BPFK 416.3
MINOR VARIATION NOTIFICATION FORM FOR PHARMACEUTICAL PRODUCTS

Please read the following instructions before filling in the form.

This notification form is for Product Registration Holder (PRH) to notify National Pharmaceutical Control Bureau (NPCB) on the
implementation of MiV-Notification (MiV-N) as per Malaysian Variation Guideline (MVG). The timeline for NPCB to acknowledge the variation
notification is within 20 working days following receipt of a nofification.

2)  Please refer to the MVG for the conditions and supporting documents required.

3)  Submission of relevant revised draft of package insert and labeling is subject to current regulatory requirements as per the latest Drug
Registration Guidance Document (DRGD) and Circulars from NPCB. In the event that the revised draft of package insert and labeling does
not meet the current regulatory requirements, please submit under Minor Variation Prior Approval (MiV-PA) or Major Variation (MaV).

4)  PRH must submit this nofification form together with the online submission through the Quest 2 system as the approval will only be notified
via online submission. For submission online, please scan this form and attach together with the revised draft of package insert and labeling
as a single file.

5) A MiV-N application may be rejected in specific circumstances with the consequence that the PRH must cease to apply the already
implemented variation.

6)  The completed form must be submitted to :

Pusat Pendaftaran Produk, Biro Pengawalan Farmaseutikal Kebangsaan, Kementerian Kesihatan Malaysia,
Lot 36, Jalan Universiti, 46200 Petaling Jaya, Selangor. (Fax No: 03-79581312)
Product Name: Name and address of product registration holder:
AVERROES PHARMACEUTICALS SDN BHD
DEXATROL EYE DROPS 03-08-01 & 03-09-01, Block 3, Presint Alami, Worldwide Business

Product Category: Once  OBiotech [v] Prescription Oorc

Center Il, Persiaran Akuatik, Seksyen 13,
40100 Shah Alam, Selangor

Reference Number: Tel. No.:
2007010300153 03 - 55111433
Registration Number: Fax No.:
MAL14050001AZ 03 -5511 1431
Date of online submission in Quest System: Email address:
04/04/2016 rozana@averroespharma.com
ot PI ick (V
Val;:lat:lon Minor Variation (Notification) Mu?tizzes:tecﬁo(n i)s
; allowed
MiV-N1 Change of details of product registration holder V

MiV-N2 Change of importer and/or store address

MiV-N3 Change of product owner

MiV-N4 Change in ownership of manufacturer

MiV-N5 Change of the name or address (for example: postal code, street name) of the manufacturer of drug product

MiV-N6 Change of the name or address (for example: postal code, street name) of the company or manufacturer

responsible for batch release

MiV-N7 Change of the name and/or address (for example: postal code, street name) of a manufacturer of the drug

substance

MiV-N8 Withdrawal/deletion of the alternative manufacturer(s) for drug substance

MiV-N9 Renewal of European Pharmacopoeial Certificate of Suitability (CEP)

MiV-N10 | Change of specifications of the drug product and/or drug substance and/or excipient, following the updates in the

compendium

MiV-N11 Deletion of pack size for a product

| hereby notify NPCB on the minor variation by notification for the product(s) above and declare that

v" There is no other change except for the proposed variation;
v' The change(s) will not adversely affect the quality, efficacy and safety of the product;
v" All conditions for the variation concemed are fulfilled;
¥ The required supporting documents as specified for the variation in MVG have been submitted; and
v The proposed change has been checked in reference with the currently approved data in the system & there are no discrepancies.
ROZANA HANI BINTI RASHID lv 04/04/2016
Name Signature Date

April2014




( Box Cod : 333 8M2 CRT 000 000

Colors: 4 Color P.P Blue - Pantone 072 - Pantone 202 - & Black
Dimensions : 30X 30 X 82
Date: 27/ 4 /2015

Eng Name : Mohamed Soliman Signature
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Each ml contains:
Dexamethasone 1mg
Neomycin sulphate
equivalent to Neomycin 3.5 mg
Polymyxin-B-sulphate 6000 1U
Preservative:

Benzalkonium chloride 0.04 mg

Indication & Dosage
See enclosed pamphlet.

Controlled Medicine
SHAKE WELL BEFORE USE
Regn. No.: MAL14050001AZ

—Z® M Eipico
Ophthalmics&0tologics

Manufactured by:
EGYPTIAN INT. PHARMACEUTICAL
INDUSTRIES CO.  E.I.P.1.CO.
10™ OF RAMADAN CITY - INDUSTRIAL
AREA B1 - P.O. BOX: 149 TENTH - EGYPT

OL®

Anti-inflammatory &
broad spectrum
bactericidal combination

Eye Drops

TR

) DEXA

- To be used under medical
supervision only

- Close bottle immediately after
used

- Store the bottle upright

- Store at temperature below
30°C

- This product can be used for
28 days after the first opening
when conserved at room
temperature below 25°C.

KEEP OUT OF REACH
OF CHILDREN
Jauhi daripada kanak-kanak

Product Registration Holder:

Averroes Pharmaceuticals Sdn Bhd,

03-08-01 & 03-09-01, Block 3,
Presint Alami, Worldwide Business
Center II, Persiaran Akuatik,
Seksyen 13, 40100 Shah Alam,
Selangor

250 gm/m?

OL®

Anti-inflammatory &
broad spectrum
bactericidal combination

Eye Drops

TR

S)DEXA

B.N. / Mfg. / Exp.




