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4. Quy~t d:inh s6 93/QD-QLD ngay 15/4/2010 cua Cvc tru&ng C1,1c Quan ly 
dugc vS vi~c cong b6 542 ten thu6c san xu~t trong nu6c dugc phep luu hEmh t~i Vi~t 
Nam - Dgt 120: 

4.1. Sosfever Fort, s6 dang Icy: VD-10978-10 cua Cong ty c6 ph~n dugc ph~m 
Ampharco U.S.A, trong quy~t djnh ghi dja chi cua cong ty dang k)r/san xu~t la "Khu 
cong nghi~p l\Thon Tn,lch, huy~n Nhon Tr~ch, tinh D6ng Nai"; nay dinh chinh dja chi 
cong ty dang Icy/san xu~t la "Khu cong nghi~p Nhon Tr~ch 3, huy~n Nhon 'Fr?Ch; tinh 
D6ng Nai''. 

5. Quy~t dinh s6 159/QD-QLD ngay 16/06/2010 cua Cl,lC tru&ng Cl,lC Quan 
ly dugc vs vi~c cong b6 761 ten thu&c san xu~t trong nuac dugc phep luu hanh t~i 
Vi~t Nam- Dgt 121: 

5.1. Sosdol, s6 dang Icy: VD-11512-10; Cezil Fast, s6 dang Icy: VD-11511-10 cua 
Cong ty c6 ph~n dugc ph~m Ampharco U.S.A, trong quy~t djnh ghi dja chi cua cong ty 
dang Icy/san xu~t la "Khu cong nghi~p Nhon Tr~ch, huy~n Nhon Tr~ch, tinh D6ng Nai' '; 
nay dinh chinh dja chi cong ty dang Icy/san xu~t la "Khu cong nghi~p Nhan Tr~ch 3, 
huy~n Nhon Tr~ch, tinh D6ng Nai". 

6. Quy~t djnh s6 264/QD-QLD ngay 06/9/2010 cua C1,1c tru&ng C1,1c Quc~m ly 
dugc vS vi~c cong b& 640 ten thu6c sfm xu~t trong nu&c dugc phep luu hanh t~i Vi~t 
Nam- Dgt 122: 

6.1. Neotazin MR, s6 dang k-j : VD-12201-10 cua Cong ty c6 ph~n dugc ph~m 
Ampharco U.S.A, trong quy~t djnh ghi dja chi cua cong ty dang ky/san xu~t la "Khu 
cong nghi~p Nhon Tr~ch, huy~n Nhon Tr~ch, tinh D6ng Nai"; nay dinh chinh dja chi 
cong ty dang Icy/san xuM la "Khu cong nghi~p Nhon Tr~ch 3, huy~n Nhon Tr~ch, tinh 
D6ngNai". · 

6.2. Hoan 1\lc vi dja hoang, s6 dang Icy: VD-12139-10 cua Cong ty c6 ph~ cong 
ngh~ cao Traphaco trong quy~t dinh ghi thanh ph~n ho~t ch~t la "Th\lc dja, Hoai son, 
Son thu, M~u don bi, Ph\llinh, Tr~ch ta"; nay dinh chinh thanh ph~n ho~t ch~t la "Th\lc 
dja, Hoai son, Son thu, M~u don bi, Ph\lc linh, Tr~ch ta" . 

6.3. ich m~u, s6 dang Icy: VD-12143-10 cua Cong ty c6 ph~n cong ngh~ cao 
Traphaco trong quy~t dinh ghi thanh ph~n ho~t ch~t la "Huong ph\1 1,312g, Nga cliu 
1,050g, ich m~u 4,2g"; nay dinh chinh thanh ph~n ho~t ch~t la "Huong ph\1 1,312g, 
Ngai cliu 1,050g, ich m~u 4,2g". 

6.4. Vidibest- herbs, s6 dang Icy: VD-12575-10 cua Cong ty c6 ph~n Traphaco, 
trong quy~t djnh ghi thanh ph~ ho~t ch~t la "Tr~ch ta, Th\lc dja, Thao quy~t minh, Hoai 
son, H~ kho thao, Ha thu o, Cue hoa"; nay dinh chinh thanh ph~n ho~t ch~t la "B9t 
duong qui, Tr~ch ta, Th\lc dja, Thao quy~t minh, Hoai son, H~ kho thao, Ha thu o, Cue 
hoa" . 

