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1. Hme HA AeKapCTBEHUA NPOAYKT

HUHanprkC UHXEKIIMOHHA CYCIIEH3UA
Infanrix suspension for injection

[AncopOupana BakcHHa cpeluy Audrepus, TeTaHyc M Kokmiou (0e3kleThuHa,

komnoHeHTHa)) [Diphtheria, tetanus and pertussis (acellular, component) vaccine
(adsorbed) |

2. KoJHYeCTBEH M KaYeCTBEeH Ch{TaB

Hudanprkc coabspka AUGTEPUEH TOKCOHI, TeTAHNYER TOKCOMJ, ¥ TPH NPEYHCTEHU
aHTHTeHa Ha KOKIMIOIIHK 6axTepnu [neprycHe Tokcoun (PT), ¢grunaMeHTO3€EH
xemarnyTHHHH (FHA) u neprakTvH (PbHIIHOMEeMOpaHeH DenTEK © MOJIEKY/THA MAca
69 kDa)), ancopbupann BepXY ATYMHHUEB XHUAPOKCHI.

HudTepuitHUAT H TETAHUIHUAT TOKCUHH, TOIYYeHH oT KynTypH Ha Corynebacterium
diphtheriae n Clostridium tetani, ca JeTOKCHKUPAHH H NPEYUCTEHH. beIKNEThYHHATE
KOKJIFONIHH CHCTaBKH Ha BakcHHaTa (PT, FHA u meprakThH) ca nmoaydeHn ot Bordetella
pertussis daza 1. PT, FHA W NTepTakTHH ca eKCTpaxupaHu, MpeuncTeHH H 00paboTEHH ¢
tdopmannexud. PT e neTokcukipaH HEOOpaTuMO.

TudpTepuiiHUAT H TETAHHYHARAT TOKCOHIH U O€3KIEThYHUTE KOKIIOIIHA KOMIIOHEHTH Ha

BAKCHHATA Ca aJcOpOMpaHH BBPXY anyMHHKEB Xxuapokcua. Kpaiinara gpopma Ha
BaKCHHATA € CYCNEH3KA BhB (PM3NOJIOTHMEH pa3TBOp.

HHdanpukc oTroBaps Ha H3HCKBaHMATA HA CPETOBHATA 3/paBHA OpraHH3alHsA 3a
MPOM3BOACTBO Ha GMONOrYHY BEIIECTBA H 33 BAKCHHH cpelLy AMOTepHs U TeTaHyc. 11py
NPON3BOACTBOTO M HE Ca H3NOMN3BAHN BELIECTBA OT YOBEIIKH POM3XOJ.

Enna aoza ot Bakcunara (0,5 ml) ceanpska He no-Manko ot 30 MexayHaponau EquHAnm
(LU.) nudrepuen Toxcoun, 40 [.U. Terannien Tokcoun, 25 Muxporpama PT,

25 mukporpama FHA w 8 MukporpamMa nepTakTHH.

3a NLIHUA CIIMChK HA NOMOLIHUTE BEIIecTBa BIOKTE Toyka 6.1.

3. JlekapcrBena ¢popma

HHxeknmoHHa CyCNeH3uA.




4, KIHHHYHH JaHHH

4.1. TepaneBTHYHH MOKAIAHNA

HMuganpukc e npenHasHadveH 3a aKTUBHA MBPBAYHA HMYHHM3ALMA cpelly QUG TepHA,
TETAHYC U KOK/IFOII OT 2-MecevHa Bh3PACT Harope.

