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Bassuuka (Cyxomonmschka H.A.), iHcTpykuii | Bix SE° O J0/3
IpO  3aCTOCYBaHHS  JIKApChKOro  3acoly
(JIMCTIBKM-BKIIQJMINA  YIIAKOBKH JIIKAPCHKOro
3acoly),  3aTBEp/KEHOI  BIAMNOBIAHO [0
HOPMaTUBHUX BUMOI' pekoMeH; 1oBaHux BOO3.

lepexnad yKpaiHCLKOK MOBOK IHCMPYKUIT PO 3aCMOCy8aHHA NiKaPCbKo20 3acoby
(nucmisku-eknaduwa ynakosxu nikapcoeKozo 3acoby)

Baxuuna juia npoginakTuku (udrepii, npaBus, KauuIoKy, renatury B Ta
3aXBOPIOBaHb, cipuunHenux Haemophilus influenzae Tuny b, xon’1orosana,
ajicopoosana

Omnc

Bakimna s npodinaktuku audTepii, npaBus, KaUUTIOKY, Trematuty B Ta 3aXBOpIOBaHb,
cnpuunHenux Haemophilus influenzae Tuny b, Kon’10roBaHa, agcopboBana, BupobuuuTea «Cepym
Incturyr Immi IIsr. JITA», € TOMOTrEHHOIO pIiZMHOIO, WO MICTUTH O4YHMIUEHI gudTepiiiHuit i
1IpaBLEBUH aHATOKCHHM, IHAKTUBOBAHI aHTHIE€HH KAILIIOKY, BHCOKOOYHIIICH] HelH(EKIIHHI YaCcTKH
nosepxHeBoro aHtureny renatuty B (HBsAg) Ta xommnoneHT remoginsHoi iHdekuii (Hib), mo
MICTHTh BHCOKOOYMIEHHH, HeiH(eKuifHui KancynsHui nomicaxapuy Haemophilus influenzae
Tuny b (Hib), XIMIYHO KOH'IOTOBAaHMH 3 IIPOTETHOM (IIpaBLIEBHH aHATOKCHUH). [ToBepXHEBHIT aHTHUI€H
Bipycy rematuty B (HBV) oTpHMYe€ThCA KYJIbTHBYBAHHAM CTBOPCHHX METOJIOM TI'€HETHYHOI
iHKeHepii ApLKUKOBHX KIITHH Hansenula polymorpha, sKi MaiOTh I'e€H NOBEPXHEBOI'O AHTHICHY
Bipycy rematuty B. IloBepxnesuii anturen Bipycy rematuty B (HBsAg), excrpecoBanuit y
KrituHax Hansenula polymorpha ouniyeTbes AeKUIbKOMA XIMIYHHMH METOAaMH 3 BUKOPHCTAHHSIM
npoueayp pexkombinantHoi JJHK. Tiomepcan 10AaeThesi B IKOCTI KOHCEPBAHTA.

[Tonicaxapun Haemophilus influenzae tany b (Hib) BupoOIseThCsa 3 KarcyjabHOro IOJHcaxapuiy
wtamy H.influenzae tany b i nicyis akTHBALIT 3'€THYETHCS 3 TPABLIEBHM aHATOKCHHOM.

Bakuuza signosigae umoram BOO3 i1 Bpurancekoi ®apMmakoriei 3a pe3yJibTaTaMH TECTYBaHb 3a
Meroaamu, HaBeacHuME y Cepii Texnianux gonosiacii BOO3 Ne 980 (2014 p.), 978 (2013 p.), 897
(2000 p.) Ta y Bputancekiit @apmakorei.

Kosxna mo3a 0,5 M1 MICTHTB:

audrepiditauii anatokeun <25 Lf (= 30 MO)

NpaBLEeBUI aHATOKCHH >2,5Lf (=40 MO)

KallUTIOKOBUH aHTHreH (B. pertussis) (ITBHOKIITHHHUAHR) <16 OU (= 4,0 MO)*

p-ZIHK nosepxuesnii anturen Bipycy renatuty B (HBsAg (rDNA)) > 10 mkr

OYMILEHHH KanCyJpHUH nmosicaxapu remodisHoi iHpekuii (PRP)

KOH'IOTOBaHHH 3 IIPABILEBUM aHATOKCUHOM (Oinok-Hociit) 10 Mkr

AJicop6oBano Ha docdari amominito, AIT T < 1,25 Mr

Koncepsant: tiomepcan 0,005 %

*Huoxuuit qosipunit inTepsai (P=0,95) po3paxoBaHoi MHTOMOI akTUBHOCT] He MeHe, Hbk 2,0 MO.

Bakiuua uis npodinakTHKH audTepii, TNpaBLs, KalUIIOKy, renatuty B Ta
cnpuuuHenux Haemophilus influenzae tumy b, KoH’iorosaHa, ajacopfoBana,
renaTHT, IPUYIHHOIO AKOro € He Bipyc renatuty B (HBV), a inmni BipycHu, ax Ha P2 gﬁé .
aJie BBAXKAETHCA CDEKTHBHOIO JUIA TONEPE/PKECHHS TeNaTHTY, L0 CIPHYHHAECTH & NenLT /
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Bakuuna npotu 3axBopioBaHb, crpuuuHeHUX Haemophilus influenzae tuny b (HIB) ne 3axumae
BiJl 3aXBOPIOBAHHS, CIPUYMHEHOT 0 iHIIUMU THNIAMU H. influenzae, uu BiJl MEHIHTITY, CIIPUYUHEHOTO
IHIIUMH 30y IHHKaMH.

IIOKA3AHHSA

Bakmuna s npodinaktakd audTepll, npaBus, KaIUIIOKy, renatury B Ta 3aXBOpIOBaHb,
cnpuunHeHuX Haemophilus influenzae tany b, xonH’ioropana, ajacopOoBaHa, mnokazaHa IS
aKTHBHOI iIMyHi3allil HEMOBJIST BIKOM BiJ 6 THXHIB npotu audrepii, npaBus, Kanuoka, renatuty B
1 3aXBOpIOBaHb, cripuauHeHUX Haemophilus influenzae tamy b.

Jns npiteit monommoro Biky PIII (Posmmpena Ilporpama Imysizamii) pekomeHaye BBeICHHs 3a
OJIMH pa3 MaKCHMAIBHO MOYIUBOI KIJIBKOCTI aHTHI€HIB.