7. Quy~t dirll s6 339/QD-QLD ngay 25/10/2010 cua Cvc tru&ng Cvc Quan 
ly dugc vS vi~c cong b6 550 ten thu6c san xu~t trong nu&c dugc phep hru hanh t~i 
Vi~t Nam- Dgt 123: 

7.1. Nidal Day, s6 dang Icy: VD-12771-10; Nidal Fort, s6 dang Icy: VD-12772-10; 
Sosdol Fort, s6 dang Icy: VD-12773-10; Sosfever, s6 dang Icy: VD-12774-10 ; Sossleep, 
s6 dang Icy: VD-12775-10; Sossleep Fort, s6 dang Icy : VD-12776-10 cua Cong ty c6 
ph~n dugc phAm Ampharco U.S.A, trong quy~t dinh ghi dia chi cua cong ty dang k)'/san 
xu~t !a "K..~u cong nghi~p Nhon Tr~ch, huy~n Nhon Tr~ch, tin_h D6ng Nai"; nay dinh 
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chinh dia chi c6ng ty dang Icy/sim xufrt la "Khu c6ng nghi~p Nhon Tr~ch 3, huy~n Nhcm 
Tr~ch, tinh B6ng Nai". 

8. Quy6t djnh s6 435/QD-QLD ngay 23112/2010 cua Cvc tru&ng Cvc Quim 
ly dugc vS vi~c c6ng b6 544 ten thu6c sim xuftt trong nu6c duqc phep hru hanh t~i 
Vi~t Nam- Dqt 124: 

8.1. Ambinox, s6 dang cy: VD-13322-10; Amfazol, s6 dang cy: VD-13323-10; 
Amfuncid, s6 dang cy: VD-13324-10; Ampharin, s6 dang cy: VD-13325-10; Anxipill, 
s6 dang k)T: VD-13326-10; Fasgel Allergy, s6 dang k)T: VD-13327-10; Neuroton-M 
1500, s6 dang k)T: VD-13328-10; Soscough, s6 dang k)T: VD-13329-10 cua Cong ty cb 
phk duqc ph~m Ampharco U.S.A, trong quy6t djnh ghi dia chi cua cong ty dang cy/sim 
xufrt la "Khu cong nghi~p Nhon Tr~ch, huy~n Nhon Tr~ch, tinh B6ng Nai''; nay dinh 
chinh dja chi cong ty dang cy/sim xuftt la "Khu cong nghi~p Nhon Tr~ch 3, huy~n Nhan 
Tr~ch, tinh B6ng Nai". 

9. Quy6t dinh s6 39/QE>-QLD ngay 10/02/2011 cua Cvc tru&ng Cvc Qwin ly 
dugc vS vi~c c6ng b6 414 ten thu6c san xuftt trong nu6c duqc phep luu hanh t~i Vi~t 
Nam - Dqt 125: 

9.1. Amtim, s6 dang k)T: VD-13757-11; Amtrinil, s6 dang k)T: VD-13758-11 cua 
Cong ty cb ph&n duqc ph~m Ampharco U.S.A, trong quy6t dinh ghi dia chi cua cong ty 
dang cy/san xuftt la "Khu c6ng nghi~p Nhon Tr~ch, huy~n Nhon Tr~ch, tinh B6ng Nai"; 
nay dinh chinh dja chi c6ng ty dang cy/sim xuftt la "Khu c6ng nghi~p Nhan Tr~ch 3, 
huy~n Nhon Tr~ch, tinh E>6ng Nai". 

10. Quy6t dinh s6 81/Q£>-QLD ngay 23/3/2011 cua Cvc tru6ng Cvc Quan ly 
Duqc c6ng b6 461 thu6c san xuftt trong nu6c duqc phep luu hanh t~i Vi~t N am - E>qt 
126: 

10.1. Soshydra, s6 dang cy: VD-14242-11 cua C6ng ty cb phfin duqc ph~m 
Ampharco U.S.A, trong quy6t dinh ghi d~ng bao ch€ la "thu6c c6m" va ghi dia chi cua 
cong ty dang ky/san xuftt 1a "Khu cong nghi~p Nhon Tr~ch, huy~n Nhon Tr~ch, tinh 
£>6ng Nai"; nay dinh chinh d~ng bao ch€ 1a "thu6c b(>t" va dja chi cong ty dang cy/san 
xuftt la "Khu c6ng nghi~p Nhon Tr~ch 3, huy~n Nhon Tr~ch, tinh £>6ng Nai''. 

