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1. HME HA JEKAPCTBEHHA TPOAYKT

. H’p&m xﬂpﬂxmepvcmuxa Na npogyxma f?puwmenue f
Hudanpukc-IPV+Hib npax # cycnensns 3a HEDKEKIHOHHA CY SRR Ne 0( J O 5 J } 7J
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Infanrix-IPV+Hib powder and suspension for suspension forhg } ;on

--6' 773 19-02- 20
[Ancop6upana BakcHHa cpermy audTeprs, Tetaryc, Kokmomn] (MR waa; mm«@HEZTHaJ, .......................... ‘ 3
NOTHOMHUEIHT (MHaKTHBHpana) B Haemophilus influenzae i GermarsiTra)] [.Dlpﬁtkeﬂﬂ (D), tetanus
(T), pertussis (acellular component) (Pa), poliomyelitis (inactivated) (IPV) and Haemophtlus influenzae
lype b (Hib) conjugate vaccine (adsorbed)]

2. KAYECTBEH H KO/IHMECTBEH CHCTAB

Enna noza (0,5 ml) ceaspaxka:
Nndrepuen Toxcoun (Diphtheria toxoid)' we no-manko ot 30 Mexayrapoaau exuamid (IU) (25 Li)
TerauuuaeH Tokconn (Tetanus toxoid)* He no-Maiko oT 40 Mexaysapoann egunnamm (IU) (10 Lf)
AnTHreH™ Ha Bordetella pertussis
Koxmomen Tokcoun (Pertussis toxoid) (PT)! 25 pg
dunamentoseH xemarnyrvnus (Filamentous Haemagglutinin) (FHA)' 25 ug
[eprakrun (Pertactin) (PRN)! 8 ug
HomuoBupyc (Poliovirus) (uHakrusupan) (IPV)
Tan 1 (mam Mahoney) 2 40 D-aHTHTe¢HHH €{HHHULIH
tin 2 (mam MEF-1)2 8 D-aHTHTEeHHH €AHHALH
Tan 3 (wam Saukett) 2 32 D-aHTHTE€HHH ¢ AMHHIH
Homuzaxapun va Haemophilus influenzae tim b
(mormpubosunpudurondocdar) (polyribosylribitol phosphate) (PRP), 10 pg
KOHIOTHPAH ¢ TETAHHYICH TOKCOHI KaTO MPOTEHHOB HOCHTEN OpHOIH3UTENHO 25 nUg
lasicop6HpaH BLPXY aTyMKHHEB XHAPOKCH, XHAPATHPAH 0,5 muwmrpama Al

?pasmMaoxeny BhB VERO knetkn

BakcHHaTa MOXE /1a ChABPXA CIEAd 0T GOpMATIISXH]], HEOMHIIAH H NOMMMHUKCUH, KOHTO C€ H3MON3BaT
110 BpeMe Ha MIPOH3BOACTBEHHA NpoLec (BX. To4ka 4.3).

{loMomHY BEMECTBA C MIBECTHO ACHCTBHE
Bakcunara csabpxka < 0,07 HanorpaMa rnapa-aMuHOO€H30¢Ha KucemHa Ha fo3a | 0,036 Mukporpama

bernnanasvun Ha 1034 (BXK. Touka 4.4).

3a ITBJIHHS CIIHCHK Ha ITOMOIMHUTE BENISCTBA BIDKTE TOuKa 6. 1.

3. JEKAPCTBEHA ®OPMA

IIpax ¥ CYCIIEH3NUA 328 MHAKCKIMOHHA CYCIICH3MA.
CycneHsusTa 0T KOMIOHCHTHTE JUQPTEPHA, TETAHYC, H€3KIeTHUEH KOKIION H HHAKTHBYPAaH
nonuomuent (DTPa-IPV) e MeTHO 03114,

JImodpumusupanara Haemophilus influenzae Tvn b (Hib) cscTaBka mpeacraniasa Os




4. KJUHAMYHHA JAHHH

4.1 TepaneBTHYHH HOKAZAHHUS

Undanpukc-IPV+HIb e noxasan 3a akTHBHA HMYHH3AIM cpeiny AUQTeprs, TETaHyC, KOKIIOMI,
nomHoMueut u Haemophilus influenzae tTun b 3abonsaBaHe npy KA HA Bb3pacT OT 2 MECCLIa HArope.

4.2 J03HpOBKA H HAYHH Ha NPHI0KEHHE

2103H[1OBEH

ITvpeuuna 6aKCUHAYUA:

Cxemarta 3a IbpBHYHA BAKCHHALKA CE€ ChCTOU OT ABC MM TPH JIO3H, MPHAIOXKEHHA B ChOTBETCTBHUC €
oduIHATHHATE NpenopEKH. MuHHAMaNHaTa Bb3pacT MO BPEMCTO Ha MOCTABAHS HA IBPBATA 1034 €

2 mecena. [Tocnensalure 034 OT IIBPBHYHHS KypC TPAOBa 1a OBAAT NOCTABCHH C HHTEPBAI MEKIY TAX
OT HAN-MaNKO 9€THPH CEIMHLIH.

bycmep saxcunayu.

Crer IbPBHYHA BAKCHHAIMSA C JBE 103K, OycTep no3a or Uadanpuxc-IPV+Hib tpsadsa na c¢ npuioku

Hal-Manko 6 Mecena caell TocaeaHaTa 4032 0T IBPBUYHHMS KYPC, KaTO CC NPEANOYHTa Bh3PACTTa MCAIY
11 u 13 mecenia.

