BIO FARMA BIVALENT ORAL POLIOMYELITIS VACCINE
Reg. No.: MAL20041126AZ

DESCRIPTION
The live types 1 & 3 oral polio vaccine (bOPV) is a bivalent vaccine containing suspensions of types 1 and 3 attenuated poliomyelitis viruses (Sabin strains)
prepared in primary monkey kidney cell.

The vaccine may presenta color varying from yellowish to pink, due toa slight variation of pH; however this does not affect the quality of the vaccine.

COMPOSITION:

Eachdose (2 drops =0.1mL) contains

Acnvelngred\en(s
Type1 (Sabi 10°CCIDs0
Type3 (Sabin strai lessthan 105 CCIDso

Inactive Ingredients:

SUCROSE (stabilizer). 35%V/v.

Erythre nomorethan 2 mcg.
Kanamycin. 10mcg.

AACTION AND MODE OF MECHANISMS OF ACTION:

Bivalent Oral Poliomyelitis Vaccine (bOPV) stimulates active immunity of human body to promote the of antibod; t Poli is Virus
Typeland3
PHARMAC ODYNAMIC! OKINETICS)

Notapplicable.

TOXICOLOGY (brief):

onadultmice, gui d rabbits. The

INDICATIONS:
Act peland3.

CONTRAINDICATIONS

- Bivalent Oy /accine icatedin ithahistory

~ Bivalent Oral Poliomyelitis Vaccine may contain trace amounts of kanamycin and erythromycin ; should be used with caution in patients with severe
hypersensitivity to these antibacterials.

- Acute or developinginfectious diseases.

- Leukemia, lymphoma or generalized malignancy.

~ Acquired or congenital immunodepression.

- Acute intestinal diseases.

SIDE EFFECTS / ADVERSE REACTIONS:
In the vast majority of cases there are no side effect. Very arely there may be vaccine-associated paralysis (one case per L milion doses administered)

Personsincl ith arecently vacci rarely be at risk of
PRECAUTIONS / WARNINGS:

Human imrmunodeficency Virus (HIV) infected infants,both asymptomatic and symptomatc, should be immunized with Bivalent OralPoliomyeis Vaccine
according ithaninterval of 2 weeks.

DRUG INTERACTION:
With Immunosuppressive medications.

PREGNANCY AND LACTATION:

In principle, a live viral vaccine constitutes a contraindication. In such cases the use of an inactivated vaccine is advisable. However, accidental vaccination at
the commencement of an unknown pregnancy does not justify termination of the pregnancy. Information on the safety of the vaccine when used during
lactation s not available.

REC OSAGE, DOSAGE SCHEDULE.
Bivalent Oral Poliomyeits Vaccine must only be acministered oraly. Shake well before use. Two drops (0.1 m) ae delivered dirctly o the mouth ofthe
vaccinee fromthe mult-dose valthrougha dropper For older cildren, it a p bitter ta irst placing the d

lump orin syrup. Care should ith the saliva of the vaccinated child.

Primary vaccination : 1 dose takenat3, 4,5 months of age.
Boosters: at 1to4 yearsold and at 7 years old.
ytocountry, bei
OPV can be given safely and effectively at the same time as measles, rubella, mump, DTP, DT, TT, Td, BCG, Hepatitis B, Haemophillus influenzae type b, yellow
fevervaccine and Vitamin Asupplement.

IMMUNE DEFICIENCY
Individuals infected with Human iciency Virus (HIV), both and should be immunized with OP Vaccine according to
standard schedules.

INFORMATION ON USAGE OF MULTI-DOSE VIALS OF OPV
Once opened, multi-dose vials should be kept between +20C and +80C. Multi-dose vials of bOPV from which one or more doses of vaccine have been removed

may be used forup 4weeks, provided thatall of the following conditions
aremet the WHO policy Dose Vial Policy (MDVP), WHO/IV/14.07):
-Theva::me\5curren(\vwequahfledbyWHO
foruse upto openingthe vi ined by WHO;

+ The expirydateof the vaccine has not passed;
« The vaccine vial has been, and will continue to be stored at WHO or manufacturer's recommended temperature; furthermore, the vaccine vial monitor
(VWM), ifattached, is not pastits discard point (see figure).

AND Fi AND
No cases of overdose have been reported

PACKING / PACK SIZES:
The vaccine comes n vials of 10 doses (1 mL) and 20 doses (2 mL). Each vial is provided with a calibrated dropper which can be fitted to the vial. Every 10 vials is
packed within an inner box which is enclosed with a package insert.

STORAGEC USER EUTICAL PRECAUTIONS :
Storeat-202C. It b 20Cand +80C. Protect from light.

Inorder to preserve optimal potency of bivalent oral poliomyelitis vaccine, exposure of the vaccine to ambient (non-refrigerated) temperatures should be kept
tominimum and exposure to sunlight should be avoided. Shelfife: 2 years

Vaccine Vial Monitors

DO NOT USE
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Square is Square Square is
lighter than matches darker
outer circle circle than circle

Once avaceine has reached or exceeded
the discard point, the colour of the inner
square willbe the same colour or darker
than the outer circle

The color of the inner square of the VWMs
begins with a shade that i lihter than the
outer circle and continues to darken with
time and/or exposure to heat.

DISCARD POINT

Inform your supervisor

Cumulative heat exposure over time

- J

Vaccine Vial Monitor (VVM) is part of the label on Oral Poliomyelitis Vaccine. The colour dot which appears on the label of the vialisa
VVM. This is a time-temperature sensitive dot that provides an indication of the cumulative heat to which the vial has been exposed.
Itwarns the end user when exposure to heat is likely to have degraded the vaccine beyond an acceptable level.

The interpretation of the VVM is simple. Focus on the central square. Its colour will change progressively. As long as the colour of this
square is lighter than the colour of the ring, then the vaccine can be used. As soon as the colour of the central square is the same
colour as the ring or of a darker colour than the ring, then the vial should be discarded.
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