHH CBOHCTBA

BAKCHHA CPENIY INP®TEPHS, TETARYC, KOKJIIOUI H ITOJIMOMUEJIUT H
HHOEKITHHA, TIPHYMHABAHU OT HAEMOPHILUS INFLUENZAE THII b.

(J: AHTH-REQEKUNO3HA)

PapmakoTepaneBTHYHA rpyna: 6aKTepHaJaHH H BHPYCHH BAKCHHH, KOMOHMHApanH,

ATC xoa: JO7TCA06

JUPTEPHIAHUAT M TETAHMYHUAT TOKCHH Ca ACTOKCHKHpaHW ¢ H3TOJ3BaHe Ha (opMalAexHa H clel
TOBA Ca NMPEUUCTEHH.

[TonuoMuenuTHaTa BAKCHHA € MOJydeHa Ype3 pa3MHOXKaBaHe Ha MOJIMOMHUENHUTHH BUpyCH Ty 1, 2 1 3
B IJIETKH Vero, npeuucTrBaHe d HHAKTUBUPaHE C U3MOI3BaHE Ha POpMasAEXHA.

Bes3k/IeThYHUTE KOKMOLIHHY ChCTABKH (epTycHC TOKCHH - PT v dunaMeHTOo3eH XeMariryTHHHH - FHA)
ca eKCTpaxMpaHH OT KynTypu Ha Bordetella pertussis u ca npeuuctenu. Ileprycuc TokcuHsT (PT) €
AETOKCHKHMpaH ¢ IIyTapajdieXHa U Taka e mperbpHaT B neprycuc Tokcoun (PTxd). FHA e narusen.
VeranoseHo e, ue PTxd u FHA ca aBa KOMIMOHeHTa OT TOJIAMO 3HaUYeHHME 3a 3alidrara Cpeury
KOKJIFOLLI.

Kancynuusat nonusaxapug (monupubosunpudurondocdar: PRP) e excrpaxupaH OT KynaTypa Ha
Haemophilus influenzae ™7um b W e KoHIOTHpaH ¢ TeTaHH4YeH npotedH () 3a moxy4aBaHe Ha
koHioratHa Bakcuta PRP-T.

Kancynuuat nonuzaxapua PRP (nonuputoswn pudburon gocdar: PRP) npenussnkpa HMyHEH OTIOBOP
¢ obpa3ypane Ha auTuTena cpeury PRP, korato BakcHHaTa ce mpuiiara npH xopa. KaxTo npu BCHYKH
[TOJIM3aXapHU/HH aHTHreHH o0ade, TO3W HMYHEH OTTOBOP € TUMYC-HE3aBMCHM H ce OT/IMYaBa ¢be caba
MMYHOTEHHOCT npy OebeTa H MPOXOKIOALLK U C Jdrica Ha Oyctep edekT npeau 15 MeceyHa Bb3pacT.
KoBaJleHTHOTO CBBp3BaHe Ha KancCyJHUA rionu3axapui Ha fAaemophilus influenzae tun b ¢ denTruen
HOCHTE/, TETAHWYEH TIPOTEHH, My NMPHUIaBa CBOWCTBA HA TUMYC-3aBHCHM AHTHI'€H, KOHTO NpeJH3BHKBA
Npd MaJKH JAena creuuduyeH HMMYHEH OTroBOop ¢ oOpasdyBaHe Ha aHTturena cpeury PRP n
UMYHONOTHYHA MaMeT.

Huyrnen omeoeop ciie0 nvpeutna 8AKCUHAYUA.
[TpoyuBaHus 3a HMYHOTE€HHOCT MPH MAJIKH A€la MOKas3BaT, Y€ €AMH Mecell Cnel TpeTar
bpBUYHATA MMYHH3aLus Beuuku feua (100%), ca moctvrHanu NpoTeKTHBHYU THTPH (>
aHTHTENATa cpeily AnPTepUiHHA U CpeLly TeTaHUUHHA aHTHIEH.

3a KOKTIOLIA, eAAH MeCeL] C/IE TpeTata A03a Ha NbPBHYHATA HMYHH3alHA, YHETHPH
Ha TMTbpA Ha aHTHUTenata cpewry PT e mocturuaro npu 93% or peuara, a cpeury
oT 88% ot geuara.




Haii-manko 99% oT Aeuara HMaT NPOTEKTUBHY TUTPH Ha aHTUTENATA Cpelly MOJTHOMHEIHTHH BHPYCH
vn 1, 2 ¥ 3 (> 5 M3pazeHH KaTo PpeUHIPOYHATA CTOMHOCT Ha paspeKAaHeTo MPH CEPOHEYTPATH3ALHA ).