Cres IEPBHYHA BAKCUHALNA C TP 103, TPA0Ba Aa ce npriioxku OycTep no3a ot Hib KoHIOraTHa
BaKCHHA (MOHOBAJICHTHA MITH KoMOKHHpana). BpeMeto 3a 6ycrep no3ara oT Hib koHIOraTHa BaKCHHE
TpAGBa 14 ¢ B CHOTBETCTRHE ¢ obuupanuute npenopbky. Mudanpukc-IPV+Hib Moxe fia C€ MPUTOKH 34
Tazy OycTep 1034, aKO MPHIATaHETO Ha JOTTBIHHTENHHUTE AHTHIEHA 10 CBHIOTC BPEME CHOTBETCTRA Ha
OMHIMATTHUTE IIPEHOPBHKHY.

Wndanpukc-IPV+Hib Moxe na ce npriioxu kaTo Oycrep A03a npH 1ena, KOUTO [IPEAH TOBA €a
MMYHU3HPAaHH C IPYTHM BaKCHHM, kKouTo chabpxat DTP, polio n Hib anTureHu.

[lecuampuuna nonyaayus
BeszomacHocTTa ¥ edmkacHocTTa Ha MHdanpukc -[PV+Hib mpu nena Ha Bb3pacT Ha 3 TOAHHM HE €A
YCTAHOBEHH.

JIuricBaT DaHHH.

HauymH Ha OPHIOKEHUE

Hudanpukc-IPV+Hib ¢ 3a 75100k0 HHTpaMyCKyIHO HHIKEKTHPAHE, B IPEAHO-CTPAHHYHATA 44cT Ha
OEOPOTO.

3a NIPEAIIOYNTAHE € BCAKA NOCIICABAMA 1034 BaAKCHHA [Ia €C IMpuiara Ha INpoTUBOIIOJIOKHHN KpaHHHIIHN.

Nndanpukc-IPV+Hib Tpabea na ce npuiara ¢ BHIMaHHE IIPH JIMLA ¢ TPOMOOIMTONEHHS HITH
HAPYIIEHVS B KPEBOCBCUPBAHETO, Thif KATO IIPH TAX MOXKE Ia HACTHIIM KbPBCHE CICI HHTPAMYCKYIIHO
npunoxenHne. HEKCKIMOHHOTO MACTO TpAOBa 1a C¢ NPUTHCHE cunHO (O€3 TpHeHE) 3a HaH-MalIKo [BC
MHHYTH.




3a YKa3aHHA OTHOCHO Pa3TBApSIHETO Ha JICKAPCTBEHHA MPOAYKT IIPEAH MPHIIOKCHHE BHKTC TOUKA 6.6.
4.3 TIIporuBonoKa3aAHUA

CBpBXYYBCTBHTEAHOCT KbM AKTHBHHTE BELIECTBA MM KBM HAKOE OT IOMOIIHUTE BCIICCTRA, H30pOCHH B
TO4YKa 6.1, WM KbM (QOpMaNIexul, HCOMUITAH UK OIUMHKCHH.

CBPBXUYBCTBHTEIHOCT CHEJ IIPEAUIIHO NPHIOKECHUEC Ha BAKCHHH NPOTHE nuTepu, TETaHyC, KOKIIOI,
noxHoMuenuT uina Hib.

Hubanpukc-IPV+Hib e npoTBonOKa3aH, ako ASTETO ¢ IpeKapano eHUepanonaTid ¢ HEU3BECTHA
eTHOJIOr VS, IIOABUIIA CE€ B PAMKUTE HA 7 JHH CJIe] NPEANIIHA UMYHU3aIN C BAKCHHA, Ch/bPKailla
KOKJIIOIIHA CBCTaBKA.

KaKkTo ¥ IpH APYrHTe BaKCUHH, Npui1okenneto Ha Mudanpuke-IPV+Hib 1psabpa na 0b1¢ 0OTI0XKEHO [IpH
MDA ¢ 0CTPo Texko GedbpunHo 3abonssane. Hannunero Ha Neka MHPEKIUS HE € NPOTHBOIIOKA3AHHC.

4.4 CroeudaiHd NpeRynpexIeHAs U IPEAna3HH MePKH IPH yrorpeda

Kakyo MpH BCHUKHY HEDKECKIIMOHHHU BAKCHHH, BHHATH TpA0Ba Ja MMa roTOBHOCT 3a IpHIaraHe Ha
MOAXOAAMNIO IeHeHue ¥ HaOTIoAeHHe B PEJIKH ClyYaH HA aHA(HIAKTHYHA pEaKUHs Clie] [IPUIOKCHHC Ha
BAKCHHATA.

