Republic of the Philippines
Department of Health

ﬁ? Almz Sgofé -042 18 MAY 2016

TO: ALL HEALTHCARE PROFESSIONALS AND THE
GENERAL PUBLIC

SUBJECT: Public Health Warning Against the Use of the Unregistered
Drug Product with Registered Counterpart Brand

“Verorab”

The Food and Drug Administration (FDA) advises the public against the use of the
following unregistered drug product with registered counterpart brand “Verorab”:
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VACCIN RABIQUE POUR USAGE HUMAIN PREPARE SUR CULTURES
| CELLULAIRES {INACTIV!)M!SVACCIN!FOIHUHAMU*,R P Rs 750
PREPARED ON CELL CULTURES (INACTIVATED)/VACUNA s
ANTIRRABICA PARA USO HUMANO PREPARADA EN CULTIVOS
CELULARES (INACTIVADA)
Poudre et sobvant pour suspension injectable (| dose de poudre en flacon (2 1.5 U}
et 0.5 ml de solvant en seringue prévemplie) - | dose
Powder and solvent for suspension for infection (| dosis of powder in a vial (2 2.5 IU)
and 0.5 mi of solvent in a prefilied syringe) - | dose
Polvo y disoh para 2 1y (| dosis de polvo en frasco (2 2.5 Ul)
¥ 0.5 mi de disolvente en jeringa prellenada) - | dosis
Voie laire/l route/Via | i
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Después de la una dosis (0,5 mi)
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* Preparadc en células VERD

:hc:uw“ medida con respecto 3 la escala internacional y segin 3 pruebs NIk
Polvo: maltesa, albimina humana.

Dislvente: clorura de sodio, agua para preparaciones inyectables.

Mantener fuera del alcance y de la vista de los nifios.

Leer atentaments el prospecto antes de su utilizacién.

Conservar en nevera (entre 2°C y 8°C). No congelar.

Desputs de la reconstitucién, la vacuna debe utilizarse inmediatamente

La da los prods no utilizados o de los ¢ remhowry de
acuerdo con la legislacion en vigor.

Prevencién de la rabia.

SANOFI PASTEUR SA, - 2, avenue Pont Pasteur - 69007 Lyc

Se of active sub
After ¢ one dose (0.5 mi)
Rabies virus®, Wistar Rabies PM/WI38 1503-3M strain (inactivated) .. 22.5 U™
* produced on VERO cells
3 fiaccordieg o the and the NIH test
List of
Powder: maltose, hurman alburmin,
Solvent: sodium chioride, water for injections.
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w"""m'mmm Teni hors da la portde e de la enfants.
cantient : o s
Virus de fa rage®, souche Wistar Rabies PM/WI38 1503-3M (inactivé) . 32,5 U™ Lire attencvement I novice svane yohiscson
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quantité mesurée par rapport 4 I'étalon international et selon le test NIH Aprés reconstitution, e vaccin doit ére utlisé immediaternen
Liste des excipients Tout produit non utilisé ou déchet doit btre dlimind conform sron:
Poudre : maltose, albumine humaine. ba lgislation en vigueur.
Solvant : chiorure de sodium. eau pour préparations injectables. Prévention de a rage.
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INACTIVATED PURIFIED VEROCELL

Marnducnared by
SANOFI PASTEUR SA - f
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RABIES VACCINE I.P. B9 101 - 37100 Val de Re - France
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Powder and solvent for suspension for injection mmwmm
(1 dose of powder in a vial (22.5/LJ) and 0.5 mi of solven in an smpoule) ~ L Syringe &
Idose " Batch No.
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Read the package leaflet carefully before use.
Store in the refrigeratar (2°C - 8°C). Do not freeze.

| Staternent of active substances Lint of snciplents.

Alter reconstitution, one dase (05 mi) contams: Powder maltose and human .
Flabies virus®, Wistar Rabses PM/WIZ8 1500-0M serain (imactiitnd) o eonie soluation of 0.4% Sodkam
............................................. AT e (7

INACTIVATED PURIFIED
VEROCELL RABIES VACCINE L.P.
VERORAB

S vials x 0.5 ml (Idose) + § ampoules solvent

Powder and saivent for suspension for injection (1 dose of powder in a vial (22.51U)
and 0.5 mi of solvent in an ampoule) — | dose

Intramuscular of Intradermal route

L SANOFI PASTEUR v
1 1 :

Manufactured by:
SANOFI PASTEUR SA
Parc Industriel dincarville

BP 101 - 27100 Val de Reuil - France

Imported in India by:
Warning:
To be sold by retail on the prescription of the
Registered Medical Practitioner

£1-223, TTC. Industrial Area, Mahape, Navi Mumbai,

Dist. Thane 400710

MAP: Rs. 1587.50 (Inclusive of all taxes)

Sancfi Pasteur India Private Limited
Import license no: SV-5-41
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. Powder: maltase and human albumin
~ Solvent: Sterile solution of 0.4% Sodium Chioride (1%)

y

B

Figure 1. Unregistered drug product with registered counterpart brand “Verorab”

These Verorab anti-rabies vaccines were found to be distributed in the Philippine
market without approval of the FDA. Likewise, these were confirmed by the
Marketing Authorization Holder (MAH), Sanofi Pasteur, Inc. to be illegally imported.
The potency of these vaccines are questionable since these were obtained from
unknown sources. Thus, proper handling during shipment is not assured,
compromising the safety, efficacy, and quality that can result to treatment failure or
even death.