Bakmuny mis npodinaktuxu audrepil, npaBus, KauUIOKy, remaruty B Ta 3aXBOpIOBaHb,
cnpuanHeHux Haemophilus influenzae tany b, xow’toropany, ajcopbopany, HE CJIIJ
3aCTOCOBYBATH B SIKOCTI BAKIIMHH, 1[0 BBOAUTHCS JAHTHHI ITPH HAPOKEHHI.

B kpainax, A€ KalulioK CTaHOBUTH HeOe3neKy Uit AiTed MOJIOJAIIOro BiKy, KOMOIHOBaHI BaKI[HHH
CITiJI 3aCTOCOBYBATH SIKOMOTa paHille: Mepury J03y CJil BBOJUTH Yy Billi 6 THKHIB, IBi HACTYITHI — 3
4-TH)KHEBUM IHTEPBATIOM.

Bakuuny juis npodinaktuku gudrepii, npasuns, KauULOKy, renatury B Ta 3axBopioBaHb,
cupuunHeHux Haemophilus influenzae tuny b, KOH’10roBany, ajgcopboBany, MoxHa Oe3neyHo Ta
edexTuBHO BBOAMTH pazoM 3 BaxuuHamu bIDK, Baknunooo npotu kopy, noaiosakuusoo (OIIB Ta
ITIB), BakUMHOIO IPOTH JKOBTOI JMXOMAHKH Ta pa3oM i3 BiTamiHoM A. SIKIIO BakUMHY I
npodinaktukn audrepil, npaBnd, KaUUTOKYy, rernatuty B Ta 3axBOpIOBaHb, CIPHYMHEHHX
Haemophilus influenzae tuny b, KOH'IOroBamy, aacopOoBaHy, BBOASTH OJHOYACHO 3 IHIINMHM
BAKI[MHAMH, 11 CJIiJ BBOAMTH B iHIIE Micue. Bakuuny He ciij 3miumyBatd y GJIaKOHI YH IINPHIL 3
[HITMMH BakIMHAMM, SKIIO 1I HEe JIIEH30BAaHO /I BUKOPHUCTAHHSA B SKOCTI KOMOIHOBAHOTIO
POIYKTY.

JO3YBAHHSA

JUts akTBHOI iMyHi3amil HEMOBIST Ta AiTeH MOIIKIIBHOrO BiKYy PEKOMEH/IOBAHO BBOJMTH TPH
BHYTPIIIHEOM's130B1 1H'ek1til 0,5 M1 3 iHTepBayioM 4 (MOTHPH) THKHI Mixk J03aMH. X04a 3BHUHUHA BiK
JUIsL IIepIIol JO3M [EPBHHHOI iMyHi3alil CTaHOBHTHL /1Ba MiCslll, 3apa3 peKOMEHAYEThCS BBEICHHS
BakIMHH y Bimi 6 TmkHIB. Bycrepma nosa kon'toroBaHol Bakiuuaa AKJII (DTwP) ta s
npodiIaKTUKK 3aXBOPIOBaHb, cripuauHeHux Haemophilus influenzae tumy b, moxe GyTi BBeICHA Y
Bini 15-18 Micsmis.

Bycrepra in'exuiss Bakuuan AKJII (DTwP) moBunHa BBOAMTHCH B S-piuHoMy Bini (To6To Ha
MOMEHT BCTYIy /0 Mikonu). [Hziiiceka axanemis nexiatpili (IAP) pekomeHaye, 3a HasBHOCTI
KOMOIHOBaHMX BAaKIHH BHKOPHCTOBYBAaTH IX 3aMiCTh MOHOBAJIEHTHMX BaKIMH Yy HAlliOHAJILHOMY
rpadiky BaKIHHAIiT, 3TiAHO 3 BKa3iBKaMH.

BBEJIEHHJSI

He BBOJHMTH MiALIKIPHO YH BHYTPIIIHLOBEHHO.

(akoH 3 PiAKOIO BaKIMHOK CIij 300BTaTH Iepe] BHUKOPHCTaHHSM, MO0 roMOreHi3yBaTH
cycrensiio. Bakuuny i BBOAHTH BHYTPIIIHEOM'130B0. [lepeanbo-00KkoBa BepXHs 4acTHHA CTErHA
a0o HeIbTOBUAHI M'SI3M € KpalluM MicueM JUls iH'eKIil [uId cTapIuux AiTell uu Jopocinx. Beenenus
iH'ekmil miTAM y CIAHHMIO MOXe CHPHYMHHTH ITOLIKOJKEHHS CiTHHYHOrO HEpBY, TOMY He
PEKOMEHIYEThCS. BakiMHy He Ciliji BBOAMTH Y IIKipy, OCKUIBKH BBEIEHHS MOXe CIPHIHMHHTH
BHHUKHEHHS MicueBMx peakuit. Onna nemiarpuuna jgo3a — 0,5 mun Ui iH'eKiii HeoGXIAHO
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3aCTOCOBYBATH CTEPMIBHMH IIIPUIl Ta CTEPWIbHY TOJKy. BakumHy cioijl BBOIWTH

BHYTPILIHEOM 'SI30B0.

Inma in'exkuis B pasi ofgHOYAacHOro BBeAeHHs 3 Baxumaoro it npodisaktiku audrepii, npasus,

KalUTIOKy, rematuty B Ta 3axBopioBaHb, crnpuuuHeHux Haemophilus influenzae Ttuny b,

KOH'IOroBaHoo, aacopboBanoio moBuHHA OyTH BBeAeHa B iHme wicue. s koxHOT iH'ekuil

MOBUHHI BUKOPUCTOBYBATUCH BUKITIOYHO CTEPUIIbHI TOJIKH 1 HITIPHUITH.

[Ticns BigkpuTTs GaraTomo308i (rakoHu nMoBUHHI 36epiratuck 3a Temneparypu Bif +2°C po +8°C.

