GSK
2022 Nanan
o7/ VARILRIX :jmn
Varicella Vaccine
Powder and solvent for solution for injection
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LIVE ATTENUATED VARICELLA VIRUS NLT 1033 plaque forming Units (PFU)
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Varilrix is intended for the active immunization against varicella of the categories of persons listed
below, where there is no history of varicella.

- Healthy subjects, from the age of 12 months.
- Patients at high risk of severe varicella, such as patients with acute leukemia or a chronic
condition, those on immunosuppressive therapy or those for whom an organ transplant is being
considered.
-Healthy persons living in close contact with patients with varicella and high-risk patients.
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2. QUALITATIVE AND QUANTITATIVE COMPOSITION
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After reconstitution. one doze (0.5 ml.) containa:

Waricella virns! Oka strain (live, attennated) not less than 1032 PFU?

! produced in human diploid cells (MRC-5)
2 plague forming units

This vaccine contains a traces amount of neomycin- (Szee section 4.3

Excipients with known effect:
The vaccine containg 6 mg of sorbitol per dose. —seewection
45

The vaccine contains 331 micrograms of phenvlalanine per dose (see sechon 4 47,

For the full list of excipients, see section 6.1,

4.4  Special warnings and precautions for use

Phenylalanine content

The vaccine contains 331 micrograms of phenylalanine per dose. Phenylalanine may be harmfnl for individuals
with phenylketonura (PEIT).




6.4  Special precantions for storage
Store in a refrigerator (2°C —to 8°C).
Store in the original package ig grder to protect from light

For storage conditions after reconstitution of the medicinal product, see section 6.3,

hstmctiuns for reconstitution of the vaccine with solvent presented in ampoules

The zolvent and the reconstituted vaccine should be inspected visually for any foreipn particulate matter and/or
abnormal physical appearance before administration. In the event of either being observed. do not administer
the vaccine.

The vaccine must be reconstitnted by adding the entire contents of the supplied ampoule of =olvent to the vial
containing the powder. The mixture should be well shaken until the powder is completely dizzolved in the

solvent

The cplonr of the reconstituted vaccine may vary from clear peach to pink due to minor variations of its gH
Thiz iz normal and does not impair the perfformance of the vaccine. In the event of other variation being
obzerved. do not administer the vaccine.

Withdraw the entire contents of the vial

A new needle shonld be used to administer the vaccine.

Anvy umzed medicinal product or waste material shonld be dispozed of in accordance with local requirements.

Instructions for reconstitution of the vaccine with solvent presented in a pre-filled syringe
The zolvent and the reconstituted vaccine should be inspected visually for any foreipn particulate matter and/or

abnormal physical appearance before administration. In the event of either being observed. do not administer
the vaccine.

The vaccine must be reconstituted by adding the entire contents of the pre-filled syringe of solvent to the vial
containing the powder.

To attach the needle to the syvrninpe carefully read the instructions siven with pictures 1 and 2. However. the
syringe provided with Varilrix might be slightly different (without screw thread) than the syringe illustrated.
In that case_the needle should be attached without screwing.




Always hold the syringe by the barrel not by the syringe plunger or the Lyger Lock Adaptor (LLAY and
maintain the needle in the axiz of the syringe (as illustrated in picture 3). Failure to do this may capse the LTTA
to become distorted and leak.

During assembly of the syringe, if the LLA comes off, a new vaccine dose (new syringe and vial) should be
nzed.

1. Unscrew the syringe cap by twisting it anticlockwise (as illustrated in picture 1).

Whether the LLA is rotating or not._please follow the below steps:

2. Attach the needle to the syringe by gently connecting the needle hub into the T.1A and rotate a quarter turn
cloclowize until you feel it lock (as illustrated in pictore 2).

3. Remove the needle protector. which may be stiff

4. Add the solvent to the powder. The mixture should be well shaken until the powder iz completely diszolved
in the solvent.

The golong of the reconstituted vaccine may vary from clear peach to pink due to minor variations of its gH
Thiz iz normal and does not impair the performance of the vaccine. In the event of other variation being
observed. do not administer the vaccine.

5. Withdraw the entire contents of the vial

6. A new needle should be used to administer the vaccine Unscrew the needle from the syringe and attach the

injection needle by repeating step 2 above.