HudaHpuke € nokasaH | 3a peMMYHM3allHA Ha Jiela, KOHTO IIPEIH TOBa ¢a OWIK
UMYHU3HPaHH C TPHY MNIM YETHPH J03H BAKCHHA CPely THGTEPHA, TETAHYC W KOKIIOW
(be3kneTsYHA) WIM ¢ BAKCHHA [TPOTHB AHGTEpHA, TETAHYC H KOKIIOM, ChABPKALIA LEIH
KOKITIOMHN OaKTepHAIHM KIIETKH,

4.2. Jo3HpoBKa H HAUYHH HA NPHJIOKEHHE
Hdo3HpoBKa
Tpabea aa ce mpunoxkH nNpenopr4YaHaTa Ao3a otT bakchHara (0,5 ml).

TBH XaT0 UMYHUIAUWOHHWUTE IIPOrpaMH ca PadIHYHU B OTACITHHTE CTPAHH, MOXKE Ja CE
npujiara BAaKCHHAIHOHHA CXeMa, KOATO € B ChOTBETCTBHE ¢ HALMOHAITHUA
MMYHH3ALHOACH KaneHaap. [TspBAUHMAT UMYHH3AIMOHEH KYPC C€ CBCTOH OT 3 AO3H, C
pEeMMYHH3ALMA € O €AHA A03a MPE3 BTOpAaTa U LIECTATA NOAHHA Ha AETETO.

HauyuH HA NpHI0XKEeHHE
Hudanpukc e 3a 1p100K0 HHTPaMYCKYJIHO HH)KCKTHPAHE.

Mudanpuke cnemsa a ce MpHiIara ¢ BHUMaHUE NPH Xopa ¢ TPOMOOLIMTONEHHA, HITH
HAapYLIEHUA B KPEBOCHCHPBAHETO, Thil KATO MOKE J1a Ce NOsSIBHM KPbhBOTEYEHHE CIICH

WHTPAMYCKYJTHO TIpDHJIaraHe: cjiel HHKeKTHpaHe, MACTOTO TPpAOBA Aa ce MPUTUCHE CHITHO
(6e3 ma ce ympaKHABA TPHEHE) B IIPOJBIDKEHUE HA HAall-MaJIKO ABE MUHYTH.

4.}. IIpoTHBONMOKa3aHNA

HMudanpnkc He Tpadpa Ja ce pHaara Ha JIMIa ¢ HABECTHA CBBPXYYBCTBUTENHOCT KBM
KOATO H Jd € OT ChCTABKNTE Ha BAKCUHATA, WM Ha TAKHBA, KOWTO ca MPOABIITH
CBPBXYYBCTBHTEIHOCT NMPH MpeaUILIHO Npuiarade Ha MAdanpuke, BakCUHA cpelly
A(pTEPUA U TETAHYC WM BAKCHHA CPEILy INQTEPHA, TETAHYC M KOKMIOL, ChIbPiKaLla
HeMy KOKNIOWHY DaKTepHaIHH KICTKH.

Undanpukc € IpoTHBONOKA3aH, akO AETETO € MpeKapaio eHiedanonaTusa ¢ HEH3BECTHA

ETHOJIOTHA, TIOABUIA C& B PAMKHTE Ha 7 JHH ClIeA NpeauiiHa UMYHH3ALHA ¢ BAKCHHA,
ChABPKAIlla KOKMIOIHA KOMIOHEHTA. [Ipn Te3n obcToATeIcTBAa, HMYHH3AUMOHHHUAT KYpC

TpaGpa Oa NpoIBNKH ¢ BAKCHHA Cpellly THGTEepHs U TETaHYC.




4.4, Crneuna;nm npeaynpexacHus H NpeanasHi MepKH IIPH YNOTpeda

No6paTa KIHHUYHA MPAaKTHKa U3MCKBA MPSOH BAKCHHALMA A Ce TIpErnesia HCTOpHATA Ha
npeHIIHATE 3a0omaBaHu {0c0OEHO 1O ce Kacae A0 NMPEeqUIIHA HMYHHA3alH1 K
BH3IMOXHA NIPOABA HAa HEXENaHH PEAKUMH) U Aa C€ M3BbPIUM KIMHHYEH Nperne.

KakTo 1 npH apyrute BaKkCHHM, npwiaraHero Ha MHpaHpuke Tp4a0Ba fa ce OTNOXH [pH
Iena ¢ ocTpo Texko ¢pebpunHo 3abongapane. HanuureTo Ha neka HHPpekmus He e
NPOTHBOMOKA3aHKE.