AXOQ e Habm01aBaHa HAKOS OT CIEIHHUTE PEAKIIMU BBB BPEMETO CHEX NpUarane Ha BaKCHHa, ChbAbpPKallld

KOKJTFOIIHA CHCTABKA, PELUIEHHETO 3a IIPHIOKEHHE Ha CIEABALIH JO3H BaKCHHA, ChAbPKANId KOKITIONIH

CBCTaBKa, TPAOBA a C€ MOUIOKY Ha BHUMATCIIHA TTPCICHKA:

e Temmeparypa > 40,0 °C (pekTanHo), HPOSABHIA Ce B paAMKHTE HA 48 Jaca OT MOMCHTA HA
BaKCHHMpaHe, 03 J1a ¢ yCTaHOBEHA ApyTa IPHYNHA.

e Konanc uim nogofHO Ha IIOK CHCTOSHNE (XHIIOTOHMYCH-XUTIOPECIOHCHBEH €MU30) B PAMKHTE HA
48 gaca ciej BAKCUHAIUATA.

e HenpekbcHAT, HEYTEIINM I1ad, IPOAbIDKABAIL 2 3 Jaca, OSBHII C€ B PAMKHTE Ha 48 yaca cnen
BAKCHHAIHATA.

e I'npuose ¢ WK He3 Tpecka, NOSBUIM CE B PAMKHTE Ha 3 JIHH CI€J BAKCHHALNSATA.

Morart Ja ChIIeCTBYBAT 0OCTOSTENCTRA, KATO [MPOKO pasnpoCTPaHEHHE Ha KOKITIOLE, KOTaTo

[IOTEHIHATHHTE TPEHMVIIIECTBA Ca [IOBEYE OT Bb3MOKHHTE PUCKOBE, 0CO0EHO KOraTo ChOMTHATA HE Ca

CBBP3aHH C ABITrOTpakiHo nocienctere. Criopesl HAMHYHHTE KINHHYHY JAHHH PUCKBT OT TaKHBa

PEAKIHH € TIO-MabK IIPH BAKCHHUTE, ChABPXKALIM 0e3KIEThYHA KOKIIIOIIHA ChCTABKA B CPABHCHHL ©

BAKCHHHTE, CBABPMALIH LSUTOKIICTHYHA KOKIIIOIIHA ChCTABKA.,

KakTo [IpH BesAKa BaKCHHAIHS, IpH Oebera 1 11pH Jend, CTpajaiiy 0T HOBONIOABIIIO CC HIIH
NPOIPECHPALIO TEKKO HEBPONIOTHYHO HapyIEHHE, ChOTHOIIEHUETO PHCK-T0/13a OT UMYHH3AIINATA €
Undanpukc-IPV+Hib mmu or oTAaraneTo Ha Ta3u BakcHHaius Tpa6sa na 6bAe BHUMATENIHO IPEICHEHO.

Hib crcTaBKaTa Ha BAKCHHATA HE 3all{TaBa cpely 3ad0isiBaHms, IbDKalH ¢€ Ha APYTH TUIIOBEC
Haemophilus influenzae, HUTO cpenly MEHWHIUT, IPHIHHABAH OT APYTH MHKDOOPTAHHIMH.

AHamue3a 3a (heOprinu repUore, (haMHIHa aHAMHE3A 33 I'EPYOBE HIIM 33 CHHIPOM Ha BHE3AIIHA CMBPT
npu HoBoponeHoTo (Sudden Infant Death Syndrome - SIDS) u paMuIRa aHaMHE3a 33 HEXCIAHO
cnomre cnen JATK, IPV w/uny Hib BakcuHanus He NpeAcTaBIaBaT IPOTHBONIOKA3aHKA 33 IPHIIAralCTO

Ha Mudanprkc-1PV+Hib.




Nadekumnta ¢ yosemkud uMyHoaeduuuTed Bupyc (HIV) He ce cunTa 38 IpOTHBONIOKA3aHUE 33
npunaradeTo Ha Mudanpuxc-1PV+Hib.

Crenr BAKCHHALHA HAa HMYHOCYIIPECHPAHH MalHEHTH, HaupUMep NallHCHTH, JCKYBAHH €
MMYHOCYIIPECOPH, € Bh3MOXHO Ja He 6be MOCTHIHAT O4YaKBAHUAT HMYHEH OTIOBOD.

Cyen mpuitarane Ha Hib BakCHHH ¢ OnMcaHa eKCKpeLHs Ha KANCYJICH IIOJIM3aXapHICH aHTHICH B
ypHHATA. 34TOBA B PAMKMTE Ha 1-2 CeMUIH ClicA BAKCHHAITMATA €A BB3MOXHH (AIIIHBO NOJOKUTETHH
PEe3yJITAaTH B TECTA 33 OTKPUBAHE HA AHTHUIEH.

[Tpunaranero Ha Mudanpukc-IPV-+Hib tpsabsa 1a ce 3anucBa B MEKAYHAPOJHUA BAKCHHAINOHCH
CEPTH(HKAT Ha MALUEHTA.

[Tpyu nmpunaraHeTo HA THPBUYHA HMYHH3AIlHs IPH HEAOHOCEHH Oebera (pojeHH < 28 recTallHOHHA
CeIMULIA) ¥ OCOOEHO TIPH TE3M C IPCSIHIIHA AHAMHE3a 32 HEIOPA3BUTHE Ha AUXATE/IHATA CUCTCMA,
Tps0OBa 13 c& uMa TIPEIBH HOTCHIIHATHHAT PUCK OT aflHes M He00XOIHMOCTTA OT NPOCACASBAHS HA
nHIIaHeTo 3a 48-72 4Jaca.

Thil KATO M0N3aTA OT BAKCHHUPAHETO [IPY TA3K IPYIA HOBOPOICHH € TOlAMa, TO BAKCHHHPAHETO TPsAOBa
Ja ce Hampasu 6e3 oTJarane.

