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[NEHTAKCHM npax u cycneHsus 3a HH/KeKIHOHHA CYCTIeH3 NS ]
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JIncTroBKa: HHPOPMALHS 32 NANHEHTA
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PENTAXIM powder and suspension for suspension for injection. “ .

AncopOHpaHa BakCHHA cpeliy AU TepHs, TeTaHyc, KOK/IIOMNI (0e3KIeThuHa, KOMITOHEHTHA),
[MOJTHOMHENUT (WHaKTUBHpaHa) U Haemophilus influenzae tan b (koHioraTHa)
Diphtheria, tetanus, pertussis (acellular, component), poliomyelitis (inactivated) and Haemophilus
influenzae type b conjugate vaccine (adsorbed)

[IpouereTe BHHMATE/IHO IS/ IATA IHCTOBKA, PN BAKCHHHPaHe Ha Bamero aete, Thii Kato Ts
Ch/IbP/KAa BAXKHA 32 Hero HHpopmanus.

] 3anaseTe Ta3u JUCTOBKA. MosKe /1a ce HAJIOKH /1a 51 [poYeTeTe OTHOBO.

® AKO MMaTe HSKAaKBH J0ITbIHUTEIHH BBIPOCH, NonuTaiite Baius nekap, hapmauesT wiu
MEIMLIMHCKA cecTpa.

® la3u BakcuHa e npeanucana sMuHo Ha Baweto nere. He st npeotcrbnBaiite Ha OPYTH Xopa.

@ AKo BaeTo jieTe 1nojryyu HAKaKBH He)KeJIaHH JIEKAPCTBEHHU PeaKLHHy, yBeaomeTe Balus

JieKkap, apmMaleBT WIH MeMIIMHCKA cecTpa. ToBa BKJIIOYBA W BCHYKH BBH3MOYKHU HEIKEJIaHH
peaKlMH, HEOIHCAHU B Ta3M JIMCTOBKA. Buxkre Touka 4.

KakBo cbabpka Ta3H JIHCTOBKA

Kakso npeacrasnsa [IEHTAKCHUM wu 3a kakBo ce M3MmoJi3Ba
KakBo Tpsa0Ba na 3Haerte, npenu na ce npunoxu [IEHTAKCUM
Kak na n3nonssare [IEHTAKCUM

Bb3MOKHH HEexKenaHu peakiuH

Kak na cexpanssare [IEHTAKCUM
ChbabpikaHHe Ha ONaKOBKATa M JOMbJIHMTEIHA HH(OpPMALHs

o
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1. Kakso npeacrasasiBa IEHTAKCHM u 3a KakBO ce H3M0/13Ba

[ITEHTAKCHUM (DTaP-IPV/Hib) e Bakcuna. BakcuHHTe Ce M3MOI3BAT 32 3a1IHTA OT HH(EKIIHO3HH
3abonssanus. Koraro ce npunoxku [TIEHTAKCHUM, ectecTBeHaTa 3aimra Ha OpraHu3ma cb3/1aBa
3amuTa cpeuty te3H 3adonsBanusa. [IEHTAKCHUM e nokasan 3a 3ammra Ha Bawero nere ot
JMPTEpHs, TeTaHyC, KOKIIOL, MOJHOMMENHT U OT HHBA3HBHH HH(EKIIMH, MPHYHHABAHH OT
Oaktepusta Haemophilus influenzae Tin b (kato meHunruT, centuuemus u ap.). IEHTAKCHM e

[MOKa3aH MpH Jiena Haj 2-mecevyHa Bb3pacT.
BakcuHata He npe/anassa oT HHYEKLMH MPUYHHABAHU OT JAPYTH THIIOBE Haemophilus influenzae wnu
OT MEHHHIMT NMPHYHHABAH OT APYTH MHUKPOOPraHHU3MH.

2z, Kakso TpsdBa 1a 3naere, npean aa ce npuaoxu IEHTAKCUM

He npuaaraiire IEHTAKCUM:
® AKO 1eTeTo Bu e anepruuHo (CBpbX4YBCTBUTEITHO)
- KbM HSIKOH OT KOMITIOHEHTHTE Ha BakcHHaTa (M30poeHH B TOuKa 6),
- KbM IU1yTapaJiIeXu/l, HCOMHLMH, CTPENTOMHULIMH HIIM MOJMMHKCHH B (BewecTra, K

CIIE/IH B Hes ).
- KbM BaKCHHA CpeLly KOKIIOMNI (LAI0KIeThYHA HIIH Oe3KJIeThYHA).