AKo ce HaOI0[aBa HAKOA OT CIICAHWUTE pPEaKUHH Clel NMPHU/IAraHeTo Ha KaKBaTo H Aa €
BaKCHHA cpellly AH¢TepHA, TETAHYC M KOKITIOIU, PELICHHETO 3a NpIIarane Ha CJICRBaIH
I031, ChIBPRKAIIKM KOKITIOILIHA KOMIIOHEHTa, TpAGRa Aa ce o0k Ha BHHMaTEeITHA
npetieHka. Be3MokHO e 1a Bb3HMKHAT 00CTOATENICTBA, KATO IIMPOKO PasnpoCTpaHEHNE
Ha KOKJTIONI, KOraTo IMOTCHIHANHUTE IIPEUMYIIECTBA Ca TOBEUE OT Bb3MOKHHUTE PHCKOBE,
0cOOEHO aKo Te3H PeaKLMH HE Ca CBBP3aHU ¢ TpalHM NOCNEeACTBHA.

Cnensure peakiiay npead c€ CYNTaxa 3a NPOTUBOMOKA3aHHA 3a IIpUJlaraHe Ha BAKCHHA
JTK, ceappX)aina Ueu KOKIIOMHAN 0axTepyu, a ceéra MOorat fia c€ NpHEMar 3a CllyuaH,
HAMCKBAIIIA BHUMATEJIHA NMPELeHKa Ha HE0OXOAUMOCTTa OT NPOABhI)KABaHE Ha
UMYHM3ALNATA ¢ OTJICT Ha TOJN34aTa ¥ PHCKa:

e Temneparypa>40,5"C (axcunapHa), mposBHa ¢e B paMKUTeE Ha 48 yaca ot
MOMEHTA Ha BAKCHHHPAHE, 3a KOSATO HE € YCTAaHOBEHa ApYyra Npu4YHHa.

o Konanc nm nogo0HO Ha 10K CHCTOSHME (XMIIOTOHHYEH - XHIOPECTIOHCHBEH
€rM30]) B paMKHTE HA 48 Yaca clie BakCHHALMATA.

e HenpekscHar, HEMOBNHABANI CE TUIaY, NMPOIB/NKARAL [I0BEYE OT 3 4aca, MOABWII
c€ B paMKHTE Ha 48 qaca ciell BAKCHHHUPAHETO.

e ['bpyoBe ¢ WIH O€3 Tpecka, MOABHIIM €€ B PAMKHUTE Ha 3 AHH OT BAKCHHAIIHATA.

..-| Formatted: Font: 12 pt

o

Kaxro npu sesixa sakcHHaLNs, npi GeGera uip nNpu feua, TPl OT HOBOTIOSBANO €

WIIH NPOrpeCHpallO TEXKKO HEBPOJIOIHYHO HAPY HICHHE, CHOTHOMCHHETO PHCK-TI0JI34 OT

HMyHH3AUMAT ¢ MHdAHDHIG WM OT OTIATAKETO Ha Ta3H BAKCHHAINA TpAGBa fa Gble  .--{ Formatted: Font: 12 pt

BHUMATCITHO NMPCUCHCHO.

AHaMHe3a 3a ¢eOpHIIHH rEpuoBE U paMHTHA AHAMHE3a 3a IEPYOBE HE ca
MPOTHBONOKA3aHHE.

HIV undekuusaTa He ce CUHUTA 33 NPOTHBOMOKA3ZAHHE.

[Ipu mprnaraseTo Ha MbPBUMHA HMYHHM3aLUA [TPH HeAoHoceHH bedeta (poaeHH < 28
recTallHOHHA CeIMHIIA) ¥ OCOOCHO IIPH TE¢3M ¢ MPEANIIKEA aHAMHe34a 34 HEAOPa3BHTHE Ha




JAUXATENHATA CHCTEMA, TPsOBa Aa ce UMa NPEeABHA NOTEHUUATHHAT PHCK OT alHes H
HEOOXOIUMOCTTA OT NPOCICAABAHE HA AHIUAHETO 3a 48-72 yaca.