Cunkon (MpHNaabK ) MOKE A4 HACTBIM CJICA WX OPH NpEe/iM BCAKA BAKCHHAIIMA KaTO IICHXOI'CHHA
PEaKLMs KbM HEDKCKTHPAHETO € HIiIa. BaxkHo € 1a ca HaIMiE NpoueaypH 33 H30ArBaHE Ha HAPAHIBAHE

BCIEACTBHE HA HPHIIAIBIHUTE.

[loMOIIIHY BEIIECTBA C K3BECTHO JICUCTBHE

Undanpukc-IPV+Hib cpappka mapa-aMuaoOcH3I0CHA KUCEIHHA, T4 MOXE 3 IPHYHHHN aNCpriuiid
peakvy (BE3MOKHO OT 3a0aBEH THIT) M B HIKIIOYHTEIHO PEAKH CiIydau OpOHXOCHa3hbM.

BakcuHaTa chabpka 0,036 Muxporpama (heHuIaIaHiH BhB BCsiKa /103a. DeHunanaHuabT MOKe Ja Bu
HaBpEH, aK0 BMaTe PCHIIKSTOHYPHS, PAAKO TeHeTHUHO 3a00IBaHe, IIPH KOCTO ¢€ HATPYTIRA
denmHIaTaHKH, THH KaTO OPraHN3MBT HE MOJKE J1a I'O OTACIIA IPABHITHO,

Bakcunuara ChIbpKa No-Majiko oT 1 mmol satpui (23 mg) Ha 1033, T.e. MOXKE 14 C€ KaXKCE, 1
IPAKTHYECKU HE ChIbpKa HATPHH.

BakcunaTta cbIBLpIKa KR, mo-Manko oT 1 mmol (39 mg) Ha no3a, T.€. IPAKTUICCKH HE ChAbPIKa
KAJTHH.

IIpocae AuMOCT

3a 1a ce nonobpu IpoCIeAEMOCTTa HA OMOIOTHYHHATE ICKAaPCTBCHU NMPOAYKTH, MMETO M MAPTUIHUAT
HOMCP Ha IPHIOKCHUA NPOAYVKT TpAOBa ACHO Ja CE 3aMcBar.

4.5 B3aumMojelicTBHe ¢ APYIH JeKAPCTBEHH NPOIYKTH K APYTH (POPMHA HA B3AHMOAECHCTBHE

Axo Undanpuxc-IPV+Hib tpg6sa na ce Npumoxu o eIHO U ChII0 BpeME ¢ Apyra(H) HIDKEKIIHOHHA(H)
BakCHHa(H), BAKCHHHTE BHHArH Tps0Ba Jia € ITIOCTABAT Ha Pa3/InYHU HHXKCKIIMOHHH MECTA.

KaxTo ¥ IIpH JIPYyTH BAKCHHH, MOKE 11d C€ OUaKBa, Y€ [IPY NMaNUCHTH HAa KMYHOCYIIPECHBHA TCPAIINA HIIH
C HMYHEH Je(hHIIUT MOXE Aa BE OBIC NOCTHIHAT 33J0BOIMTENIEH HMYHEH OTI0BOP.




4.6 @DeprRAHTET, OPEMEHHOCT B KEPMEHE

Twit karo Mudanpukc-IPV+Hib He e npeinasHadeHa 3a MPUIOXKEHUE IIPH Bh3pacTHH, HAMA JaHHH 34
6e30I1aCHOCTTA Ha BAKCHHATA IIPH OPUJIAraHe 1o BpeMe Ha OPEMCHHOCT MIIM KbPMEHC.

4.7 EdexTn BbPXY cnocodHocTTa 3a wWodpHpane H padoTa ¢ MALTWHA

Henpunoxumumo.

4.8 Hexeaanu texkapcTBeHU peakIiua

- Kaunuunu usnumeanus

Pezrome na npodhuna 3a bezonacnocm

[IpodHAsT Ha Be301IacHOCT, IPEeACTaBEH M0-A0Y, C& OCHOBABa Ha JaHHH OT II0BEYE OT 3 500 nuna.
TToo0HO Ha BakCHHHTE cpemy audTepns, TETaHYC i KOKTOM {0e3KIEThYHA) U TIPH KOMOHHaIMH,
ChABPXKAINYM IUPTEPHs, TETAHYC M KOKTow (§e3KIeTsyHa), cinel Oycrep BakCHHAINA C
Hudanpukc-IPV+Hib ca cpobiiapany NOBHIIABaHE HA MECTHATA PEAKTOrCHHOCT M TPECKA B CPABHCHHC
¢ Kypca Ha ITEPBUYHA BAKCUHALINA,

Crucek Ha nHexceranume peaxkyuu

YecToTHTE 32 7034 ca AchHHWPAHY, KAKTO CIE/IBA:

Mmuoro gect: (>1/10)

YeeTH: (>1/100 o <1/10)
Hedectu: (>1/1 000 no <1/100)
Penkuy: (>1/10 060 mo <1/1 000)

Muoro peak#:  {(<1/10 000)