& AKO 1eTeTo BH € nposBHIIO ajleprudHa peakius Mpy NpeaxoHO TPUIOKEH
HJIH Ha BAKCHHA, CB/IbpKalla ChIIHWTE BELIECTBA.



Ako gereto By cTpaja ot nporpecupaiia enuedanonarus (MO3bYHH YBPEXKIAHHUA).
Axo neteto Bu ctpana ot eHuedanonarus (MO3bYHH YBPEKIaHHA) B IEPBUTE 7 JHU CNeN
MpUiaraHe Ha MpeJriliHA N03a OT BaKCHHA (Oe3KIeThUYCH WIH IUIOKIETHYEH KOKIIOLN ).

AKo JeTeTo By MMa noBHilieHa TeMIepaTypa Wi OCTpo 3aD0/IABaHe, B TE3H CIIYYaH € 3a
NpeANOYHTaHE BAKCHHALIUATA /14 CE€ OTJIONKH.

O0vpaeTe cnennanno BHHMaHHe npH ynorpebara na IEHTAKCHUM

[IEHTAKCHUM He npeanasea OT MHBa3WBHH MHPEKUUH IPHYHHABAHM OT APYIH CEPOTHIOB
Haemophilus influenzae TN b WK OT MEHHUHTUT NPUUYHHABAH OT APYTH MHKpOOpra
Ilpynagsk MOXE Ja HACTBIM CNEA WM JOPH NPeAy BCIAKO HIDKEKTHpPaHEe ¢ UIJIA.
JIEKap WK MEJHLIMHCKa cecTpa, ako Bue wau Bawero aere cTe npunagHamy np
HHKEKLINA.

Axo Bamero nere iMa HapyLIeHHe Ha KPBBTA, KATO HaMaJleHHE Ha Opos Ha TpoMOOLUTHTE
(TPOMOOLIMTONIEHUA ) WITH HAPYLIEHHE B KPBBOCHCHPBAHETO, IIOPaaH PHCK OT KbPBEHE, KOETO
MOJKE 1a C€ NOSBH CJIEe] HHTPaMYCKYJIHO TIpHIOXKeHUe.

Ako Bainero aete € UManio repyoBe NpH BUCOKa TeMIIEpaTypa, HECBBP3aHH ¢ MpeHIIHA
BAKCHHAUHA, B TO3H CIIy4al € 0COOCHO BaXKHO Aa Ce clieIv PeIOBHO TeMMEepaTypaTa B
NpoAb/DKEHHE Ha 48 waca cnea BakCHHaLMATA M Mpe3 TOBa BPEMe 1a My ¢e 1aBaT JIEKapCTBa,
MOHIDKABAIIM TeMIIepaTypara.
AKO € H3BECTHO, Y€ HAKOA OT CIeAHHTE PeaklUK € Bb3HUKHANA N0 BpeMe Ha NPUIOKEHHE Ha
BaKCHHA (PEIISHHETO 3a NO~HATaTHIUHO NIPHIIOKEHHE Ha BAKCUHH ChABPXKALLM KOKIIOII TPAOBA
BHHMATEJIHO Ja OBl NPELECHEHO).
- Temneparypa 40°C i no-eHcoka B paMkHTe Ha 48 daca 6e3 ycTaHOBeHa Ipyra MpH4HMHA 3a
TOBA.
- KOJIAIC WJIH MOAO0OHO Ha MIOK ChCTOSHHE ¢ XUMIOTOHUUEH-XHTIOPEAKTHBEH €NH30 (IOHWKEHA
€Heprus) B paMkute Ha 48 yaca oT BaKCHHALMATA.
- HEMPEKbCHAT, HENOBIMABAIL C€ TV1a4, Npoab/LKaBall 3 yaca 4 oBeue, B paMkuTe Ha 48 yaca
CJIEQ BAKCHUHALIUATA.
- IbPYOBE ¢ WM Oe3 TEMIEpaTypa B paMKHUTE HA 3 JTHHU CJIe/l BAKCHUHALMATA.