Twii kaTo MON3aTa OT BAKCHHUPAHETO NPH Ta3H I'PyIia HOBOPOJACHU € rojIaMa, TO
BaKCHMHHpAHETO TpAOBA J1a ce HanpaBH Oe3 oTnarade,

KakTo npy BCHMKH MHXXCKIIMOHHHA BAKCHHUY, BHHATH TPpA0Ba Aa UMa FOTOBHOCT 32
NMpUIAraHe Ha NOAXOAAIIO JIEYEHHE B Cly4Yaid Ha aHA(UIAKTUYHH PEeaKIHH Cnel
npuiarade Ha pakcuHara. [To Tasu NpHYHHA BAKCHHUPARUAT TPAOBA Ja OCTaHE Mo,
NeKapcko HabnwoacHue 30 MUHYTH CIIEN BAKCHHALIMATA.

BakcnHaTta TpaOBa Aa ce npwiara gpjidoke MyCKYJIHO. 3a npeanoYHTaHe € BCAKA
cleIBaINa 103a Ja ce [MpHJlara Ha pa3indHO MACTO 32 MHXKEKTHUpaHe (Hallp. fa ce peayBar
JIABa C AACHA CTpaHa).

Hudanpukc TpadBa Aa ce npunara ¢ MOBHIICHO BHUMAHUE IIPH NTNLA ©
TpoMOOLMTOIIEHHA WIH HapYILIEHHUA B KPBBOCBCHPBAHETO, THil KaTO NpH TAX MOXE Aa
HACTBIM KbPBEHE CleJ HHTPaMYCKYTHO [IpUIoKeHHe. B Tean cnydaH 1o H3KITHYCHUE,
BaKCHHaTa MOXe Ja Ce NMPUIIOIKH ITOAKOXKHO.

Hudanprkc He TpabBa Aa ce nmpujiara npu HUKaken 0OCTOATENCTBa HHTPaBEHO3HO.

4.5. B3aumoaeiicTBHSA ¢ JPYTH JIEKAPCTBEHH NIPOAYKTH H APYTH HOPMH HA
B3auMoOJekCcTBHE

WHdaHpHUKC MOXeE [a ¢e IIpUiiara ¢ APyTH ACTCKW BakCHHM 0€3 1a ce Cla3Ba ONnpeIcicH
HHTEpBaN MeXIy npynaraHero Ha MndaHpHKe H ApyrvTe BAKCHHH.

Hudanpukc Moxe J1a ce CMECH B €HA U ChIlla CIPUHLOBKA ¢ XHOEPHKC WA APYTH
BakCHHH npoTB Haemophilus influenzae TN b, 4HETO AKTHBHO BEIIECTBO € KAINCYNCH
nonuzaxapul Ha Haemophilus influenzae, KOHIOTHpaH ¢ TETAHKYEH NPOTCHUH.

Jlpyrure MHXEKLMOHHN BaKCHHH TPS0Ba BHHATH Ja CE€ TIpUaraT Ha pa3jiiyHH
HIDKEKIMOHHH MECTA.

[Tpu manmedTH, KOUTO CE JISKYBAT ¢ MMYHOCYNPECOPH HIH IIPH TaKHBA C MMYHHA
HEeJOCTATBEYHOCT MOXE M 12 He ObJie MOCTHUIHAT 3a0BOIMTENIEH HMYHEH OTTOBOP.

4.6. bpeMeHHOCT H KbpMeEHe

Tt kaTo pakcuHaTa MH(aHpUKC He e npeaHa3HayeHa 3a Bb3pacTHH, HAMA TOCTATEYHO
JaHHH 3a ynotpedara i 1o BpeMe Ha OpeMEHHOCT M KbPMEHE MPH YOBEK, KAKTO H
JOCTATHYHO TIPOYYBAHHA 33 BB3ASHCTBHETO i BBPXY BE3NMPOH3BOICTBOTO MPH
XXUBOTHUTE.




4.7. EdeKTn BBpXYy cIOCOOHOCTTA 32 WodgHpaHe H padoTa ¢ MALIHHH
He e npunoxuMo.

4.8. Hexenann JeKapCcTBeHH peaKIHH

KJauHHYHH Npoy4YBaHNs:

[TpodbnrsT Ha OGe30macHOCT, MNpeACTaBEH NO-AOAY C€ OCHOBaBA Ha& JAAHHUTE OT
npunoxeHreTo npu noeeve ot 11 400 nnna.