Bakuuna pgns npodinaktuxku audrepil, npasld, KaUlMOKy, renatury B Ta 3axsBopioBaHb,

cripuunHenx Haemophilus influenzae tamy b, xom’roroBaHa, ancopOoBaHa, y 6aratomo3oBHX

(nakoHax, 3 gkux Oy/I0 B3ATO OAHY 4YH JEKiJbKa 03 BaKUMHM I Yac cecil BakuMHALIl, MOXe

BHKOPHCTOBYBATHUCh y HACTYNHHX CepisiX BAaKUMHALII MPOTAroM MakcuMyMm 28 [HIB, 3a YMOBH

BHKOHaHHs BCiX ymoB (K Bkazano y Ilporpammuiit 3assi BOO3: PobGora 3 OararonoszoBumu

(brakonaMy BakuuHH micns Biakpurts, WHO/IVB/14.07):

* BaKIIMHA HA JaHui yac npexksaiidikoBana BOO3;

* BaKI[MHA JIO3BOJICHA Ul 3aCTOCYBaHHS 10 28 AHIB micis BiaxpuTTs (IakoHy, K BH3HAYEHO

BOO3;

* CTPOK IIPHJIATHOCTI BaKI[MHU HE MUHYB;

* (pakoH 3 BakiUHOIO 30epiraBcst 1 Hajall 30epiraTHMETHCS 3a TEMIIEpPAaTypH, PEKOMEHJI0BAHOI
BOO3 uu BupoOHHKOM; Ginblue Toro, (uakoHHUN iHAMKAaTOp (38 HASBHOCTI) € BUAMMHUM Ha
ETHKETII BakUHHH 1 HEe MOCAT TEPMiHY yTHIi3allil, a TaKOX BakIUHy He OyJI0 MOMIKOIKEHO
3aMOPOXKYBAHHSIM.

Jlo BBEIEHHS BaKIMHY CJIi/{ OIJISHYTH Ha HasBHICTH Oy/Ib-SIKMX CTOPOHHIX YacTOK Ta/abo BiIXHUIEHD

Gizuunux sKocreit. 3a HaABHOCTI Oy/Ab-IKAX BIIXHJIEHb, YTHIII3YHTe BaKIIHHY.

IMPOTUIIOKA3AHHSI

Bijoma rinepaytiuBicts 10 Oyab-IKOro KOMIIOHEHTY BAKIMHHM 4M BaXKKa PEakilis Ha MONEPEIHIO
1103y KOMGIHOBAHO! BAaKIMHU YU Oyab-SKHH 3 11 KOMIOHEHTIB € a0COJIOTHHM MPOTHIIOKA3aHHAM
JUIA BBEICHHS HACTYIHHX J03 KOMOIHOBAHO! BAKLUMHHM YH KOHKPETHOI BAKIMHH, L0 CIPHYHMHHIIA
nebaxany peaxuito. st nepmoi no3u Bakuuan AK/IIT (DTP) € aexinbka nMpoTUIIOKa3aHb: CYAOMU
4{ aHOMaIbHI HepeOpatbHi CHMITOMH Y HOBOHApOKEHHUX @ TAKOX IHIII CepHo3HI HEeBPOIOTivHI
aHOMaJIii € NPOTUIIOKA3aHHSAMH UL KAlUTIOKOBOTO KOMIIOHGHTY. B I1bOMY BHIaaKy HE CIijJ
BBOAUTH KOoMOiHOBaHy BakuuHy, ane 3amicts Bakumad AKJIT (DTP) cinig BBOAMTH BakuMHY
npotd audTepil Ta mpaBUfd, a BaKIWHM OPOTH TENaTHTy B 1 3axXBOpIOBaHb, CIPUYMHEHUX
Haemophilus influenzae tumy b cnifi BBOAHTH OKpeMo. Bakimna He HAaIIKOAHTH ocodam, IO Ha
JIaHMM yac yu B MUHYJIoMy Oy iHpikoBaHi Bipycom renatuty B.

IMOITEPEI’KEHHSI
Uepes nosruii inkyOauiiinmii nepiox rematuty B (mo 6 wmicsuiB abo Ginbine) y BHmagkax, KOJIH
IIOTIEPE/IHBEO MO MiCIle 3apaXKeHHs BipycoM renatuty B, BakiuHanis Mosxke OyTn Hee(EeKTHBHOIO.
SIKiio BHHHKAE Oyab-sKa 3 HACTYIMHHX pEakiliid y 4acoBOMY BIAHOLICHHI /10 OTPUMAHHS BAKLIMHHU
AKJII (DTP), pimeHHs Hpo BBEACHHS HACTYIHHX /03 BAKIHHH, MO0 MICTHTh KAlLIIOKOBHH
KOMITOHEHT, Mae OyTu gobpe 3aeHuM. MoxyTh OyTH reBHI 00CTaBHHM, Taki SIK BHCOKHMH piBEHb
3aXBOPIOBAHOCTI Ha KAIUTIOK, KOJIY IOTEHIIHHI nepeBary nepesaxkaloTh MOXKIIMBI PU3HUKH, 30KpeMa,
SIKIIO 11i peakiii He MOB'A3aHi 3 MOCTIHHUMY HACHILIKAMH,

*Temneparypa 40,5°C (105°F) uu Bume mnporsrom 48 rojauH micis BBEIEHHS AO3H, IO HE
HOSICHIOETHCS IHITUMHE IIPUYHHAMH. :

« Konaric 4y 1mokonoti6uuit craf (rimoToHIYRUH-rinopeakTHBHHMIL e1i30,1) npoTarom 48 TouH.
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« [TocTiitHui, HEBTIIIHKUMN [J1a4 IIPOTATOM 3 TOAHH YU OlIblIe, 110 BHHUK IIPOTATroM 48 roauH.

* KoHByJbCil 3 IMXOMAHKOIO 4l 63 Hel, 110 BHHHKIH POTArOM TPLOX JHIB.

Ocobu, 1o MaIM peakilii rinep4ayTIMBOCTI 328 THIIOM ApTioca abo Temmeparypy 39,4°C (> 103°F)
micas BBEJCHHS JI03M IPABIEBOrO AHATOKCHHY, 3a3BHYail MAlOTh BHCOKI piBHI IIPaBLEBOIO
AHATOKCHHY B CHPOBATIi, TOMY iM HE CJIil BBOAMTH BAaKUMHY IIPOTH IpaBud i audrepil HABITDL y
Ha/3BUYaliHUX oOcTaBMHAX yacTime, Hix pad Ha 10 pokiB, HABITH 32 HASBHOCTI PAHH BEIMKOIO
po3mipy 3 3a0pyIHEHHSIM.

AKJIIT (DTP) He ci1ij BBOAUTH AITAM 3 OyXb-KHMH MOPYIIEHHSAMH KOAryJIIii, B TOMY 4MCII 3
TPOMOOIMTONEHIEIO, IO € NPOTHINOKA3aHHAM [0 BHYTPIIIHBOM'A30BHX IH'€KIIH, 32 BUHATKOM
BUIIA/IKiB, KOJIH [IOTEHIIMHI IIepeBary 4iTKO NepeBaKatoTh PU3UKH BBEACHHS.

