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Name of Product: Bivalent Oral Poliomyelitis Vaccine Types I and 3 Oral Solution 

1.3.1.2 SUMMARY OF PRODUCT CHARACTERISTICS 

\ \ Pharmaceutic.ii Form

Strength 

P1·escntation 

\ \ 

: Bivalent Oral Poliomyelitis Vaccine 
Types 1 and 3 

: Oral drops 

: 20 doses (0.1 ml/dose) 

: Box of 10, 50 vials @ 2 mL 

CONFIDENTIAL 
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Name of Product: Bivalent Oral Poliomyelitis Vaccine Types 1 and 3 Oral Solution 

SUMMARY OF PRODUCT CHARACTERISTICS 

1. NAME OF THE MEDICINAL PRODUCT 

1.1 Prnduct Name: 

Brvalent Oral Pol1omyeht1s Vaccme T,pes 1 and 3 

1.2 S t.ren gth : 

20 doses 

Erythro111ycin 
[(anamycin 

3. PHARMACEUTICAL FORM 

Clc:ar, light yellow to light red solution. 

-L CLINICAL l'ARTICULARS

4.1 Thcmpcutic ind.icat.ions: 

not less than 10 G.o CCIDso

not less than 10 s.s CCIDso 
35%v/v 
not more than 2 mcg 
not more than 10 mcg 

CONFIDENTIAL 

Bivalent Oral Poliomyelitis Vaccine Types l & 3 is indicated for active immunization 
against poliomyelitis type 1 and 3.

-t2 l'osology and met.hod ofadministrntion: 

bOPV must only be administered orally. Two drops m·e delivered directly into the 
mouth from the multi-dose l'ial by dropper or dispenser. Care should be taken not to 
contaminak a multi-dose dropper with saliva or the vaccinee. 
Bivalent Types 1 & 3 Oral Poliomyelitis Vaccine is indicated for active immunization 
against poliomyelitis type 1 and 3. /this vaccine can be used simutaneously with IPV. Infants 
should receive at least three doses of bOPV at minimum intervals of 4 weeks. WHO 
recommends the following schedule in endemic countries: Birth, 6, 10, 14 weeks. In non-
endemic areas the first dose can be given from 6 weeks with the first dose of DTP. 
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Name of Product: Bivalent Oral Poliomyelitis Vaccine Types 1 and 3 Oral Solution CONFIDENTIAL 

-1.3 Contmindications: 

Immune deficiency 
Individuals int'ccted with Human lmnumodeficiency Virus (HIV), both asymptomatic 
mid symptomatic, should be inummized with OPV according to standard schedulc:s. 
I -Ioweve,·, the vaccine is contraindicated in those with primary immune deficiency
disease or suppressed immune response from medical ion, leukemia, lymphoma or 
genc:ralizecl malignancy. 

-1.-1 Special wantings and precautions for use: 

• 

-1.8 Undcsimhle d'fccts: 

in the vast 111ajority of cas�s Lh�rt: ai·I.;} no sid1.1 eiT!.:!cLs 11.;;pOI'Lcd witi1 lht: t1 ivalcnl 01 V 
that includt:s lht: same bOPV componenl. 
Very rarely, there may be vaccine-associated paralysis. Persons in close contact with a 
rec<!nlly vaccinated child may very rarely be at r.isk of vaccine-associat<!cl paralytic 
poliomyelitis. 

-1.9 Ovcnlosc: 

Not applicable. 

5. PHARMACOLOGICAL PROPERTIES

5.1 Phannacoclynamic Propcttics: 

Not applicable 

5.2 Phannacokinctk Prope11ics: 

Not applic,1ble 

5.3 Preclinical safety data: 

Nol applicable 
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In case of diarrhea, the dose received will not be counted as part of the immunization 
schedule and it should be repeated after recovery. 

-1.5 Interaction with other medicinal products and other forms of interaction: 

None

-1.6 Pregnancy and lactation: 

None

-1.7 Effects on ability to drive and use machine : 

None
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Name of Product: Bivalent Oral Poliomyelitis Vaccine Types 1 and 3 Oral Solution CONFIDENTIAL 

6. PHARMACEUTICAL PARTICULARS

6.1 List ofExcipicnts: 

Sucrose 
Erythromycin 
Kanamycin 

6.2 Incompatibilities: 

r1{�.Jt:� 
Not applicable 

6.3 Shelf life: 

6.4 
? � ,\ 

�
ace· P ·s poton · ' torcd a not higher tlum -20°C until the expiry date indicated on the 

vial. I can c sto ea for up to six months betwe,m +2°C and +8°C. 
'h,e v, dcine may present a colour varying from yellow to dark pink, clue to a slight 

} v,1riation of pJ-L howevei· this does'not affect the qnality o.f the vaccine. 

6.5 Nature and contents of container: 

1h! Bivalent Oral Poliomyelitis Vaccine comes in 20 doses in clear vials. 
Box o.f10 and.50 vials @ 2 ml (20 doses) with 10 and 50 droppers blistered and packed in 
separate boxes. 

6.6 Instmctions for use, handling and disposal: 

Once opened. multi-close vials should be kept between +2°C and +8°C. Multi-close vials 
of bOPV fi-0111 which one or more closes of vaccine have been removed during an 
immunization session may be used i11 subsequent immunization session for up t.o a 
maximum of 4 weeks, provided thnt all of tile following conditions are met (as described 
u1 the WHO policy statement: The use of opened multi dose vials in subsequent 
i111111u11ization sessions. WI-JO/V&B/00.09): 
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the expu·y date has not passed; 
the vaccines are stored under appropriate cold chain conditio11s; 
the vaccine vial septum has not been sub1nerged in water; 
aseptic teclmiquel has been used to withdrnw all doses; 
the vac cin.e vial monitor (VVlv[). if attached, has not reached the discard 
point 
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Name of Product: Bivalent Oral Poliomyelitis Vaccine Types 1 and 3 Oral Solution CONFIDENTIAL 

7. l\l.\lU.:1•:TI:\(; :\liTI·IORl/",.\TION HOLDl-:R 

PT I li,, 1:;irrn:i ( l',•rs�r<> ) 
.kdnn J':1�kur 2!-: 
!l,111du11g -IO I 1; I
I11dl>lh.:sia
T.:kpl1<rn.: 
T,·kl:i., 
L-111nil 
\\'.:h,it.: 

: (,2 22 20:1:17 55 
: (,2 22 2041.10(, 
: 111�1i}t'f{ biul�1n11a.1..·u.1d 
: \1.·,,·,,·.h1n 1;1nn�1.c1). i<..l 

S. l\l.\l{I-.:ET!i\"{; .\IITIIORIZ.\TION l\li:\IBl.>'.RS

(; J..: EI 002'.)06436. \ I 

10. DATE OF REVISION OF THE TEXT

91h May 2018

PT.Bio F,mna 

Module 1 : General Information 

Page 4 

Vol.l, Section 1.3.1, Page 7 

21 st March 2016




