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��  

�� ������� �������� ��������� �����  

������� ��� � !��� "������ #�$ !���    

�� !�%� &'  

(�)��*  

 +,��)1(  

 �/���� �
���� 0���� ������� ���1�1�� "�2�:  

  . ا��ى دول ��
� ا����ون ��ول ا��
�	 ا������: ا�	و�ـــــ� 

  . ا��زارة ا����)�: ا�ــــ�زارة 

  . ا��زی� ا����,: ا��ز�ـــــ� 

� وا������ .- ا��%�$#�ات : ا���� ا������ ��%�� ����� واص�ار ا/دارة ا����
ا�!� �ی� وا/�3اف 1
  .ا���اخ�, ا�6ز�� �4�5 

 *:8�9 �� 567 �� ����4 : ا������ــ� ;� <� (=�*� >�?� 5@A ����1�2�� �� �������� ,���� <� �7�1$ �� +,�� BC

 �'��9�� ��D%��&�� �E�2F� G�1H I���%� <� "���J�.  

 ��ــــ��� .- ا��و�� ا� !�: ا�!� �ي ا��%�� و: ا���  .ا���خ, �< ��=او�� ه5; ا��
  

�� ا�)���� �%: ا���� ا��و�� : ا���	"!ــ  �  .هـ� ا�?�, ا���خ, �< ��=او�� �
  

 �������� ا��	�� .- ا��%�$#�ات ا�!� �ی� : ا��������� ��  .ا���?Aة ا���خ, �
  

  .وت���=; ا���� ا��- ت�Fم ��)��E ا��%�$#� او �%C1 ���D ت)���< : ا�$�آــــ� 
  

 %�� C� ������H ا�?�آ� و��خ)� �< : '&�� ا������%���� ����� ��  .ه� ا��آ�� ا������ �
?�آ� او أي ج
  

  .ص�ف وت�=یC و�1ض وت�زیE ا��%�$#�ات ا�!� �ی� :  ا��(&مــــ%

   

  



  

0�L�� &'��  

��M�:��� �������� ��������� ���*  

 +,��)2(  

  �� ����� ���	
�� ��
� �� �������� ������ ���� ������ � ��	��� � !� "�� #� �$%��� �&����� #� �'�$	

 (�)%�� �*+ � ,�-����.  

   

 +,��)3(  

1  �/ �$%��� 0�&����� �1�2�3�� 0����	
�� ��
	� ��	��� � !� "�� �4 5�%1 6.  

2  ������ ,-�7	48� �
9 0�&���� ��
	� ��2�� (��1 6) ;<- =��'1 ( ������ ,-�7	48� �
9 ���	
�� ��
	��

) ;<- =��'2 ( �7/ �39���� �������.  

   

 +,��)4(  

   �+�1�? �� ��
	�� ,�� @ -��A8 ,-���� (�4��� B�� ���	
7�� ��
	�� ���C D�E ��.  

   

 +,��)5(  

    � F�G� HI #��E �J�� �K� �
' H�2�� ���	
' HI =1�
� �� ��F	4� L�� 8 M' ��3
�� ������� �$� 8� �1�$� �

 ��	��� � !�.  

     

 +,��)6(  

1  (�)%�� �*/ �1*�N%	�� ��OP�� � ,�-���� ������ Q�	4� �' R' ���	
' HS ��
� ,�� @ ��	��� � !� T%U 6.  

2  ��	��� � !� M' ��
� ,�� @ -��A� �$� 8� P
' ���	
�� V	$1 8 6.  

3 $1 8 6 W�%�� X�K Y�7$	4� �� ,L��9 �� B�%�	� Z'�)[ F\ =9 HS ���	
�� ��
� ���C ]�
	&� ���	
�� ��
� ^

(�)%�� �*/ ���� ���	
�� M'.  

   



 +,��)7(  

   �+��� 0�_�%`	4� �� ���@ �1I �� ���< �15� ,���' ��
� ,�� @ T%U a� ��	��� � ��

 �1-��b.  