AKo BaieTo nete uMa/e UMao 31paBeH NpobiieM WM ATeprudyHy peakuuu, 0coGeHo allepruydy
peakuuu cnen npunoxeHue Ha IIEHTAKCHUM.

Axo npH Bauleto fiete ciien npeaxoaHO NPUICKEHHE Ha BAKCHHA ChALPKALllAa TETAHWYEH
TOKCOHM /[ (BaKCHHA CpeLly TETaHyC) ca Bb3HHKHAIHU CUHAPOM Ha ["unen-bape (HeoOuyaiina
YYBCTBUTEJIHOCT, I1apajin3a) Wi OpaxualieH HEBpUT (Mapaiiv3a, pasnpocTUpallia ce 60Jika B
pbKaTa ¥ paMOTO), PEHICHHETO 3a BAKCHHALIMS C BAKCHHA ChbprKalila TeTaHHYEH TOKCOU/ TpabBa
Aa Ob1e npeueHeHo o1 Baums ekap.

Axko BatneTo aete e moayunio nogysaHe (€1eMaTO3HH PeakiiK) Ha JOJHHWTE KPaWHHIY, el
HH)KEKTHpaHe Ha BaKCHHa, CbAbpxalla cbeTaBka o1 Haemophilus influenzae Tun b, neere
BaKCHHH, BAKCHHATA CPELLY AH(PTEepUA, TETAHYC, KOKITIOL H TIOJTHOMHENIMT U KOHFOTaTHaTa
BakCHHa cpeiy Haemophilus influenzae Tun b Tpsabea na 6baaT NPUIOKEHH HA PA3TMYHH
HHXKEKLIHOHHU MECTa U B Pa3IMYHH JTHH.

Axo Baurero aere uma otcnabeHa UMyHHa CUCTEMA, WM aKO € MOUTOKEHO HA JIEUEHHUE C
KOPTUKOCTEPOHH, UHTOCTATHLH, TbYENCYEHHE WIH OPYIo JIEHEHHE, KOETO 0TC1a0Ba UMYHHATA
MYy CUCTeMa: B TC3H CITy4al HMYyHHHS OTTOBOp MOKe Aa Obae HamaneH. Torara ce npenopsusa
Npeay BakCHHALIMATA [a Ce H3YaKa Kpas Ha JieueHHeTO WiH Oonectta. BuNpeky ToBa HA THLA C
XpOHHUCH MMyHeH ae¢uuMt, kato HIV undekuus, ce npenoprsysa BakCHHALUS, JOPH U
H3paboTEeHM HMYHEH OTIOBOp Aa € orpaHHYeH.
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HApyru nexkapcersa n IEHTAKCUM

Ta3u BakcHHa MOJKe /4 ce TIpHIara eTHOBPEMEHHO, HO Ha JIBE pa3IHYHy MECTA T.¢. HA Apyra 4acT oT
TAJIOTO, KaTO Apyra pbKa WiH Opyro deapo ¢ BakcuHa M-M-RVAXPRO wm HBVAXPRO BakcuHa.
B cay4a#i, ue Bawero nere TpaGsa aa ce BakcuHHpa 110 eHO ¥ cbmo BpeMe ¢ [IEHTAKCHM u
ApYTH BAKCHHH, MOJIA TONKTaHTe Bauiua nekap Wiy gapMaiieBT 3a moBeye HHOOPMALIHS.
HNngopmupaiite Bawmia nekap win dapmauesr, ako Bamero nere npuema, HAaCKOPO € NPUEeMAasTo Wiu €
BB3MOXKHO A2 NPHEME IPYTH JIEKApCTBa, BKIIIOYHTETHO H TAKHBA OTHMYCKaHH 6e3 peLienTa.