10.2. Becofort, s6 dang cy: VD-14236-11 cua C6ng ty cb phdn duqc ph~m 
Ampharco U.S.A, trong quy€t dinh ghi thanh ph&n ho~t chftt la "Thiamin mononitrat 
125 mg, Pyridoxiin HCI 125 mg, Cyanocobalamin 0,25 mg" va ghi dia chi cua cong ty 
dang cy/san xuftt la "Khu c6ng nghi~p Nhon Tr~ch, huy~n Nhon Tr~ch, tinh E>6ng Nai''; 
nay dinh chinh thanh ph&n ho~t chftt la "Thiamin mononitrat 125 mg, Pyridoxin HCI 
125 mg, Cyanocobalamin 0,25 mg" va dja chi c6ng ty dang cy/san xuftt la "Khu c6ng 
nghi~p Nhon Tr~ch 3, huy~n Nhon Tr~ch, tinh £>6ng Nai". 

10.3. Ampha 3B, s6 dang cy: VD-14231-11 ; Ampha 3B, s6 dang cy: VD-14232-
11 ; Amphalizol 400, s6 dang cy: VD-14233-11; Amphalizol 600, s6 dang k)T: VD-
14234-11; Becofort, s6 dang cy: VD-14235-11; Cezil Kid, s6 dang cy: VD-14237-11; 
Mycophenolate mofetil, s6 dang cy: VD-14238-11; Neuroton, s6 dang cy: VD-14239-
11; Sos Mectin-3, s6 dang cy: VD-14240-11; Soshydra, s6 dang cy: VD-14241-11; 
Tervit H, s6 dang k)': VD-14243-11 cua C6ng ty cb ph&n duqc ph~m Ampharco U.S.A, 
trong quy6t dinh ghi dia chi cua c6ng ty dang cy/san xuftt la "Khu c6ng nghi~p Nhan 
Tr~ch, huy~n Nhan Tr~ch, tinh £>6ng Nai"; nay dinh chinh dia chi cong ty dang cy/san 
xufrt Ia "Khu cong nghi~p Nhon Tr~ch 3, huy~n Nhon Tr~ch, tinh £>6ng Nai". 

  
 
 
 
 

         
 
 
 
 
     www.LuatVietnam.vn 

 
 
  
 
 
 
 
 
 
 

          
     



11. Quy~t dinh s6 123/QD-QLD ngay 20/4/2011 cua Cvc truemg Cvc QuEm 
ly duqc vS vi~c cong b6 274 ten thu6c san xu~t trong nu&c duqc phep luu hanh t~i 
Vi~t Nam- Dqt 127: 

11.1. Rovalstat 10, s6 dang Icy: VD-14673-11; Rovalstat 20, s6 dang Icy: VD-
14674-11 cua Cong ty cb phAn duqc ph~m Ampharco U.S.A, trong quy~t dinh ghi dia 
chi cua cong ty dang Icy/san xuAt 1a "Khu cong nghi~p Nhon Tr~ch, huy~n Nhan Tr~ch, 
tinh B6ng Nai"; nay dinh chinh dia chi cong ty dang Icy/san xuAt la "Khu cong nghi~p 
Nhon Tr~ch 3, huy~n Nhan Tr~ch, tinh B6ng Nai". 

12. QuySt dinh s6 177/QD-QLD ngay 10/06/2011 cua Cvc truemg Cvc QuEm 
ly duqc vS vi~c cong b6 167 ten thu6c san xu~t trong nu&c duqc phep luu hanh t~i 
Vi~t Nam- Dqt 128: 

12.1. Amfatim 160, s6 dang Icy: VD-14927-11; Amfatim 80, s6 dang Icy: VD-
14928-11; Bosamin, s6 dang Icy: VD-14929-11; Olanzapine, s6 dang Icy: VD-14930-11 
cua Cong ty cb phAn duqc ph~m Ampharco U.S.A, trong quySt dinh ghi dia chi cua 
cong ty dang Icy/san xu~t la "Khu cong nghi~p Nhan Tr~ch, huy~n Nhan Tr~ch, tinh 
D6ng Nai"; nay dinh chinh dia chi cong ty dang Icy/san xu~t la "Khu cong nghi~p Nhan 
Tr~ch 3, huy~n Nhan Tr?ch, tinh D6ng Nai". 