   

 +,��)8(  

  
� ,�� @ a�c� _�N�	4� �$� ��d�e 0��	N� �+�1�? Mcf� �+-��A� g1-�� M' 0��%4 hi ,�� �j�A ���	
�� ��

 ,�� ��� ��9PA _� 	[� M' � @� �	4 YPJ �1�	�� (�E ���9 � ��
	�� DG�1� k X�*� �A�l� ������� 0�3�2	��.  

   

 +,��)9(  

   � ���	
�� ��
� _�G�� =9 ��	��� � �� L�� ����	�� 08�j�:  

 �1-�	4��� �� �'���� 0�NA��7�� =��2' F\ ���	
�� a�& �K� 6  I.  

 �'P4 no 0��1*p �1I q�b -�A �� �r��' �7)%' �1I �� ����$�� ����� �7)%' M' ��A�� D�E _�%� #��7$	4� s<�� �K� 6 ]

#'���	4� ����$� ��.  

�� � #t�	[� s<�� �� #��
� �2@ �K� 6 u v	%�� �.  

 #��
	� #'��' 0��%	
' �15� �EP	�� �� �1�w	�� x3d �K� 6  �.  

 #��
� M' �%4 YPJ q��F	4� ;	1 y �K� 6 6+.  

   

 +,��)10(  

   ����	�� 08�j� � W�N�� �� �&���� ��
� DG�1:  

1 \P�� M' �%4 YPJ �z����	
' M' HI ��
	� #3�2� ��
	�� ���C (��	1 y �K� 6 ��
	��� #.  

2  �&���� 0��%	
{ �EP	��� �1�w	�� x3d �K� 6.  

3  �4-�7�� h4� =�32� � �7	
� y �� � 	N��| -��c� x3d �K� 6 ZO����� B�%�	�� ,��!�)G.M.P. (  



 +,��)11(  

  ]�345� ��
	�� ���C -�2J� � ��E }$� #��
� �1�? �� ���	
' HI ��
� ��	��� � !� x��- �K�  ~����

 ~����� q-�2J� g1-�� M' M1� @ YPJ �1L��� (�'� -����� �*+ M' ;�)	�� ��
	�� ���2�� k����	&.  

   

 +,��)12(  

   ��	��� � !� �����{ 8� � t HS ���8� ���\S ���	
' HI M' 0�%�E ��F	4� L�� 8.  

   

 +,��)13(  

   �&��� ��&� �� ��4�& �7$1 a� n�@ HS L�� 8/  D�E Y��j� �$� 8� k �1�2�� 0����	
� �$%�' 0�&�@

��
�� #�����	
' ��F	4� � q�9� =j� ��
	�� ���2� a�c1� ��	��� � !� M' X�*� n�J��.  

  

  

  

  

  

  

  

  

  

  

  

  



   

N��L�� &'��  

�������� ��������� O ������  

 +,��)14(  

  ��32�� 8� ��
�� 0����	
�� � �'�$	�� L�� 8  _�%� 8� ���	
' HI ��A L�� 8� �7/ nJ��� �8����� ��

 ��32�� M' ,-��A �NA� D�E.  

 +,��)15(  

 � �� ���	� a� D�E �1�2�3�� �������� D7
1 �1�2�3�� 0����	
�� B�3� �� T	N� ��	��� � !� �� n�J�	�� ��C (��1 6  I

 ��	��� � !� �+-��� ��� 0�NA����� ������.  

 B�� ��� �P 	4P� B�3�� � 3t�{ �7/ L��� �8����� �� ��32�� 8� �1�2�3�� �������� � B�3�� ����w' ��J- T%U 8 6 ]

 T7
� ��� �1�2�3�� 0����	
�� X�K M' �`	
�� ��32�� ME ,-��A ��3C �NA� �t�{ �1�2�3�� 0����	
�� W��[�

�3C �NA� a��� � $�3� ��	��� � !� �.  

 +,��)16(  

    ��� X�K � �{ H�2�3�� Y�7$	4P� ����J �	%��� ��
�� 0����	
7�� �1�2�3�� �������� � �'�$	�� ��	�1:  

1  ��[�$�� �P'8�� 0�%�'�	�N��� �PE8� 0���b� 6.  

2  ,� 2�� ����� 6.  

3  �1�2�3�� 0���8�� 0��$��� ,w t8� B�� 6.  