MHubekMy 1 HHPECTALNH
HeuyecTu: nHEQEKIYS HA TOPHUTE AUXATCNIHH OBTHIIA

Hapyniesus Ha KpbBTA M NUM(pHATA CHCTEMA
Heuectn: muMbaacHODATHA

Hapyiienus Ha MeTabonusMa H XPaHEHETO
Muoro gects: 3aryba Ha aneTur

IICHXHYHY HAPYINICHNS:
Mioro YecTH: HeOOHIACH IIaY, PA3APa3sHUTEIHOCT, OE3MOKOUCTBO

HapynicHWsa Ha HEpBHATA CHCTEMA
MBEOTO 42CTH. COMHOJICHTHOCT

PecimpaTopHH, TPbAHN Y MEAUACTHHATHH HAPYIICHUA
HegecTH: OpOHXHT, KAHLIHLA, PUHODES

CToMAaIrgQ-9peBEN HADYIICHUS
Yeceru: quapus, TOBPBINAHE




Hapyiierys Ha KOXKaTa W MOAKOKHATA ThKAH
Heuect: ypTukapus, oOpus
Penku: npypuryc, IepMaTHT

OOny HapyIueHHd U eheKTH Ha MACTOTO Ha MPHIIOKECHUE

MHOTO 4eCTH: IOBHIlIEHA TeMmeparypa (= 38,0 °C), peakHy Ha MACTOTO Ha HHKCKTUPAKC KATO Oonka u
sauepBiABaHE, TOKATHO IIOAyBAHE Ha MACTOTO HA HEKekTHpane (< 50 mm)

UeCTH: peakilii Ha MACTOTC Ha HEXKEKTHPAHE, BKIKYUTEIHO HHAYPALNS, JIOKATHO NOAYBAHE Ha
MACTOTO Ha HHkeKTHpaHe (> 50 mm)'

Hewecty: audy3HO HOAYBAHE Ha HHKEKTHPAHHA KpalHHK, MOHAKOra ¢ BKIIIOYBAHE HA CBCC/IHA cTama’,
MOBHIIEHA TeMIieparypa>> 39,5 °C, ymopa.

- ocmmapremunzo6o Habmooenue

HapymeHys Ha MMYHHATa CHCTEMA
AJTepTHYHY PeaKIMK (BKAIOYHTENHO aBadUIaKTHIHY® M aHaQHIaKTOMIHH PEAKIINH).

Hapvinesus Ha HEpBHATA CUCTEMA!
Kosanc Wid nojo0H0 HA HOK ChCTOSHAE (XMIOTOHNYEH-XUIIOPECIIOHCHBEH €IH301), TEPY0BE (C unH
6e3 OBHILIEHA TEMIIEPATYPA).

PecriupaTOpHY, I'PBAHY U MEANACTHHANHH HAPYLICHHUA:
Anmes® [Bx. Touka 4.4 3a anHes npn HegoHoceHH 6ebera (< 28 recrauponna ceMULA)]

HapyIieHus Ha KOXKATa M MOAKOXKHATA ThKaH:
AHTHOHEBPOTHYEH OTOK’

O01u HapyleHusa 1 ePekTH Ha MACTOTO Ha IIPHIOKEHHNE:
y 3
[TomyBaHe Ha MeTHI HHKEKTHPaH Kpaliauk', o6pasyBaHe Ha MEXYPH Ha MSICTOTO HA MHXEKTHPAHC

'Tlpu mela, Ha KOUTO € HAIIPABCHA ITHPBIYHA BAKCHHANMS ¢ Oe3KIeThYHA KOKTIOMHE BaKCHHA € 110~
REPOSATHA MOABATA HA PEAKIMH HA IOAYBAHE CIIE] IPOBEKAAHE Ha OyCTEp BAKCHHAINMS, B CPABHCHHE C
fenaTa, IpH KOUTO ITFPBMYHATA BAKCHHALNS € ¢ ISUIOKTEThYHA KOKIIOHA BaKCHHA. [ €31 peakiny
OT3BYYABAT B PAMKUTE Ha CpEeIHO 4 THU.

2 gecTH IIpH OycTEp BAKCHHALIUA

> nox;aaBaHy NpH BakcuruTe Ha GSK, cpappxauy IuQTepHeH, TCTAHHYEH U OezKIeThYEH KOKIHIICH
xommoaeHTH (DTPa).

Cro0OHIgBaHe Ha IOAQ3KMPAHY HEXEIAHH PEAKITHH

CHOOIABAHETO HA TOJO3UPAHY HEXEIAHM PEaKIMHU Ce/l paspellaBade 3a yIioTpeda Ha 1eKapCTBCHHA
NPOJYKT € BayKHO. ToBa IMO3BONIABA J1a IIPONBIDKA HAaOIIOACHHETO HA ChOTHOLICHUCTO OM3a/PHCK 34
JIeKAPCTBEHKA NPOAYKT. OT MEAMIIMHCKATE CHEIHATMCTH CE H3MCKBA Ja Ch0OIIAaBaT BCAKA MOA03HpaHa
HeXKeTaHa peakLys 9pe3 HalHOHAIHA CUCTEMA 3a ChOOLaBaHE:

M3nnAHATENHE areHIUs 10 JIEKapcTBara
yiL. ,,damsad I pyes™ Ne 8

1303 Copus

Ten.: +35 928903417

yebcalT: www.bda.bg




4.9 IIpeao3znpaHe

Ilo BpeMe Ha IOCTMAPKETHHTOBOTO HaOM0IeHHE ¢a ChOOIABaHM HAKOJIKO ClIydyad Ha NPEI03NpaHe.
Hexenanure peaknuy, KOraTo ca cho0IIaBaHH ClIe) MPEI03Hpane, ¢a nonoOHY B3 HADIIOAABAHUTE CICH
PUIIAraHe Ha MpenopbyuTenHaTa no3a Mudanpukc-IPV+Hib.

