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5.1. Thuoc Etomidate Lipuro, SDK: VN-10697-10, do cong ty B. Braun • 
Medical Industries SIB dang ky, trong Quyet dinh ghi dia chi nha san xu at la 
"Carl-Braun-Strasse 1 34212 Melsungen, Germany"; nay dfnh chfnh dia chi nha 
san xuat la "Carl-Braun-Stra~e 1, 34212 Melsungen, Germany". 

6. Quyet dinb so 417/QD-QLD ngay 17/12/2010 cua Ofc truemg Ofc Quan ly 
duqc cong bo 745 ten thuoc nu6'c ngoai dugc phep luu hanh t~i Vi~t Nam, dgt 70: 

6.1. Thuoc Xiclav, SDK: VN-11309-10 do Sandoz GmbH dang ky, trong 
Quyet dinh ghi quy each dong goi la "H9p 1 vi X 10 vi en nen bao phim"; nay dfnh 
chfnh quy each dong goi la "H(>p 5 vi xe X 4 vi en nen bao phim". 

6.2. Thuoc Choragon 5000, SDK: VN-11031-10 do cong ty Ferring 
Pharmaceuticals Ltd dang ky, trong Quyet dinh ghi d~g bao che la b(>t pha tiem; 
nay dfnh chfnh d~g bao che Ia b(>t dong kho pha tiem. 

6.3. Thuoc Tirokoon, SDK: VN-11133-10 do cong ty Jeil Pharmaceutical 
Co., Ltd dang ky, trong quyet dinh ghi dia chi nha san xuat Ia 552-2. Young 
Cheun Ri, Dong tan Myen, Hwa Sung Shi, Kyeng Ki Do, Korea; nay dfnh chfnh 
dia chi nha san xuat Ut 555-2. Yeong Cheon Ri, Dongtan Myen, Hwa Sung Shi, 
Kyung Ki Do, Korea. 
7. Quyet dinh so 440/QD-QLD ngay 23/12/2010 cua Ofc truemg Ofc Quan ly 
duqc cong bo 214 ten thuoc nu6'c ngoai duqc phep luu hanh t~i Vi~t Nam, dgt 70 
(b6 sung): 

7.1. Thuoc Aminoplasmal H~pa 10%, SDK: VN-11459-10, do cong ty B. 
Braun Medical Industries SIB dang ky, trong Quyet dinh ghi dia chi nha san xuat 
Ia "Carl-Braun-Strasse 1, 34212 Melsungen, Germany"; nay dfnh chfnh dia chi 
nha san xuat la "Carl-Braun-Stra~e 1, 34212 Melsungen, Germany". 

8. Quyet dinh so 40/QD-QLD ngay 10/02/2011 cua Ofc truemg Ofc Quan ly duqc 
cong bo 461 thuoc nu6'c ngoai duqc phep luu hanh t~i Vi~t N am, dgt 71: 

8.1. Thuoc CEFORAN, SDK: VN-11677-11 do Sanofi- Aventis Singapore 
Pte Ltd. dang ky, trong Quyet dinh ghi ten san ph~m la "CEFORAN"; nay dfnh 
chfnh ten san ph~m la "CEFORAN". 

8.2. Thuoc Paq Grow, SDK; VN-11761-11, do cong ty TNHH Duqc ph~m 
DoHa dang ky, trong Quyet dinh ghi dia chi nha san xuat la "Plot No. 100 Lane 
5, Sector-II, Phase -II IDA, Cheriapalli, Hyderabad 500 051, R.R. District, A.P., 
India"; nay dfnh chfnh dia chi nha san xuat la "Plot No. 100 Lane 5, Sector-II, 
Phase -II IDA, Cherlapalli, Hyderabad 500 051, R.R. District, A.P., India". 

9. Quyet difih so127/QD-QLD ngay 20/4/2011 cua Ofc truC:mg Ofc Quan ly duqc 
cong bo 697 thuoc nu6'c ngoai duqc phep luu hanh t~i Vi~t Nam, dgt 72: 

9.1. Thuoc Methylcobal, SDK: VN-12421-11 do Diethelm & Co., Ltd. dang 
ky, do sai s6t cua cong ty trong vi~c chucln bi to thong tin san ph~m, trong Quyet 
dinh ghi ten san ph~m Ia "Methylcobal"; nay dfnh chfnh ten san ph~m la 
"Methycobal". 