HemoasHi [OCTIKEHHS CTBEPKYIOTh, 10 HEMOBIATA 1 HIiTH, Y POAMYIB TMEPIIOrO CTYIEHIO
criopizEenocTi KuX (B ToMy umcii Gparis, cectep i OarTpkiB) OyiM KOHBYIBCIT, MaloTh B 3:2 pasu
IiJBUIICHHUIH pPH3MK HEBPOJIOTIYHMX peakuii, mopisHsHo 3 Bakumuuoro AKJII (DTP) Ta
HE3BOPOTHHMH HEBPOJIOIYHHMH ITOIIKOUKCHHAMH.

Hemogusra i iTH 3 BUABJICHUMH MO/IMBHMH UM HOTSHUIHHUMHA HEBPOJIOTIYHUMH CTAHAMH MAIOTh
MiJBHINEHY 3arpo3y MpOSBIB HEBPOJOTiYHOTO MOPYIICHHS B MEXKaxX JBOX UM TPhOX JIHIB IicCIs
BaKIMHALIL.

Beemenns AKJ{IT (DTP) mitaM 3 NiATBEP/UKEHHMH YH [I03PIOBAHUMH HEBPOJIOIIYHUMH
MOPYLIEHHSAMH, [0 HE [POrpecyloTh aKTHBHO, MOBHHHO PO3MJISANATHCH JUIA KOXHOIO BHMAJKY
OKpeMO.

3ACTEPEKEHHSI

[Tepen BBeAeHHAM Oyib-SKOI BaKIHHHM CIIJ BPaxoBYBaTH BCi BiJOMI 3aMOODKHI 3aXOMH s
sanobiranns HeOaxanuMm sBuimaMm. Lle BKIrouae neperiisii aHaMHe3y OaTbKiB MIOA0 MOJMKIIHBOL
YyTIHBOCTI Ta Oy/b-AKHX NONEPEAHIX HeOaKaHMX peakUii Ha BAKUMHY YH aHAJIOrIYHI BAKIWHH.
IcTopis momepeaHbOl BaKUMHALIl, INOTOYHMH CTaH 310pOB'S | 3HAHHS JITEPATYPH LIOZO
BUKOPHCTAHHSA AaH0l Bakiuuu. J{iTH micist Kypey iMyHOCYNPeCHBHOT Tepallii MOXYTh HE pearyBaTh
HA BBEICHHS BaKLMHH.

[lepen BBeAGHHSM BakUMHU st mpodimakruku mudrepii, mpasms, Kauunoky, remarury B Ta
3aXBOPIOBaHb, crnpuunHeHux Haemophilus influenzae Tumy b, KOHIOroBaHOI, aacopbOBaHOI
(DTPHep B Hib), mepcoHan 3akiagy OXOPOHH 3[0pOB'S MOBMHEH IPOiH(pOpMyBaTH OIMiKyHa
JMTHHHE TPO MEpeBard Ta PH3HKH BAaKIHHALII, a TAKOXK 3aMTATH HPO MOTOYHHI CTaH 30pOB'S
JMTHHH, IO MiUIrae BaKIMHALIT. BaTbKu IUTHHH, B CIMEHHOMY aHaMHesl SKoi € Cy/I0MH, HOBHHHI
OyTa mpoindopMOBaHi Mpo Te, MO IX AUTHHA MA€ IMIABHIIEHHH PU3HK BHHHUKHEHHS CYIOM micsist
seepenns Bakuman AKJIT (DTP), a Tako) MOBHHHI MPOMTH IHCTPYKTAX CTOCOBHO BiINOBIAHOT
MEMYHOI JJOIOMOTH Y BHIIQIKY BUHHKHEHHA cyaoM. OcoGuuBy yBary il NpHALTATH TOMY, 100
iH'eK1Iig He moTpanuia y KPOBOHOCHY CYIMHY.

AJIPEHAJIIH (1:1000) IIOBUHEH BYTH HETAVHO JOCTYITHUM JUUIsI BBEAEHHA
HA BHUIAJOK I'OCTPOI AHA®LIAKTUYHOI PEAKIII, CITPUYUHEHOI BY/Ib-
SIKUM KOMIIOHEHTOM BAKIIMHU. [lpn Baxkiif anadinaxcii BHyTpiIHEOM'A30BO M
niIKipHO BBOAMTHCS MEPBUHHA 71032 ajpeHaliny, mo cranoButb 0,1-0,5 mr (0,1-0,5 mur in'exuii
1:1000). Pasosa nosa me mopuHHA mnepepuutyBatd 1 wmr (1 wu). s HemoBnaT Ta JiTel
peKoMeHI0BaHa fo03a aapenaniny cragosuTs 0,01 mr/kr (0,01 m/kr in'exuii 1:1000). Paszosa no3a
ms giteii me mosuuHa nepesuurysatd 0,5 mr (0,5 mr). Kimodosnit dakrop y mpoTuiil BakKOro
aHa(inaKTHYHOrO CTAHY — LIBHJIKE 3aCTOCYBAHHS a/[PEHANIIHY, 110 MOXKE BPSTYBATH KHTTS.

SIk i mpH BBeJeHHI iHIIMX BaKIWH, BAKIHHOBAHA 0CO0A MOBHHHA 3AJIMINATHCH I HAMVSIOM HE
menine 30 XBHITHH HA BUNAJOK MOSBH HEraifHUX Y PAHHIX ajlepriyHuX peakiii. [ ipoKOpTH3OH T
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AHTHTICTaMiHHI IperapaTH TakoXX MOBHHHI OYTH JOCTYITHHMH JUIA JOJATKOBHX 3aXOMIB MIATPHMKH
SIK, HATIPMKJIAJ], KHCHEB IHraJIsil.

B3AEMOJIS 3 JTIKAMH

Sk i immi BHYTpimIHBOM'A30Bi iH'€KLiT, 3acTocoByiiTe O0epeKHO Ul TALIEHTIB, 1O IPOXOIATH
AHTUKOAryJISHTHY Tepamilo. [MyHOCynpecHBHA Tepamis, B TOMY YHCIl OIPOMIHEHHS,
aHTUMETa0O0JIITH, AaJKiIyBaJbHI areHTH, IMTOTOKCHYHI [pernapard i KOPTHKOCTepoiau (IpH
3aCTOCYBaHHI y j103ax, Ouismux 3a ¢izionoriudi) MOXKYTh 3HH3UTH IMYHHY PEakililo Ha BaKLMHH.
Koporkoctpokosa (< 2 THIKHIB) KOPTHKOCTepOifHa Teparnis abo BHyTpilmHBOCYTIOOHI, OypcasbHi
Y1 CYXOXKHJIBHI 1H'€KIIT KOPTHKOCTEPOIIiB HEe HOBUHHI OyTH IMYHOCYIIPECHBHUMM.

