NPRA 500CP


APPLICATION OF COMBINATION PACK (COMBO PACK)
This application form is applicable for registration of combination pack (combo pack) where a combination pack consists of registered products from different product owners/PRH.
1. The completed form must be submitted to:
	Seksyen Ubat Generik, Pusat Pendaftaran Produk, Agensi Regulatori Farmasi Negara, Kementerian Kesihatan Malaysia, Lot 36, Jalan Universiti, 46200 Petaling Jaya, Selangor.


2. Please make the payment via bank draft to ‘Biro Pengawalan Farmaseutikal Kebangsaan’
· Prescription/Non-Prescription product  RM1000 only

3. Incomplete submission will be rejected.
Tick ( ( ) on the documents attached. Multiple selections are allowed. 
	
	ATTACHED SUPPORTING DOCUMENTS 
	Tick

	No.
	
	

	1. 
	D1 Label (Mock-up) for Immediate Container
	

	2. 
	D2 Label (Mock-up) for Outer Carton
	

	3. 
	D3 Proposed Package Insert
	

	4. 
	D4 Patient Information Leaflet(PIL)/Risalah Maklumat Ubat Pesakit(RiMUP)
	

	5. 
	E1.2 Letter of Authorization from Product Owner/PRH
	

	6. 
	E3 : Certificate of Pharmaceutical Product(CPP)
	

	7. 
	E4. Certificate of Free Sales (CFS)
	

	8. 
	E5. Certificate of Goods Manufacturing Practice (GMP)
	

	9. 
	E7. Other Manufacturer GMP
	

	10. 
	Other Supporting Documentations; Please Specify

…………………………………………………………………………………….


	


Product Validation - Product Name
	Combo Product Name
	

	Brand Name
	


Please Tick ( ( ) product category
	Prescription- Full
	

	Non-Prescription - Full
	

	Non-Prescription - Abridge
	


List of Registered Product
	Product Name
	MAL No.

	 
	 

	 
	 

	 
	 


Product Validation – Manufacturers
	Product Name
	Manufacturer name
	Manufacturer address

	
	
	

	
	
	

	
	
	

	
	
	


Product Validation - Active Ingredient
	
	
	
	
	
	
	

	Product Name
	Name of Active Ingredient
	Salt Form
	Strength of Active Ingredient(s) (per unit dose)
	Strength of Active Ingredient(s) (salt-free form)
	Remarks

	 

	 
	 
	 
	 
	 

	 

	 
	 
	 
	 
	 

	 

	 
	 
	 
	 
	 

	 

	 
	 
	 
	 
	 


Product Validation – Dosage Form
	Product Name
	Dosage Form

	 

	 

	 

	 

	 

	 

	 

	 


Section A
	A3 Product Description
	

	A4 Pharmacodynamics
	

	A5 Pharmacokinetics
	

	A6 Indication (s)
	

	A7 Recommended Dose
	

	A8 Route of Administration
	

	A9 Contraindication
	

	A10 Warning and Precautions
	

	A11 Interaction With Other Medicaments
	

	A12 Pregnancy and Lactation
	

	A13 Side Effects
	

	A14 Symptoms and Treatment of Overdose
	

	A15 Storage Condition
	

	A16 Self Life
	

	A17 Therapeutic Code
	


Section C: Products Pack Size
	Product Name/MAL No
	Packing Size/Unit
	Immediate Container Type
	Container Type Description
	Barcode No
	Distributor's Price
	Retail Price

	 

	 
	 
	 
	 
	 
	 

	 

	 
	 
	 
	 
	 
	 

	 

	 
	 
	 
	 
	 
	 

	 

	 
	 
	 
	 
	 
	 


Section C: Combo Pack Size
	Packing Size/Unit
	Immediate Container Type
	Container Type Description
	Barcode No
	Distributor's Price
	Retail Price

	 

	 
	 
	 
	 
	 

	 

	 
	 
	 
	 
	 

	 

	 
	 
	 
	 
	 

	 

	 
	 
	 
	 
	 


Section D: Mockup Labels
Please submit the following mockup labels for combo pack

	D1 Label (Mock-up) for Immediate Container

	D2 Label (Mock-up) for Outer Carton

	D3 Proposed Package Insert

	D4 Patient Information Leaflet(PIL)/Risalah Maklumat Ubat Pesakit(RiMUP)


Section E: SUPPLEMENTARY DOCUMENTS
	E1.1 Product Owner
	

	
	


Please Tick ( ( ) the role of product owner
	Manufacturer
	 

	Product Holder
	 

	Product Holder & Manufacturer
	 

	Other
	 


E1.2 Letter of Authorization from Product Owner

Note: Where a combination pack consist of registered products from different product owners/PRH, letters of authorization which include product name and product registration number from each product owner shall be submitted
E3 : Certificate of Pharmaceutical Product(CPP)
	E3.1 CPP Certificate
	

	E3 Certificate No
	

	E3.2 CPP Issuing Body
	

	E3.3  Is this product licensed to be placed on the market for use in the exporting country?
	

	E3.4 Is this product on the market in the exporting country?
	

	E3.5. CPP Date of issuance
	

	E3.6. CPP Date of expiry of CPP
	


E4. Certificate of Free Sales (CFS)
	E4.1. CFS Certificate
	

	E4. Certificate No.
	

	E4.2 CFS Issuing Body:
	

	E4.3. CFS Date of issuance
	

	E4.4. Date of expiry of CPP
	


E5. Certificate of Goods Manufacturing Practice (GMP)
	E5.1. GMP Certificate
	

	E5. Certificate No.
	

	E5.2. GMP Issuing Body:
	

	E5.3. Certificate of GMP Date of issue of GMP
	

	E5.4. Certificate of GMP Date of expiry of GMP
	


Other Manufacturer/Store/Importer
	E7. Other Manufacturer Involve
	

	Address
	

	Processing Step:
	

	GMP Certificate:
	

	
	

	E8. Importer:
	

	Address
	

	
	

	E9. Store
	

	Address
	