9.2. Thuoc Medi-Free, SDK: VN-12280-11, do cong ty TNHH Duqc ph~m 
DoHa dang ky, trong Quyet dinh ghi ham luqng ho~t chat Ia "Methylprednisolon 
sodium succinat 40mg"; nay dfnh chfnh ham luqng ho~t chat la 
"Methylprednisolon sodium succinat tuang duang Methylprednisolon 40mg". 
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10. Quyet dinh s6 338/QD-QLD ngay 07/9/2011 cua Cl)c tni'ang Cl)c Quan ly 
Duqc cong b6 498 ten thu6c nuoc ngoai duqc phep luu hanh t~i Vi~t Nam, dqt 74: 

10.1. Thu6c Propofol-Lipuro 0.5% (5mg/ml), SDK: VN-13505-11, do c6ng 
ty B. Braun Medical Industries SIB dang ky, trong Quyet d!nh ghi dia chi nha san 
xuat la "Carl-Braun-Strasse 1 34212 Melsungen, Germany"; nay dfnh chfnh dia 
chi nha san xuat la "Carl-Braun-Stra~e 1, 34212 Melsungen, Germany". 

11. Quyet d!nh s6 441/QD-QLD ngay 08/11/2011 cua Cl)c tnrang Cl)c Quan ly 
duqc c6ng b6 452 ten thu6c nuoc ngoai duqc phep lnu h~mh t~i Vi~t Nam, dqt 75: 

11.1. Thu6c Tobti Orange, SDK: VN-14083-11, do c6ng ty TNHH Duqc 
ph~m Do Ha dang ky, trong Quyet dinh ghi ham luqng ho~t chat la "2,5 g 
Neomycin; 100IU Bacitracin; 0,5mg Amylocain"; nay dfnh chfnh ham lnqng ho~t 
chat la "2,5mg Neomycin; 100IU Bacitracin; 0,5mg Amylocain". 

11.2. Thu6c Rolip 10mg tablets, SDK: VN-14028-11 do c6ng ty TNHH 
Thuong m~i Qu6c tS An Vi~t dang ky, trong Quyet dinh ghi quy each dong goi la 
h¢p 10 vi x 10 vi en; nay dfnh chinh ghi quy each dong goi la h¢p 1 vi x 10 vi en. 

12. Quyet dinh s6 21/QD-QLD ngay 12/01/2012 cua Cl)c tnrang Cl)c Quan ly 
duqc c6ng b6 463 ten thu6c nuoc ngoai duqc phep luu h~mh t~i Vi~t Nam, dqt 76: 

12.1. Thu6c Capebina, SDK: VN-14607-12, do c6ng ty TNHH Duqc ph~m 
Vi~t Phap dang ky, do sai sot cua cong ty trong vi~c chu~n bi to tom uit v~ san 
ph~m nen trong Quyet dinh ghi ten nha san xuat la Laboratorio Eczance Pharma 
S.A, Argentina; nay dfnh chinh ten nha san xuat la Laboratorio Eczane Pharma 
S.A, Argentina. 

13. Quyet dinh s6 92/QD-QLD ngay 22/3/2012 cua Cl)c tnrang Cl)c Quan ly Duqc 
v~ vi~c ban hanh danh m1:1c 297 ten thu6c nuoc ngoai duqc phep luu hanh t~i Vi~t 
N am, dat 77: 

13.1. Thu6c Tracutil, SDK: VN-14919-12, do c6ng ty B. Braun Medical 
Industries SIB dang ky, trong Quyet dinh ghi dia chi nha san xuat la "34209 
Melsungen or Carl -Braun- StraBe 1, 34012 Melsungen"; nay dinh chfnh dia chi 
nha san xuat Ia "Carl-Braun-Strape 1, 34212 Melsungen, Germany". 