Baxua nudopmauns oTHOCHO HAKOH 0T cbeTaBkuTe HA IEHTAKCUM
Henpunoxumo

IIEHTAKCHM c¢paspika heHHIANAHUH, ETAHOI W HATPHIL

HEHTAKCHM craspxa 12,5 MukporpaMa ¢eHiTanaHiH BBB BCAka 1034 oT 0,5 ml. DeHWIaTaHHHBT
MOXE [1a € BpeJIeH 3a XOpa ¢ PCHHIKETOHYPHUS, PAAKO NeHeTHYHO 3a00sBaHe, NPy KOETO ce HATPYIBa
(peHHNANAHKH, TBH KaTO HEe MOXE Jia Ce OTCTPAHABAa HOPMATTHO OT TAIOTO.

[IEHTAKCHM cuabpska 2 mg ankoxon (eTaHoN) BBB Beska A03a o 0,5 ml. MalnkoTo KOJMYECTRO
KOXO0J1 B TO3H JIGKAPCTBEH NPOAYKT HAMa Aa uMa 3a0enexHMH edeKTH.

[IEHTAKCHM ceabpxa no-manko or 1 mmol HaTpuii Ha 1023, KOeTo Ha NpaKTHKa 03HA4aBa, ye He
CHABPKA HATPHH.

3. Kak 1a mznoazeare IEHTAKCHM

BakcuHata TpaOBa na 6bae npunoxkeHa Ha BalieTo AeTe OT MEAULIMHCKH CHEeLHATHCT.

Ho3upoBka

OO1uara npenopbYpaHa cXeMa BKIKOYBA MbPBHYHA BAKCHHAUMS, CHCTOSINA CE OT TPH HHXKEKLHH C
CAHOMECCYHH HHTEPBAJIM NIOMEXIY MM, 3a10YBalla OT ABYMECe€UHa BB3pacT, IOCIeABAHH OT
PEUMYHH3alUA ¢ e/1Ha 032 110 BpEMe Ha BTOpaTa roAuHa OT XKHBOTA.

Ha4yuH Ha MpHJIOKEHHE
[punoxennero Tpa6Ba na 6bae Myckyano. [IpenopbYBAHOTO MSCTO Ha HHXXEKTHpaHe ¢ OeapoTo npy
KbpMadeTa ¥ B FOpHATA YaCT Ha pbKaTa IIPH Jella.

Ako e nponycnara ao3a IEHTAKCHAM
Axo BaileTo geTe e npomycHano eHa rnnaHyBaHa MHKEKIHS, 00ChAETe TOBa ¢ Bamuns JIeKap, KOHTO
LIi€ PEILH KOTa Ja e MNOCTaBH NPOoITyCHATATa 1034.

AKko cte ciipeau npuemMa Ha IEHTAKCHUM
AKO UMaTe HAKAKBH JONbIHUTENHH BBIIPOCH, CBBP3aHH ¢ ynotpedarta Ha IIEHTAKCHUM, nonuraiite
Bamua nekap unu dpapmanesrT.

4, Bb3MOoKHA HeKeNAHH peakuHy

Kakto Beuuky stekapctea, IEHTAKCHM Moske na npeusBuKa HeXxeNaHH peakLiy, BLAZEKS
BCEKH 'd MOJTY4aBa.

CepHO3HH anepruiHyu peakinu
Makap 1 MHOTO pSIKO, CEPHO3HHTE alleprUYHM PeakLi, MOTAT A4 CE HOSBAT CLphy
OOHKHOBEHO AETETO € BCE OIIE Ha MACTOTO, KbJETO CE BAKCHHUPA. :

AKO € TIOABAT HAKOH OT TE3H CHMITOMM CJIE/l HAMYCKAHE HA MACTOTO, KbIeTo B
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BaKCHHHUpaHo, Tpg6sa HE3ABABHO na ce cpbpikeTe ¢ Jekap WIH ¢ MEAHLIMHCKA TIOMOLL:

o llonysane Ha nHlIETO (OTOK Ha JIHLETO), BHE3AMHO MOAYBAHE HA JIMLIETO M LIMATA {AHTHOEMEM,
0TOK Ha KBuike).

* DBHesamHO H CEpHO3HO HEPasNoJIOKEHHE ChC CMall B KPBBHOTO HAJATaHE, KOETO NPHYHHSIBA
CBETOBBPTEXK M 3aryda Ha Ch3HaHHE, YCKOPEH ChpPJEYEH PHTHM, CBLP3aH ¢ AMXATEITHU HAPYLIEHHS
(aHa(WITAKTHYHA PEaKIIMA M LIOK).