13. QuySt dinh s6 231/QD-QLD ngay 12/07/2011 cua Cvc truemg Cvc Quan 
Iy dugc vs vi~c cong b6 243 ten thu6c san xuAt trong nu&c ctuqc phep Iuu hanh t1;1i 
Vi~t Nam- Dqt 129: 

13 .1. Ampha BC Complex, s6 dang Icy: VD-15098-11; Ampha E-400, s6 dang 
Icy: VD-15099-11; Amufast, s6 dang Icy: VD-15100-11; Dermaderm, s6 dang Icy: VD-
15101-11; K-Cort, s6 dang Icy: VD-15102-11; Keraderin, s6 dang Icy: VD-15103-11; 
Mucocapp, s6 dang Icy: VD-151 04-11; Ostoflex 1500, s6 dang Icy: VD-151 05-11 ; 
Pharmax G2, s6 dang Icy: VD-15106-11 cua Cong ty cb phAn duqc phk Ampharco 
U.S.A, trong quySt dinh ghi dia chi cua cong ty dang Icy/san xuAt la "Khu cong nghi~p 
Nhan Tr?ch, huy~n Nhan Tr?ch, tinh D6ng Nai"; nay dinh chinh dja chi cong ty dang 
Icy/san xufit la "Khu cong nghi~p Nhan Tr?ch 3, huy~n Nhan Tr?ch, tinh D6ng Nai". 

14. QuySt dinh s6 352/QD-QLD ngay 15/09/2011 cua Cvc truemg Cvc Quan 
ly duqc vS vi~c cong b6 339 ten thu6c san xufit trong nu&c duqc phep luu hanh t?i 
Vi~t Nam - Dqt 130: 

14.1. Amfacort, s6 dang Icy: VD-15368-11; Amfamag-B6, s6 dang Icy: VD-
15369-11; Orafort 200, s6 dang Icy: VD-15370-11 cua Cong ty cb phAn duqc ph~m 
Ampharco U.S.A, trong quySt dinh ghi dja chi cua cong ty dang Icy/san xu~t Ia "Khu 
cong nghi~p Nhan Tr?ch, huy~n Nhan Tr?ch, tinh D6ng Nai''; nay dinh chinh dia chi 
copg ty dang Icy/san xufit la "Khu cong nghi~p Nhan Tr?Ch 3, huy~n Nhon Tr?Ch, tinh 
I:\A--1\.T,.,.;" 
.LIVllt'; .l 'tal • 

15. QuySt dinh s6 406/QD-QLD ngay 13/10/201 '1 cua Cvc truemg Cvc Quan 
ly duqc vS vi~c cong b6 294 ten thu6c san xufit trong nu&c duqc phep luu hanh t~i 
Vi~t Nam - Dqt 131: 

15.1. Amcalfort D, s6 dang Icy: VD-15705-11; Amfacin, s6 dang ky: VD-15706-
11; Amfacort, s6 dang Icy: VD-15707-11; Amfadol 500, s6 dang Icy: VD-15708-11; 
Amfadol Plus, s6 dang k'}: VD-15709-11; Ampha C, s6 dang b}: VD-15710-11; 
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Calmilk, s6 dang cy: VD-15711-11; Glucoflex 250, s6 dang cy: VD-15712-11; 
Glucoflex 500, s6 dang cy: VD-15713-11 ; Glucoflex 750, s6 dang cy: VD-15714-11 ; . 
Omesoft, s6 dang cy: VD-15715-11; Pharmax, s6 dang cy: VD-15716-11 cua Cong ty 
c6 ph~n duqc ph~m Ampharco U.S.A, trong quy~t dinh ghi dia chi cua cong ty dang 
cy/san xu~t la "Khu cong nghi~p Nhan Tqtch, huy~n Nhan Tqtch, tinh D6ng Nai"; nay 
dinh chinh dia chi cong ty dang cy/san xu~t la "Khu cong nghi~p Nhan Tr~ch 3, huy~n 
Nhan Tr~ch, tinh B6ng Nai". 