HEBAYKAHI PEAKIIIT
Hebaxani peakirii, MoB's3aHi i3 3aCTOCYBaHHSM Li€] BAKIUHY, BKJIIOYAIOTH MiCIIeBE MOYEPBOHIHHS,
03H00, HabpsAK i yuIIbHEHHS 3 YYTJIMBICTIO Ta abo Ge3 Hel, a TakoXK KPONMB'SHKY 1 BHCHIIL
CucreMHi peaxuii, Taki K JMXOMaHKa, TOJOBHHH OLIb, HyJ0Ta 1 CJAOKICTh MOXKYTh BHHUKHYTH Y
HeBequKoi Kinpkocti cyG'extiB. Jlesiki mami cBimuath mpo Te, mo (eOpunbHi peaxuii Oiibl
BIPOTi/IHO BUHHKHYTH y 0Ci0, siKi Mauii Taki peakuii Ha BBeICHHS IONEPESIHIX 103.

Tun Ta iHTEHCHBHICTh B@KKHX HeOaKaHHX peakiiif He BiAPI3HAIOTBCS 3HAYHO BiJ peakiiif Ha
BAaKIMHY [poTH Kaunmoky, mudrepii, mpasus (DTP), remarury B (Hep B) i 3axsopiosaib,
cripuunHeHux Haemophilus influenzae tany b (Hib), mo onucani okpemo.

Moo AKJIII (DTP), m'sixi Micuesi 4 cucTeMHi peakiil € XapakrepHHMH. THM4acoBui HaOpsk,
YyTIMBICTS i MOYEPBOHIHHSA Y Micli iH'eKIIT, a TAKOK JMXOMAHKA BUHHKAIOTh y BENMKill KiTbKOCTI
BHIAAKIB. [HO/I BHHHKAIOTE BAXKI peaxiii y BUTISI CHIBHOI JIMXOMAHKH, JIPaTiBIHBOCTI Ta Ilady
npotsaroM 24 roguH micias BBeieHHs. Byno 3adikcoBaHO rinOTOHIYHI-TiNOPEAKTHBHI EIi30/IM.
®ebpunbni cygomu Oymu 3adikcoBani B 1 Bumaxky Ha 12500 BBenennx n03. Beenenns
aneraminopeHy B MOMEHT BakuuHaiii Ta 3a 4-8 roaumHu micas Hel 3HMXKYE BipoOriaHiCTh
BUHMKHEHHs (eOpripHux peakuiii. Hamionansne mociipkenHs eanedanonarii y aiTei, mposeieHe
y BenuxoGpuranii, mokasano Aemo MiABMINEHHH pu3uk roctpoi ennedanonarii (31e6imbLuoro,
cynom) micias BakimHauii AKIIT (DTP). Oxnak, nmojaibili AeTalbHI MEPErysan BCIX JOCTYIHHX
JOCHI/KEHb JISKUIBKOX TIpyI JOCHIAHUKIB, B ToMy 4ucii IHcTHTYyTy Memuumuu Cromy4eHHX
[lItatis, KoHCYJIbTaTHBHOIrO KoMmiteTy 3 Meroaukn Bakumuauii (KKMB) Tta nepiatpudnux
acomianiit Ascrpanii, Kanagu, Criomyuenoro Koponisersa i CIIIA, npuses 10 BUCHOBKY, IO AaHi
HE JIEeMOHCTPYIOTh pHUYHHHO-HaciakoBoro 38'13ky Misk AK/IIT (DTP), i xponiunoro anchyHKILi€w0
HEPBOBOI CHCTEMH y AiTel. TakuM YHHOM, HEMAE HAYKOBHX CBiI4YCHB, 11O Li peakuii MaoTh Oy1b-
SIKi HE3BOPOTHI HACHIIIKK JUIst AT,

Baknuna mpoTd remartuty B Mae myke XOpoImy MepeHocHMmicTs. Y ruane6o-KOHTPOIBOBAHHX
JOCII/DKEHHSX, 3a BHHATKOM MicieBoro Oomo, Oyiau 3adikcoBaHi Taki sBHINA sK Miairis Ta
JIMXOMaHKa, 110 MHHYJIach, | BOHM BHHHKAJIX He YacTille, Hix y rpymni niane6o. 3BiTH Ipo BaKKI
aHadinaxtuuni peakuii € ayxe piakicaumu. Cepell JOCTYNHMX JaHHX HEMae CBIXYEHb MPO
IIPUYMHHO-HACIIIKOBHH 3B'S30K MK BaKIHHOIO MpoTH rematuty B Ta cunxpomowm [iena-bappe
a60 JemieliHi3yIOuMMH 3aXBOPIOBAHHSAMHM, B TOMY YHCII MHOXKHHHHMM CKJIEPO30M, & TAKOXK HEMae
emieMiONOriYHMX JAHMX, 100 [ATBEP/UKYBAIM © NPHYHHHO-HAC/IIKOBHH 3B'I30K MIK
BAKIMHALUEIO MPOTH TFeNaTuTy B Ta CHHAPOMOM XPOHIYHOI BTOMHM, apTPHTOM, ayTOIMyHHHMH
OPYLIEHHAMH, ACTMOIO, CHHIIPOMOM PanToBOi CMEPTi HEMOBIIAT YH JilabeToM.

Bakuuna NpoTH 3aXBOPIOBaHb, cupuuuHeHux Haemophilus influenzae tuny b (Hib) mae nyie ¢
XOpomry mnepeHocuMicTs. MicueBi peakuii MOXYTb BHHHMKaTH OpOTSroM 24 TOMMH Micis,
BaKIMHAIIT. BaKIMHOBAHI MOXYTb BiAdyBaTH Gifb Ta WyTauBicTH y Micui in'exnil, Taki peaxuii

s
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3araJioM € JIETKMMH 1 TAaKUMH, IO IPOXOAATh. Y OUIRIIOCTI RUTAJIKIR ROHH CAaMOCTIIHO 3HUKAKOThH
3a JBa-TpH AHI 6e3 a0maTkoBOi MeaWdHOi AomoMoru. Jlerki cucTeMHi peakilii, B TOMYy HHCIII
JIMXOMaHKa, PIJIKO BHHHKAKOTh IICJSA BBEJCHHS BAKIMH IPOTH 3aXBOPIOBaHb, CIPHYHHEHHX
Haemophilus influenzae tamy b (Hib). butem cepito3ni peakuii € ayxe piakicaumu. [IpuannHO-
HaCJIKOBHH 3B'130K MiXk OLIbII CEPHO3HHUMH PEAKIIAMH Ta BAKIIMHOIO He OYB BCTAHOBJICHHIA.