JAPYrH HeXeJIauH peaknHu

Ako Bauleto ACTEC NOJTYYH HAKOA OT CIIEAHHTE HEXeJIaHH PCAKLHH, AKO T NIPOOAB/LKH ABJATQ HIH

CTAHE CEPHO3HA, MOMA yBeaomeTe Bammus nexap win gapMalieBT

MHOro YecTH HexellaHHU peakiiiy (ChobLABAHY ca npu noseye or 1 Ha 10 gema)

¢ 3aryba Ha afneTHT
e HepBHoCT, pa3apazHUTEITHOCT

¢ Heobuuyaen nnau

¢ (CBHIUBOCT

o [loeptuiane

o 3JayepBsBaHe (EPHUTEM) HA MACTOTO Ha HHXKEKTHpaHe
e Temneparypa 38°C win no-BHcoka

o [lloxysaHe (enem) Ha MACTOTO Ha MHXKEKTHpaHe

¢ bonka Ha MACTOTO HAa HHXKEKTHPaHe

Cnen npunarade Ha MbPBUYHATA CEPHUS, UECTOTATA HA PEAKLIMHTE HA HHKEKIIHOHHOTO MACTO MMAT
TCHIIEHIMA [la Ce YBEeNHYaBaT C Npuiarase Ha Oycrep no03ara.

HecTH HexkellaHH peakuny (chobiaBaly ca npu mo-maiko or 1 a 10 aena, Ho npu moseye ot | Ha

100 nena)

o Jluapus
* YniubTHeHue (MHIYpPalLMsa) Ha MACTOTO HA MEDKEKTHPaHE

® beicbHHe, pa3cTPOHCTRO HA ChHS

HeuectH Hexkenany peakitiy (crobiaBany ¢a mpyu no-mainko ot | Ha 100 geira, Ho npw roseve or |
Ha | 000 neua)
® 3auepsaBaHe U MOAyBaHE (€4EM) 5 CM H MOBEYE HA MACTOTO HAa HHKEKTHPAHE

e Temneparypa 39°C unu rno-sBHMcoka
* HeoOuuaeH rulay, MpOABIHKUTENEH HEMOBMHUABALL Ce INaY (NPOIBIDKABALL MOBEYE OT 3 qaca)

Pefkun Hexenanu peakuni (chobuiaBany ca npu no-mManko ot 1 ua 1 000 aena, Ho npu noeeve ot 1 Ha
10 000 newia)
e Bucoka Temnepatrypa Hag 40°C
* llonyeane Ha kpakara v xOnH/IaTa (€4EMATO3HN PEAKLIMH HA JOIHHTE KPAHHHIN) C
[MOCHHABAHE HA KOXKaTa (L{MaHO3a) WIIH 3a4€PBABAHE, MAJIKU YePBEHH NeTHA (IpexoaHa
Myprypa) ce HaboAaBaT B pAMKHTE HA IIbPBHTE HAKOJIKO 4Yaca cie[ BAKCHHALUATA U
OT3BYYaBAT CIIOHTAHHO 0€3 YCNOXKHEHHUA B paMKHTE Ha 24 yaca. ToBa nomynz
OBAE NMPHAPYNKEHO CHC CHAEH TU1aM.

Peakiiuu ¢ HeM3BECTHA YECTOTA (MECTOTATA HA MOsKe 11a ObJie ollpe/leneHa,
CbOOABAHH MHOT'O PAIKO)
e ['bppuore c unu 6e3 Temneparypa




e OTmyCHATOCT, MEPHOAM B KOMTO JeTero e bneno, He pearupa, Hirjiexaa B ChbCTOSHHE Ha LIOK
(XMITOTOHUYHHA-XUNIOPEAKTHBHY €ITH30H)

e (OOpug, zauepBsaBaHe (EPUTEM) H CHPOEK Ha KOXKATA

¢ OOILIHPHU peaKLMH Ha MACTOTO Ha HH)KEKTHpaHe (MOBEYE OT 5 M) ¢ NoayBaHe (eaem), KOETo
MO>KE /1a Ce pas3npOCcTPaHH 1o LEJHA KpaHHUK, HA KOHTO € NMpUnoXKeHa BakcHHAaTa. Ta3u
peakuus OOMKHOBEHO BBb3HHMKBA B paMKuTe Ha 24-72 4aca ciell BAKCHHALIMATA, MOXKE /13 €
TIPHAPYKEHA ChbC 3aUepBABaHE (EPUTEM), 3arpABaHe, YYBCTBUTEIIHOCT WM 60/1Ka Ha MICTOTO
Ha HHXKEKTHpaHe. Te MpeMHHaBaT CIIOHTAHHO B paMKHTe Ha 3-5 JeHa.