14. Quyet dinh s6 164/QLD-QD ngay 22/06/2012 cua Cl)c truang Cl)c Quan ly 
dtrqc V~ vi~c ban hanh danh ml)C 517 thu6c nUOC ngoai dUQ'C cap s6 dang ky luu 
hanh t~i Vi~t Nam, dqt 78: 

14.1. Thu6c Oavophynamox 625, SDK: VN-15604-12 do c6ng ty Rotaline 
Molekule Pvt. Ltd. dang ky, do sai sot cua cong ty trong vi~c chu~n bi to thong 
tin san ph~m nen trong Quyet dinh ghi h~n dung la 36 thang; nay dinh chinh h~n 
dung Ia 24 thang. 

15. Quyet d!nh s6 13/QD-QLD ngay 18/01/2013 cua Cl)c tnrang Cl)c Quan ly 
Duqc v~ vi~c ban hanh danh ml;lC 330 thu6c nuoc ngoai duqc cap s6 dang ky luu 
hanh t~i Vi~t Nam, dqt 80: 

15.1. Thu6c Lipofundin MCT/LCT 10% E, SDK: VN-16130-13 va thu6c 
Lipofundin MCT/LCT 20% E, SDK: VN-16131-13, do c6ng ty B. Braun Medical 
Industries Sdn. Bhd. dang ky, trong Quyet d!nh ghi dia chi nha san xuat la "34209 
Melsungen or Carl- Braun- Strasse 1, 34012 Melsungen"; nay dfnh chfnh dia chi 
nha san xuat la "Carl-Braun-Strape 1, 34212 Melsungen, Germany". 
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15.2.Thuoc Xedulas, SDK: VN-16283-13 do Cong ty Hawon , 
Pharmaceutical Corporation dang ky, trong Quy€t dinh ghi ho?-t chat va ham luqng 
la Edotolac 200mg; nay dinh chinh ho?-t chat va ham lm;mg Ia Etodolac 200mg 

16. Quy€t dinh so 66/QD-QLD ngay 01/04/2013 cua (\Ic truong (\Ic Qu:?m ly 
Duqc yf, vi¢c ban hanh danh m\}C 121 thuoc nu6c ngoai duqc cap so dang ky h .• 'U 

hanh t?-i Vi¢t Nam, dqt 81: 
16.1. Thuoc Kononaz tab., SDK: VN-16548-13 do Cong ty Wuhan Grand 

Pharmaceutical Group Co. Ltd. dang ky, do sai s6t cua cong ty trong vi¢c chullil bi 
to thong tin san phfun, trong Quy€t dinh ghi dia chi nha san xu~t la "907-8, 
Sangsin-Ri, Hyangnam-Eup, Hwaseong-Si, Kyeonggi-Do- Korea"; nay dinh 
chinh dia chi nha san xuftt la "907-8, Sangsin-Ri, Hyangnam-Eup, Hwaseong-Si, 
Gyeonggi-Do- Korea". 

17. Quy€t dinh so 184/QD-QLD ngay 05/7/2013 cua (\Ic truemg (\Ic Quan ly 
Duqc yf, vi¢c ban h~ulh danh m\}C 382 thuoc nu6c ngoai duqc cap so dang ky luu 
hanh t?-i Vi¢t Nam, dqt 82: 

17.1. Thu6c Blaztere, SDK: VN-16744-i3 do Dr. Reddy's Laboratories Ltd. 
dang ky, trong Quy€t dinh ghi ho?-t chat chinh cua san ph~m Ia "Acid alendronic 
(dum d?-Dg Alendronic monohydrate"; nay dinh chinh ho?-t chat chinh cua san 
ph~m la "Acid Zoledronic (du6i d?-Dg Acid Zoledronic monohydrate)". 

