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 Ve viec rut giay dang ky lira hanh thuoc ra khoi danh muc cac thuoc   

diroc cap giay dang ky lira hanh tai Viet Nam 

CUC TRtTdNG CUC QUAN LY DlTOC 

Can cti Luat Dirge ngay 06 thang 04 nam 2016; 

/2017/ND-CP ngay 20 thang 6 nam 2017  Can cu Nghi dinh so  75 cua Chinh phu  

quy dinh chuc nang, nhiem vu, quyen han va ca cau to chuc cua Bo Y te; 

Can cu Quyet dinh so 3861/QD-BYT ngay 30/9/2013  cua Bo trudng Bo Y te quy  

dinh chuc nang, nhiem vu, quyen han va co cau to chuc cua Cue Quan ly dugc thuoc Bo  

Y t d ; 

Can cu Thong tu so 44/2014/TT-BYT ngay 25/11/2014 cua Bo Y te quy dinh viec  

dang ky thuoc; 

dang ky Can  cu  don  de nghi  rut so  dang ky  luu hanh  tu  nguyen  cua  cac  co  so  

thuoc; 

Xet de nghi cua Truong phong Phong Dang ky thuoc - Cue Quan ly Dugc, 

QUYET DINH: 

Dieu 1.  Rut giay dang ky luu hanh cua cac thuoc co ten trong Danh muc cac thuoc  

dugc cap giay dang ky luu hanh tai Viet Nam theo danh muc ban hanh kem theo Quyet  

dinh nay. 

Co so dang ky thuoc de nghi rut giay dang ky luu hanh thuoc vi muc dich  Ly do:  

thuong mai. 

Dieu 2.  Cac co so dang ky thuoc, nha san xuat cac thuoc neu tai Dieu  1   phai co  

an toan, hieu qua cua thuoc trong  trach nhiem theo doi, chiu trach nhiem ve chat lugng,  

qua trinh luu hanh cho den khi het han dung cua thuoc doi voi cac thuoc de nghi rut giay  

dang ky luu hanh neu tren da dugc  san xuat,  nhap khau trade ngay Quyet dinh nay co  

hieu luc. 

Dieu 3.  Quyet dinh nay co hieu luc ke tu ngay ky ban hanh. 
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Dieu 4.  Giam doc So Y te, cac co so kinh doanh dugc va Giam doc co so co thuoc  

neu tai Dieu 1  chiu trach nhiem thi hanh Quyet dinh nay./. 

Nffinhan: 
-  Nhu Dieu 4; 
-  TT. Truong Quoc Cucmg (de b/c); 
-  CT. Vu Tuan Cuang (de b/c); 
-  Cue Quan Y - Bo Quoc phong, Cue Y te - Bo Cong an; 
-  Cue Y te Giao thong van tai - Bo Giao thong van tai; 
-  Tong cue Hai quan - Bo Tai chinh, Bao hiem Xa hoi Viet Nam; 
 Vu Phap che, Cue Quan ly Y, Dugc co truyen, Cue Quan ly KCB,  - 

P. HCM; Thanh tra Bo, Vien KN thu6c TW, Vien KN thude T  
Cong ty  -   Tong  Cong ty Duoc Viet Nam -  Cong ty co phan,  Cac  

XNK Dugc pham; 
-  Cac Benh vien & Vien co giucmg benh true thuoc Bo; 
-  Website Cue QLDfTap chi Dugc & My pham-Cuc QLD; 

(12). -  Luu: VT, Cac Phong thuoc Cue QLD, DKT 

KT.CUC TRUONG  

PHO CUC TRUONG 

https://tailieuluat.com/quyet-dinh-677-qd-qld-cuc-quan-ly-duoc-vb6119.html
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Doc lap -  Tu* do -  Hanh phuc 

DANH MUC 

Cac thuoc rut giay dang ky liru hanh thuoc ra khoi danh muc cac thuoc   

du’o’c cap giay dang ky lu*u hanh tai Viet Nam 

( Ban hanh kem theo Quyet dinh so  i f  f~  /QD-QLD ngay  thang C)  nam 2018 

cua Cue trudng Cue Quan ly Duac ) 

.  1 Co* so dang ky thuoc:  GlaxoSmithKline Pte., Ltd.  ( d/c:  150  Beach Road,   #  21-00   

Gateway West, Singapore 189720, Singapore  ). 

1.1 . Co* so* san xuat thuoc:  GlaxoSmithKline Inc.  ( d/c:  7333  Mississauga Road, North   

Ontario, L5N6L4,  Mississauga,  Canada ). 