Haii-manko 97,2% oT geuara ca JOCTHIHAIH THTPH Ha antutenata cpeury PRP nanx 0,15 pg/ml equn
Mecell ¢Jie] TpeTaTa A03a Ha MbPBHYHATA UMYHH3ALMA.

Hmynen omzoeop cred peumynuzayus (bycmep uniicexyus)

Crien peMyHM3aLMs ¢ efHa 103a (Ha 16 - 18 MeceyHa BB3pacT) BCHYKH A€lia ca JOCTHIHAIM 3alllHTHH
THTPH Ha aHTuTenata cpeury audtepus (> 0,1 TU/ml), Teranyc (> 0,1 IU/ml), nomnomuenutHu
BUPYCH (= 5, H3pa3eHH KaTo PeLMIIPOYHATa CTOHHOCT Ha Pa3peKJaHeTo MIPH CEPOHEYTPaTH3ALsA).
HuBaTa Ha CepOKOHBEPCHA 3a AHTMTENATA CpElly KOKIOW (THTPH YETHPHKPATHO MNO-BHCOKH OT
TUTPUTE NpeAN BakCUHanuATa) ca Ounu nmoHe 98% 3a PT (EIA) n 99% 3a FHA (EIA).

Turbp Ha aHTHTENata cpety PRP > 1,0 pg/ml e 10CTHTHAT TIPpH BCHYKH TIPOXOXKAALUM AeLia.
[Mocienpaiilo M3cieABaHE 3a MNPOCACAABAHE HA KOKMOLIHATA WMYHON€HHOCT NpM jAeua Ha 5-6
roOHIIHA BB3PACT € MOKa3aio, ye TUTpUTe Ha aHTUTenara cpery PT u FHA npu neua, nMyH#3HpaHH
M peUMYHH3UpaHH ¢ Oe3KIeTbYHH KOMOMHHMpaHM BAKCHHH Ca TIOHE EKBHBAIICHTHH Ha Te3H,
HaGmoNaBaHy NIpH Jeld, HMMyHH3HPaHH Ha ChUIATA BB3PACT C UANOKNETHUHH KOMOMHMPAHM BaKCHHH
CPELLY KOKTIOLL.

5.2 DapMaKOKHHETHYHH CBOHCTBA
Henpuiokuamo.

5.3 IpeakIuHUYHH JaHHA 32 0€30MACHOCT
Henpuioxxumo.

6. GAPMAIIEBTHYHM JIAHHU

6.1 Cnucbk HAa IOMOHIMHTE BEllleCTBA

3a agcopbeHTa BHXKTE TOYKA 2.
HMHXEKUUHOHHA CYCTICH3HA:

e cpena 199 Hanks 6e3 geHonoro uepseHo (KOMILIEKCHA CMEC OT AMHHOKHCENHHH (BKIIOYHTETHO
beHUNanaHHH) HEOPraHHYHH COJIH, BUTAMHUHH H APYTH KOMITOHEHTH (KAaTO IIII0KO03a))

JlefieHa olleTHa KHCEJTHHA W/IWIH HaTpHEB XWIPOKcUa (3a kopekuus Ha pH)
dbopMmanaexua

(HEeHOKCHETAHO

eTaHo.J, Be3BojeH

BOIA 38 UHXKEKLUH

-

pax
3axXapo3a
TPOMETaMOJI
KOHLIEHTPHPAHA XJIOPOBOAOPOAHA KHCeHHA (3a xopekius Ha pH)
BOJA 33 HH)KEKLIMH

3a aacopOeHTa: BUXKTE TOUKA 2.
6.2 HecbBMeCTHMOCTH

[Topanou nMIca Ha MPOYYBaHHA 3@ CbBMECTHMOCT, TO3H JICKAPCTBEH IIPOAYKT HE TP
APYTH JIEKAPCTBEHH MPOIYKTH,




6.3 Cpox naroaHoct

4 roauHH.

BakcuHata Tpa0OBa Aa ce NpHIoKH HE3a0aBHO Clie/l pa3sTBapsIHETO.
6.4 ChneunHajiHH YCA0OBHS HA ChXPaHEHHE

Jla ce cwxpanaBa B xnagwiHuk (2°C - 8°C). Jla He ce 3aMpa3dBa.
3a yCIIOBHATA HA ChXpaHEHHE Ha Pa3TBOPECHMS TPOAYKT, BIDKTE TOUKa 6.3.

6.5 Bua 1 cBALPKAHHE HA ONAKOBKATA

[Ipax BBB (iakoH (CTBKIO THI ) che 3amywanka (xnopbyrun) + 0,5 ml cycnensus B npeBapHTENHO
HaITbJIHEHa CIpHHIOBKA (cThK0 TUN [) chbe 3amynanka Ha Oyranoro (OpoMoOYTHNI WIH XIOpOYyTHIT).
Onaxoeku no 1 wiu 10 6p.

