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 Sub: Roll out of Pandemic H1N1 Vaccine. 
 
 Directorate General of Health Services (Emergency Medical Relief), Ministry of 

Health and Family Welfare, Govt. of India, New Delhi has placed 60,000 doses of Pandemic 
H1N1 Vaccine from Sanofi Pasteur (approved by Drug Controller General of India) at the 
disposal of Ministry of Rallways.  

 
The Vaccine is centrally stored at General Medical Stores Depot (GMSD), C-4, Qutub 

Institutional Area, behind Qutub Hotel, New Delhi-1100016 (Ph. 26962663, 9313449245). It is 
packed in 5 cartons of size2 feet x 2 feet x 2 feet each, each carton have 12, 000 doses. A single 
pack contains 10 vials of 10 dose each. The dimensions for a pack of 10 vials* 10 doses are 10.7 
x 4.7 x 4.9 cm. The dimensions for a box are 22x24.5x11.2cm. Northern Railway shall make 
arrangements to lift the above from GMSD and store in Northern Railway Central Hospital New 
Delhi. The Nodal Officer from Northern Railway, Dr. Atul Vaish, Sr. DMO, (SAG)-NRCH, 
NDLS, (CUG Mobile No. is 09717630516) may be contacted for any clarification/information in 
this regard.  
 

The Zonal Railways should make immediate arrangements to lift the vaccine from 
Northern Railway, Central Hospital. New Delhi. All concerned should ensure maintenance of 
cold chain (+20Cto+80C temperature). This vaccine is meant only for administration to personnel 
in all categories working in Railway health care facilities. Therefore, the vaccine doses 
requirement for  Zonal Railways should be determined accordingly. 

                                                                                                                                                                       
 It is desirable that the vaccination is carried out within one week of receipt of this 
vaccine.  As it is an expensive vaccine special care may be taken to avoid wastage. 

                    
Being an inactivated vaccine, very few adverse events are expected. However, there had 

been very rare reporting of serious adverse events with seasonal influenza vaccine as also 
pendemic vaccine. Hence, the vaccinated population may be monitored for adverse event 
following immunization (AEFI). 
 



Information on details of this vaccine, possible side effects, packaging and storage
instructions etc. are enclosed.

Weekly report be sent to this office on doses administered in the jurisdication during the
period alongwith HIN 1 (New Influenza) Survelliance Report.

Please acknowledge receipt.

t"'l- 1t4~)
(D B.N. nigeri)U~

Ex. Dir tor Haith (G)
Railway Board.

DA:as above.

Copy to.
I. General Managers, All Indian Railwys and Chief Medical Suptds. Production Units.
2. Sr. Professor, (Health Management), RSC, BRC.
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Pandemic Influenza Vaccine (HINl) (Split Virion, Inactivated)

(PANENZA)

.·1~'Panenza vaccine

PANENZA is a split, virus inactivated, non-adjuvanted monovalent vaccine against
pandemic Influenza (Flu).

The active substance is:

Split Influenza virus", inactivated, containing antigen equivalent to:
AlCalifornial7/2009 (HtNljv-like strain (NYMC X-179A) ....•..~ .15 micrograms**
per 0.5 ml dose

* propagated in eggs
** expressed in microgram haemagglutinin

,

The other ingredients are: thiomersal (45 micro grams per 0.5 ml dose), sodium chloride,
potassium chloride, disodium phosphate dihydrate, potassium dihydrogen phosphate, and
water for injections.
This vaccine complies with the WHO recommendation and EU decision for the
pandemic.

Manufacturer:

Sanofi Pasteur - Pare Industriel d'Incarville - F-27100 Val de Reuil - France
.,',., " , Sanofie Pasteur - Campus Merieux - 1541~avenue Marcel Merieux - F-69280 Marcy

"I'Etoile - France

Presentation

PANENZA is a suspension for injection in a multidose vial (10 doses of O.5ml) - Pack of
10 vials. The suspension is colourless limpid to opalescent.

2. Vaccine administration :

Adults up to 60 years of age: One dose (0.5 ml) intra muscular.



Instructions for administration ofthe vaccine: .
. ' ..l-.~.:: . "

. ,

"".

• It is necessary to respect the good practices of asepsis at each step of handling. Before
injection the vaccine should be allowed to reach room temperature by gently swirling the vial
between hands (not more than 5 minutes).

• Shake before each use.
• Each 0.5 ml dose of vaccine must be withdrawn with a new syringe for injection and

administered intramuscularly.
• After first opening, the vaccine contained in the vial must be used within 7 days. To facilitate

tracking and timely disposal of multi dose vials, it is suggested that the date of opening be
clearly written on the label. Partially used multiqose vials must be kept at the required
temperature, i.e. between 2°C and goC (never place the product in a freezer).

: -,." .
. ...• A partially used multi dose vial must be discarded immediately if:

Sterile dose withdrawal has not been fully observed.
There is any suspicion that the partially used vial has been contaminated.
There is visible evidence of contamination, such as change in appearance.

• The vaccine is not to be injected directly into any blood vessel.