Kaxkro ¢ Habmoaasado npH ATK (6e3knersyHa) 4 pu KOMOMHHPAHUTS BAKCHHH,
ceoaepxamy JITK (Ge3kneTs4dHa), N0KIaABaHO € YBENHYaBaHE Ha IOKAIHATa
peakTOTEeHHOCT M MMOBHIIIEHA TeMIeparypa ciep GycTepHa BakcHHaLKA ¢ Ha(paHpHKC B
CpaBHEHHE C Kypca Ha ITbpPBHYHA MIMYHH3ALIHA.

YecToTHTE ce ONPEACSIAT KaKTO CHENBa:
Muoro gect: = 10%

Yecrn; > 1% n < 10%

Heuectu: > 0,1% u < 1%

Penkn: > 0,01% 1 <0,1%

Msoro peakn: < 0,01%

HapyuieHns Ha XpsBTa ¥ THM(pHATA CUCTEMA
MHoOro pefiku: AEMQaneHonaThs

HapyueHusa Ha MeTabonmmaMa H XpaHEHETO
YecTu: 3aryba Ha ATISTHT

[TcxxuyHH HApyLUECHHA
Muoro yecTH: pa3ipa3sHUTEIHOCT
YecrH: GE:BI'IOKOECTBOZ, HeoONYaeH maq

HapyIineHus Ha HEpBHATa CHCTEMa
MHoOT0O YeCTH: CHHIHBOCT
HeyecTH: rnasoboHe.

PecniipaTOpPHH, IPBAHM K MEIHACTHHAIHH HAPYIICHHA
HeyecTy: kauumoa', GPOHXHUT

CToMalIHO-9pPEBHH HAPYIIIEHNAA
YecTH: CTOMAIIHO-YPEBHH HAPYLIEHUA KaTO AHAPHA N IOBPBILIAHE

HapyiieHus Ha Ko»aTa ¥ OAKOIKHATA ThKaH

YecTU: IPYPUTYC
HeuecTu: o6pus
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Penxu: ypTUKapH4

O61u HapyWeHNs W edeKTH Ha MACTOTO Ha NPUOKEHHE

MHoro 4yecTn: 3a4epBABaAHE, TOKAMTHO IOAYRAHE HA HHXKEKIIMOHHOTO MACTO (< 50 mm),
nosWLIeHa TeMepaTypa > 38°C

Yectu: 6oNka’, JOKATHO NOZYBaHE HAa MHKEKIHOHHOTO MACTO (> 50 mm) °

HeuecTH: peakliii Ha HHKEKIJHOHHOTO MACTO BKIIOYMTESHO YIUTbTHEHAS, yMopa ',
[MOBHIIEHA TeMIepaTypa >39, 1°C, nudy3Ho noaysaHe Ha XpalHHKA, BLPXY KOMTO e
HalpaBeHa WHKEKIUATA, MOHAKOTA C BKJIIOUMBAHE H Ha ChCEHA CTaBa.

ITocTMapKeTHHIOBO HABAIOAEHHE:

HapyuieHus Ha kpbBTa U TAM(pHATA CHCTEMA!
4
TpoMOOLHTONCHUS

HapyureHusa Ha HMyHHAaTa CUCTEMA:
AJTCpTHYHH PEaKLIMH, BKJIIOYMTENHO. aHAQMIaKTHYHMA ¥ aHADUNAKTOMIHK PeaKIHH.

Hapyiienns Ha HepBHATa CHCTEMA:

Komnanc WK cheTosHUe, NOg00HO Ha OK (XMIIOTOHHYEH - XHITOPECIIOHCUBEH €ITH30),
repuoBe (TIPUAPYKEHM WK HE OT IOBHUIISHA TEMIIEPATYPa) B paMKUTE Ha 2 10 3 AHH
cJie]] BAKCUHALIMATA.