Bb3MOXKHH He)KelaHH peakiuH (T.e. He ca 6wiH cbobiasann TouHo ¢ IEHTAKCHM, Ho ¢ apyru
BAKCHHU CBABPAKALUM €AWH HJIM HIKOJKO aHTHreHa, coabpxkalil ce B IIEHTAKCHUM) ca ciiennure;

*  Cunapom Ha ['mnen-bape (Heo6u4aiiHa UyBCTBUTENHOCT, napanusa) H OpaxHaieH HEBPUT
(mapanu3a, pasnpocTHpalla ce 60/Ka B ppxaTa 4 paMoTo), ClIEA MPHIIOKEHHE Ha BAKCHHA
ChABPKALIA TETAHHYEH TOKCOH/,.

HonbianuTensa uHpopMannn 3a 0cobeHH NONYJALHH
[Ipu HemoHoCeHH OebeTa (BBB WM Npeau 28-Ta recTallMOHHA CEAMHLA) 3a 2-3 IHM ciien
BAKCHHALMATA MOXKE Ja UMA MO-TONEMH ay3H MEKIY BIHUIIBAHHATA.

AKo Habnwoasame Hedcelanu peaxyuu, HeONUCARYU 8 MA3U JUCMOBKA, MOAA uHopmupaiime Bawus
aexap unu hapmayeem.

Cro0maBaHe Ha HeXKeJIaHH peaKUHHU

AKO MOJYYHTE HAKAKBH HEXEJIAHH JIEKAPCTBEHH peakuuH, yBenoMeTe Baiuus nexap, hapmaueBT wiu
MEIHLIMHCKA cecTpa. ToBa BKIKOUBA BCHYKH Bh3MOXKHH HEOMHCAHHU B Ta3H JIMCTOBKA HeXelaHU
peakuyu. Moxere B0 Na cHODIIMTE HEKENAHH peaKUWH JHPEKTHO Ypes:

ManbnHuTeNnHA areHIMA TI0 JIEKApCTBATA

yi. ,,JdaMaH [ pyeB™ Ne 8

1303 Codus

Ten.: +35 928903417

yebcaiiT: www.bda.bg.

Karto cpobluaBate HexenaHM peakLMd, MOXETe Ja AafeTe CBOS NPHHOC 3a NOMYYABAHE HA [OBEYE
HHpOopMaLHI OTHOCHO 6e30MacHOCTTa Ha TOBA JIEKAPCTRO.

S. Kak na cexpanapare IEHTAKCUM

Ha ce cbxpaHaBa Ha MACTO, HEAOCTBITHO 32 JIElia.
He u3nonseaiire IEHTAKCHM crien cpoka Ha rofiHOCT, 0T6esA3aH BBPXY €THKETA, KAPTOHEHATA
onakoBka. CpOKBT Ha FOJHOCT OTrOBapd HA MOCNEIHUA AEH OT MOCOUSHHS Mecell.

Ha ce cbxpanssa B xnaawiHuk (2°C -8°C). {a He ce 3aMpa3ssBa.

He usmonseaiire, ako 3abenexure HeOOHYAEH UBAT WIM HATMYHE HA Yy KIH YaCTHLI.

He u3xBbpnsaTe nekapcTsaTa B KaHATH3ALMATA WM B KOHTeltHEpa 3a JoMaluHy oTnaabuy. [lonuraiite
Bauius ¢papMateBT Kak 14 M3XBBPIATE JIEKAPCTBATA, KOMTO BEUe He H3Mo3BaTe. Te3d MepKH e
CIIOMOrHAT 3a Ofla3BaHe Ha OKOJIHATA cpe/ia.