16. Quy~t dinh s6 506/QD-QLD ngay 08112/2011 cua Cvc truemg Cvc Quan 
ly duqc vS vi~c cong b6 227 ten thu6c san xu~t trong nu6c duqc phep luu hanh t~i 
Vi~t Nam- Dqt 132: 

16.1. Amfadol650, s6 dang cy: VD-15985-11; Labapraz, s6 dang cy: VD-15986-
11 ; Lorafast, s6 dang cy: VD-15987-11; Ostoflex 750, s6 dang cy: VD-15988-11; 
Soscort, s6 dang cy: VD-15989-11 cua Cong ty c6 ph~n duqc ph~m Ampharco U.S .A, 
trong quy~t dinh ghi dia chi cua cong ty dang cy/san xu~t la "Khu cong nghi~p Nhan 
Tr~ch, huy~n Nhan Tr~ch, tinh D6ng Nai"; nay dinh chinh dia chi cong ty dang cy/san 
xu~t la "Khu cong nghi~p Nhan Tr~ch 3, huy~n Nhan Tr~ch, tinh D6ng Nai". 

17. Quy~t dinh s6 20/QD-QLD ngay 12/01/2012 cua Cvc truemg Cvc Quan 
ly duqc vS vi~c cong b6 317 ten thu6c san xu~t trong nu6c duqc phep luu hanh t~i 
Vi~t Nam - f)qt 133 : 

17.1. Amclovir, s6 dang cy: VD-16208-12; Amclovir 200, s6 dang cy: VD-
16209-12; Flexoflex 250, s6 dang cy: VD-16210-12; Listate 10, s6 dang cy: VD-16211-
12; Listate 20, s6 dang cy: VD-16212-12; Neuroton- M 500, s6 dang cy: VD-16213-
12; Sylgan- S, s6 dang cy: V106-H12-13 cua Cong ty c6 phfrn dugc phk Ampharco 
U.S.A, trong quy~t dinh ghi dia chi cua cong ty dang Icy/san xu~t la "Khu cong nghi~p 
Nhan Tr~ch, huy~n Nhan Tr~ch, tinh D6ng Nai"; nay dinh chinh dia chi cong ty dang 
cy/san xu~t la "Khu cong nghi~p Nhan Tr~ch 3, huy~n Nhan Tr~ch, tinh D6ng Nai". 

18. Quy~t dinh s6 144/QD-QLD ngay 07/6/2012 cua Cvc truemg Cvc Quan 
ly duqc vS vi~c cong b6 592 ten thu6c san xufit trong nu6c duqc phep luu hanh t~i 
Vi~t Nam- f)qt 135: 

18.1. Plurivica, s6 dang cy: VD-16823-12 cua Cong ty c6 ph~n duqc ph~m 2/9, 
trong quy~t d!nh ghi ho~t ch~t chinh- ham lugng la "M6i vi en chua: Vitamin B 1 8mg; 
Vitamin B2 2mg; Vitamin B6 20mg; Vitamin B 12 40mcg; Vitamin PP 40mg; Vitamin 
D2 800IU; Calci gluconat 262,4mg; Calci pantothenat 4mg; Calci phosphat 1,8mg"; nay 
dinh chinh ho~t chit chinh- ham lugng la: "M6i 40g chua: Vitamin B 1 8mg; Vitamin B2 
2mg; Vitamin B6 20mg; Vitamin B12 40mcg; Vitamin PP 40mg; Vitamin D2 800IU; 
Calci gluconat 262,4mg; Calci pantothenat 4mg; Calci phosphat 1,8g". 

19. Quy~t dinh s6 67/QD-QLD ngay 01/4/2013 cua Cvc truemg Cvc Quan ly 
duqc vS vi~c ban hanh danh mvc 226 thu6c san xu~t trong nu6c duqc c~p s6 dang kY 
luu hanh t~i Vi~t Nam- f)qt 139: 

19.1. Vien d~i trang, s6 dang Icy: VD-18844-13 cua Cong ty TNHH duqc ph~m 
Fito Pharma, trong quy~t dinh ghi ho~t chit chinh- ham lugng la "86,86mg cao kho 
duqc li~u tuang duang: Hoang lien 800mg; M9c huang 300mg; Ngo thu du 120mg; B9t 
min duqc li~u Hoang lien 400mg"; nay dinh chinh ho~t ch~t chinh- ham lugng la "M6i 
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vien chua: Cao kho duqc li~u 86,67mg tuong duong: Hoang lien 800mg, M9c huang 
300mg, Ngo thu du 120mg; B9t min duqc li~u Hoang lien 400mg". 