18. Quy€t dinh so 261/QD-QLD ngay 01/10/2013 cua (\Ic truemg Cvc Quan ly 
Duqc yf, vi¢c ban hanh danh m\}C 244 thuoc nu6c ngoai duqc cap so dang ky luu 
hanh t?-i Vi¢t Nam, dqt 83: 

18.1. Thuoc Poltram 100, SDK: VN-17128-13 va thuoc Poltram 50, SDK: 
VN-17129-13, do cong ty Pharmaceutical Works Polpharma S.A. dang ky, trong 
Quy€t dinh ghi h?-n dung la "36 thang"; nay dinh chinh h?-TI dung la "24 thang". · 

19. Quy€t dinh so 419/QD-QLD ngay 27/12/2013 cua (\Ic truemg Cvc Quan ly 
Duqc yf, vi¢c ban hanh danh m\}C 423 thuoc nu6c ngoai duqc cap so dang ky luu 
hanh t?-i Vi¢t Nam, dqt 84: 

19.1. Thuoc Biclamos BID 1000mg, SDK: VN-17475-13 do KHS 
Synchemica Corp. dang ky, trong Quy€t dinh ghi dja chi nh~ san xuat la "Gebze 
Organize Sanayi Bolgesi 1900 sokak, No: 190441480, gebze-Kocaeli- Turkey"; 
nay dinh chinh dia chi nha sin xuat la "Cerkezkoy Isletmesi 59500 Cerkezkoy­
Tekirdag- Turkey". 

19.2. Thuoc Mirgy capsules 100mg, SDK: VN-17440-13, thuoc Mirgy 
capsules 300mg, SDK: VN-17441-13 va thuoc Mirgy capsules 400mg, SDK: VN-
17442-13 do cong ty Getz Pharma '(Pvt) Ltd dang ky, trong Quy€t d!nh ghi tieu 
chu~n thanh phfun la USP32; nay dinh chinh tieu chullil thanh ph~m la USP35 . 

19.3. Thuoc Plaxel 100, SDK: VN-17317-10 do Cong ty c6 ph~n TM Y 
duqc Sao Do dang ky, do sai s6t cua cong ty trong vi¢c chullil bi ta thong tin san 
ph~m, trong Quy€t dinh ghi ten nha san xu~t la "Laboratorio IMA SAIC" va dia 
chi nha san xu~t "Palpa 2862/2870/2878/288.6, Buenos Aires - Argentina"; nay 
dinh chinh ten nha san xuftt la "Laboratorios IMA S.A.I.C" va dia chi nha san 
xu~t I a "Palpa 2862, Buenos Aires - Argentina". . 
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20. Quyet dinh so 420/QD-QLD ngay 27/12/2013 cua (\lc truong Cvc Quan ly 
dnqc v~ vi?c ban hanh danh mvc 37 thuoc nn6c ngoai (thuoc di~u tri ung thu 
dang ky lftn dftu - so dang ky c6 hi~u ltJc 02 nam) duqc cap so dang ky luu hanh 
t~i Vi?t Nam, d9t 84: 

20.1. Thuoc Aremed 1mg Film-Coated tablets, SDK: VN2-171-13, trong 
Quyet dinh ghi do Cong ty ThTHH Thuong m(;li Dugc ph~m Au Vi~t dang ky; nay 
dinh chinh ten cong ty dang ky la Cong ty C6 phfin Dugc ph~m va Thiet bi Y te 
Au Vi~t. 

21. Quyet dinh so 135/QD-QLD ngay 04/03/2014 cua (\lc truemg Cvc Quan ly 
Duqc v~ vi?c ban hanh danh mvc 175 thuoc nu6c ngoai duqc cap s6 dang ky luu 
hanh t~i Vi?t N am, dqt 85: 

21.1. Thu6c Levothyrox, SDK: VN-17749-14 va Thu6c Levothyrox, SDK: 
VN-17750-14 do Merck KGaA dang ky, do sai s6t cua cong ty trong vi?c chu~n 
bi to thong tin san ph~m, trong Quyet dinh ghi Quy each dong g6i la "H¢p 3 vi X 

10 vien nen bao phim"; nay dinh chinh Quy each dong g6i la "H¢p 3 vi X 10 vien 
nen". 

21.2. Thuoc Optive UD, SDK:VN-17634-14 do cong ty Allergan, Inc dang 
ky, trong Quyet dinh ghi ho~t chat, ham luqng cua thuoc la "M6i ml dung d!ch c6 
chua: Carboxymethylcellulose natri (medium viscosity) 3,25mg; 
Carboxymethylcellulose (high viscosity) 1,75mg; Glycerin 9mg; nay dinh chinh 
ho~t chat, ham luqng cua thu6c la "M6i ml dung d!ch c6 
chua:Carboxymethylcellulose natri (medium viscosity) 3,25mg; 
Carboxymethylcellulose natri (high viscosity) 1,75mg; Glycerin 9mg. 