IMYHOAE®IIIAT

Ocobu, iHdikoBani BipycoMm imyHozediuuty moaunu (BLJI), sx acuMmMmToMaTHYHHM, Tak i
CHMIITOMaTHYHHUM, TTOBHHHI OYTH BaKIIMHOBaHI KOMOIHOBAaHOIO BAKIIMHOKO 3T1/IHO 31 CTAHIAPTHUMH
rpagikaMu.

3BEPITAHHA
Baxkiuny ciiy 36epiratu 3a temnepatypu 2-8°C. TpaHcriopTyBaTH BakLIMHY Takox ciig 3a 2-8°C.
HE 3AMOPOXYBATH.

TEPMIH ITPUJJATHOCTI
He BHKOPHCTOBYBATH MiC/Is CTPOKY MPHIATHOCTI, BKA3aHOTO HA 30BHIIIHBOMY I1aKyBaHHI.

JIIKAPCBKA ®OPMA
dnakon 3 1 gozoro 0,5 M
(dnakoH 3 2 go3amu 1 M
dakod 3 10 gozamu S Mt

®JIAKOHHUM TEPMOIHIUKATOP (omis)

0 v BryTpimHii KBapaT CBITJIINIMH 3a 30BHIIIHE KOJI0. SIKIIO KIHI[EBA JlaTa CTPOKY
MpHIaTHOCTI mie He Hactana, BAKOPUCTOBYMTE Bakiuny.

o v~ [isuime BHy‘I‘plIlIHIH KBaj[paT BCE IIE CBIT/IIINI 3a 30BHIIIHE K010, SIKII0 KiHIIeBa aTa
CTPOKY MPHIATHOCTI me He HacTana, BUKOPUCTOBYMUTE Bakuusy.

TepMin yTrm3zanii:

. X BuyTpimHi#i KBaJpaT 3a KOJILOPOM CIIBIAAE 3 30BHIIIHIM KOJIOM.
HE BUKOpHCTOBYHTE BAKIIHHY.

ITicns HacTaHHA TEPMIHY YTHIII3aLi:

o X BHyTpiiHiii KBagpaT TEMHIOIMH 3a 30BHIIIHE KOJIO.
HE BHKOpPHCTOBYiHTE BAKIHHY.

dnakxonni TepmoinukaTopu (VVMSs) posramioBaHi Ha KpHIkax (¢JiakoH 2 mi1)/9acTHHA €THKETKH
BakIMHH JUIs Tpo(UIAKTHKH JudTepii, NpaBis, KaUUIIOKY, renatuty B Ta 3axBOprOBaHb,
cnpuuunenux Haemophilus influenzae tuny b, KOH’IOroBaHoi, aacopO0OBaHOI, 110 MOCTAYAETHCS
komranieto «Cepym IucrutyT Inmii I1BT. JlimiTez» (Serum Institute of India Pvt. Ltd.). Le xpamnxka,
9yTAMBA J0 Yacy Ta TEMIIEPATYpPH, 110 3a0e3rnedye MoKas3u 11010 aKyMY/IbOBAHOTO TEIUTa, BIUIUBY
SKOro 3a3HaB (h1akoH. BoHM Monepe/pkaloTh KIHIEBOTO KOPHCTYBaya, KOIH BIUIMB TEIa BIPOriHO
HPHUBIB 10 TIOUIKOPKEHHS BaKIIMHH. )

TnymaueHnHs nokasis akoHHUX TepMmoinaukaropis (VVMs) npocre. Chokxyc
B uem*pi WMoro xounip mocTynoso 3miHoeTses. Komu Konip LOTO KBajipara

KUIbLSA aﬁo TEMHIILMHA, (IIaKoH ciijl yersyBam.
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Bupoonuk:
«CEPYM IHCTHUTYT IH/III IIBT. JITA.» (SERUM INSTITUTE OF INDIA PVT. LTD.)
Anpeca: 212/2, Hadapsar, Pune 411028, INDIA (m. ITyne, Inuis)
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Diphtheria, Tetanus, Pertussis,
Hepatitis B and Haemophilus influenzae type b
Conjugate Vaccine Adsorbed :

Diphtheria, Tetanus, Pertussis, Hepatitis B and Haemophilus influenzae type b Conjugate Vaccine Adsorbed as supplied by Serum
Institute of India Pvt. Ltd., is a homogeneous liquid containing purified diphtheria and tetanus toxoids, inactivated whooping
cough (pertussis) crganisms, highly purified, non-infec tious particles of Hepatitis B surface antigen (HBsAg) and Hib component as
a bacterial subunit vaccine containing highly purified, non-infectious H philus Infl Type b (Hib) capsular
polysaccharide chemically conjugated to a protein (Tetanus Toxoid). Surface antigen of the Hepatitis B virus {HBV) is obtained by
culturing genetically engincered Hansenulo polymorpha yeast cells having the surface antigen gene of the Hepatitis B virus. The
Hepatitis B surface antigen (HBsAg) expressed in the cells of Hansenula polymorpha is purified through several chemical steps
using recombinant DNA procedures. Thiomersal is added as preservative.

The Hib polysaccharide is prepared from capsular polysaccharide of H. influenzae type b strain and after activation is coupled to
Tetanus Toxoid.

The vaccine meets the requirements of W.H.0. and B.P. when tested by the methads outlined in W.H.O.. TRS. 980 (2014)
978{2013), 897 (2000) and B.P.

Each dose of 0.5 ml contains

Diphthenia Toxoid S (2301U)
Tetanus Toxoid 2 2.5Lf (z401U)
B. pertussis (whole cell) € 160U Z4.01U)°
HBsAg (rDNA) 2 10 meg

Purified capsular Hib Polysaccharide (PRP}

Conjugated to Tetanus Toxoid (carrier protein) 10 mcg

Adsorbed on Aluminium Phosphate, Al*** = 1.25mg

Preservative: Thiomersal 0.005%

*The lower fiducial limit (P=0.95) of the estimated potency is not less than 2.0 1U.

Diphtheria, Tetanus, Pertussis, llepatitis 8 and Haemaphilus influenzae type b Conjugate Vaccine Adsorbed does not prevent
Hepatitis caused by other agents different frem HBV (as virusA, C and E) but it is considered effective in prevanting Hepatitis
caused by the delta agent. HIB vaccine does not protect against disease duc to othier Lypes of H.inflienzae nor against meningitis
caused by other organisms.

