FOOD & DRUG ADMINISTRATION MAHARASHTRA STATE, MUMBAI 400 051

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

No. of certificate i COPP/CERT/KD/55627/2017/11/18415/94984 . Valid Upto :06 May 2018
Exporting Country : INDIA
Importing Country : CHILE
1. Name and dosage form ofproduét : Gentamicin Sulfate Ophthalmic Ointment USP 0.3%
1.1 Active ingredient(s)? and amount (s) per unit dose 3: Each gram contains
Gentamicin Sulfate USP equivalent to Gentamicin 3 mg Sterile Ointment base qs

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 73 Yes E No D
1.3 Is this product actually on the market in the exporting country ? Yes No I:l Unknown I:'

2A.1 Number of product license:” KD180 In Form 28 2B.1 Applicant for certificate (name and address) :
and date of issue: 18 Feb 2013

2A.2 Product License holder (Name and address) :

GALENTIC PHARMA (INDIA) PRIVATE LIMITED PLOT NO R 673 2B.2 Status of applicant :

TTC MIDC RABALE THANE BELAPUR ROAD NAVI MUMBAI NEElE

THANE 400701 MAHARASHTRA STATE, INDIA 2B.2.1 For categories b and ¢ the name and address of the manufacturer
2A.3 Status of product-license Holder A 9

AX s e[

2A.3.1 For categories b and ¢ the name and address of the manufacturer 2B.3. Why is marketing authorization lacking ?
9

producing the dosage form is

producing the dosage form is:

Not required Not requested Under Consideration Refused
2A.4 Is summary basis of Approval appended ?'° 2B.4 Remarks :'3

Yes D No

2A.5 Is the attached, officially approved product information complete and
consonant with the license ?!!

Yes D No I:l Not Provided

2A.6 Applicant for certificate if different from License holder 12
Not Applicable

3. Does the certifying authority arrange for periodic inspection of the manufacturing plant in which the

if no or not applicable proceed to question 4. Yes No D 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 [:I

3.3 Do the facilities and operations conform to GMP as recommended by World Health Organisation p
Yes No D Not Applicable 14 I:]

4. Does the information submitted by the applicant satisfy the certifying authority on all aspects of the manufacture of the product 716

ves X no L] ”\

If no, explain :

B\Authorised person : O S SADHWANI
Signaturez

Stamp and Date : Joint Commissioner (HQ) & Controlling
Authority

Food & Drug Administration, M.S.
Bandra (E), Mumbai.

Maharashtra State, India

Date:04 Mar 2017

Food & Drug Administr
Bandra-kurla Complex

Fax: +91-22-26591959
5LAG1255562720170304059

0 4 MAR 2017

RUTRORISED S1GN ATORY
{NDIAK MERCHAN IS’ CHAMBER
MUMBAI-INDIA.

; ROHIT YADAV
RO Manager




GENERAL INSTRUCTION :

Please refer to the guidelines for full instruction on how to complete this form and information on th
implementation of the scheme.The forms are suitable for generation by computer. They should always be submitt
as hard copy, with responses printed in type rather than hand written.Additional sheets should be appended,
necessary, to accommodate remarks and explanations .

EXPLANATORY NOTES :

1. This,certificate, which is in the format recommended by WHO, establishes the status of the pharmaceutica

product and of the applicant for the certificate in the exporting country .It is for a single product only since

manufacturing arrangements and approved information for different dosage forms and different strengths can

vary.

Use, whenever possible, International Nonproprietary Names (INNS) or national nonproprietary names.

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

Details of quantitative composition are preferred, but their provision is subject to the agreement of the ploduc -

Licence holder. F

5. When applicable, append details of any restriction applied to the sale, distribution, or admmlstf' 1o&w15
product that is specified in the product Licence.

-

S I\

o

6. Sections 2A and 2B are mutually exclusive. \/ 4 NERA

7. Indicate, when applicable, if the Licence is provisional, or the product has not yet been approved. =~ RAfi- ‘“ ‘ "JAOLV PELINE

8. Specify whether the person responsible for placing the product on the market : g‘ ® { : :\W/l £), MUMBA!
(a) manufactures the dosages form Y \ " = G u\AHAnAS“m <
(b) packages and / or labels a dosage form manufactured by an independent company : or  {\ (" ) REGN. 3381

(c) is involved in none of the above .
9. This information can be provided only with the consent of the product - Licence holder or, in the!

part of the product Licence. If the-production site is changed the Licence must be updated or it will cease to be
valid.