20. Quy€t dinh s6 240/QD-QLD ngay 10/9/2013 cua Cvc truang Cvc Qm1n ly 
duqc v€ vi~c ban hanh danh mvc 503 thu6c sfm xufit trong nu6c duqc cfip s6 dang kY 
luu hanh t?i Vi~t Nam- Dqt 14 1: 

20.1 Tenamyd-cefuroxim 750, s6 dang k)T: VD-19452-13 cua Cong ty c6 ph~n 
duqc ph~m Tenamyd, trong quy€t dinh ghi d?ng bao ch€ la "Thubc b9t pha tien" va qui 
each dong goi la "H9p 1 l9 + 1 6ng nu6c cfit pha tiem"; nay dinh chinh d?ng bao ch~ la 
"Thubc b9t pha tiem" va qui each dong g6i la "H9p 1 l9 + 1 6ng nu6c cfit pha tiem; H9p 
101Q". 

20.2. Cardovers 4mg, s6 dang k)T: VD-19432-13 cua Cong ty c6 ph~n duqc ph~m 
Sao Kim, trong quy€t dinh ghi ten thubc la "Cardovers 4mg"; nay dinh chinh ten thu6c 
la "Cadovers 4mg". 

21. Quy€t dinh s6 288/QD-QLD ngay 08/1112013 cua Cvc truang Cvc Qufm ly 
duqc v€ vi~c ban hanh danh mvc 323 thu6c san xufit trong nu6c duqc cfip s6 dang kY 
luu hanh t?i Vi~t Nam- Dqt 142: 

21.1. Ircovas 150, s6 dang k)T: VD-19849-13 cua Cong ty c6 ph~n duqc ph~m 
Bidiphar 1, trong quy€t dinh ghi tieu chu~n chfit luqng la "TCCS"; nay dinh chinh tieu 
chu~ chfit luqng la "USP 34". 

21.2. Trimackit, s6 dang Icy: VD-19809-13 do Cong ty c6 ph~n duqc ATM dang 
kY, Cong ty c6 ph~n duqc Ha Tinh san xufit, trong quy€t dinh ghi ho?t chfit chinh - ham 
luqng la "Sulfamethoxazol 200rng, Trimethoprim 40mg"; nay dinh chinh ho?t chfit 
chinh- ham luqng la "M6i 5ml chua: Sulfamethoxazol200mg, Trimethoprim 40mg". 

22. Quyet dinh so 414/QD-QLD ngay 27/12/2013 cua C~c truemg C~c Quan 1y 
duqc v€ vi~c ban hanh danh mvc 270 thuoc san xuAt trong nu6c duqc cfip s6 dang kY 1uu 
hanh t~i Vi~t Nam- Dqt 143: 

22.1. Amucopect-New, s6 dang Icy: VD-20252-13 cua Cong ty c6 ph~n duqc 
ph~m trung uong 1 - Pharbaco, trong quy€t dinh ghi ten thubc h'i "Amucopect-New"; 
nay dinh chinh ten thubc la "Amucopect-New for children". 

22.2. Cestasin, s6 dang k)T: VD-20298-13 cua Cong ty c6 ph~n duqc Vacopharm, 
trong quy€t dinh ghi tubi thQ cua thubc la "24 thang"; nay dinh chinh tu6i th9 cua thu6c 
la "36 thang". 

22.3. Ecingel, s6 dang Icy: VD-20 169-13 cua Cong ty c6 ph~n duqc ph~m 
Agimexpharm, trong quy€t dinh ghi quy each d6ng goi la "H9p 1 tuyp nhva 1 g"; nay 
dinh chinh quy each dong goi la "H9p 1 tuyp nhva lOg". 

23. Quy€t dinh s6 134/QD-QLD ngay 04/03/2014 cua C\lc tnr6ng Cvc Qufm ly 
duqc v€ vi~c ban hanh danh mvc 204 thu6c san xufit trong nu6c duqc d.p s6 dang Icy 
luu hanh t?i Vi~t Nam- Dqt 144: 

23.1 Alverin, s6 dang k)T: VD-20494-14 cua Cong ty c6 ph~n duqc-v~t tu y t~ 
Thanh Hoa, trong quy€t dinh ghi ho?t ch~t chinh - ham luqng la "Alverin (du6i d~ng 
Alverin citrat) 40mg" va tieu chu~n la "DDVN IV"; nay dinh chinh ho?t ch~t chinh -
ham luqng la "Alverin citrat 40mg" va tieu chu~ la "TCCS". 
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24. Quy~t dinh s6 296/QD-QLD ngay 12/6/2014 cua C1,1c tru6ng Cvc Qmin ly 
duqc v~ vi~c ban himh danh mvc 5 82 thu6c san xuftt trong nu6c duqc cftp s6 dang ky 
luu hanh te;ti Vi~t Nam- Dqt 145: 