22. Quyet dinh so 294/QD-QLD ngay 12/6/2014 cua Cl;lc truemg (\lc Quan ly 
Duqc v~ vi?c ban hanh danh mvc 322 thuoc nu6c ngoai duqc cap s6 dang ky luu 
hanh t~i Vi?t Nam, dqt 86: 

22.1. Thu6c 1-AL, SDK:VN-17818-14 do cong ty Amtec Healthcare Pvt., 
Ltd. dang ky, trong Quyet dinh ghi cong ty dang ky la Amtec Healthcare Pvt., Ltd 
va ho~t chat, ham luqng cua thu6c la Levocetirizine ( du&i d~g Levocetirizine 
dihydrochloride) 15mg/3 Oml; nay dinh · chinh cong ty dang ky Ia Am tee Health 
Care Pvt., Ltd va ho~t chat, ham luqng cua thuoc la Levocetirizine 
dihydrochloride 15mg/30ml. 

22.2. Hymois Eye Drops, SDK:VN-17819-14 do cong ty Amtec Healthcare 
Pvt., Ltd. dang ky, trong Quyet dinh ghi ten thu6c la Hymois Eye Drops va cong 
ty dang ky la Amtec Healthcare Pvt., Ltd; nay dinh chinh ten thu6c la Hymoist 
Eye Drops va cong ty dang ky la Amtec Health Care Pvt., Ltd. 

22.3. Thu6c Latanoprost Eye Drops Solution 0.005% w/v, SDK:VN-17820-
14 do cong ty Am tee Health care Pvt., Ltd. dang ky, trong Quyet dtnh ghi cong ty 
dang ky Ia Amtec Healthcare Pvt., Ltd va ho~t chat, ham luqng cua thu6c la 
Latanoprost 125mcg; nay dfnh chfnh cong ty dang ky la Amtec Health Care Pvt., 
Ltd va ho~t chat, ham luqng cua thu6c la Latanoprost 125mcg/2,5ml. 

22.4. Thuoc Viocef, SDK: VN-17964-14 va thu6c Vinpanzol, SDK: VN-
17965-14 do cong ty Health 2000 Inc dang ky, trong Quyet dinh ghi dia chi cong 
ty dang ky Ia 70 Beaver Creek Road# 30 Richmond Hill, Ontario Canada, L4B 
3B2; nay dinh chfnh dta chi cong ty dang ky la #30-70 East Beaver Creek Rd 
Richmond Hill, Ontario L4B 3B2, Canada. 
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22.5. Thu6c Promelain, SDK VN-17903-14 do cong ty TNHH Duqc ph~m · . } 
Hi~p Thu~n Thanh dang ky, do sai sot cua cong ty trong vi~c chuin bi ta thong tin 
s~m phim, trong Quyet dinh ghi dia chi nha san xuat Ia "Kaifa Road, Tiannaing 
Industrial Zone, Lishui, Zhejiang, China"; nay dinh chinh dia chi nha san xuat la 
"Kaifa Road, Tianning Industrial Zone, Lishui, Zhejiang, China". 

22.6. Thu6c Zanedip 20mg, SDK VN-18107-14 do Cong ty Tedis dang ky, 
trong Quyet dinh ghi ten nha san xuat la "Recordati Industria Chemica e 
Farmaceutica S.p.A."; nay dinh chinh ten nha san xuat la "Recordati Industria 
Chimica e Farmaceutica S.p.A." 

22.7. Thu6c H2K Levofloxacin 750, SDK: VN-17881-14 do cong ty c6 
phfu VN Pharma dang ky, trong Quyet dinh ghi ho~t chat, ham luqng la 
Levofloxacin 750mg/100ml, qui each dong goi h¢p 1 chai 100ml; nay dinh chinh 
ho~t chat, ham luqng la Levofloxacin 750mg/150ml, qui each dong goi h¢p 1 chai 
150ml. 