INDICATIONS

Diphtheria, Tetanus, Pertussis, Hepatitis B and Haemophilus influenzae type b Conjugate Vaccine Adsorbed is indicated

for the active immunization of fnfants, at or above the age of 6 weeks against Diphthena, tetanus, pertussis, Hepatitis B and

Haemophilus Influenzae typeb.

Inyoung children the EPI recommends as many antigens as possible to be administered at a single visit,

Diphtheria, Tetanus, Pertussis, Hepatitis B and H philus infl type b Conjugate Vaccine Adsorbed should NOT be used

for the birth dose.

In countries where pertussis is of particular danger to young infants, the combination vaccine should be started as soon as

possible weith the first dose given as early as 6 weeks, and two subsequent doses given at 4-waakintervals.

The Diphtheria, Tetanus, Pertussis, Hepatitis 8 and Haemophilus influenzae type b Conjugate Vaccine Adsorbed can be given
H safely and effectively at the same time as BCG, measles, polio {OPY or IPY), and yellow fever vaccines and vitamin A

supplementation. If Diphtheria, Tetanus, Pertussis, Hepatitis B and H hilus infl type b Conjugate Vaccine Adsarbed

Ts given at the same time as other vaccines, It shoutd bEadministered at a separate site: {tshouldnotbomixedinthevial

or syringe with any ather vaccine unless it is licensed for use as a combined product.

DOSAGE

For active immunization of infants and pre-school children, it is recommended that three intramuscular injection of 0.5 ml be
administered with an interval of four weeks between doses. Although the customary age for first dose of primary im munization is
two mmonths but is now recommended to be given at 6 weeks of age. A booster dose of DTwP and Hoemophilus influenzae type b
Conjugate Yaccine can be given at the age of 15-18 months.

A reinforcing injection of DTwP vaccine should be administered at 5 years of age (i.e. at the time of school entry). IAP (Indian
Academy of Pediatncs) rec ds that wh r combination vaccines are available they can be substituted for monevalent
formulations in the national immunisation schedule wherever indicated.

ADMINISTRATION

Donot inject subc lyor ¥
The liquid vaccine vial should be shaken before use to homogenize the suspension. The vaccine should be injected
Intramuscularty. The anterolateral aspect of the upper thigh is the preferred site of injection, or into the deltoid muscles of older
children or adults. An injection into a child's buttocks may cause injury to the sciatic nerve and is not recommended. It must not
be injected into the skin as this may give rise to local reaction. One paediatric dose is 0.5 ml. Asterile syringe and sterile needle
miust be used for the injection, The vaccine should be administered by intramuscular injection .

Another injection if coadministered with Diphtheria, Tetanus, Pertussis, Hepatitis B and Haemophilus influenzae type b
Conjugale Vaccine Adsarbed should be made at a different site. Only sterile needles and syringes should be used for each
injection.

Once opened, multi-dosevials should be kept between -2°C and +8°C, Multi-dose vials of Diphtheria, Tetanus, Pertussis, Hepatitis
B and Haemophilus influenzae type b Conjugate Vaccine Adsorbed from which one or more dases of vaccine have been removed
during an Immunisation session may be used in =t g i isation for upto a maximum of 18 days, provided that
all of the following conditions are met{as described in the WHO policy statement. Handling of multi dose vaccine vials after
apening, WHO/IVB/14.07):

+ Thevaccine is currently prequalified by WHO;

. Thevaccine is approved for use for up to 28 days after of the vial, asd ined by WHO;
« The expiry date of the vaccine has not passed;
. The vaccine vial has been, and will continue to be, stored at WHO - or facturer rec ded temperatures;

furthermore, the vaccine vial monitor, if one is attached, is visible on the vaccine label and i not past its discard point, and
the vaccine has not been damaged by freezing.
The vaccine should be visually inspected for any foreign particulate matter and /or variation of physical aspect prior to
administration. In event of either being observed discard the vaccine.

CONTRAINDICATIONS

Known hypersensitivity to any component of the vaccine, or a severe reaction to a previous dose of the combination vaccine or

any af its constituents is an absolute contraindication to subsequent doses of the combination vaccine or the specific vaccine

known to have provoked an adverse reaction. There are few contraindications to the first dose of DTP - fits or abnormal cerebral

signs in the newborn period or ether serious neurological abnormality are contraindications to the pertussis component. In this

case, the vaccines should not be given as a combination vaccine but DT should be given instead of DTP and Hep B and Hib uagwe’s'.

o

given separately. The vaccine will not harm individuals currently or previously infected with the hepatitis B virus. ,: "k
¥ A -
F A
WARNINGS O
Due to the long Incubation period of Hepatitis B (upto 6 months or more), cases where prior exposure to Hepatitis 8 yfrin‘s‘h'gs’ﬁken
place, vaccination may not be effective, il fr ©

if &
If any of the following events occur in temporal relation fo receipt of DTP, the decision to give subsequent &:ée‘rf! vageings |
containing the pertussis component should be carefully considered. There may be circumstances, such as a hl-gh:‘g'mdence of
pertussis, when the potential benefits outweigh possible risks, particularly since these events are not associated wi md_-crmancn! 3

sequelac | <

« Temperature 40.5°C (105°F) or more within 48 hours of a dose unexplained by another cause. i\ }

+ Collapse or shock-like state (hypotonic-hyporssponsive episade) within 48 hours. ‘-,:\ o)
"

« Persistent, inconsolable crying lasting 1 hours or more occurring within 48 hours L)
« Convulsions with or without fever occurring within three days. \ J",ap V__‘G.!
Persons who experience Arthus-type hypersensitivity reactions or a temperature of 39.4°C (> 103°F) following a priol Lpg{ THA s -

—



tetanus toxoid usuzlly have high serum tetanus antitoxin levels and should not be given even emergency doses of Td more
frequently than overy 10 years even if they have a wound that is neither clean not minor,

DTF should not be gwven to children with any coagulation disorder, including thrombocytepema that would contraindicate
intramuscular injection unless the potential benefit clearly outweighs the risk of administration.

Recent studies suggest that infants and children with s histary of convulsions in first-degree family members (e, siblings arfid
parents) have a 3:2 fold increased risk for neurologic events compared DTP vaccine and permanent neurologic damage.

Infants and children with recognized possible or potential underlying neurologic conditions seem to he at enhanced risk for the
appearance of manifestation of the undertying neurologic disorder within two or three days follewing vaccination,

The administration of DTP Lo children with proven or suspected underlying neurclogic disorders that are nol actively cvalving
must be decided on an individual basis,

PRECAUTIONS

Privr tw an injection of any vaccine, all known precautions should be taken to prevent adverse reactions. This includes a review uf
the parent’s history with respect to possible sensitivity and any previous adverse reactions to the vaccine or similar vaccines,
Previous immunization history. current health status and a current knowledge of Lhe literature concerning Lhe use of the vaccine
under cansideration. Immunesuppressed children may nat respond.