5. GOAPMAKOJOI'NMYHUA CBOHCTBA
5.1

dapMaKOJHHAMNAYHA CBOHCTBA

dapmakoTeparneBTHdHa rpyna: KomOuunpann 6akTepraiiid U BHPYCHH BAKCHHH.
ATC koma: JOTCAOG.

PesynTaTuTe, MONMYICHY NIPH KIHHHYHWTE HU3NHTBAHMA 32 BCEKH C¢AMH OT KOMIIOCHCHTHTE, €4 0000IICHH B
Ta0INIHATE TI0-KOTY:

HponeHT Ha NHUATA ¢ THTPH HA AHTHTEIATA 2 IPAHHYHATA CTOHHOCT HA W3NHTBAHETO (assay cut-
off) c.ren mepeuuHa BakcuHanusa ¢ Wudanpuxe-IPV+Hib:

3-S5 mecenn | 1,5-3,5- 2-3-4 2-4-6 3-4-5 3-4,5-6
AHTUTAIO N= 86 6 MECELH MecenH MecellH MeECEIH
(rpanu4yHa (1 wanurBane) | Mecenu | N=337 N= 624 N=127 N=198
croiHOCT, cut-off) % N=62 | (3m3nurea | (6 w3nuTBa | (2 manursa | (1 H3nMTB2
(1 w3nur | HHA) HHA) HHA) He)
BaHe) % Yo % %o
Yo
AuTHaRpTEPUHHN 94,1 100 98,8 99,3 94 .4 99,5
(0,1 IU/mb)*
AHTHTETAHUYHH 100,0*%* 100 99,7 99.8 99,2 100
(0,1 TU/ml)*
ApT-PT 009 5** 100 9904 100 98,4 100
(5 EL.U/ml)
AuTn-FHA g9 7 ** 100 100 100 100 100
(5 EL.U/ml)
AHTH-PRN 99,0%* 100 100 100 100 100
(5 EL.U/ml)
- AHTH-NIOJIHO 93,0 ND 991 99.5 100 100
- THN 1
(pazpekmane 1/8)*
AATH-TIO/IHO 05,3 ND 95,7 99,0 99,2 100
THN 2
(paspexxnmane 1/8)*
AHTH-TIGJIHO 98,8 ND 100 100 09,2 90 4
THI 3
(pazpexgade 1/8)*
- AuTu-PRP (Hib) 83,7 100 98,5 08,5 100 98,4
(0,15 ug/ml)*
AuTu-PRP (Hib) 51,2 87,1 68,5 76,0 97,6 81,2
(0.1 ug/miy*

* FpadH4HaTa CTOHHOCT € NIpYeTa KaTo IIOKA3arejInad 3a IIPOTCKI KA




**¥Pe3ynTaTH ClIen A03a 2 0T M3NHTBaHMATa, KbaeTo DTPa-H]

3,5 u li-MeceuHa BB3paCT

N = 6po#l Ha nunara
ND = Beonpeacineuu

3V-IPV+Hib e npunoxena no cxemara Ha

[IpoueHT HA JIALNATA ¢ TATPM HA AHTHTEJATA > IPAHNYHATA CTOWHOCT HA H3MHTBAHETO (assay cut-
off) cinen 6Oycrepua pakcuHanus ¢ Undanpukc-IPV+Hib:

AHTHTH.IO ' BycrepHa BakcHHanus na 11/12- bycrepHa BakcHHaAN A npe3
(rpasn4YHa MECeUHA BL3pacT ciel NLPpBHYECH BTOPATA I'OAWHA OT 3KHBOTA CJIe]
| CYOHHOCT, cut-oif) Kypc Ha 3-35 Mecell IbPBHYEH KYPC OT TPH 1034
N =184 N=1326
(1 H3INHUTBaHE) (9 manuTBaHHA)
Yo Yo

AHTHARPTCPUHHHA 100 99.8

(0,1 IU/ml)*

AHTHTCTAHHYHH 09, 9** 99,9

(0,1 [U/mb”

ARTH-PT 90 g** 99,7

(5 EL.U/ml)

AHTH-FHA 99,9%* 100

(5 EL.U/ml)

AHTH-PRN Qg §** 99.9

(5 EL.U/ml)

Autu-IToeaune Tun 1 99 4 09,9

(paspesxnane 1/8)
- Aaru-Tloauo THn 2 100 100
" (paspexane 1/8) ™

Anrr-Ilonuo THI 3 99,4 100

(paspexnane 1/8)

Anru-PRP(Hib) 100 100

(0,15 pg/ml) *
Ant-PRP(Hib)
(1,0 pg/ml)

