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Subject: Certificate for Marketing Authorization of Drug

In response to application, reference number 7/0127/NMR/2017 for marketing authorization of the following product ,
DGDA hereby inform you that the evaluation of the application has been completed.

Trade name RIMSTAR 4FDC
Generic name(s) ISONIAZID
Strength(s) per dosage unit 150 mg

Dosage form TABLET
Presentation 60

Approval under The Drug Control Ordinance-1982, section 5 is granted, subject to the conditions in this letter and it's
4 attachments. This letter and its attachments constitute the Marketing Authorization. The details of this Authorization
are as follows.

22/01/2017

Marketing Authorization Number 21/01/2022

Date of Marketing Authorization
Expiry date of Marketing Authorization
(Before the expiry date you have to apply for renewal of the registration)

Conditions which apply to this approval are as follows.

* The product(s) must conform with all the details provided in your application and as modified in subsequent
correspondence.

* No changes may be made to the product without prior approval of the Licensing Authority (Drugs)

* The approved sites of manufacturer stated in Attachment 1.

* The Approved shelf life is that in Attachment 2. The shelf life may be changed having the prior approval of
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* The only Product Information (PI) that may be supplied with or for this product must be the Pl that is approved.

140
25

A T ) 3:11PM B

1/22/2017




image5.emf

image6.png
7| registration_130_2017.pdf - Adobe Acrobat Reader DC
File Edit View Window Help

Home Tools registration_130_2... %

HFBEQ O@ 1 /s AMO® s - EREAT © 2

To
ESKAYEF BANGLADESH LIMITED

Tongi, Gazipur
Bangladesh

Subject: Certificate for Marketing Authorization of Drug

In response to application, reference number 8/0130/NMR/2017 for marketing authorization of the following product ,
DGDA hereby inform you that the evaluation of the application has been completed.

Trade name ALATROL

Generic name(s) CETIRIZINE HYDROCHLORIDE
> Strength(s) per dosage unit 10 mg

Dosage form TABLET

Presentation 100

Approval under The Drug Control Ordinance-1982, section 5 is granted, subject to the conditions in this letter and it's
attachments. This letter and its attachments constitute the Marketing Authorization. The details of this Authorization
are as follows.

Marketing Authorization Number 22/01/2017

Date of Marketing Authorization 21/01/2022

Expiry date of Marketing Authorization

(Before the expiry date you have to apply for renewal of the registration)
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