	Trong qu¸ tr×nh l­u hµnh s¶n phÈm ®¬n vÞ cã tr¸ch nhiÖm:

In the products’ circulation and business activities, it is required to strictly obey the following obligations:

1. Ph¶i chÞu tr¸ch nhiÖm vÒ chÊt l­îng s¶n phÈm ®· ®¨ng ký.

Have full responsibility on quality of the product registered.

2. ChÊp hµnh ®Çy ®ñ c¸c quy ®Þnh vÒ qu¶n lý trang thiÕt bÞ y tÕ cña Bé y tÕ.

Conform to the S.R. Vietnam Ministry of Health’s regulations on management of medical equipment.

3. Th«ng b¸o cho Bé Y tÕ tr­íc 30 ngµy trong c¸c tr­êng hîp sau:

Inform to the Ministry of Health in advance (30 days) in the following cases:

· Thay ®æi ®Þa chØ (Any change of Manufacturer’s address)

· Mäi sù thay ®æi liªn quan ®Õn s¶n phÈm (Any change of the registered product)
· T¸ch, s¸p nhËp, ®æi tªn hoÆc chÊm døt ho¹t ®éng s¶n xuÊt kinh doanh (Any split, merge, rename and interruption of the product’s production and bussiness)
4. GiÊy chøng nhËn nµy cã gi¸ trÞ 02 (hai) n¨m kÓ tõ ngµy ký. Tr­íc khi hÕt h¹n 30 (ba m­¬i) ngµy, ®¬n vÞ ph¶i lµm thñ tôc xin gia h¹n ®¨ng ký nÕu vÉn tiÕp tôc l­u hµnh s¶n phÈm trªn.

This Certification has a validity of two (02) years starting from the signing date. Before its expiration date of thirty (30) days, it is required to renew the validity of certification if the product is continuing circulation in Vietnam. 

                                tl. bé tr­ëng 

                                                                          vô tr­ëng
                                             vô trang thiÕt bÞ vµc«ng tr×nh y tÕ
                              for minister of health

                                        department of medical Equipment & construction


	
	céng hoµ x· héi chñ nghÜa viÖt nam

SOCIALIST REPUBLIC OF VIETNAM

bé y tÕ

ministry of health

giÊy chøng nhËn

®¨ng ký l­u hµnh s¶n phÈm trang thiÕt bÞ y tÕ s¶n xuÊt t¹i viÖt nam
certificatE
REGISTRATION FOR CIRCULATION OF 

MEDICAL DEVICE MANUFACTURING IN VIETNAM



	          bé y tÕ                    Hµ Néi, ngµy (date):      /    /2011   
   Sè (No)      /2011/BYT-TB-CT
giÊy chøng nhËn 
®¨ng ký l­u hµnh s¶n phÈm trang thiÕt bÞ y tÕ s¶n xuÊt t¹i viÖt nam

CERTIFICATE
REGISTRATION FOR CIRCULATION OF 

MEDICAL DEVICE MANUFACTURING IN VIETNAM

· C¨n cø LuËt ChÊt l­îng s¶n phÈm, hµng ho¸ ngµy 21/11/2007.

Pursuant to Law on Quality of products and goods dated November 21, 2007.

· C¨n cø Th«ng t­ sè     /2011/TT-BYT ngµy   /   /2011 cña Bé Y tÕ quy ®Þnh viÖc cÊp giÊy chøng nhËn ®¨ng ký l­u hµnh vµ giÊy chøng nhËn l­u hµnh tù do (CFS) ®èi víi s¶n phÈm trang thiÕt bÞ y tÕ.

Pursuant to Circular No.    /2011/TT-BYT dated        of the Ministry of Health shall grant a certificate of registration and certificate of free sale (CFS) for products of medical device.

· XÐt hå s¬ vµ ®¬n ®Ò nghÞ cÊp sè ®¨ng ký l­u hµnh s¶n phÈm cña ®¬n vÞ.

Having examination of documentation and application letter for circulation of medical device submitted by the applicant. 


	
	bé y tÕ chøng nhËn

ministry of health certifies that
§¬n vÞ (Company):  
§Þa chØ (Address):  
      §iÖn tho¹i (Tel):         
§­îc phÐp l­u hµnh t¹i viÖt nam 

s¶n phÈm
has a permission to circulate the following medical DEVICE in vietnam

- Tªn s¶n phÈm:              
(Name of the product)     
- Ký m· hiÖu s¶n phÈm:     
(Model and Serial number) 
- Tiªu chuÈn c«ng bè:                   
(Conform to the Standards of)   
- Sè ®¨ng ký l­u hµnh ®­îc cÊp:                /2011/Byt-tB-CT                                                  
(Registered number)   