* rpaHU9HATA CTOHHOCT € TIPHETA KaTo [TOKAa3aTellHa 38 HPOTCKIMA

**PesynraTH cieq 403a 3 OT U3MUTBAHUATA, KBACTO DTPa-HBV-IPV+Hib e npuiokeHa o CXeMarta Ha
3, 5 u 11-Meceyna BL3pacT

N = Opo# Ha iMLaTta

96,7 99,2

t
i

Eduxacaocrra Ha Hib ¢heraBkara (korato e komburnpana ¢ DTPa, DTPa-1PV nin DTPa-HBV-IPV) ¢
M3C/eBAHA Ype3 OONINPHO IPOYUBAHE 33 TIOCTMAPKETHHTOBO HAOMIOICHHE, HPOBEXAaHO B | epManni.
[To Bpeme Ha 4,5-TOIHINIEMA MEPHOJ Ha IpochensBane, ehuxacHocTTa Ha DTPat+Hib ny DTPa-
IPV+Hib BaxcuHuTe € 96,7% 3a IBIIHKATE IBPBHYHH ceprl U 98,5% 3a 6ycrep Ho3ara (HE3aBHCHMO OT
neperuHara). [0 BpeMe Ha CeAeMTOMIIANA [IEPHO Ha MpocieaiBane, edukacHocTra Ha Hib
KOMIIOHEHTHTE Ha JIBE XeKCABAJCHTHH BaKCHHY ¢ 89,6% 3a nbaHnTe HEpBUYHH cepi 1 100% 3a
ITEJHHATE ThPBHYHH CEPUH ITIOC OycTep A03a (He3aBHCHMO OT M3MI0J3BAaHAaTa 3a [IBPBHYHA BAKCHHAIIHA
Hib pakcuna).

5.2 DOapMAKOKHHETHYHH CBONCTBA

3a BAKCHHHUTE HE CC M3NCKBA OLICHKATA Ha PapMaKOKHHETHYHHTE CBOHCTBA.

8




5.3 IlpearIHHHYHYU TaHHU 32 He30IaCHOCT
HekIMHUYHATE JaHHH HE M0Ka3BaT 0coOeH PHCK 3a X0opa Ha 0a3ara Ha KOHBCHIIHOHAIIHUTC

$apMaKoONOTHYHE IPOYIBAHUS 3a O€30MACHOCT, CElU(pUIHa TOKCHIHOCT H CbBMECTHMOCT Ha
CBCTABKUTE.,

6. GAPMAINEBTHUYHU JTAHHMH
6.1 CHoHcbhK HA NOMOLIHHATE BellecTna

Hib npax:
JlakT032

Hudrrepus. TeTanyc, KOKTOM (6e3kneTsyHa) H NOMHOMHENHT ( DTPa-IPV) CycnicH3HA:

HaTtpuer xa0opua

Cpeaa 199 ( karo crabunuzarop, ChAbpiKallia aMHHOKHCCITMHN (BKIIOUKTEIHO QCHIIIANAHHH),
MUHEPAJIHN COMH (BKIIOUMTETHO HA HATPHH ¢ Kanui), BUTAaMHMHH (BKIIOYUTCIHO apa-aMHUHOOECH30¢Ha
KHCEJIMHA) U JIDYTH BELLECTRA)

Bona 3a MHKEKIIHUT

34 aFOBAHTHUTE BIOKTE TOUKA 2.
6.2 HecLBMeCTHMOCTH

[Ipu JiMnca Ha IPOYUYBAHHS 32 HECEBMECTHMOCTH, TO3H IEKapCTBEH IPOAYKT He TpiAbBa Ja ce CMecBa ¢
OPYTH IE€KAPCTBEHH IIPOTYKTH.

6.3 C(Cpox Ha rogHoCT

CpoKBT Ha TOAHOCT Ha CHCTABKMTE HA BAKCHHATA IIPSAH PECYCICHIMPAHE € 3 rOAMHH.

Cren pecyclneHIHpaHe BakCHHATA TpsAOBa Aa Ce MHKEKTHpa He3a0aBHO. AKO HE C€ IIPHITOKH He3abaBHO,
BPEMETO Ha CHXPAaHCHUE A0 yHoTpedara U yCIOBHATA Ha ChbXPaHCHHE ¢a OTrOBOPHOCT HA noTpeOUTENS U
oOnyaiteo He TpsabBa Ja ca noseue oT 8 yaca npu 2 °C — 8 °C (B XIaMIHHK).

0.4 CroeuuadHH YCI0BUA HA CHXPAHCHHE

Ja ce cuxpansara B xnagwinuk (2 °C — & °C).

/a He ce 3ampa3sdasa.

Jla ce cBXpansBa B OPUTHHAIHATA OIIAKOBKA, 32 J1d C€ [IPE/INa3y OT CBETIHMHA.

3a ycnoBUATA HA CHXPAHEHUE CJIC Pa3TBapsgHe Ha JICKapCTBEHUA IPOAYKT BIDKTC TOUKA 6.3.

6.5 Bujau cbabpkaHHe HA ONIAKOBKATA

[Ipax BBE dhaaxon (cTbKI0 THH I) ¢he 3anymanka (OyTuaoBa ryma), chabpian 1 gosa, # 0,5 mi

CYCTIEH3HS B IIPEIBAPHTEHO HAIThIHEHA CIIPHHIOBKA (CTBHKIO THN I) ¢ ryMeHa rgeatyTHIgRa rymMa)
Ha 6yTanoTO M r'yMeHA Kaadka Ha BLPXa Ha CIPHHIIOBKATA. vsg‘ﬁ\lﬂﬂ flo
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Karnaykara Ha BbpXa U I'yMEHATa I71aBa Ha OyTaJ0TO Ha NPEABAPUTEIHO HANTBIIHEHATA CIIPUHIIOBKA H
3aIIymIaiKara Ha (PJIaKOHA ¢a NMPOM3BEICHH ChC CHHTETHYHA T'yMa.,

Onaxosku 110 | u no 10, cbe win 63 Ui,
He BCHYKM BHIOBE OMAKOBKH MOTAT Ja OBJAT MyCHATH Ha Na3apa.