22.8. Thu6c H2K Levofloxacin 250, SDK: VN-17879-14 do cong ty c6 
phfu VN Pharma dang ky, trong Quyet dinh ghi ho~t chat, ham luqng la 
Levofloxacin 250mg/l OOml, qui each dong goi h¢p 1 chai 1 OOml; nay dinh chinh 
ho~t chat, ham luqng la Levofloxacin 250mg/50ml, qui each dong goi h¢p 1 chai 
50ml. 

22.9. Thu6c IKOVIR-200, SDK VN-18117-14 do Cong ty Vigbha (Asia) 
Pte.Ltd. dang ky, trong Quyet dinh ghi tieu chuin la "BP 2013 "; nay dinh chinh 
tieu chuin la "BP 2012". 

22.10. Thu6c Betadine Vaginal Gel 10% w/w, SDK VN-18034-14 do cong 
ty Mundipharma Pharmaceuticals Pte. Ltd. dang ky, do sai sot cua cong ty trong 
vi~c chuin bi ta thong tin san phim, trong Quyet dinh ghi Quy each dong goi la 
"H(>p 1 tuyp 100g gel"; nay dinh chinh Quy each dong goi Ia "H(>p 1 tuyp 100g 
gel Va 0 1 dt,lllg C\1 d?t am d~o". 

22.11. Thuf>c Lignopad, SDK VN-18035-14 do cong ty Mundipharma 
Pharmaceuticals Pte. Ltd. dang ky, trong Quyet dinh khong ghi ca sa dong goi, 
nay dinh chinh b6 sung ca sa dong goi la "Zuellig Pharma Specialty Solutions 
Group Pte. Ltd; dia chi: 15 Changi North way #02-02, #02-10 Singapore 498770". 

22.12. Thu6c Encifer, SDK: VN-17938-14, do cong ty Emcure 
Pharmaceuticals Ltd. dang ky, trong Quyet dinh ghi dia chi cong ty dang ky la 
Emcure House, T-184, M.I.D.C~, Bhosari, Pune 411 026, Maharashtra State- India 
va qui each dong goi la h<)p 5 6ng X 5ml, h<)p 1 6ng X 5ml; nay dinh chinh dia chi 
cong ty dang ky la "Emcure House" T-184, M.I.D.C, Bhosari, Pune 411 026, India 
Va qui each dong goi la h<)p 5 6ng X 5ml, h<)p 1 1<;> X 5ml. 

(\lc Quan ly Duqc thong bao d~ cac dan vi biet./. 

Noi nht;in: 
- Nhu tren; 
- B9 truemg Nguy~n Thj Kim Tien (d~ b/c); 
- C1,1c Quful y - B9 Qu6c phOng, Cl,lc Y te- B9 C6ng an; 
- Cl,lc Y te Giao th6ng v~ tai - B9 Giao th6ng v~n tai; 
- T6ng c1,1c Hai quan- B9 Tai chfnh; . ,,.:. ~· ;.. · !:··· 

B, h. :! x- h ' . v· , N c "'B· , ........ _,.,., - ao I em a 01 1et am; .c. , -v - ''. . . - · ._) 
- V1,1 PMp che, ~c Q~an ly Y, Duqc c6 truy~n, Cl,lc Quan ,_ __ , ) 
Kham, chua b¢nh - B9 Y te, Thanh tra B9 Y te; ~~~..:::;_,:::_ ________ _ 

- Vi¢n KN thu6c TW, Vi¢n KN thu6c TP. HCM; 
- T6ng C6ng ty Duqc VN; 
- Oic B¢nh vi¢n & Vi¢n c6 giuemg b¢nh tll!c thu<?c B¢ Y te; 

Truong Quoc Cubng 
-Website C1,1c QLD, T~p chi Duqc & MP, P. QLKD Duqc; 
- Luu: VP, DK(l2). 

  
 
 
 
 

         
 
 
 
 
     www.LuatVietnam.vn 

 
 
  
 
 
 
 
 
 
 

          
     

  
 
 
 
 

         
 
 
 
 
     www.LuatVietnam.vn 

 
 
  
 
 
 
 
 
 
 

          
     