Any umzed medicinal product or waste material shonld be dispozed of in accordance with local requirements.

Needle

Syringe

Picture 1 Picture 2
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The following information is intended for healtheare professionals only:
As with all injectable vaccines. appropriate medical treatment and supervision should always be readily available

in caze of 3 rare anaphvlactic event followmg the adminiztration of the vaccime.
Alcohol and other dismfecting agents nst be allowed to evaporate from the skin before imjection of the vacce

since they can inactivate the attennated vimses i the vaccine
Vanlrx must not be admimstered imtravascularty or intradermally.

In the absence of compatibility studies. thiz medicinal product must not be mixed with other medicinal products




The solvent and the reconstituted vaccine should be inspected visually for any foreign particolate matter and/or

abmormal sical appearance before admimistration. In the event of either being observed, do not administer the

vaccine.

The vaccme must be reconstituted by adding the entive contents of the supplied ampoule of solvent to the wial

contaming the powder. The mixture should be well shaken wntil the powder is completely dissolved in the solvent

The gplopr of the recomstitwted vaccine may vary from clear peach to pink due to minor vanations of its pH_ This is

normal and does not impair the perfromanee of the vaceme. In the event of other vanation being observed. do not

adminizter the vaccine.

Withdraw the entire contents of the vial

A new needle should be used to administer the vaccme.

After reconstitution. it i recommended that the vaccine be injected as soon as possible.

However. it has been demonstrated that the reconstitoted vaccine may be kept for up to 20 minutes at room

temperature (25°C) and up to § hours in the refrigerator (2°C to 87C). If not used within the recommended in-use
storage timeframes and conditions. the reconstituted vaccine must be discarded.

Any unuzed medicinal mnduct of waste malenal shuuld he d.lsp ozed of in acmrdance with local requirements.

Instructions for reconstitution of the vaccine with solvent presented in a pre-filled

The solvent and the reconstituted vaccme should be mspected visually for any foreizn particulate matter and/or
abnormal zical parance before admmnistration. In the event of either being obzerved, do not admmister the
VaCCine.

The vaccine must be reconstituted by adding the entire contents of the pre-filled syrmze of solvent to the wvial
contamming the powder.

To attach the needle fo the syringe. carefilly read the instructions given with pictures 1 and 2. However. the syringe
provided with Varilrix might be shzhtly different (without screw thread) than the syringe illustrated.

In that case, the needle shonld be attached without screwing.

MNeedle
Frotectivecap
Meedle protector
Syringe

Syringe barrel

Syringe plunger

Syringe cap

Fizpre Picture 1 Picture Figure 2

Always hold the syringe by the barrel, not by the syringe plunger or theLmLuckadaptar— Lﬁgﬂ_
mamtammﬂmedhmthnmnfthﬂmge[asﬂmstratedmmmli and Lo s in ling
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1. Unscrew the syringe cap by twisting it anficloclowisze (as illustrated m picture 1). esuntercloclorvies fras Fizura
L Whether the LLA 1z fazsting rotating or not, please follow the below steps-balaw:

2. Attach the needle to the syringe by easefally placinggently connecting the needle hub info the LLA and twistiag
#rotate a quarter efa-tum im-a-clockwise dizsctonunhil you feel it & blacked Jock (see-Figuraas illustrated mn
picture 2).

3. Remove the needle protector protactive needls, which could bealitfle difficultmay be shff

4. Addthe solvent to the powder. Them.mtm‘e shm.lld be well ! ell shal:en well until the powder iz completely dissolved
in the solvent.

The colour of the reconstituted vaccine may vary from clear peach to pink due to minor variations of its i This
iz normal and does not impair the performance of the vaccine. In the event of other variation being observed do

not admimster the vaccine.
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5. Withdraw the entire contents of the vial.

6. A new needle should be uzed to administer the vaceme. Unserew the needle from the syringe znd attach the
injection needle for misction by repeating step 2 gbove.

After reconstitution. it 15 recommended that the vaccine be injected as soon as possible.

However. it haz been demonstrated that the reconstitoted vaccme may be kept for np to 90 minutes at room
temperature (23°C) and up to § hours in the refrigerator (2°C to 87C). If not used within the recommended in-use
storage timeframes and condibions. the reconstituted vaccine mst be discarded.

Any unused medicingl product or waste material should be disposed of in accordance with local requirements.
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