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COSMETICS, DEVICES & DRUGS REGULATORY AUTHORITY OF SRI LANKA (CDDA) 
120, Norris Canal Road, Colombo -10, Sri Lanka.


                                 INFORMATION  REQUIRED  FROM A
                 PHARMACEUTICAL  FIRM  FOR  REGISTRATION IN SRI LANKA
To facilitate the registration of drugs in Sri Lanka, information on each manufacturer is essential in addition to the information asked for in the Form A ,Schedule IV of the Regulation 5(3) of 12.02.1985. We therefore kindly ask you to answer ‘the questions listed on the following pages.

The full and accurate I completion of the enclosed form is the first step of the registration process. Other steps may include an inspection (if found necessary.) of your manufacturing facilities by representatives appointed by the Ministry of Health and Indigenous Medicine.

Failure to adequately complete this form will result in it being returned to you. All information will be treated confidentially.

   INFORMATION REQUIRED FROM PHARMACEUTICAL FIRMS FOR        

                                         REGISTRATION
1.BUSINESS INFORMATION

             1. Name of Company……………………………………..

             2. Address:………………………………………………..

                     Telephone……………………………………………

                     Fax :………………………………………………….

                     E-mail:…………………………………………………

3. Year of Establishment :…………………………………………

4.Form of Company :       Individual

                                           Partnership

                                           Corporation

                                           Other

5.Name and Address of  international pharmaceutical companies, parent companies and / or subsidiaries & associated companies with whom there is collaboration or joint ventures, if any:
6.Total number of employees :   

                                                    Technical…………………
                                                    Scientific…………………

                                                    Administration…………..

7.Capital .,Value of 

                                 (a) Authorized capital……………

                                 (b) Paid up capital……………….

                                  ©  Reserves:………………………

8.Give total sales turnover in the previous three years-each year separately. Split between export and domestic sale.

9.Give names of the countries to which your drugs are presently exported and the names of the drugs exported to each country.

10.Give in an annexed list the names of pharmaceuticals and/or raw materials actually manufactured by you and which are available for export. Of these items , Please indicate which are not marketed by you in your own country and give
reasons why this happens. Your list should give the generic names and respective brand names.

In a separate list you may show pharmaceuticals and /or raw materials manufactured by other companies and marketed by you. Please give names of these companies, against items.

11.Certificate of free sales and Good Manufacturing practices or Certificate of pharmaceutical product s according to W.H.O. Certification Scheme covering each item you propose exporting should be annexed.

12.Have the drugs been exported to Sri-Lanka previously through:

                       State Pharmaceuticals Corporation………….

                       Private importer………..

II. MANUFACTURING  INFORMATION

1.Give full details enclosing product lists, brochures , (if available) of manufacturing plants, laboratories etc.

2.Are products in the product list produced routinely?

YES           NO

Or only occasionally on request?

YES          NO

3.Give the number of specialized personnel involved in manufacture of your pharmaceuticals; excluding administrative personnel:
Pharmacist :     Chemist:        Others:

4.Are the products actually manufactured, manufactured under contract by other companies or are they repacked ?

 Manufactured

 Manufactured under contract

 Repacked  

5.If any products are manufactured under contract, attach a list of such products. Showing the name and address of the manufacturer for each product.

6.If any products are repackaged, attach list of such products showing the name and address of the manufacturer for each product.

7. Are any of the products you manufacture packaged by other companies?

  YES           NO

8.If yes ,give in an annexure detailed  information  on the quality assurance procedure followed.

III. QUALITY  CONTROL INFORMATION

1. Do you maintain your own quality control laboratory?
    YES               NO

2.Give the number of specialized personnel working in your quality control laboratory; excluding administrative personnel.

Pharmacist:          Chemist:          Others:

3.List name and address of quality control laboratories used in addition to or in lieu of your own laboratory.

4. Are all raw materials completely tested prior to use-or is a Certificate of Analysis accepted?

5.Which standards (Int.P, BP, USP, etc) are used in your quality control?

Are all recommended tests carried out ?      YES        NO

Are additional tests carried out ?                  YES        NO 

If yes ,,which test?.................................................................

6.Have bioavailability studies been carried out on any of your formulation?

  YES               NO 
If yes , list product so tested and attach reports if approved by health authorities.

7.Are solution test carried out routinely on any of your tablet formulations?

  YES               NO

8.Are there performed stability tests for any of your products?

  YES               NO

If so, list products so tested.

9. Are control samples of each batch retained?

   YES       NO

10.Does your government carry out inspections and controls with production of drugs in your country?

  YES        NO

If yes, give date of last inspection

11.Please give date, number and expiry date of current manufacturing licence or permit.

12. Please provide certificates issued by your Ministry of Health or official organization in charge of the control and inspection of pharmaceutical manufacturing facilities to the effect that your company fulfils the requirements of Good Manufacturing Practices and local regulations. 
Explain in detail in an annexure the type and control carried out on your facilities and products.    

Please ensure you enclose the following in your dossier:

Certified Copy of GMP Certificate

Certified Copies of CPP /FSC( WHO   Format ) for few leading products.
Brochure of Company / Brochures of  Products.

Copy of Plant Master file including plan of factory

Letter authorizing  ABC PHARMA SERVICES (PVT) LTD to submit the dossiers in Sri Lanka addressed as follows:

The Director

Cosmetics, Devices & Drugs Regulatory Authority of Sri Lanka

120, Norris canal Road

Colombo -8

Sri Lanka

CERTIFICATION
I , the undersigned (full name of the person  responsible)…………………………………………………………………………..

hereby declare that all the information given above is true , and I take the full responsibility for all consequences which might arise from false or erroneous information. If required, I will cooperate with any official of the Ministry of Health and Indigenous  Medicine Affairs in Sri Lanka in making personal inspection of manufacturing  facilities  and records.

We hereby certify that the information given is true and that the company concerned fulfils the requirements of the local regulations concerning the manufacturing of pharmaceuticals.

a) Certification by the Ministry of Health or the official  authority  in charge of the control and inspection of pharmaceutical manufacturing facilities.

b) Certificate by the Chamber of Commerce or similar organization. 

