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

DESCRI
Diphtheria, Tetanus, Pertussis, Hepatitis 8 f

nzae type b Conji ied by Serum

3
Infants and children with recognized possible or potential underlying neurologic conditions seem to be at enhanced risk for the

oTP
be decided on an individual basis

PRECAUTIONS
Frioroan jectionof ine, . This includes a review of

e ko with et pashmle oty 3 oy oot rbere renchion o ne vceln or S v
Previous immunization istory, curent health tatus and a crent Knowledge of the ierature concerning he use of (e vaccné

(pertusss) organismes, highly purified, non-infectious particles of Hepatitis B surface anien (HBshg) and Hib component as a

Prior to of DTPHep B Hib, health care personnel should inform the guardian of the child the benefits and risks of
the recent . Parents of

:hemvcally conjugated to a protein (Tetanus Yaxmd) Surface antigen of the Hepatitis B virus (HBV) is obtained by :ul(unng

surface antigen ([3s4g) expressed in the cells of ooty polymorpha s purified through several chemical steps using

prep: oo copator H p and after activation is coupled to
Tetanus Toxoid

he vacine mests the reqirement of W.H.0. and 8.7 when teted by the methods outtined n WH.C., TS. 980 (2014),
978 (2013), 897 (2000) and B
Eachdose of0. Smlcamams
Diphtheria Tox
Tefanis Tood
5, pertuss whoe el
HBsAg (DNA)
Purified capsular i Plysaceharide (PRP)
Conjugated to Tetanus Toxoid (carrier protein) 10 mcg
Adsorbed on Aluminium Phosphate, AL+ < 1.25 m

2516 (2301U)
251f (>401U)
160U|>440IUD‘

Preservative: Thiomersal 0.005%
*The lower iducal limit (P-0.95)of the estimated potency fs not less than 2.0 |u.
Diphtheria, Tetanus, Pertussis, Hepatitis 8 and Haemophilus influenzae type b Conjugate Vaccine Adsorbed does not
Hepatits caused by other agents different from HBY (as virus A, and E) but e et preventing Hepatitis
caused by the delta agent. toother types of H.

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 infants, at or above the age of 6 weeks against Diphtheria, tetanus, pertussis, Hepatitis B and
Haemophilus Influenzae typeb.

ingle visit,
P be used for

Diphtheria, Tetanus, Pertussis, He B
the birth dos
In countries where pertussis is of particular danger to young infants, the combination vaccine should be started as soon as

, Tetanus, i
and ffectively at the same time as BCG, measles, poli (GPVor PV), and yellow (everva::mesandvltammAwpplemenla(mn i
Diphtheria, Tetanus, te Vaccine Adsorbed is given at the s:

e s other vaceines 1t shou

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 immunization is
two months but is now recommended to be given at 6 weeks of age. A booster dose of DTwP and Haemophilus influenzae type b
Conjugate Vaccine can be given at the age of 15-18 monts.

Areinforcing injection of DTwP vaccine should be administered at 5 years of age (i.e. at the time of school entry). IAP (Indian
Academy of Pediatrics) recommends that wherever combination vaccines are available they can be substituted for monovalent

ADMINISTRATION
Donot inject subcutaneouslyor intravenously.

he upp injection, or nor adults.
An injection into a childs buttocks i s o Tt must nn(bem]eaedmmme
skin as this reacti dose is 0.5 m. used for the
injection. yection
Another Tetanus, Pertusss, 5 ype b Conjugate
Onceopened, “C and +8°C. ria, Tetanus, Pertussis, Hepatitis 8

and Haemophilus nfluenzae type b Conjugace Vaccine Adsorbed from which one or more Goses of vaceine have been removed
daringan 280

the Handling. after opening,
oD 4

+ Thevaccnelscurrently requalfed by Wi

The expiry dateofthe vaccine s not po

The vaccine vial i somtince o be, stored at WHO - or manufacturer recommended temperatures;

rshermare, e vaceine vl menitor, f one - atiached, 1+ Vbl an th vaceing 1abes and < nor past its discard point, and

the vaccine has not been damaged by freezing.