  X�K M' �`	
1�  ��	��� � !� q�)p �'.  

 +,��)17(  

   Z�1 �' ,-�L���� ��	��� � !� (� ' M' a�c1:  

1  �1�2�3�� 0����	
�� �3<��'� ��
� 6.  

2  �1�2�3�� 0�������� T	� n�J��� T%' 6.  

3  �1�2�3�� 0�������� �3<��'� ��	N� 6.  



4  ����w{ ;/ nJ��� � 3c��1 ��� 0�N����� � �)%�� 6 �1�2�3�� 0�������� � �% ��.  

5 ����& �+��� ]�348 ��J- �1I _�G�� �� ~��� ZA�� a� ��	��� � �� L�� 6.  

6  �+�1�?� n�J��	�� -��A� (�4- �1�p 6.  

   

 +,��)18(  

   ��	��� � !� q-��� -��< M' ,-�L��� (�'� ;�)	1 a� �1�2�3�� �������� X���.  

 +,��)19(  

�� 8 6  I � �� #� nJ��� �1�2�3�� �������� F\ � ^ ' �7E HI ����w' �8����� �� ��32�� L.  

 ��� x3d �K� �+��p ,�	N� ��	��� � !� M' �1-��� �N�� � ��C�� �1�2�3�� �������� ��J- T3�� 6 ]:6  

 1  �1�2�3�� ��������� �8����� �� ��32�� �t��� (�E 6.  

 2 ��32�� ���	�� 6  �J� �7E HI �-�' �� ��J�' F\ ������� �� "�J� �N��� H5� �8����� ��.  

 3  nJ�' F\ �J� B<�' �� �1�2�3�� �������� ��[ 6.  

 +,��)20(  

   �1�2�3�� �������� �� �8����� �� ��32�� _��4 ��J��� ��
� �[��8� �%E �<�$1 (�)%�� �*+ ���[ s��� M' �&

n%1 �@� ����E �15��  ������ � #� Y�7$' �J� a�[�< HI � ��E.  

   

  

G����� &'��  

�P����Q ��P2��  

 +,��)21(  

   (�)%�� �*/ �1*�N%	�� TO����� -��A�� �1L��� (��1.  

 +,��)22(  

  %�
p� #�1�$� ��r #�� �)%�� ��$1� ZO���� ZE�-w�� a��$	�� �%! M' q-��<� M' �-�3	E� �1��@�	4� (�)%�� �*+ V	$1 �$� #

 0��%4 �Pd.  

  



  

 ;<- =��')1(  

"���* +)�1�S�"  

 �M�F /������ �������� 5��D� �M�F U�V  

Application for Registration of  

Pharmaceutical Company/Subsidiary  

1  �&���� ;4� 6 / W�N��: 1- Name of Pharmaceutical 

Company/Subsidiary : 

...................................................................................................... 

 a��%$�� : Address: 

...................................................................................................... 

s��/� ;<-:..................................................................Telephone: 

h&�N�� ;<-:....................................................................Fax No.: 

���	c�8� �1V��:...............................................................E-Mail: 

2 ���	�� g1-�� 6:.....................................2- Date of Submission: 

��2�� W�[:                                   Type of Application (check one): 

����             ���;����  +,�7� ���� New                   ���� Renewal  

#f��� =34 �K� ��2�� ;<-: Application number if previously submitted : 

...................................................................................................... 

3������� ��&��� ;4� 6 3- Name of agent in the state : 

 a��%$��: Address : 

 s��/� : Telephone No.: 

 h&�N�� : Fax No.: 

 ���	c�8� �1V��: E-Mail : 

4 
� 6 �1-�	��   ,-�L�� ���&��� ��

)�t� a�( 

4- Registration of the Agency in the 

Ministry of Commerce: 

...................................................................................................... 

 ;<���:...................................... Number :...................................... 

 g1-�	�� :.................................. Date :  ...........................................  

5 �M�:�� ��D��� P 5- Company Statistics 

 �1-�	�� �N���: Commercial Status (check one): 



����   ����2�Government     ���� �J �A Private  

����  �W���Stock Company  ����  X�K F\)��9 (Other (specify) 

  

 h�45	�� g1-��: Date Established: 

 Y��� �I-: Capital :  

,FJS� h7l� 0��%
�� 0����	
�� M' �1�%
�� 0�$�3�� :

......................................... 