6. CbABP’ KAHHUE HA OIIAKOBKATA U JOITBJIHUTEJIHA HH
Kakpo ceanpxa IEHTAKCHM

AKTHBHHTE BelllecTBa €a:




Cnen pasteapsaHe enHa n03a (0,5 ml) ceabpaxka:

JTADTEPUEH TOKCOUM ...t v e e oot et He no-manko ot 20 [U?? (30 Lf)
TETAHHUCH TOKCOMMA' ..ot eeeee e e e e e, He no-Mainko ot 40 TU>* (10 Lf)
AntureHu Ha Bordetella pertussis:
TIEPTYCHC TOKCOMI ....eivveeieeeiece ettt e et aes e s oot 25 MHKporpama
DOHNAMEHTO3EH XEMATTYTHHHH .......cvivvieeceireteeeees e eseere s e, 25 MHKporpama
[Monnomuenuren supyc (MHAKTHBHpaH)®
TUN 1 (1AM MahONEY) ....oocvvieieieeeteee e e eeee et ss e sese s 29 D-aHTHreHHM eauHHLK®
THIT 2 (TUAM MEF=1) .0t eet e en e 7 D-aHTUreHHY e qUHHULM®
THI 3 (1AM SAUKELE) ..oocvveeece e e, 26 D-auTHreHHH eauHuLM®
[lonusaxapun Ha Haemophilus influenzae TAND ........coooovveeeeioeeeeesn, 10 Mukporpama

KOHIOTYPaH ¢ TETaHHYEH NPOTEHH

' ancopbHpaH Ha aryMHHUEB Xuapokcua, xuaparupat (0,3 mg APY)

¢ KATO JONHA MPaHUIA HA JOBEPUTEIHHS uHTepBai (p= 0,95) u He no-manko ot 30 IU karo cpenna
CTOHHOCT

> WIN €KBHBAICHTHA aKTHBHOCT, OMpee/IeHa Ype3 OLeHKA Ha HMYHOT€HHOCTTa

* KaTo o/THA rpaHKLa Ha JOBEPHTEIHHA HHTepBat (p= 0,95)

> kyntuBupad Bbpxy VERO kieTku

® KONMYECTBATA HA TE3H AHTHIEHH Ca aBCOMOTHO ChIIUTE KAaTO T€3H, H3pa3eH! npeau Tora karo 40-8-
32 D-aHTHre€HHHW eIHHMLIM, CBOTBETHO 3a BUpycH THr 1, 2 u 3, koraTo ca H3MEPEHU 4pe3 Apyr
MOAXOAAL HMYHOXHMHYEH METO

AJTyMHHHER XHIPOKCHII € BKJIKOYEH B Ta3H BAKCHHA KaToO afcopOeHT. AcopbeHTHTe ca BELLECTRA,
KOUTO C€ BKJIIOYBAT B ONPEAEICHH BAKCHHH, 34 J1a YCUWIAT, IOACOPAT W/HIIM YAB/DKAT 3alHTHUTE
e(heKTH Ha BAKCHHATA.

JApyrure ¢bCTaBKHU ca:
NxeKUMOHHA CYCIIEH3HS
* cpeaa 199 Hanks 6e3 denonoBo yepreno
JIeIeHa OLleTHA KHCEeJTHHA W/HITH HATPHEB XMAPOKCHA (3a Kopekims Ha pH)
dopmanzexun
deHOKCHeTaHON
€TaHoJ, 0e3BOACH
BOJA 34 HHKEKLIMH

[lpax
¢ 3axaposa
® TPOMETAMOJ
® KOHUEHTpHpaHa XJOpOBOAOPOIHA KHCEIHHA (3a Kopekius Ha pH)

Kak nirnexna IEHTAKCHM 4 KakBo CbIbpiKa ONAKOBKATA

[IEHTAKCHM, mpax u HHXKEKIHOHHA CYCTIEH3NA, Ce MPEara Karo eHOA030Ba (0,5 ml)
[MpEABAPUTCIIHO HAITBJIHEHA CIIPHHLIOBKA C €AHO030B (AakoH OT BakcHHa cpemry Haemophilus
influenzae Tun b (Mnodunuzupana BakcHHa) B ChIATA OMAKOBKA.