3. Precautions (to be shared with person being vaccinated)

Do not take PANENZA :
If a person previously had a sudden life threatening allergic reaction to any ingredient
of PANENZA (as listed above) or to any of the substances that may be present in trace
amounts such as egg and chicken protein, ovalbumin, neomycin, octoxinol-9,
formaldehyde. Signs of an allergic reaction may include itchy skin rash, shortness of
breath and swelling of the face or tongue. However, in a pandemic situation, it may be
appropriate that the health facility where vaccination is done has medical treatment
immediately available in case of an allergic reaction.

Take special care with PANENZA:

If person being vaccinated had an allergic reaction other than a life-threatening
allergic reaction to any ingredient contained in the vaccine, to thimersal, to egg,
chicken protein, ovalbumin, neomycin, octoxinol-9, formaldehyde.
If a person to be vaccinated have a severe infection with a high temperature (over 3g0
C). In such case, vaccination will usually be postponed until the parson has
recovered. A minor infection such as a cold should not be a problem, but doctor's
advise should be taken whether you could still be vaccinated with PANENZA.



o Pain located on the nerve route (neugalgia). .' " '
o Differences in the perception of touch, pain, heat and cold (paraesthesia).
o Convulsions associated with fever.
o Neurological disorders that may result in stiff neck, confusion, numbness,

pain and weakness of the limbs, loss of balance, loss of reflexes, paralysis
of part or all the body (encephalomyelitis, neuritis;' Guillain- Barre
Syndrome).

>- Temporary reduction in the number of certain types of particles in the blood
called platelets; a low number of these can result in excessive bruising or bleeding
(transient thrombocytopenia), temporary swelling of the' glands in the neck,
armpitor groin (transient lymphadenopathy).

"

Common:
>- Feeling generally unwell; shivering, fever.. '

,>- Atthe injection site : redness, swelling.

These side ~ffects usually disappeared without treatment Within 1 to 3 days after onset.

The side effects listed below have occurred in the days or weeks after vaccination with
vaccines given routinely every year to prevent flu. These side effects may occur with
PANENZA.

Very Rare side effects listed below have occurred in the days or weeks after vaccination
with routine seasonal influenza vaccine. These side effects may occur with Panenza:

, ,

>- Skin reactions that may spread throughout the body including itchiness of the skin
(pruritus, urticaria), rash.

f» Side effects related to the central nervous system :

>- Allergic reactions :
o In rare cases leading to shock (a failure of the circulatory system to

maintain adequate blood flow to the different organs leading to medical
emergency). As with all injectable vaccines, appropriate medical treatment
and supervision should always .be readily available in case of a rare
anaphylactic event following the administration of the vaccine.

o
o Including swelling most apparent in the head and neck, including the face,

lips, tongue, throat or any other part of the body (angioedema) in very rare,
cases.

>- Vessel inflammation (vascultis) which may result in skin rashes and in very rare
cases in temporary kidney problems .



Taking other medicines:

Person being vaccinated need to convey the doctor or nurse about any other medicines,
including medicines obtained without a prescription or have recently been given any
other vaccine. There are no data on administration of the vaccine PANENZA with other
vaccines. However, if this cannot be avoided, the other vaccine should be injected into
the other limb. In such cases, the person should be aware that the side effects may be
more intense .

. Pregnancy and breast-feeding:
If any health worker identified to be vaccinated is either pregnant or isbreast feeding,
vaccine should be taken only in consultation with Doctor.

".'~," '..

Driving and using machines : ',
. Nostudies on the effects on the ability to drive or use machines have been performed.
The vaccine is unlikely to produce any effect on the ability to drive and use machines.

4. POSSIBLE SIDE EFFECTS:.

Like all medicines, PANENZA can cause side effects, although not everybody gets them .
.' .

.. Allergic reactions may occur following vaccination. In rare cases leading to shock.
:".·Doctors are aware of this possibility and have emergency treatment available for use in

such cases ..

,; TI1t~frequ~ncy of possible side effects listed below IS defined using the following
. r-"'.: . "cort~entiorl :" .

Very common (affects more than 1 user in 10)
4

Common (affects 1 to 10 users in 100)
Uncommon (affectsl to 10 users in 1,000)
Riue (affects 1 to 10 users in 10,000)
Veryrare (affects less than 1 user in 10,000)
Not known (frequency cannot be estimated from the available data).

During aclinical study conducted in adults and elderly, the following side effects have
been observed :

'.VeryConUrion :d
~ Headache. muscular pain,
'~ ..Paih at the injection site.



In any of these side effects occurs, the doctor need to be informed and patient shifted to
the nearest health facility immediately. i

5. HOWTOSTOREPANENZA:

Keep out of the reach and sight of children.

Do not use PANENZA after the expiry date which is stated on the carton and the label
after EXP. The expiry date refers to the last day of that month.

Store in a refrigerator (2°C - SaC). Do not freeze. Keep the vial in the outer carton in
order to protect from light.

After first opening, use PANENZA within 7 days if stored in a refrigerator (2°C - SaC).

6. Package Dimensions:

A single pack contains 10 vials of 10 doses each
The dimensions for a pack of 10 vials • 10 doses are 10,7 x 4,7 x 4,9 em,
The dimensions for a box are 22 X 24,5 X 11,2 em