Annual Sales (last five years) 

: ............... 

 ��7�$�� 0P+���.....................: Qualifications :............................ 

 ���� w&��' :......................... Research Centres: ....................... 

 "�6JI :.................................. Others : ........................................  

 B�%�� F\ �&���� "�JS� 0�C��%��

 �1�2�3�� 0����	
��)0�t� a�: ( 

Additional Activities of the Company, 

other than Pharmaceutical 

Manufacturing: 

...................................................................................................... 

...................................................................................................... 

6 �X� �M�:�� ����
� P: 6- Products of the Parent Company: 

...................................................................................................... 

...................................................................................................... 

�&���� ���I M' 0�	%': Products of Company Research (if 

applicable): 

...................................................................................................... 

,-�2�� ,���� :........................... Developed Substance: ................. 

H-�	�� ;48� :....................... Brand name : ............................... 

 Z7�$�� ;48� :........................ Generic name: ............................. 

ZO��7�c�� ;48� :..................... Chemical name: .......................... 

 ����	�� 0�[�l� M' �`&I �I �9�� D�E �@I

: 

Check one or more boxes: 

����                  B���� ���������� Known Veterinary Product 

����  �24��� xN�	&� ,�1�t ��O��7�& ,��'���� New Chemical Entity discovered by the 



�&����      Company 

����  �1�t �1�2� ���� New Development  

) �Y�= P Z�[ �\��]...^�( (Process, formula etc.) 

......................................................................................................  

ZO� %�� ���	
��: Finished Product : 

��tP$�� �E�7�� : Therapeutic Category:  

w�&�	�� : Strength:  

�E�!� �c@ : Dosage Form:  

 ,_�V�� ;<-: Patent Number: 

 ,_�V�� g1-��: Patent Date:  

_�V�� x�%' ��� ��3��,: Country granting the Patent: 

Bt����: References:  

�&���� W���: Subsidiaries of the Company: 

 W�N�� ;4�: Name of subsidiary (s):  

     

a��%$��: Address of subsidiary (s): 

...................................................................................................... 

 s��/� ;<- : Telephone Number (s) : 

(S� �&���� B' #	<PE: Relationship to Parent Company: 

...................................................................................................... 

����    ;�%'���� Z
�O- W�� 
���� Affiliate  ���� Original Branch 

����     ;
<����  X�K F\)��9 ( ���� Division   ���� Other (specify) 

W��N�� 0�C��[: Functions performed by subsidiary: 

����             u�	[�����    B�%�� 

���� �_��*  

����  `�a Zb),��:( 

���� Production ���� Manufacturing  ����

Packaging   

���� Other (specify) 

 0�	%' 0����	
�� F\ "�JS� W��N��

�1�2�3�� ��[8�����: 

Products of the Subsidiary (other than 

veterinary): 



...................................................................................................... 

����   (�J ���' 

���� ���:� ��������  

����  �����1�M  

���� ������1c ���  

����  `�a Zb),��( 

���� Raw Material 

���� Human Products 

���� Chemicals 

���� Cosmetics 

���� Other (specify) 
      

    

8  �M�:��� de��� !�_��� +,�/F P: 
8-Certification of responsible 

official 

 �����9 ,-�7	48�� �[���� 0�'��$�� a5� �<I

<�
�� 0�	%�� a�� ����A� �24��� �

 �4-�7�� h4S ���� B%�� �&���� q*+

�E�%��� ,��!�. 

I certify that the information 

submitted in the application form 

is true and correct and that all 

products marketed by this 

company are manufactured under 

good manufacturing practices. 

� ���� ;4� �&����� Z���� Y��
�: Name and title of responsible 

official in the company: 

.................................................................................................... 

 �&����� Z���� Y��
�� B�<��: Signature of responsible 

official in the company: 

.................................................................................................... 

de��� f� �� g�)����: Date and Official Stamp : 

....................................................................................................  