24.1. Sibalyn tab, s6 dang Icy: VD-20831-14 cua Cong ty c6 phfin dugc phAm 
trung uong 1 - Pharbaco, trong quy~t dinh ghi hoe;tt chftt, ham lugng la "Acid thiotic 
600mg"; nay dinh chinh hoe;tt chit, ham luqng la "Acid thioctic 600mg". 

24.2. Tinifast 180, s6 dang Icy: VD-20799-14 cua Cong ty c6 phfin dugc phAm 
OPV, trong quy~t dinh ghi qui each dong goi la "H9p 10 vi x 10 vi en"; nay dinh chinh 
qui each dong goi 1a "H9p 1 0 vi x 10 vi en; h9p 1 vi x 1 0 vi en". 

24.3 . Panadol extra, s6 dang Icy: VD-21189-14 do Cong ty Glaxosmithkline Pte. 
Ltd- Singapore dang kY va Cong ty c6 phfin dugc phfim Sanofi-Synthelabo Vi~t Nam 
san xuit, trong quy~t dinh ghi qui each dong goi la "H9p 15 vi x 12 vien"; nay dinh 
chinh qui each dong goi la "H9p 15 vi x 12 vien; h9p 2 vi x 12 vien ". 

24.4. Ciprofloxacin Kabi, s6 dang Icy: VD-20943-14 cua Cong ty c6 phftn 
Fresenius Kabi Bidiphar, trong quy~t dinh ghi de;tng bao ch~ la "Dung dich tiem", tieu 
chuAn la "BP20 1 0"; nay dinh chinh de;tng bao ch~ la "Dung dich tiem truy~n", tieu chufin 
la "BP2013". 

24.5. Vidalgesic cap., s6 dang Icy: VD-20859-14 do Cong ty c6 phfin dugc phfim 
trung uong Vidipha dang Icy va Chi nhanh cong ty c6 phfin duqc phfim trung uong 
Vidipha san xuit, trong quy~t dinh ghi tieu chufin la "DDVN IV"; nay dinh chinh tieu 
chufin Ia "TCCS". 

24.6. Agostini, s6 dang Icy: VD-21047-14 cua Cong ty TNHH Duqc phfim De;tt Vi 
Phu, trong quy€t d!nh ghi thanh phfin hoe;tt .chit Ia "Alendronic acid ( du6i de;tng 
alendronat natri) 70mg"; nay dinh chinh thanh phfin hoe;tt chftt la "Alendronic acid (du6i 
de;tng alendronat natri) 70mg; Cholecalciferol140mcg (5600 UI)" . 

24.7. Lafaxor, s6 dang Icy: VD-21058-14 cua Cong ty TNHH Dugc phfim De;tt Vi 
Phu, trong quy~t dinh ghi de;tng bao ch~ la "vien nen bao phim"; nay dinh chinh de;tng 
biw ch~ la "vien nang cimg". 

24.8. Clotrimazole 1% Cream, s6 dang k)': VD-20838-14 cua Cong ty c6 phftn 
duqc phfim Trung uong 2, trong quy~t dinh ghi ten thu6c la "Clotrimazole 1% Cream" 
va tieu chufin thanh phfim la "TCCS"; nay dinh chinh ten thu6c la "Clotrimazole 1 %" va 
tieu chufin thanh phfim la "DDVN IV". 

24.9. Zolmed 150, s6 dang Icy: VD-20723-14 cua Cong ty c6 phftn dugc phfim 
Glomed, trong quy~t dinh ghi quy each dong goi Ia "H9p 1 vi, 10 vi x 10 vi en"; nay 
dinh chinh quy each dong goi la "H9p 1 vi x 1 vi en, 1 o vi en". 

24.10. Glokort, s6 dang Icy: VD-20710-14 cua Cong ty c6 phftn dugc phfim 
Glomed, trong quy~t dinh ghi thanh phftn hoe;tt chftt la "Betamethason ( du6i de;tng 
Betamethason dipropionat) 0,64 mg/1g"; nay dinh chinh thanh phfin hoe;tt chftt la 
"Betamethason (du6i de;tng Betamethason dipropionat) 0,5 mg/1g". 