Onaxosku o1 1 wtn 10 no3u 6e3 urna, ¢ 1 npukpenena urna, ¢ | oTAeNHa UrIa WIH ¢ 2 OTAENHHA HIUIK.
He BcHukH BUOOBE OMAKOBKM MOraT jia ObAat MycHATH B MPoaaxsa.
IIpuTexaren Ha paspelieHHeTO 34 yHOTpeda U NPOH3IBOIUTE
[MpuTexarTen Ha paspeiiennero 3a ynorpeba

Sanofi Winthrop Industrie

82 avenue Raspail
94250 Gentilly




Opanums

[Ipon3BoanTen
Sanofi Winthrop Industrie
1541 avenue Marcel Mérieux

69280 Marcy I’Etoile
PpaHLus

Sanofi Winthrop Industrie
Voie de I’Institut - Parc Industriel d’Incarville

B.P 101
27100 Val de Reuil

PDpaHusg

Sanofi-Aventis Zrt.

1225 Budapest
Campona u. 1. (Harbor park)
Yurapus

3a IOMbIHUTETHA MH(POPMALIMS OTHOCHO TOBA JIEKAPCTBO, MOJISA, CBBPIKETE CE C JIOKATHUA

MpeACTAaBUTEN Ha NIPHTEXKATENS Ha pa3pelIeHUETO 3a ynoTpeda:
Cyukc buogapma EOO/I, Ten.: +359 2 4942 480

JaTa Ha nociaeano npepasraexaane HA JHCTOBKATA aHyapu 2025 1.
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[TocoueHaTa mo-goy HHGpOPMALIMA € NpeJHa3HAYeHA ¢aMO 32 MEIULIMHCKH CIIELHATHCTH:

3a COpPHHUOBKH 0€3 NPUKPENEHH UETH, OTIENHATA HIjla TpAOBA Ja ce MOCTABH TUTBTHO KbM
CIIpHHLIOBKATA, 3aBbPTAaHKH 1 Ha €IHA YETBBPT.

Pa3TBOpeTE BakcHHaTa, Ype3 HHKEKTUPAHE Ha CYCIEH3HATA OT CIPUHIIOBKATA ¢ KOMOHHHpaHa
BaKCHHA Cpelny AU Tepus, TETaHyC, KOKIFOLI U MOJTMOMHETMT BB (hlakoHa ¢ [pax Ha KOHIOTaTHA
BakCHHa cpetny Haemophilus influenzae Tan b.

Pasknawa ce 1o me/iHO pasTBapsHe Ha npaxa. Ciell pa3sTBapsiHe, HOPMA/IHO CE NMOJMYYaBa MBTHA
Oesle3HHKABA CYCTIEH3HA.

BakcuHata tpstOBa fa ce NpWIOKH BEAHArA ClIe] pa3TBapAHETO.

Jla ce npuiara HHTpaMycKyJHo (i.m.),

[IpenopbYBaHOTO MACTO Ha HHXKEKTHPAHE € NpeJHO-CTPAHHYHATA YacT Ha 6eapoTo (B cpenHaTa
TPETHHA) NPH KbPMAUYETa U B AEITOHAHHA MYCKYJI IPH M10-TOJIEMH S,

Ta3u BakcHHa HUKOTra He TpsAbBa Aa ce npumara B KpbBOHOCEH CbA (BBTPECHAOBO).

Bnusanue Bbpxy 1abopaTopHUTE pe3yaTaTy
AHTHreHbT PRP (nonupubosun puburon docdar) moxe na 6bae OTKPUT B ypHHATa [0 BE CEAMULM
ciaed npunaraneto Ha [IEHTAKCHM 3aioro ceabpika koHtorupana Haemophilus influenzae tun b
BakcuHa. [lopaau ToBa, B Cityyail Ha cbMHeHHe 3a unekumus ¢ Haemophilus influenzae Tun b,
OTKPUBAHETO HAa AHTUT€H B YPHHATa HE MOKE Ja CE€ MU3M0JI3Ba 32 JHATHOCTUKA A0 2 Cemmblsld Clen
BAKCHHALUA.