The veccne should be vistally imspected for any foeign partcuate matter and for varaton of physical sspec prir to
eithe

CONTRAINDICATIONS

the vaccine, or y

of pe
tion. jose of DTP - its o (

revior i o o s ewrciogca shnoymay o contranaicauons v ne peusss component. . (i ca, he
Vaccines should not be given as a combination vaccine but DT should be given fnstead of DTP and Hep 8 and Hib vaccines given

WARNINGS

place, vaccination may not be effective.
of th following events occur in temporal elation o receipt of DIF, the decsion o give subscquent doses of vaccine

Special

not enter a blood vessel.
ADRENALINE INJECTION (1:1000) MUST BE IMMEDIATELY AVAILABLE SHOULD AN ACUTE ANAPHYLACTIC REACTION OCCUR DUE
TO ANY COMPONENT OF THE VACCINE. For treatment of severe anaphylaxis the initial dose of adrenaline is 0.1- 0.5 mg
(0.1-0.5 ml of 1:1000 injection) given s/c or i/m. Single dose should not exceed 1 mg (1 mi). For infants and children the

mg/kg (0.01 mirkg of p should ot exceed 0.5 mg

©5mi
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 early allergic reactions. Hydrocortisone and antihistaminics should also be available in addition to
supportive measures such as oxygen inhalation.

y Vacuna Conjugada Adsorbida Antidiftérica, Antitetanica,
Contra la Tos Ferina, Hepatitis B y la Haemophilus influenzae tipo b

DESCRIPCION
LaVacuna Conjugada Adsorbida Antidiftérica, Antitetanica, Contra la Tos Ferina, Hepatitis 8 y la Haemophilus ifluenzae tipo b, en la
. Lid. y

la Hepatitis B (HBsAg) y el componente de Hib en la forma de una vacuna de subunidades bacterianas que contiene polisacaridos
capsulares, altamente purificados, no-infecciosos de Haemophilus influenzae tipo b (Hib), quimicamente conjugados a una proteina
(o Tetinico) Se cbtiene ol antigeno de superficie del virus de (s Hepatis B (VHB) cultvando s cétoas senédcamente

| , es purificado,
T .
ipo é J Toxoide
Tetanico.
La vacuna cumple con los requerimientos de la O.M.S. y B.P. cuando se la comprueba por los métodos descritos en la O.M.S,

TRS. 980 2014), e 897 (2000)yBP.
Cadadosis de 0,5 mlcontiene.

Toxoidediftérico 2501 (>3001)

Toroide tetanico > 254 (z400)
DRUGINTERACTIONS usss (e celulaentera) < 16U0 (> 4,001
A with other intramuscular injections, use with caution in patients on anticoagulant therapy. Immunosuppressive therapies, HBsAg (rADN) > 10meg
including irradiation, antimetabolites, alkylating agents, cytotoxic drugs, and corticosteroids (used in greater than physiologic Polisacarido capsular purificado de Hib (PRP)
doses)may reduce the immune response to vaccines. Short-term (< 2 therapy or bursal, or 10meg
Adsorbido en Fosfato de aluminio, A"+ <1,25mg
Preservativo: Tiomersal 0,005%
ADVERSE REACTIONS i oul
Adverse reactions associated with the use of this vaccine include local redness, warmth, edema, and induration with or without L Vecuna Congads Adkrbida Artdférca Antietinia, Contra o Tos Ferinn, Hepatits B 1a Haemaphis flnzzs to b no
Lencernss, a5 wel a ricariaand . Systerc reactons ucha ever: headache, navsen nd weskoess ey apocar s few 8 VHB (tal como el virus A, C y E) pero es considerada efectiva en ta
subjects. Some data suggests th o L P
prior doses. H.
The type and rate of severe the DTP, HepB
soperately. INDICACIONES

>, mild local or systemic reactions are common. Some temporary swelling, tenderness and redness at the site of
Injection together with fer occur i a 8rge proportion of cases. Occaiionaly severs seactions of igh fover, Itabllty and
24hours

Lz vacuna conjugada, adsorbida antidiftérica, antitetanica, contra (a tos ferina, hepatitis 8 y haemophilus influenzac tipo b est
s pava o i sacion ¢t de lockanten, e cdad de 6 emanas o mas conn (s i, ecane, o5 o, hepartls 5.