PecnipaTOpHH, IPBAHH U MEAHACTHHAIHN HAPYIICHHUA:
Anues ipy HefoHOceHH bebeta (< 28 recrauroHHa ceaMua) (Bxk Touka 4.4)

HapyiueHnns Ha ko)Kara ¥ NMOAKOXKHATA THKAH:
AHrMOHECBPOTHAUYEH OTOK

O61M HapyIIEHNA K HAPYIIEHHUA Ha MACTOTO HA MPHIOKEHHE:
IMoaynase Ha UeHs KPAHHK, BBPXY KOHTO € HANPABEHA HEKEKIMATA

! oKNmagBaHu caMo npH 6ycTepHa BaKCHHALMA
 MHOTO YECTH NMpH 6ycTepHA BaKCHHALHA

} Ipu meuaTa, Ha KOMTO € HAaTpaBeHa ThPBHYHA BAKCHHALMS ¢ 6e3KIIeThYHA KOKIIOIIHA
BaKCHHA € [10-BEpOATHA [10ABaTa HA peaKlys HA NOAyBaHe Clc/l peBAKCHHALUA B
CpPaBHEHHE € JelaTa, IpH KOUMTO I'BPBHUYHATA BAKCHHAIUA € ¢ IPUIOKIETBYHA KOKTIONIHA
sakcHHa. JIokanHo noaypaHe Ha HHXEKIHOHHOTO MAcTO (> 50 mm) u nugy3Ho
MoAyBaHe Ha KpafHMKa MOXE 3 €a I0-4E€CTH {CBOTBETHO MHOI'O YECTH H YECTH), aKo
OycTepHaTa Ao3a ce mpuiara Mexay 4 U 6 rogusn. Te3n peakuud OT3BYyYaBaT B PaMKHTE
Ha cpeaHO 4 AHHU.

* oxnagBaHM NpH BAKCUHH, chABpkam audtepuiina (D) u Teranndsa (T) ¢hCTABKH.




4.9. Ilpexozupane

[To BpeMa HA TOCTMAapPKETHHIOBOTO HADMIOAEHHE ca ChOOIIaBaHy ClIyval Ha
npeao3upane. Hexenanute cbONTHA, koraro ¢a cso0u1aBaHn, He ca cneunduyHy, a ca
CXOHH C AOKJAJIBAHWTE NMPH HOPMAIHO NPHICXKEHUE Ha BAKCHHATA.

5. @apMaKoJOTHYHH JaHHH

diapmam'repanemmma rpyna: bakrepuaniu sakcHau, ATC koxa: JO7A J52

3.1. @®apMakoanHAMHUYHH CBOICTBA

HMMvHeH oTroBop cien ocHOBHA UMYHM3anua ¢ Uudanpukc

Ennn Mecel] ciiei o)CHOBHUS UMYHHM3ALMOHEH KYPC C 3 A03M OT BAKCHHATA NMPE3 MbPBUTE
6 Mecela clea paxaaHeTo, Haa 99% ort BakcHHHpaHuTe ¢ MIH(aHpUKc Aenia AMAT TUTHP
Ha aHTHTENaTa cpenry nudrepus W cpetty reranyc Haa 0,1 L.U./ml.

BaxcuHaTa chIBpIKA MEPTYCUC TOKCONA, PUIAMEHTO3¢H XeMarlyTHHHH U NIEPTaKTHH -

AATHUTeHH, 33 KOMTO C€ CYKTA, Y€ UIPaAT BaXKHA POJIA B 3alIATATA Cpelly KoKl [Ipn
KJIMHUIHUTE V3CTICABAHNA HMYHEH OTITOBOP 32 TE3W KOKNIOLIHK AHTHUI€HH NMa IIpH Hax
95% oT NMyHH3UpaHNTE.

HMMyHeH oTroBop cien perMyHu3anua ¢ Magranpukc

Cren npriaraHeTo Ha 4eTBbpTa No3a UHdaHpUKC nipe3 Bropara roAuHa ciel] paxIaHeTo
(Ha 13-24 meceyHa BB3pacT), BCUHKH Aela, IEPBOHAYANHO MMYHH3UpaHy ¢ MHpanpukc
uMat aututena Haa 0,1 1.U./ml kakro cpeiny audrepus, Taka U cpelly TETaHYC.

