FOOD & DRUG ADMINISTRATION MAHARASHTRA STATE, MUMBAI 400 051

CERTIFICATE OF A PHARMACEUTICAL PRODUCT !
“This certificate conforms to the format recommended by the World Health Qrganisation
(General instructions and explanatory notes attached)

No. of certificate : COPP/CERT/PD/76473/2018/11/24927/129344 Valid Upto : 15 Aug 2021
Exporting Country : INDIA

Importing Country : As per Annexure

1. Name and dosage form of product ¢ Rabies Vaccine Inactivated (Freeze Dried). 1 dose (Injectable, Powder

for Injection)
1.1 Active ingredient(s)? and amount (s) per unit dose 3; Each dose of 1 mi contains

Purified Rabies Antigen (Rabies virus Pitman-Moore strain 3218 - VERO adapted and grown on Reconstitute with Sterile Water for Injections
Vero cells, inactivated by using B-propiolactone) Not less than 2.5 1U 1.P/Steritised Water for Injections BP

For complete qualitative composition including excipients 4 As per Annexure
1.2 Is this product licensed to be placed on the market for use in the exporting country 25 Yes No D
1.3 Is this product actuaily on the market in the exporting country 7 Yes No D Unknown D

2A.1 Number of product license:” 16 In Form 28D 2B.1 Applicant for certificate (name and address) :
and date of issue: 12 Aug 2016
9A.2 Product License holder (Name and address) :

SERUM INSTITUTE OF INDIA PVT, LTD. 212/2, HADAPSAR, 2B.2 Status of applicant :
PUNE 411028 MAHARASHTRA STATE, INDIA Alls Iﬂ e
24.3 Status of product-license Holder 8 2B.2.1 For categories b and ¢ the name and address of the manufacturer
Al dc D producing the dosage form is”
2A.3.1 For categories b and ¢ the name and address of the manufacturer
producing the dosage form is:? 2B.3. Why is marketinﬁulhorizaﬁou lacking ?
2A.4 Is summary basis of Approval appended pi0 Not required Not requested Under Consideration Refused
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Yes D No
2A.5 Is the attached, officially approved product information complete and
consonant with the license 71!

Yes D No D Not Provided

2A.6 Applicant for certificate if different from License holder :'2
Not Applicable

3. Does the certifying authority arrange for periodic inspection of the manufacturing plant in which the dosag:
» - , m——
if no or not applicable proceed to question 4. Yes N No Not Applicable

3.1 Periodicity of routine inspections(years) : Once a year

3.2 Has the manufacture of this type of dosage form been inspected ? Yes No D

3.3 Do the facilities and operations conform to GMP as recommended by World Health Organisation 715
Yes NoD Not Applicable "‘D

4. Does the information submitted by the applicant satisfy the certifying authority on all aspects of the manufacture of the product 716
Yes & No

if no, explain :

Address of certifying authority : Name of the Authorised person : A. T. NIKHADE
Food & Drug Administration, M.S.

Bandra-kurla Complex, Signature :

Bandra (E), Mumbai — 400 051.
Maharashtra,INDIA.

Tel: +91-22-26592363/64/65
Fax: +91-22-26591959
SPSM1097647320180911059

Stamp and Date : Joint Commissioner (HQ) & Gontrolling
Authority
Food & Drug Administration, M.S.
Bandra {E), Mumbai.
Maharashtra State, India
Date:11 Sep 2018




GENERAL INSTRUCTION :

Please vefer 10 he guidelines for full insuucton on how o complete his form and information on the
implementation of the scheme. The forms are suitable for generation by computer, They shoualg always be submiged
as hard copy, with responses printed in type rather than hand written Additional sheets should he appended. ag
fecessary, to accommodate remarks and explanations |

EXPLANATORY NOTES :

1. This certificate, which is in the format recommended by WHO, establishes the status of the pharmaceutical
product and of the applicant for the centificate in the exporting tountry It is for a single product only since
manufacturing arangements and approved information Tor different dosage forms and different strengths can
vary.

2. Use, whenever possible. Internationaj Nonpropricteuy Names (INNS) or national nonproprietary names.

3. The formula (complete composition) of the dosage form should be given on the certificate or be appended.

4. Details of quantitative composition are preferred, but their provision is subject to the agreement of the product-
Licence holder,

5. When applicable, append details of any restriction applied to the sale, distribution, or administration of the
product that is specified in the product Licence.

6. Scctions 2A and 2B are mutually exclusive.

7. Indicate, when applicable, if the Licence is provisional, or the product has not yet been approved.

8. Specify whether the person responsible for placing the product on the market :

(@) manufactures the dosages form
(b) packages and / or labels a dosage form manufaciured by an independent company : or
(¢) is involved in none of the above .
9. This information can be provided only with the consent of the produci - Licence holder or, in the case of non-
registered products, the applicant . Non-completion of this section indicates that the party concerned has not

10. This refers to the document, prepared by some national regulatory authorities, that summarizes the on which
the product has been licensed.

11, This refers to product information approved by the competent national regulatory authority, such as 2 summary
of product characteristics (SPQC).

12. In this circumstance, permission for issuing the certificate is required from the product Licence holder. This
permission must be provided to the authority by the applicant.

13. Please indicate the reason that the applicant has provided for not requesting registration:

(@) the product has been deveioped exclusively for the treatment of conditions — particularly  tropical
diseases ~ not endemic in the country of export:

(b} the product has been reformulated with a view 1o improving its stabili ty under tropical conditions:

(¢) the product has been reformulated 1o exclude excipients not approved for use in pharmaceutical products
in the country of import:

(d) the product has been reformulated to meet a different maximum dosage limit for an active ingredicnt

(e) any other reason, please specify.

I4. Not applicable means that the manufacture js taking place in a country other than that issuing the product
certificate and Inspection is conducted under the aegis of the country of manufacture,

I5. The requirements for good practices in the manufacture and quality contro] of drugs referred 10 the certificate
are those included in the thirty- second report of the Expert Commitiee on specifications for Pharmaceutical
Preparations (WHO Technical Report  Series, No.823 . 1992 | Annex 1) Recommendations specifically
applicable to biological products have been formulated by the WIIO Expert  Committee on Biological
Standardization (WHO Technical Report Series , No . 822, 1992, Annex b

16. The Section is to be completed when the product - licence holder or applicant & ‘
described in note 8 above. Tt is of particular importance  when f(g@ig'n Contratisrs are fhivo ved in the
manufacture of the product . In these circumstances the applicant should supply the certifying™ authogity with
information to identify the conltracting parties responsible for each sg 2¢ of manufacture of the Iini'sh'e;df-dosagc
form and the extent and nature of any controls exercised over cachisfilhitse parties, . 50
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The layout for this Model ¢ ertificate is available on disketee in Word /’e{%’z(‘“nﬁom the Divjs,
Policies. World Health Organizaiion, 1211 Geneva 2 7 Swuzerland :
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