STT Ten thuoc Hoat chat, Ham luong Dang bao che So dang ky 

1. Epivir lOmg/ml Lamivudine lOmg/ml Dung dich uong VN-17043-13 

2 .  Co* so dang ky thuoc:  Pfizer (Thailand) Ltd.  United Center ( d/c: Floor 36,  37 ,  38     

Building, 323 Silom Road, Silom, Bangrak, Bangkok 10500,  Thailand). 

2.1 . Co so san xuat thuoc:  Hospira Australia Pty Ltd  ( d/c:  1   Lexia Place Mulgrave   

Victoria 3170, Australia). 

STT Ten thuoc Hoat chat, Ham luong Dang bao che So dang ky 

2. 
DBL Carboplatin  

150 mg/15ml 
Carboplatin 150mg/15ml Dung dich tiem VN-13011-11 

2.2.  Co so san xuat thuoc:  Pfizer (Australia) Pty., Ltd.  d/c:  ( 38-42   Wharf Road West   

Ryde, NSW 2114, Australia). 

STT Ten thuoc Hoat chat, Ham luong Dang bao che So dang ky 

3. Zithromax 

Azithromycin ( duoi  

dang Azithromycin  

dihydrat) 250mg 

Vien nang cung VN-18403-14 

3 .  Co so dang  ky thuoc:  Merck Sharp  & Dohme (Asia) Ltd.  ( d/c:  27 ZF.,  Caroline   

Center, Lee Gardens Two, 28 Yun Ping Road,  Causeway Bay, Hong Kong). 

3.1 . Co so san xuat thuoc:  MSD International GmbH (Singapore Branch)  21 ( d/c:    

637766 Tuas  South Avenue  6 ,  ,  Singapore Co so dong  ) ;  goi:  Merck Sharp  & Dohme   

( Australia)  Pty.  Ltd.  d/c:  ( , 54-68   Ferndell  Street,  South  Granville,  NSW  2142   

Australia). 

STT Ten thuoc Hoat chat, Ham luong Dang bao che So dang ky 

4. 
Vytorin 

10 mg/40mg 

Ezetimibe lOmg;  

Simvastatin 40mg 
Vien nen VN-17527-13 
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5. 
Vytorin 

mg/20mg 10 

Ezetimibe lOmg;  

Simvastatin 20mg 
Vien nen VN-17526-13 

6. 
Vytorin 

lOmg/lOmg 

Ezetimibe lOmg;  

Simvastatin lOmg 
Vien nen VN-17525-13 

3.2 .  Dohme  Ltd.  Co*  so*  san  xuat  thuoc:  Merck  Sharp  &  ( d/c:  Shotton  Lane, 

United Kingdom Cramlington,  Northumberland NE23  3 JU,  ) ;  Co* so* dong  goi va  xuat   

xuo*ng: Merck Sharp & Dohme Australia Pty Ltd.  d/c:  ( 54-68  Ferndell Street,  South   

Granville NSW 2142 , Australia ). 

STT Ten thuoc Hoat chat, Ham liro*ng Dang bao che So dang  ky 

7. Zocor 20mg Simvastatin 20mg 
Vien nen bao  

phim 
VN-18942-15 

8. Zocor lOmg Simvastatin lOmg 
Vien nen bao  

phim 
VN-18941-15 

Pharmaceutical Works Polpharma S.A.  Co* so* dang ky thuoc:  4 .  ( d/c: Pelplinska 19,   

83-200  Starogard Gdanski, Poland  ). 

san  Polpharma  4.1 . Co*  so*  S.A.  xuat  thuoc:  Pharmaceutical  Works  d/c:  83-200 (   

Starogard Gdanski,  19  Pelplinska Street, Poland ). 

STT Ten thuoc Hoat chat, Ham luo*ng Dang bao che So dang  ky 

9. Maxigra 
Sildenafil (ducri dang  

Sildenafil citrat) lOOmg 

Vien nen bao  

phim 
VN-20595-17 

Co* so* dang ky thuoc:  Bayer (South East Asia) Pte, Ltd.  5 .  ( d/c:  63   Chulia  #  14-00 ,   

Singapore (049514), Singapore  ). 

5.1 . Co* so* san xuat thuoc:  Schering Do Brasil, Quimica E Farmaceutica Ltda  : ( d/c 

Rua Cancioneiro de E'vora, no.255, Santo Amaro-Sao Paulo-SP, Brasil). 

STT Ten thuoc Hoat chat, Ham liro*ng Dang bao che So dang  ky 

10. Provironum Mesterolone 25mg Vien nen VN-20659-17 
--------- ----------- ̂  -------------------- -------- 7 ----- 
Daiih muc gom 02 trang 10 thuoc./. 

KT. CUC TRUONG 