arate of one per

ingdom showed  small ncreasd sk of acute rcephalopatty 1p{1marlly selzures) following BTP imnirizaton. However
, the

LaVacuna Conjugada Adsorbids Antitetanica, Contra la Tos Ferina, Hepatitis B y la Naemophvlu& iniluenzae tipo b NO
debeser usada para la dosis usto despues del nacimiento.
ferina representa un peligro para (os bebé: la vacuna iniciada en

subsequent detailed reviews of

Advisory Committee on Immunization Practices, , Canada, d th
United ates,conciuded that the data idnot demonstfate a causal reiationship et DT e nessoss system
suncion 1 chcren. This here 7 m Selentinc evdence It thee reactons have any permanent consequences fo the
chicren.

LaVacuna Conjugada Adsorbida Antidiftérica, Antitetanica, Contra la Tos Ferina, Hepatitis By la Haemophilus influenzac tipo b pucde.
ser_ admistrada seguray efectivamente simultinesments con s vacunss e BCG, Sarampi y Pofonielits (OFY e 1PY),Fire

Hepati tolerated. local pain, reported events such 'ﬂYmFEﬂm
35 myaigia and. (Tt [ever Rave nat bee, more ireqient than n th placebo grovp,  Reports o severe anaphylactc p al lizad
reactions are very rare, Available data do not indicate a causal association between hepatitis B vaccine and Guillain Barré. ser i rascoo otra vacuna a o ser ‘a licencia para ser.
yndrome, or noris there an ‘combinado
association_between hepatitis B vaccination and chronic fatigue syndrome, arthritis, autoimmune disorders, asthma, sudden POSOLOGIA
infant death syndrome, or diabetes.
Hibvaccineis very well tolerated. Localized reactions may occur within 24 hours of va para d s
pain and tenderness at the injecton site. These reactions are generally mild and transient. n most cases, & . fost "

lve within two to three days and further medical attention is not required.  Mild systemic reactions, including fever, rarely meses ahora que se la admintstre o avanas. Se puede adminitrar una dosis de refuerzo de la vacuna
occur following administration of Hib vaccines. More. serious reactions are very rare; a causal relationship ¢

por
IMMUNE DEFICIENCY
Individuals nfected with the human irus (HIV), both symptomatic, should be fmmunized ADMINISTRACION
Noinyectar por viasubcutdnea o intravenosa.
L i ectada
Hiod s 6. DONOT FREEZE. . Mo Iyectar st o et mieromrd, il muso superio s o1 stio
g be ser

SHELF LIFE e Mo debe ser \
Donot exceed the expiry datestated on the external packaging. soam usarune la vacuna por inyecc muscul "
PRESENTATION h debe usar solo aguy
1 dosevialof 0.5 ml paracada nyeccin,

ml
10 dose vial of 5l

THE VACCINE VIAL MONITOR (VVM) (Optional)

Vaccine Vial Monitors (VWM)

DO NOT USE

lighter than darker than

outer circle outer circle
The colour of the fnner square of the VW ‘Once a vaccine has reached or exceeded the discard point,
Starts with a shade that is lighter than the the colour of the inner square will be

Una vez abiertos, Los frascos multi-dosis deben ser conservados entre +2°C y = 8°C. Los frascos multi-dosTs de la Vacuna Conjugada
Adsorbida M\ndlhenca Antitetnica, Contra la Tos Ferina, Hepatitis B y la Haemophilus influenzae tipo b de (05 cuales hayan sido
inmunizacién, vueden sorvndos anseskones subsecuentes ce

inmunizacion hasta un maximo de 28 dias, a condicion de que todas |

ittt
+ Lavacuna actualmente estd precalificada por (a OMS;

Lafecha de caducidad de a vacuna no ha pasado;
el guira

12 OMS o por
o, debe ser visible rop:

dem: I

La

CONTRAINDICACIONES
L

auter circle and continues to darken with o darker than the outer circle.
time and/or exposure to heat.

a
que habia causado una reaccion acversa. Hay pocas contraindicaciones a la primera dosis de DTP-ataques o senales cerebrales