HMMyHeH 0TToBOP KbM KOK/IIOIIHHATE aHTUIEHH CNeH peuMYHU3aUHATa ce Habnroaasa npu
Haa 96% oT Te3an geua.

3amuTHO AelicTBre Ha MHEQaHnpukc
3ammTHOTO AcicrBue Ha HHpaHpHKC cpemy THIIMMeH kokitow (o pedmHuuug Ha C30

> 21 IHH MapoOKCH3IMaHA KalLIHIA ¢ TadopaTOpHO NMOTRBPKICHHUE) € YCTAHOBEHO MPH:

1.) Ilpocniek THBHO CAMO H3CIEeABAHE MPH KOHTAKTHO-OUTOBAa MHQEKIW, HIBBPIICHO B
['epManuA (cxemMa Ha HMYHHM3aLMA- 3-TH, 4-TH, 5-TH MeceN).

B13 ocHOBa Ha JaHHUTE, CHOpaHH OT KOHTAKTHHM AEla B IOMaKHHCTBA, B KOUTO UMa
CNy4aii Ha TANHYEH KOKJIIOI, OTYETECHHUAT 3alMTEH e(peKkT oT BakcuHaTa ¢ 88,7%.
3amuraTa cpeury 1a8opaTopHO NOTBBPACHO NEKO 3a00nABaHe, ONUCBAHO KaTO KALLTHLUA
OT KaK'bBTO U JIa € THI ¢ MpOABIKUTENHOCT 14 1 noeeve qum € 6wia 73%, a koraro €
OIMCAHO KATO KallUTHLA OT KaKbBTO H Aa € BHJ, IPOABIDKIWIA 7 HITH MOBEUe THHU - 67%.

2.) U3cnensane 3a euxacHOCTTa, cybcunupano ot Haumonanuusa MHCTHTYT no
anpapeonaiade (CAILl), u3swpmeno B Uranus (cxema Ha uMyHU3aLUA - 2-pH, 4-TH, 6-
TH Mecell).
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OTtyereHa € edukacHOCT Ha BakcuHaTa 84%. Koraro onpeneneHrHero Ha KOKIIOWI €
Pa3sHPEHO M BKIIKUYBA KJIIHHUYHO MO-JIEKH CIYy4YaH IO OTHOMIEHHE HA BUOA U
MPOIB/DKHTEIHOCTTA Ha KAlUTHIATA, C& YCTAHOBABA, 4e edukacHocrTa HA ndaHpHke €
71% npu > 7 10K 3a KaKBATO M Aa € Kaumuua 1 73% npu >14 JHU 33 KakBaTo ¥ Aa e
KaILLTHLIA.

5.2. PDapMaKOKHHETH'HM CBOHCTEA

3a BAKCHHWTE HE C€ H3UCKBa OLIEHKA Ha GapMaKOKHHETUIHUTE CBOCTBA.

3.3. IIpeaxnuHUYHM JaHHH 332 Ge30MaACHOCT

CBOTBETHUTE H3MHTAHMA 32 OE30MACHOCTTA €A IIPOBEACHH.

6. PdapManeBTHYHM JAHHH

6.1. ChoHebk Ha NIOMOILIHNTE BelleCTRA
EnHa no3a (0,5 ml) oT BakcHHAaTa ChABPXKA!

AJYMUHHMEB XWIPOKCHI
Hatpuep xnopua
Bopna 3a HHXEKIHMH

OcTaThyHH BeIeCTBA:

DopMangexun
[Tonncopdat 80

6.2. HechLBMeCTHMOCTH

HMudanpukc He TpsabBa na ce cMecBa ¢ ApYrd BAKCHHH B €AHa Y Chla CIIPHHIIOBKA, C
H3KIroueHre Ha Xubepukc unu apyru PRP-T Hib BakcuHm.

6.3. Cpox Ha roaHOCT

JlaTaTa, Ha KOATO MATHYA CPOKET HAa Ir'OJHOCT HAa BAKCHHATA € MOCO4YeHa HA €THKETA B

OIMaKOBKATa HAa BAKCHHATA.
[MpH ¢cEXpaHeHHe ¢HIIACHO NPENOPBIAHHTE YCIOBHA, CPOKBT HA MOIHOCT € 36 Mecela.

