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APPLICATION FORM
FOR REGISTRATION OF A PHARMACEUTICAL PRODUCT

(FOR HUMAN USE)

NOTE: THIS APPLICATION FORM IS TO BE FILLED BY THE APPLICANT
BY TYPING ONLY .

1. DRUG DETAILS IN THE COUNTRY OF ORIGIN

1.1 TRADE NAME (BRAND) (PROPRIETARY NAME)

1.2 TRADE NAME IF IT DIFFERS FROM THAT OF THE
COUNTRY OF ORIGIN

1.3 Generic Name

1.4 INTERNATIONAL NON PROPRIETARY NAME (INN)
(IF AVAILABLE)

1.5 DOSAGE FORM

1.6 STRENGTH

1.7 PACK SIZE (By weight, volume or number of doses)

1.8 SHELF-LIFE AND STORAGE CONDITIONS

SHELF-LIFE

STORAGE CONDITIONS
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2. COMPOSITION DETAILS
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2.1 COMPOSITION (Active and Inactive ingredient Quantities))
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3. REGISTRATION DETAILS
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3.1 REGISTARTION NO. AND DATE IN G.C.C-D.R. (if any)

REGISTRATION NO.
REGISTRATION DATE

LAUNCHING DATE

1.3 REGISTRATION NO. AND DATE IN G.C.C STATES (in any)

1- U.AE
2- BAHRAIN

3- SAUDI ARABIA

4-  OMAN
5- QATAR
6- KUWAIT
7-  YEMEN

3.3 List of countries where the registration of the relevant
product has been authorized and currently marketed, is
attached?

Yes I:l No I:I

Lasd) Al e il 5 Jaasil) o8, )=
(LA 1Y)

Jaail) o8,

el )5

Gt Ay 7o)l

(a5 13)elaae ) Jsall sl gy ol 5 Jumasill o8, Y=Y

<y -
Croadl) -Y
FELPPIN | -y
Oles -t
kad -0
) -
e -y

Gymall 5 paniveal) Led Javedd) Joal clad Jaii dals ¥-¥
48 ja g o) Jondl) W8 5 Fo g Led

L]y [ e

4. PACKAGE INSERTS DETAILS
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4.1 ARE THE PACKAGE INSERTS (17 copies), ATTACHED?

Yes I:l No I:I
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4.2 ARE THE LEAFLETS COMPL Y WITH THE
SPECIFICATIONS OF INTERNATIONAL STANDARD ?

Yes I:l No I:I

4.3 IS THE SUMMARY OF THE PRODUCT CHARACTERISTICS
or (S.0.P), ATTACHED?

Yes I:l No I:I
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5. ATTACHED DOCUMENTS

438 yal) cilatiudl) -0

5.1 Is the legalized Certificate of Pharmaceutical Product
(C.P.P) [WHO Certificate Scheme, or similar], attached?
Yes I:l No

5.2 IS THE CERTIFICATE OF ANALYSIS OF THE SAME BATCH
OF THE PRODUCT, ATTACHED?

Yes I:l No I:I

5.3 Are the product specifications and stability data in
accordance with G.C.C states requirements, attached?

Yes I:l No I:I

5.4 Are the Bioavailability or Bioequivalence studies,
attached? (if applicable)

Yes |:| No I:l

In Case you answer "No"...what are the reasons?

5.5 Are the preclinical & clinical studies, attached?

Yes I:l No I:I

5.6 Is the list of references & publications where the
product monograph is mentioned, attached? (if available)

Yes I:l No I:I
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6. SAMPLES AND LABELS

il bl -1 |

6.1 Fifteen (15) with the application.
Yes I:l No
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| HEREBY CERTIFY THAT, THE INFORMATION SUBMITTED IN

THIS APPLICATION FORM IS TRUE & THE PRODUCT IS Bkl 03¢y 438 sall g Adgaal) ibaglaal) Gy 8 (ol plgadl U
MANUFACTURED ACCORDING TO THE GOOD

MANUFACTURING PRACTICES (GMP).

THE COMPANY
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NAME AS,AN A
ADDRESS ;
Q\}ud\
CITY Ayl
COUNTRY )
P.0.BOX
e
POSTAL CODE NO. .
@uodl e
FAX NO. -
u.usu\ («5‘)
E-MAIL s Ay )
TEL NO. i <
u.\\.@J\ («5‘)
OTHERS Al e

NAME OF AUTHORIZED PERSON IN THE COMPANY

A8 b el Jsial) ol

TITLE Aduls olf

SIGNATURE

shsd

COMPANY STAMP & DATE P PO
@'JLJ\J As ) s
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CHECKED BY: TJB Ga g
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DATE &

Registration Officer
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