En este caso no como la vacuna DT debe e DTy las

Vaccine Vial Monitors (VVMs) are on the cap (2 ml vial) / part of the label of Diphtheria, Tetanus, Pertussis, Hepatitis 8 and
Haemophilus influenzae type b Conjugate Vaccine Adsorbed supplied through Serum Institute of India Pvt. Ltd. This s a time-
temperature sensitive dot that provides an indication of

user

containing the pertussis component should be carefully considered. There may be circumstances, such as a high incidence of
peruss, ahentine potential . b are
5°C (105°F)
* Collapseor 48 hours.
« Persistent,

C ut
ions who experence Arihu-typ Iypersensitvityreactons or a temperature of 30.4C (> 103°) followinga prior dose of
setanus toxcd usualy hove Figh serum tetanus antitoxin levels and shoud not be given even emergency dose

DTP should not be ghen to cildren with any coegulaion diorer; including thrombocytopenia that would contraindicate
Recent stiies suggest that Infants and children with a Nistory of convulsions n firs-degree family merbers (L. sbings and

fthe YV s simle, Focus on th centel square, s colour will hange progressively. s longasthecolowr of

ADVERTENCIAS

argo -
Si cualquier de los siguientes eventos ocurren en relacion temporal a (a administracion de DTP, la decision a administrar dosis
Puede haber

the same colour s the outer circle r of a 3
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estos eventos no se asocian con secuelas permanentes
. 5°C ( a

e horas.
.« }
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12 d 5 Vacuna TPy el
permanente,

La administracién de DTP a niftos con trastornos neurolégicos subyacentes establecidos o sospechados que o estn avanzando
activamente debe decidirse individualmente.

PRECAUCIONES
Ante de a nyeccidn docuslquier vacun,se debe tomar tods s precauciones corocidas para preventrescconesadvesas k0
incluye na revision de los antecedentes de los padres con respectc

Vaccin Conjugué Adsorbé Contre la Diphtérie, le Tétanos,
la Coqueluche, I' Hepatite B et ['Haemophilus influenzae type b

DESCRIPTION
Le Vaccin é Contre la Diphtérie, le Tétanos, (a Coqueluche, [ Hepatite B et (Haemophilus influenzae type b_comme

vacuna o a parecidas vacunas. La historia de inmunizaciones nieriores, tado do 4atud acual y h

Antes de la administracion de laVacuna Conjugada Adsorbida Antidiftérica, Antitetanica, Contra la Tos Ferina, Hepatitis B y la

nifio y también debe. aven\luar e estado desalud recienceal paciente que cebe recr a nyeccon. Los paes de i con una

founipar Serum Instiate o Indie i L. et un iquide homogene conienant (anatoine lpntercue et €tanique puriiée, des
organismes de la coq (pertussis) inactives, hautement purifiés, des particules nor fe Lantigéne de surface de
Trépatite B (13159 <t e composant. b comme. un vaccin bactérien fractiome contenant le Solysaceharide capsiire de

nique).
Lantigéne de surface du vus de thépatite B st obtenu en fisart la cultre des cellules de lewre de Hansenula camor

historia familiar de.
Jdebense

en utilisant | dures de [ADN

<omar especial cuidado para asegurar que la inyeccion no entre en un vaso sanguineo. DEBE
DISPDNIBLE N INVECCION DE ADRENALINA (1:1000) EN EL CASO OE QUE SE PRODUZCA UNA HEACCION MAPILACTICA AGUDA
JALQUIER CONPORENTE DE LA VACUNA. Para o tratamionto de s anfiais sever,  coss iniciat do advnatina

(0,1 5 mg (1 m). Para bebesy
ifos (2 dosis. recnmendada e dremalia e50,01 mg/kg (0,01 kg e sy 1 141000y, L o peciricn i ne deve
exce
Pucceser avaridas.
C

exprime dans les cellules de Hansenula é par diffe h
binant é

ents de convlsion dans la
pport au vaccin DTC

(freres et

perm:
Les lwumssons et les enfants avec des conditions neurologiques sous-jacentes reconnues possibles ou potentielles, semblent plus

La décision dadministrer le DTC chez des enfants avec des troubles neurologiques sous-jacentes connus ou suspectés qui ne se

PRECAUTIONS
@ lifaut

nseigner 1 possiicdo a srvene des ffets indesiiessuvant

Febmmraton do oo vaceim o o atstons. W oot Senquéri sur les immunisations anterieures, létat de sante actuel et

Couant de ly Utérature concormant (ago G vaccin contdéré. | 50 Deut qut 105 Cnfans souifant de Limmunodepresson ne

répondent pas.