64. ChneunanHH YCHOBHS HA ChXpPAHEHHE
Hndanpukc TpabBa a ¢ CbXPaHABA MM TeMIlepaTypa Mexay + 2 C n + 8 C.

HJa He ce 3ampazapa. BakcuHaTa Ja He ce H3I0N3Ba, ako ¢ 6una 3ampa3eHa. BakcuHara
TpabBa Aa ce MpHJIOKH BEJIHAra CIeA U3TSTNIAHETO i OT ¢1akoHa.




6.5. JlaHHHN 32 OIIAKOBKATA

Hudanpukc e noa ¢popmara Ha MBTHA, OANa CYCTIEHCHA B CTHKIIEH (PIIakOH WU
NpeIBapUTENHO HATBIHEHA CThINICHa CpUHLOBKA. [IpH chxpanenne ce HaOIrOAaBaT
Osna yraiika U 6ucTpa 6e3nBeTHA HaayTaeyHa TSYHOCT.

QIaKOHHTE ¥ MPEABAPHTETHO HATLIHEHUTE CIPUHLOBKY €a MPON3BEICHH OT HEYTPAIHO
CTBEKIJIO OT THI |, KOETO CHOTBETCTBA HA €BpONEHCKUTE papMaKoneHH H3IUCKBAHUA.

6.6. CnenHajJHH NpeAna3sHH MepKH NPH H3XBLPARRE U padoTa

[Tpeau ynotpeba BakxcunaTa TpAOBa Aa ¢e pa3KiaTH A0 NOJyYaBaHE HA XOMOIr¢HHA MBTHA
Osna cycreHCHA ¥ BH3YAIHO [a Ce mperyieaa 3a 4yXJIH YacTHUH W/ WU NPOMEHH BEB
BBHRIIHUA BAA. B cnydail ue ce Habmoaapar 1yKIH YaCTHIH WJIH [IPOMEHN BBB BRHIIHUA
BHJl, BAKCHHATA TPAOBa J]a C€ U3XBBHPIIH.

KakTo e noco4eHo B Todka “HecvemecTuMocTh’, MH(aHpHKC MOXE [1a CE CMECBa C
Xubepnkc. B TakbB cTy4ali pasTBOPHTENAT, NPHWIOKEH B onaxopkaTa Ha XHOEpRKC ce
3ameHa ¢ MHdanpuxc.

MTaKoHBT ¢ PA3ITBOPUTEN, IPIWIOKEH B onakoBKaTa Ha Xubepukc Tpabea pa ce
m3xBupil. KoMOWHMpanaTa BakcHHa TpAOBa [a ce IPUroTBH Ype3 npubaBsgHe Ha UANOTO
ChALPXKAaHNE HA onakoBkaTa Ha HujaHpuke KkpM ¢urakoHa ¢ THOGHAHINPAHATA BAKCUHA.,
[peawn npunoxeHue TpAabBa Aa ce pa3KiIaTH 40 [TRIHOTO pasTBapAHE Ha THO(PUNM3ATA.

C Taka nmonydeHaTa cMec TpAOBa aa ce paboTH No ChINUA HAMHH, KaKTO ¢ BAKCHHATA
Hudanpuke.

7. IIpuTeKaTe] HA paipelIeHHETO 3a yNoTpeda

GlaxoSmithKline Biologicals S.A.
rue de I’ Institut 89
1330 Rixensart, benrus

8. Howmep Ha paspemieHdeTo 3a ynorpeba
Ne 20010558

9. JlaTa Ha mepBO pa3lpeliaBaHe/NMOAHOBABAHE HA pa3pelIeHHETO 3a

ynorpeda
Jlata Ha TEpBO pa3peluabaHe 3a ynotpeba: 12 roun 2001 r
JlaTa Ha nocneaAHO NMOAHOBsABaHe: 25 Mai 2007 r.

10. JlaTa Ha aKTyYaJIH3INpaHe HA TEKCTA




