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Poliomyelitis (Live) Vaccine Type | Type Il (Human
Diploid Cell), Oral

DESCRIPTION

Poliomyelilis (Live) Vaccine Type I Type IIl {Human Diplaid Cell), Oral (hOPV) is a vaccine conlaining suspensions of Lypes | and Il live allen-
uated polioviruscs {Sabin strain). The product, which is preparcd by inoculation of the type | and 11l attenuated polio virus strains info
the human diploid colls and then the virus was incubated and harvested, is a reddish orange liquid. One Molar magnesium chloride (Mgcl)
is added as a stabilizer.

The production process of hOPY complies with WHO's requirements.

COMPOSITION

Each dose of 2 drops (0.1 mL) conlains

Polio virus (Sabin)

Type I: Not less than 10°" CCID

Type Ill: Not less than 10" CCID=

Stabilizer: 1 M MgCl:

Residual Antibiotics: Gentamicin not more than 50 ng/dose

INDICATIONS
Poliomyclitis (Live) Vaccine Type | Type 1l {Human Diploid Cell), Oral indicated for active immunization against type I and Il polioviruscs.

ADMINISTRATION AND DOSAGE

bOPV must only be administered orally. Two drops are delivered directly into the mouth from the multi-dose vial by dropper supplied
with the vaccine. Care should be taken not to contaminate a multi dosc dropper with saliva.

The vaccines should be naturally thawed into liquid at room temperature for 10 minutes before use. Thawing with heat is strictly
prohibiLed.

Once opened, multi-dose vials should be kept between +2 C and +8 C.

Multi-dose vials of bOPV from which one or more doses of vaccine have been removed during an immunization session may be used
in subsequent immunization sessions for up to a maximum of 4 weeks, provided that all of the following conditions are met (as des-
cribed in the WHO Policy Statement: Multi-dosc Vial Policy (MDVP) Revision 2014 WHO/IVE/14.07).

The vaccine is currently prequalified by WHO.

The vaccine is approved for usc for up to 28 days after opening the vial, as determined 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 manufacturer- recommended temperatures; furthermore,
the vaccine vial monitor, if one is attached, is visible on the vaccine label and is not past its discard point, and the vaccine has
not been damaged by freczing

IMMUNIZATION SCHEDULE

bOPV s indicated for routine and supplementary immunization activities (SIAs) against type | and 111 poliovirus in all age groups.
The advised vaccination schedule for cach country must be in accordance with the national or WHO recommendations.

A clinical trial in China shows that seroconversion rates to type | and il poliovirus are higher than 94% with the vaccination schedule
of IPV-bOPV-bOPV or IPV-IPV-bOPY at 4-6 week intervals.

bOPV can be given safely and effectively at the same time as the vaccines recommended by Pr on ization
(EP1] if this fits into the vaccination schedule.

If bOPV cannot be given at the same time as live attenuated vaccines, an interval of at least one month should be left between both
vaccinations.

ADVERSE REACTIONS

Very common {may affect more than one in 10 people) adverse reactions: mild fever, diarrhea. Common adverse reactions (may
affect less than onc in 10 people but more than onc in 100 people): irritability and voiting. (The result above is based on a clinical
trial in China)

Generally, these will not require special treatment, but can be treated according to specific symptoms when needed.

Very rarely, there may be vaccine-associated paralysis (one case per 1 million doses administered). Persons in close contact with the
vaccinees may very rarely be at risk of vaccine associated paralytic poliomyelitis.

SPECIAL WARNINGS AND PRECAUTIONS FOR USE

In case of diarrhoca and/or vomiting {as well as gastro-intestinal infoction), the dose received will not be counted as part of the
immunization schedule and should be repeated after recover

The attenuated poliomyelitis viruses multiply in the gut. The faecal excretion of the vaccine viruses may persist for several weeks
and may also be transmitted to the contacts of the vaccinees; contacts of vaccinees should therefore be warned about the need for
strict personal hygiene

Immunosuppressive treatment may reduce the immune response, may favour the multiplication of the vaccine viruses and may
increase the length of excretion of the vaccine viruses in the stools,

As with any vaccine, a protective immunc responsc may not be clicited in all vaccinecs.

Pregnancy

Although there is no evidence that live attenuated polioviruses have an adverse effect on the foetus, in accordance with general
principles, the vaccine should not be given to pregnant women unless they are exposed to a definite risk of infection with wild
polioviruses. The risk benefit of the use of the vaccine should he evaluated in comparison to the use of inactivated polio vaccines.

CONTRAINDICATIONS

For those suffering from acute diseases, serious chronic diseases, acute attack of the chronic diseases, fever, uncontrolled epilepsy
or other ongoing nervous system diseases or with a history of allergic reaction to any known components in the vaccine, including
auxiliary materials and gentamicin sulphate, the vaccine is contraindicated.

IMIVIUNE DEFICIENCY
Individuals infected with human immunodeliciency virus (HIV), both asymplomalic and symptomatic, should be immuniced with
bOPV according to standard schedulos. However, the vaccine is contraindicated in those with primary immune deficiency discase
or suppressed immune response fram madication, leukemia, lymphoma or generalized malignancy.

CCIDw: 50 per cent cell culture infective doses (viral infectious units).



STORAGE
Vaccine is potent if stored at minus 20 C or below until the expiry date indicated on the vaccine vial label.
It can he stored for up to six months hetween +2 C and +8 C, or can he re-frozen at minus 20 C for up to six months.

PRESENTATION
The vaccine comes in glass vials of 20 doses

THE VACCINE VIAL MONITOR (Optional)

Squareis
Tahier han
e ciele

Inform your supervisor

Vaccine Vial Monitors (VVMs) are part of the lahel on supplied through Beijing Institute of Biological Products Co., Ltd. The colour
dot which appears on the label of the vial is a VVIM. This is a time temperature sensitive dot that provides an indication of the cumu-
lative heat to which the vial has been exposcd. It warns 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 calour 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 he discarded.

INSTRUCTIONS FOR USE:

The vial must first be shaken gently Lo avoid foaming, but sufficiently Lo oblain a homogenous mixture of the conlenls. Remove Lhe
lip top tear down aluminum seal, the rubber cap and fix the pro-sterilized plastic dropper supplicd along with the vial. Gently press
infant’s checks by both sides to make his/her mouth open, hold the vial inverted in tilted pasition (at an angle about 45 degrees) and
gently squeeze the middle of the plastic dropper to continuously expel two drops (equal to 0.1mL) of the vaccine on the tongue near
the throat.

Directions for use of dropper during vaccine delivery

Hold the vial in tilted Do not hold the vial Do not hold the vial
position during vaccine horizentally for vaccine vertically for vaccine
delivery into the mouth delivery into the mouth delivery into the mouth

Directions for the dro

. Dropper should be discarded with the vaccine vial as re-use of droppers from one vial to another may lead to crack
and leakage.

First remove the dropper cap and then slightly tap the dropper, ensure the air in the tip of dropper is expelled and

full of vaccine liquid. The vial is always held in tilted position (ref. figure 1, at an angle about 45 degrees) for vaccine

delivery.

Press the midst dropper gently just above the delivery nozzle with soft part of the fingers avoiding nail contact

Bring vial alang with dropper to upright position after delivery of each dosc.

Put the nozzle cover back on the dropper when there is some time elapsed between two consecutive vaccine

deliveries.

. Discard the dropper if the nozzle is contaminatod.
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