Avant Tacmintration du DTCHep B i e personnel de Sané doit informer ¢ garcin de enfant des avantages et ds risques de

Uimmunisation, et doit se renseigner sur [état de santé de enfant qui recoit Uinyection. Les parents de lenfant avec un antécédent

instruits concernant des sofns médicaux & prendre dans e cas peu probable Ge La survenue des crise. I faut fae atention a ce que.
Unjection enizepas dars un s sangn. Linjecton dAcrénain (131000) dot &t facllement disponibe a cas o une

partir ps ilest
couple a lanatoxine tétani
Le vaccin satisfait aux ex!gences de LOMS. et B.P. lorsauil est évalué selon les méthodes décrites dans O.IAS., SRT. 980 (2014),
978(2013), 897 (2000) et .

aque dose de 0,5 mi. anient

INTERACCIONES MEDICAMENTOSAS
Como en el casode inyeccones tramsculares, usr con cauctn en pecienes rechiend (o trapi atcoagante L teraplas

< 25L0(230U1)
Anatoxine Tétanique > 25L1(240U1)
B pertussis(cellule entiére) <160U(> 40U
‘AgHBs (ADNY) >

Polysaccharde capulatrepurfé detio PR
Conjugué a lanatoxine tétanique

e (protéine, porleusey 10meg.
brbes st phesphate da i AL < 1.25

0:5mg (0.1-05mld mecum 11000, aammmme par vole. WauSC. a dose iquane doit ol
dépaser | mg . o o ettt 0,01 mg/kg (0,01

e
s i

doivent étre

pour 3
réactions allergiques se produiraient suite a du vaccin. Le et les
également & o

INTERACTIONS MEDICAMENTEUSES
e pour tout injection intramusculaire, il faut Futilser prudemment chez des patients recevant une anticoagulathérapie.

pourraient réduire (a réponse immunitaire aux vaccins. Une
Crrapic v coreastrgite do courte durée oy o e e e ares, s o dans e tencon e s

mayores que las dosis fisiologicas) pueden reducir (a respuesta inmune a as vacunas. La terapia » 3 o
«
Tétanos, a C
REACCIONES ADVERSAS Das e casée par datres agents a part le VHB (comme T n ot &y mas iLest considére efficace pour ta prévention de EFFETS INDESIRABLES
’ 6 1  ch et

pciones. - dolor de cabe: enalginos méningite causée par dautres organismes. i o éythéme. Des réactions sysémiques comme fidre, mau e e, rausées o ablsse puvent re observes chez
bebés, més a ocurric o tal 5. Certaines données suggérent aue des réactions fébriles sont plus fréquentes chez les patients qui ont déjé eu des
anteriores. INDICATION Feacontamtanesapros doses récion

Le vaccin :

Hep By Hib descritas por separado. )
ra DTP son comunes las reacciones leves sistémicas o locales. En un gran nimero de casos ocurren la inflamacién temporal,
sensibilidad y rojez en el sitio de la inyeccién junto con a fiebre. Ocasionalmente se desarrollan dentro de 24 horas después de la

st indiqué pour immunisation active des nourrissons a partir de (age de six semaines contre la diphtéri, le tétanos, la coqueluche,
thépatite Bt Haemophilus nfluenzae typeb.

