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: ( 855-23 ) 880247

REQUIRED DOCUMENT

FOR HERBAL MEDICINES REGISTRATION

I- ADMINISTRATIVE DOCUMENT

1- Application form 

      Refer to Annex I 

2- Free Sale certificate 

(Letter Head of Drug Regulatory Authority: DRA)
3- GMP 
4- Product Information

Refer to Annex II

II- TECHNICAL DOCUMENTS

1- Unit Formula and Batch Formula

Please  provide color picture of the herb or plant with Latin name and Species , part of the herb/plant used and what it use for..
2- Manufacturing Process –in process control
3- Control Procedure of Raw Materials

Active ingredient(s) and Inactive ingredients.

Certificate of analysis of active ingredient(s) with its specifications

4- Control Procedure of the finished product
Certificate of analysis of the finished product with its specifications.

5- Storage condition of the finished product and its predicted expiry date.

6- Stability study
III-
Labeling

Refer to Annex III
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: ( 855-23 ) 880247

APPLICATION  FORM  FOR  MARKETING  AUTHORIZATION

A- DETAIL OF APPLICANT  AND  MANUFACTURER  :

1-  Applicant’s
:


- Name

:
…………………………….



- Address

:
…………………………….


- Phone

:
…………………………….

- Fax


:
…………………………….


- E-mail

:
………………………….....

2- Manufacturer’s  :


- Name

:
……………………………



- Address

:
……………………………


- Phone

:
……………………………

- Fax


:
…………………………....



- E-mail

:
…………………………....

B-  DETAIL  OF  PRODUCT   :

1- Product  Name


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

· Active Ingredient(s) list 

: ……………………………………

· Dosage  form  and Strength  
: ……………………………………

2- Product  Description  :

3- Quantity of active ingredient ( s )  and excipients  :

    ……………………………………   

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



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


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

C- INTENDED USE , POSOLOGY  AND  ROUTE  OF  ADMINISTRATION  :

· Intended use  :

…………………………………..

· Recommended  posology  :

…………………………………..

· Recommended  route  of  administration  :

……………………………………………

D- ATTACHED  INFORMATION  :

· GMP or ISO Certificate




(
· Free Sale Certificate




(
· Product Information

 



(
· Technical documents  




(
E- Samples  :

F-  SHELF  LIFE   :  
……………………..







Date

:







Title

:







Name

:







Signature    
:

ANNEX II

PRODUCT INFORMATIONS 

I. PARTICULARS OF THE PRODUCT

-Product Name :

-Dosage form and Strength  :

-Product Description : 

II. PRODUCT FORMULA

	No
	Full Ingredient name
	Amount per unit dose

	1
	
	

	2
	
	

	3
	
	

	4
	
	

	5
	
	

	6
	
	

	7
	
	

	8
	
	

	9
	
	

	10
	
	


III. INTENDED USE 

IV. POSOLOGIE 
V. PRECAUTIONS 
VI. SIDE EFFECTS 
VII. PACK SIZE(S)

VIII. PARTICULARS OF MANUFACTURER



Name of manufacturer    :


Address of manufacturer :



Tel :

Fax : 

E-mail : 

ANNEX  III

REQUIREMENT OF DRUG SAMPLES 

FOR REGISTRATION

	Form Of Sample


	Quantity For National Control Laboratory


	Quantity For Registration Commission 

	Tablets
	200 Tablets
	02 Boxes



	Sachets


	200 Sachets
	02 Boxes

	- Syrups

- Oral Solutions

- Elixirs


	10 Bottles
	02 Boxes

	Oral Drops
	20 Bottles
	02 Boxes





Note : If the pack size is more than 200 units, one box is required 

LABELING

A
Labeling Parameters required for UNIT CARTON

1. Product Name

2. Dosage Form

3. Name and Strength of Active Ingredient(s)

4. Batch Number
5. Manufacturing Date

6. Expiration Date

7. Storage Condition

8. Name and Address of Manufacturer

9. Pack sizes (Unit/Volume)

B            Labeling Parameters required for INNER LABEL

1. Product Name

2. Dosage Form

3. Name and Strength of Active Ingredient(s)

4. Batch Number

5. Manufacturing Date*

6. Expiration Date

7. Pack size

8. Name /  Logo of Manufacturer

C          Labeling Parameters required for BLISTER/STRIPS

1. Product Name

2. Name and Strength of Active Ingredient(s)**

3. Batch Number

4. Expiration Date

5. Name/Logo of Manufacturer

Note: 
* 
( Exempted for small container )


**
( Exempted with more than  3 ingredients ) 