Prior to administration of DTPHep B Hib, health care personnel should inform the guardian of the child the benefits and risks of
immunization, and also inquire about the recent health status of the child to be injected. Parents of a child with a family history
of seizures should be informed that their child has an increased risk of seizures following DTP administration and should be
instructed regarding appropnate medical care in the unbikely event of a seizure. Special care should be taken to ensure that the
injection does not enter a blood vessel.

ADRENALINE INJECTION (1:1000) MUST BE IMMEDIATELY AVAILABLE SHOULD AN ACUTE ANAPHYLACTIC REACTION OCCUR
DUE TQ ANY COMPONENT OF THE YACCINE. For treatment of severe anaphylaxis the initial dose of adrenaline is 0.1- 0.5 mg
(0.1-0.5 mi of 1:1000 injection) given s/c or i/m. Single dose should not exceed 1 mg (1 ml). For infants and children the
recommended dose of adrenaline is 0.01 mg/ke (0.01 ml/kg of 1:1000 injection). Single paediatric dose should not exceed 0.5me
{0.5 ml}. The mainstay in the treatment of severe anaphylaxis is the prompt use of adrenaline, which can be lifesaving.

As with the use of all vaccines the vaccinee should remain under observation for not less than 30 minutes for possibility of
occurrence of immediate or carly allergic reactions. Hydrocortisone and antihistaminics should alse be available in addition te
supportive measures such as oxygen inhalation.

DRUG INTERACTIONS

As with other intramuscular injections, use with caulion in patients on anticoagulant therapy. Immunosuppressive therapies,
including irradiation, antimetabelites, alkylating agents, cylotoxic drugs. and corticosteroids (used in greater than physiologic
dosesimay reduce the immune response to vaccines. Short-term (< 2 weeks) certicosteroid therapy or intra-articular, bursal, or
tendon injections with corticosteroids should not be immunosuppressive.

ADVERSE REACTIONS

Adverse reactions associated with the use of this vaccine include local redness, warmth, edema, and induration with or without
tenderness, as well as urticaria and rash. Systemic reactions such as fever, headache, nausea and weakness may appear ina few
subjects. Some data suggests that febrile reactions are more likely te occur in those who have experienced such responses after
prior doses.

The type and rate of tevere adverse reactions do not differ significantly from the DTP, HepB and Hib vaccine reactions described
separately.

For DTP, mild local or systemic reactions are common. Some temporary swelling, tenderness and redness at the site of
injectiun together with fever occur in a large proportion of cases. Occasionally severe reactions of high fever, irritability and
screaming develop within 24 hours of administration. Hyp ic-hyporesponsh pisodes have been reported. Fabrile
convulsions have been reported at a rate of one per 12500 doses administered, Administration of acetaminophen at the time and
4-8 hours after immunization decreases the subsequent incidence of febrile reactions. The national childhood encephalopathy
study in the United Kingdom showed a small increased risk of acute encephalopathy (primarily seizures) following DTP
i ion. However subsequent detailed reviews of all available studies by a number of groups, including the United
States Institute of Medicine, the Advisory Committes on Immunization Practices, and the paediatric associations of Australia,
Canada, the United Kingdom and the United States, concluded that the data did nol demonstrate a causal relationship
between DTP and chronic nervous system dysfunction in children, Thus there 1s no scientific evidence Lhal these reactions
have any permanent censequences for the children.

Hepatitis B vaccine 15 very well tolerated. In placebo-tontrolled swudies, with the exception of local pain, reported events

suchrgs—miystgiaamd—transient-fever have notbeer—more frequentthanintheplacebogroup—Reports ofseversanaphytactic-

reactions are very rare. Available data do not Indicate a causal association between hepatitis B vaccine and Guillain Barré
syndrome, or demyelinating disorders including multiple sclerosis, nor is there any epidemiological data to support a causal
assoclation between hepatitis B vaccination and chramic fatigue syndrome, arthritis, autoimmune disorders, asthma, sudden
infant death syndrome, or diabetes.

Hib vaccine is very well tolerated, Localized reactions may occur within 24 hours of vaccination, when recipients may
experience pain and tenderness at the injection site. These reactions are generally mild and transient. In most cases, they
spontaneously resolve within two to three days and further medical attention is not required. Mild systemic reactions, including
fever, rarely occur following administration of Hib vaccines. Mare serious reactions are very rare; a causal relationship
between more serious reactions and the vaccine has not been established.

IMMUNE DEFICIENCY
Individuals infected with the human immuno-deficiency virus (HIV), both asymptomatic and symptomatic, should be immunized
with combined vaccine according to standard schedules.

STORAGE
The vaccine should be stored at a teinperature between 2-8°C. Transpertation should also be at 2-8'C. DO NOT FREEZE.

SHELF LIFE
Do not exceed the expiry date stated on the external packaging.

PRESENTATION

1 dosevialof 0.5ml
2 dosevialof 1 m!
10 dose vialof Sml

THE VACCINE VIAL MONITOR (Optional)
ov Inner square lighter than outer circle. If the expiry date has not passed, USE the vaccine,
v Atalater time, inner square still lighter than outer circle. If the expiry date has not passed, USE the vaceine.
Discard point:
%  Inner square matches colour of outer circle,
DO NOT use the vaccine.
Beyond the discard point:
3  Inner square darker than cuter ring.
DO NOT use the vaccine.
Vaccine Vial Monitors (VWMs) are on the cap (2 ml vial) / part of the label of Diphtheria, Tetanus, Pertussis, Hepatitis B and
Haemophilus influenzae lype b Conjugate Vaccine Adsorbed supplied through Serum Institute of India Pvt. Ltd. This is a time-
temperature sensitive dot that provides an indication of the cumulative heat to which the vial has been exposed. It warns the end
user when exposure to heat is likely to have degraded the vaccine beyond an acceptable level, -
The interpretation of the VWM is simple. Forusan the central square. Its colour will change progressively. As long as the cg].gﬁ(ﬂ'
this square is lighter than the colour of the ring, then the vaccine can be used. As soon as the colour of the central squgr,et&f.h}x‘
same colour as the ring or of a darker colour than thering, then the vial should be discarded. Ve

Manufactured by:

SERUM INSTITUTE OF INDIA PVT. LTD.
212/2, Hadapsar, Pune 411028, INDIA

Protection from birth onwards
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