Pour e DTC, les é é : fréquent de larougeur

iritabilité

ipo- Levaccmt . le Tétanos, X fébriles ont éte rappartses & un taux de 1 sur 12.500 doses administrées. Ladministration dacétaminophéne a 2
responsivos. Se han comunicado casos de convulsiones febriles a una tasa de 1 por 12500 dosis administrad: vaccination et dans les 4 & 8 heures aprés la vaccination réduit les risques éventuels de réaction fébrile. Tetude nationale sur
‘acetaminofeno 4 horas después de la inmunizacion reduce la incidencia subsecuente de s reacciones unmn et nacons, P P

t6t possibl y & éosa endant, par la suite,

Lev é , e Tétanos, la Coqueluche, U Hepatite 8 et (Haemophilus nfluenzac type b peut étre: otarment b s Go Miducnedes Euke-Ue, lo-Comie Comlat it os P, Simavbaton O 1o acitons

ipos,
incluyendo el Instituto de Medicina de los Estados Unidos, el Comité Consutivo sobre Practicas de Inmunizacion y las Asociaciones.
Canads, el

acminist1e san risque et eficacement &n mme cemps Qu (e vaccins BCG, ougeoleu, poliomyEntiaues (VPO et Vb, et e vaccn

DRy o por
consecuencia permanente en os nifos.

localizado, los eventos
comenicados tales como la mialgia y la fiebre temporal no han sido ms frecuentes que en el grupo con placebo. Los informes de

. Sile Vaccin . le Tétanos, la Cogueluche, [ Hepatite 8
et Haemophiu influenzae tye b st adminisre en méme temps que e aures vaccis, 1 doit étre injecté 3 un endroit différent.
Il ne doit pas avecun sitest pour un usage en tant que prodult
associé.

POSOLOGIE

pédtatique Euntale du Canads, du Royaume-Un ot des Etas-Unk, ont concl e es conndes e dmonkrentpas un rpport
causal entre le DTC

est trés bien tolére. D

L thepat rélées par le placebo, locale, les effets

ont trés rarement éte rapportées. Les donr tuell HepB et le syndrome de
GuillainBarre ou les troubles demyelinisants, notamment e multipte, et il ny a pas non plus de donnees épidémiologiaues

el il est pa pouvant soutenir une reltion cavsale enre La vaccination HepS t (e reactions teles que fatigue aigle, athrie, maladie autc-
una asociacion causal entre (a vacunacion de la Hepatitis 8 y el sindrome de 'alvga crénica, artrits, trastomos auto inmunes, asma, 5 ml ame s Uage idéal pour "

sindrome de muerte infantil subita o la diabetes. " ' ‘3

Le 240 3 15-18 mois.

pu . g ! Llne injectiondo renforcement  vaccin DTCe dot ire adminirée 3 'age o s ans (ces-cire au moment de nirée s ecol).
i d atencion médica leves, torsqutssont
incluso la és de Vacunas Hib. Son muy o ha sido
INAUNODEFICIENCIA ADMINISTRATION
ol prsvishogtpaphain sy o, tomaticos, deben "’ Le flacon du vaccin liquide doit tre agité avant [utisation pour homogénéiser (a suspension. Le vaccin est & admiristrer par voie
CONSERVACION enfans plus ages o che (s adltes, Une injection dans e fesses e (enfant pouraient besser e nerf sciatique et st donc o
L 13 entre 2-8°C. NOCONGELAR.
est e 0,5 ml Goivent étre oo rgacion. Lo acen o e s o pocion
VALIDEZ intramusculaire.
Noexceder Une autre injection, si elle est co-administrée avec le Vaccin Conjugué Adsorbé Contre la Diphtérie, le Tétanos, la Coqueluche, U
Hepatite B et (Haemophilus influenzae type b, doit &tre administrée sur un site différent. Il ne faut ubiliser que dés seringues et des
PRESENTACION algulles stériles our chague injecton
Frascode1 dosis de0,5ml fois ouverts, & 42 et +6°C. Les duVaccin Conjugué
Frascode2 dosis Adsorbé Contre la Diphtérie, e Tétanos, la Coqueluche, I o
Frascode 10 dosis de 5 ml ek e e o s 30 vacenation, peavens e LSS out e peiode i 28 Jous o cLIm: o Ut tokcs s

'MONITOR DE VIAL DE VACUNA (MVV) (Opcional)
Monitor de Vial de Vacuna (MVV)

El cuadrado es

o

Elcuadradoes del b

claro que el memocaor e (@)
circulo exterior el circulo exterior

£l color del cuadrado interior del VY STl U ver que la vacuna ha alcanzado o excedido el punto
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