All healthcare professionals and the general public are hereby warned to be vigilant of
the abovementioned unregistered drug product with registered counterpart brand. This
poses potential danger or injury to the consuming public and the importation, selling,
or offering for sale of such is in direct violation of Republic Act No. 9711 or the Food
and Drug Administration Act of 2009.

In the interest of protecting public health and safety, the Officers of the Field
Regulatory Operations Office (FROO) are hereby mandated to exercise their
regulatory function pursuant to Section 14 of Republic Act No. 9711.

All establishments and outlets are hereby warned against selling and/or dispensing the

above identified drug product. Anyone found selling the said drug product will be
penalized.
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Likewise, all local government units and law enforcement agencies are requested to
ensure that this drug product is not sold or offered for sale in their localities or area of
jurisdiction.

All consumers are advised to purchase their medications only from FDA-licensed
establishments. Please note that, in addition to inspection of establishments, product
evaluation, registration, and testing are measures that the government undertakes to
ensure the quality, safety, and efficacy of health products. Please look for the FDA
Registration number on the product label. Moreover, please be reminded that drug
products registered with FDA Philippines bear in their labels information in English
and/or in Filipino for all consumers to understand.

The FDA-registered rabies vaccine, Inactivated Rabies Vaccine (Wistar Strain
Rabies) [Verorab] 2.5 IU/ 0.5 mL Powder for Suspension 1.D./ .M. Injection, is
manufactured by Sanofi Pasteur SA — 2 avenue Pont Pasteur 6900 Lyon, France,
imported by Sanofi Pasteur, Inc. — 4F Feliza Bldg., 108 Rufino St., Legaspi Village,
Makati City and distributed by Zuellig Pharma Corporation — Km 14 West Service
Road SH cor. Edison Ave., Sun Valley, Parafiaque City.

The principal display panel of the label of Inactivated Rabies Vaccine (Wistar Strain
Rabies) [Verorab] 2.5 U/ 0.5 mL Powder for Suspension [.D./ .M. Injection are in
English language only and bears the following:

FDA-licensed Philippine importer and distributor

FDA registration number

Rx symbol

FDA caution statement on dispensing

Barcode

il ot

VERORAB

| RABIES VACCINE FOR HUMAN USE,
| PREPARED ON CELL CULTURES (INACTIVATED)

symbol

| Powder and solvent for suspension for injection (1 dose of powder in a vial (2 2.5 IU)
! and 0.5 mi of solvent in a prefilled syringe) - | dose
© Intramuscular route/intradermal route

SANOFI PASTEUR
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FDA-licensed Philippine FDA registration
importer and distributor number
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FDA caution statement on dispensing Barcode
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Mrrmgdm. dose contains:

one
Rabies virus®, Wistar Rabies 1503-3M strain (inactivated) . . 225 U™ After reconstitution, the vaccine should be used imma
* produced on VERO cells Any unused product or waste should be disposcs
** quantity measured according to the international standard and the NIH vest accordance with the legislation in effect.
List of exciplents Rabies prevention.
Powder: maltose, human albumin.

Figure 2: Registered Drug Product (Registration Number: BR-220)

FDA-licensed
imported

'VERORAB

VACCIN RABIQUE POUR USAGE HUMAIN

PREPARE SUR CULTURES C
i (INACTIVE)/RABIES VACC FDA
| USE, PREPARED ON caution
 (INACTIVATED statement
;- on
dispensing

SANOFI PASTEL s
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FDA-licensed
distributor

mmﬁhmubhﬁhm

2 Lire attentivement la notice avant utilisation
conserver au réfrigérateur (entre :
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la légistation en vigueur.
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FDA registration
number

L}
I's of active ;ﬂl(‘uﬂ
! mwmmmmlmnww 25 U
F * produced on VERO celis
-?“m-ﬁmwwmm“
List

Powder: maltose, human albumin
Solvent: sodium chloride, water for injections

Keep out of the reach and sight of children.

Read the package leaflet carefully before use.

Store in a refrigerator (2°C - 8°C) Do not freeze.

After reconstitution, the vaccine should be used immediately. :
Any unused product or waste should be disposed of in accordance with the
legislation in effect. ]
Rabies prevention.

SEE

“Figure 3: Registered Drug Product (Registration Number: BR-514)
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Inactivated Rabies Vaccine (Wistar Strain Rabies) [Verorab] 2.5 IU/ 0.5 mL Powder
for Suspension I.D./ M. Injection is indicated for rabies prevention in subjects
exposed to risk of contamination and for infants particularly exposed to the risk of
rabies. The said product is available in two packaging presentations: (1) Box of 1 vial
+ 1 syringe diluent (Registration Number: BR-220), and (2) Box of 5 vials + 5
ampoules diluent (Registration Number: BR-514).

For more information and inquiries, please e-mail us at info@fda.gov.ph. To report
continuous sale or distribution of unregistered health products, kindly e-mail us via
report@fda.gov.ph or you may call the telephone number (02)807-8275. For any
suspected adverse drug reaction (ADR), report immediately to FDA through this link:
www.fda.gov.ph/adr-report-new and fill out all the required fields.

Dissemination of the information to all concerned is requested.

MARIA LOU .S IAGO, MS¢, MM
OIC, Directof General

DTN: 20160128114731
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