6.6 ChoenwanHu NpeaNa3H¥ MEPKH NPH H3XBLPJAsHEe H pabora

1o BpeMe Ha cbxpaHeHHeTO Ha cycnieHsuaTa DTPa-1PV B nmpeaBapHTEIHO HaMbJIHEHATA CIIPHHIIOBKA

Morar aa ce HaOmronaBar 0sana yraiika u OUcTpa HaayTacyHa TeHYHOCT. 10Ba HE € MPHU3HAK 3a BIOIIABAHE
HAa KQ9ECTBOTO HA BaKCHUHATA.

IIpeasapuTenHO HAITBIHEHATA CIPUHIIOBKA TPA0BA a ce paskiaTy J00pe 10 IMOTy4aBaHE Ha XOMOI€HHA
cycrniersus. [lpeny npunarane cycnensusta DTPa-1PV B npeasapuTeTHO HanbJIHEHATa CIIPUHIIOBKA, Hib
NpaxsT BBB (DIAKOHA U PECYCIICHANPAaHaTa BaKCHHA TpsA0Ba [1a ce Nperieaar BU3yaaHo 32 1yXAu
YACTHUIM ¥/WIK IPOMEHH BhB BHHIIHMS BUJ. B ciyuaii, ue ce nabnromaBar TakyuBa, BAKCHHaTa Tps0Ba 11a
C€ U3XBBPIIH.

PecycrieniupaHeTo Ha BAKCHHATA CE U3BEHPILIBA Ype3 NpudaBsHe Ha ISUIOTO ChAbPIKAaHUE Ha
NpeIBapUTEIHO HambiHeHaTa cupuHioska ¢ DTPa-IPV kM drakona, ceaspxam Hib npax. Taka
TIOJTy4eHAaTa CMeC TpAOBa na ce MHXEKTHpa He3abaBHO. [IbIHNTE NPENOPBKH 32 PECYCICHAUPAHE Ca:

1. PasknaTeTe MpeIBapUTEIHO HATBIIHEHATA CIIPHHIIOBKA, Chabpxkaia DTPa-IPV cycnensusi.
[TocTaBere uriia Ha MPEABAPHUTENHO HAMbIHEHATA cripuHioBka ¢ DTPa-IPV u umkekTupanTe
ChABPKAHVETO Ha CIPHHIOBKATA BBB (hiakoHa ¢ Hib.

3. be3 na Maxare urnara, pasKiaTeTe HHTCH3HBHO (dakoHa ¢ Hib 10 ycraHOBsIBaHE Ha ITBIHO
pa3TBApAHE.

4.  HWsrernere nsara cMec 00paTHO B COPUHIIOBKATA.

5. 3aMEHeTe UIJIaTa ¢ UIvla OT NOAXOIAI pa3Mep 3a HHXKEKTUPAHE ¥ NPHIIOKETE BAKCMHATA.

6. AX0 BaKCHHATA HE ce MPUJIOKH BeIHATra, pa3KiIaTeTe HHTEH3UBHO OTHOBO NMPEAH HHXKCKTHPAHE.

YKa3aHys 3a IPEIBAPUTEIIHO HATBIHEHATA CIIPUHITOBKA

XBaHETE CIPUHIIOBKATA 3a TAJIOTO, @ HE 33 OyTaIoTO.

OTBHHTETE KallayKaTa Ha CIIPUHIIOBKATA, KATO 4
3aBBPTHTE B IIOCOKA, 00OpaTHAa Ha YaCOBHUKOBATA
CTpEJIKa.

Kanauka
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3a I1a IPpUKPEINNUTE Uurnara KbM CIIPHHIIOBKATA,
CHEMHETE KOHECKTOpA HA MIJlaTa C JIYEp-JIOK aJanTopa u
3aBBPTETE UETBBPT 000POT 110 ITIOCOKA HA
4aCOBHMKOBATA CTPEJIKA, JOKATO YCETHTE, 4€ €
3aTerHara.

PecycnennupaliTe BAaKCHHATA, KaKTO € ONMCAHO II0-TOPE.

He u3zaspnBaiite OyTalOTO HA CIIPHUHIIOBKATa H3BBH
TSJIOTO F. AKO TOBA C€ CIIY4H, HE NIPHIIaranTe
BAKCHHATA.

3XBBpasgHe

Heusnon3BaHUAT JICKAPCTBEH NPOAYKT WIK OTIAJBUHHTE MaTEPHATH OT HEro TpAOBa J1a c€ U3XBBPJIAT B
CHOTBCTCTBUE C MECTHUTE U3HCKBAHMAL.

7. HNPUATEXATEJ HA PASPEIHNIEHUETO 3A YIIOTPEBA

GlaxoSmithKline Biologicals SA

Rue de l'Institut 89,
B-1330 Rixensart,

benrus
8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

Per. Ne 20090475

9. JATA HA IIbPBO PAZPEIIABAHE/IIOJTHOBSABAHE HA PASPEHIEHHUETO 3A
YIIOTPEBA

JlaTta Ha mbpPBO pa3pemniarane: 28 okromapu 2009 r.
Jlara Ha nocnenHo nonHosaBsade: 14 despyapu 2013 1.

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA
04/2023

[TonpoOna ur(popmanys 3a TO3H JEKapCTBEH NMPOAYKT € IPeAoCcTaBeHa Ha yebcaiTa Ha M3nbiaHuTe/IHATA
areHLud 10 Jekapcrrara http://www.bda.bg
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