10. This refers to the document, prepared by some national regulatory a%ut;es “that summanzes the on which
the product has been licensed. 3 ;e

I'1. This refers to product information approved by the competent national regﬁlatony auth% sucﬂ asf a s»ummaly
of product characteristics (SPC). . '

12. In this circumstance, permission for issuing the certificate is required from the ppoduct Licence holder Tlus
permission must be provided to the authority by the applicant: AT :

13. Please indicate the reason that the applicant has provided for not requesgng registration: : LA
(a) the product has been developed exclusively for the treatment -of" condltlons - partlculal ly troplcal

diseases — not endemic in the country of exp(m i (ih

],

(b) the product has been reformulated with a view to improving its stability under tropxcal ’e.ondrtl()ns : L ‘i
(c) the product has been reformulated to exclude excipients not apploved for u?‘e in- phalmaceutlcal ploducts A
in the country of import: T it ,‘,/
(d) the product has been reformulated to meet a dlfferent maximum dosaoe thﬁor an ac'hVB moredlent +
(e) any other reason, please specify. N
14. Not applicable means tha_lt the manufacture 1s"‘”‘ 0 WW GOVERMMET\,(?FT“EF
certificate and Inspection is conducted under th’/ /A os*_l»'_lu uEJJ '\# /ﬂf ~—

15. The requirements for good practices in the m: / (C"’”emm 6 La Haye dL 7

are those included in the thirty- second report™"3 Thi -

is
Preparations (WHO Technical Report Seric S public document of the Yype —
applicable to biological products have been MMERCIAL DOCUMENT

Standardization (WHO Technical Report Serie 7

16. The Section is to be completed when the prod ksuede  GALENTIC PHARMA (INDIA) PVT
described in note 8 above. It is of particul KR ... 5 i
manufacture of the product . In these circums: has been signed by ROHIT YADAY
information to identify the contracting parties ‘

form and the extent and nature of arfy controls >
A With the seal/stamp of - MANAGER, INDIAN MERCHANTS

CHAMBER, MU
The layout for this Model Cermqéls 1@@/7 MBAI-INDIA

Policies. World Health Organization, 1211 Geneva i | by
) Section Officer(Ol) MINISTRY OF EXTERNAL A#FA!RS

= A
o ‘17
-Mar-2017 & NEwn 'ELHL INDIA

With reference no. MHMC000804471 7
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FOOD & DRUG ADMINISTRATION MAHARASHTRA STATE, MUMBAI 400 051
CERTIFICATE OF A PHARMACEUTICAL PRODUCT !
Annexure of Excipients

-ARASHTRA df certificate : COPP/CERT/KD/55627/2017/11/18415/94984 VALID UP TO :06 May 2018
; hic of the 1 GALENTIC PHARMA (INDIA) PRIVATE LIMITED PLOT NO R 673 TTC MIDC

RABALE THANE BELAPUR ROAD NAVI MUMBAI THANE 400701

MAHARASHTRA STATE, INDIA

ameand dosage 3 G000 icin Sulfate Ophthalmic Ointment USP 0.3%

form of product

Sr.No. Ingredients Specification Qty/Units
1 White Soft Paraffin USP g.s. to 1000 mg

Address of certifying authority : Name of the Authorised person : O S SADHWANI

Food & Drug Administration, M.S.

Bandra-kurla Complex, Signature

Bandra (E), Mumbai - 400 051. Stamp and Daté~dJoint Commissioner (HQ) & Controlling
Maharashtra,INDIA. Authority

Tok YulatcBat 2804 Food & Drug Administration, M.S.

Fax: +91-22-26591959
Bandra (E), Mumbai.

5LAG1255562720170304059 '
Maharashtra State, India

rn—ﬁ, 5—_] "6 7 91 Date:04 Mar 2017
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