  

  

  

  



 f4) hV��)2(  

"B���� ������ ���* +)�1�S�"  

Application for Registration of Veterinary Product  

 1  G
&�� fS� P: 1 - Name of Manufacturer : 

 a��%$��: Address: 

 s��/� : Telephone: 

 h&�N�� : Fax : 

2 i�\��� g�)�* P: 2- Date of Submission: 

 W�[��2��: Application (check one): 

����       �1�t����    ,��E� ���� New       ���� Renewal 

3 jk�\* h�S �a� l���� f4) P: 3- Application Number (if previously 

submitted 

4  ������� �M��� fS� P: 4- Name of agent in the state : 

 a��%$��: Address : 

s��/�: Telephone : 

h&�N��: Fax : 

���	c�S� �1V��: 
E-Mail : 

5 B���� ������ P 5- Veterinary Product: 

.................................................................................................... 

a���j� W�[: Species: 

(�1S�� ;
!� M' n��	�� ,�	�: Withdrawal Period (days): 

 ;j :................................... Meat: ........................................... 

 :�
�: ................................ Milk: ........................................... 

 S��: ................................. Eggs : ..........................................  

6  dm�1�2�� fS%� P: 6- Chemical Name : 

.................................................................................................... 

7  d1���� fS%� P: 7- Non-proprietary Name (generic) : 

.................................................................................................... 

8 B)����� fS%� P: 8- Trade Name (Brand Name): 

.................................................................................................... 

9 0%��&�� 2:�� P: 9- Dosage Form : 



.................................................................................................... 

10 @�M���� P: 10- Strength : 

11 ��;6��� �7�1n� P: 11- Therapeutic Category (s) : 

.................................................................................................... 

12d]����� �\��] P: 12- Route of Administration: 

.................................................................................................... 

13l���� U�D P: 13- Type of Application (Check one) : 

.................................................................................................... 

���� ���<��� B�� ���	
' ���� For control drug products (C D)  

���� �NA��� B�� ���	
' ���� For prescription drug product (PX) 

���� �NA��� B�� 8 ���	
' ���� For an over - the counter product: 

14 ,���� `�a O �o 6��M l�M���� P

��V�p%�� ����'��: 

14- Full Composition : (Active and 

inactive excipients): 

.................................................................................................... 

.................................................................................................... 

15 )��7 �a �� B)��S, ������� P

)�&�� �Ma� qde): 

15- If product is in compendium or has 

official standard, state source: 

.................................................................................................... 

16�/7�D� +����� f�� P: 16- Package size and type: 

.................................................................................................... 

17 ���6&�� P) �� )�/:�� U�1$

���
��� (<�@9��� r��s�: 

17- Shelf life (months/years) and 

storage conditions : 

.................................................................................................... 

18 !�1��S%� d7��, P: 18- Indication for use : 

....................................................................................................  

19dm����� Zt>��� P: 19- Pharmacological effect / mode of 

action: 

.................................................................................................... 

20d]����� �\��]� �7�u� P: 20- Dosage and route of 

administration: 

.................................................................................................... 

2156��� +�� P: 21- Duration of treatment: 



....................................................................................................  

22����v���� P /��]����%�: 22- Warnings/ precautions: 

.................................................................................................... 

23!�1��S%� GD��� P: 23- Contraindications: 

....................................................................................................  

24 ��1��� �67�'��� P ���D�u� )�tw� P

�;� "� x������ P: 

24- Side effects, toxic reactions and 

antidote, if any: 

....................................................................................................  

25 �S y�� z�QX� "������ P

 ����� ������� �� ��9���� x����

)h������ g�)�* ,��: ( 

25- Name of other countries in which 

the product is registered and 

currently marketed (indicate date of 

marketing: 

....................................................................................................  

 !�2F6� g�)����� ������ f4)

 z�QX� �������� @�M����� ��D%��&��

 ������� <� �/����* h�S y��

�������: 

State the registration number and 

date of other dosage forms, strength 

package size (if previously approved 

in the state): 

.................................................................................................... 

.................................................................................................... 

����5ل ا��س�  ب&�$�آ� اس1 ا
 6)� :وت�7

Name and title of official in the 

company: 

.................................................................................................... 

Z���� ;	l� 
Official stamp  

     

g1-�	�� 
Date 

       

 