[Ipax BBB dakoH (cTBKIO THI 1) cBC 3amymanka (xnopSytin) + 0,5 ml cycneH3usa B npeaBapuTenHO
HaITBIHEHA CIIPHHLIOBKA (CTHKIO THN I) che 3amylnanka Ha Oytanoro (OpoMoOYTHI MIIH XnopOyTu),
Kamauka, 6e3 urna — onakoBkH o 1 unu 10 6p.

[Tpax BEB ¢nakoH (cThKI0 THI 1) cbe 3amymanka (xyopbytwn) + 0,5 ml cycnensus B npeBapHTeIHO
HaITBJIHEHA CIIPHHIOBKA (CTBKIO THN I) cne 3amywanka Ha Oytanoro (GpomoOyTin win XnopOyTHi),
Karavka ¢ JIB€ OTJeJHH HIJid — ONnakoBKH no 1 win 10 6p.

JInopuinzupaHo BEIIECTBO:
Ennono30B duiakoH (CTHKIIO) ChC 3allylianka (XJI0poOyTHWIOB €1acTOMED) H OTAeNALIA Ce Karnadka
(ATYMUHWI/IONUNIPONIKIIEH).

NHxeKIIMOHHA CYCIICH3UA

[IpeaBapHTENHO HAITBIIHEHA CIIPHHIOBKA 3a €MHHYHA A03a (CTBiI0) ¢ OyTano (OpomMobyTHA KM
XJIOpOYyTHA), MPUKPENEHA UIa U NpeAna3uTeN Ha MIriiaTta (e1acTOMED).

[IpeaBapHTEIHO HAITBJIHEHA CIIPHHLIOBKA 32 €AUHHYHA 1034 (CTHKIO) ¢ OyTasio (0poMoOyTHA HITH
X0pOYTHII) M Kanayka Ha Bepxa {(enactomep), O6e3 uria.

[IpensapuTenHO HaMbIHEHA CIIPHHLOBKA 33 €IWHHYHA 4034 (cTBKIIO) ¢ OyTano (bpoMobyTHA HITH
XJI0poOYTHIT) ¥ Kallayka Ha Bbpxa (enactoMep), ¢ 1 oTaesIHa UIia (3a BCAKA CIPHHLIOBKA).

[TpeaBapHTENHO HAMBIHEHA CIIPUHLIOBKA 3a €JUMHHYHA 1034 (CTHKIO0) ¢ OyTano (OpoMoOyTHI WIH
xJI0poOYTHIT) ¥ Kanavka Ha BbpXa (enacTtoMep), ¢ 2 OTAE/THH MIJIH (32 BCAKA CIIPHHLIOBKA).

OnakoBku no 1 Wi 10.

He BcHYKH BHAOBE OMAKOBKH MOraT j1a ObJaT MycHaTH B mpojaxoda.

6.6 CuhnenuanHyu npeanazHE MEPKH MPH H3IXBLPJIAHE

3a CHpHUHLIOBKHTE Oe3 MpHKpereHa Wria, OTIAeNHaTa Wrya TpssdBa a ce MOCTaBH IUTETHO KBM

CIIPMHIIOBKATA, 3aBbPTAHKH 1 10 €JHA YETBBPT.
PasTBapaHeTo ce MoMy4yaBa upe3 HIDKEKTHpaHe Ha CYCMEH3uATa ¢ KOMOMHUpaHaTa BaKCHHa CpeIly

Haemophilus influenzae Tum b. Pa3knarere 10 nbJIHOTO pa3TeapaHe Ha mnpaxa. [lo
HAYHH BaKCHHA MpPeACTaBIABa MbTHA O€le3HHKaBa CYCEH3HA.

BakcuHaTa Tpa0Ba fa ce HHKeKTUpa He3abaBHO cie pa3TBapsHeTo.
Heu3non3paHUAT JEKAPCTBEH TIPOAYKT WIM OTINRIbYHUTE MATEPHAIIH OT HETO TPAO
B ChOTBETCTBHE C MECTHWTE H3UCKBAHUA.



7. TIPUTEXKATEJI HA PAZPEIIEHMETO 3A YIIOTPEBA

Sanofi Winthrop Industrie
82 avenue Raspail
94250 Gentilly

QDpaHLHA

8. HOMEP(A) HA PABPEIIEHHETO 3A YIIOTPEBA

20050449

9. JATA HA ITbPBO PA3ZPEIIABAHE/TIOJHOBABAHE HA PAPEHIEHHUETO 3A
YIIOTPEBA

Jlata Ha mepBO paspemapade: 25.08.2005 r.
Hata Ha nocieano nogHoeasane: 15.06.2010 r.

10. JATA HA AKTYAJNTH3IUPAHE HA TEKCTA

25 cemrremBpu 2024 r.