24.11. Adelesing, s6 dang Icy: VD-21146-14 cua Cong ty TNHH Phil Inter 
Pharma, trong quy~t dinh ghi tieu chufin la "USP 32"; nay dinh chinh tieu chuAn la 
"TCCS". 

24.12. Camtecan, s6 dang Icy: VD-21149-14 cua Cong ty TNHH Phil Inter 
Pharma, trong quy~t dinh ghi tieu chufin la "USP 32"; nay dinh chinh tieu chufin la 
"TCCS". 
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24.13 Gentrikin, s6 dang cy: VD-21152-14 cua Cong ty TNHH Phil Inter 
Pharma, trong quy~t din_h ghi thfmh ph~n ho:;tt ch~t ia "Gentamycin sulfat 1 Omg; 
Econazol nitrat 1 OOmg; Triamcinolon acetonid 1 Omg"; nay dinh chinh thanh ph~n ho?-t 
ch~t la "Gentamycin sulfat 1 Omg (ho?-t h,rc ); Econazol nitrat 1 OOmg; Triamcinolon 
acetonid 1 Omg". 

24.14. Philvolte, s6 dang cy: VD-21157-1 4 cua Cong ty TNHH Phil Inter 
Pharma, trong quy~t dinh ghi thrum ph~n ho?-t ch~t la "Gentamycin sulfat 1 Omg; 
Clotrimazol 100mg; Betamethason dipropionat 6,4mg"; nay dinh chinh thanh ph~n ho?-t 
chM la "Gentamycin sulfat 1 Omg (ho?-t h,rc ); Clotrimazol 1 OOmg; Betamethason 
dipropionat 6,4mg". 

24 .1 5. Philmenorin, s6 dang cy: VD-21155-14 cua Cong ty TNHH Phil Inter 
Pharma, trong quy~t dinh ghi thanh ph~n ho?-t chfit la "Tocopheryl acetat 50mg; 
Oryzanol 2,5mg; Retinyl palmitat 750IU"; nay dinh chinh thrum ph~n ho?-t chfit la 
"Tocopheryl acetat 50mg; y-Oryzanol2,5mg; Retinyl palmitat 750IU". 

24.16. Cadiferol-400 IU, s6 dang cy: VD-21173-14 cua Cong ty TNHH US 
pharma USA, trong quy~t dinh ghi thrum ph~n ho?-t chit la "Vitamin E ( dl-alpha 
tocopheryl acetat) 400 IU"; nay dinh chinh thanh ph~nho?-t chfit la "Vitamin E ( d-alpha 
tocopheryl acetat) 400 IU". 

24.17. Telmisartan 80, s6 dang kY VD-20873-14 cua Cong ty c6 ph~n duqc ph~m 
TV.Pharm, trong quy~t dinh ghi d9-ng bao ch~ la "Vien nen bao phim"; nay dinh chinh 
d9-ng bao ch~ la "Vi en nen". · 

24.18. KIM TIEN THAO Thu6c tri soi th~, s6 dang cy: VD-20777-14 do Cong 
ty c6 phAn duqc ph~m OPC dang kY va Chi nhanh cong ty c6 phAn duqc ph~m OPC t?-i 
Binh Duong - Nha may duqc ph~ OPC sim xufit, trong quy~t dinh ghi thanh ph~n ho?-t 
chfit la "Cao kim ti~n thiw 120mg", tu6i th9 "48 thang"; nay dinh chinh thrum phAn ho?-t 
chfit la "Cao kim ti~n thfw (tuong duong duqc li~u kim ti~n thfw 2,4g) 120mg", tu6i th9 
"3 6 thang". 

24.19. Ampicillin trihydrat, s6 dang cy: VD-20947-14 cua Cong ty c6 phAn h6a­
duqc ph~m Mekophar, trong quy~t dinh ghi ten thu6c la "Ampicillin trihydrat", nay dinh 
chinh ten thu6c la "Ampicillin trihydrate". 

24.20. Mekocefa1, s6 dang cy: VD-20952-14 cua Cong ty c6 phAn h6a - duqc 
ph~m Mekophar, trong quy~t dinh ghi tieu chu~ la "DBVN IV"; nay dinh chinh tieu 
chu~ h't "TCCS". 

24.21. Mekocefal, s6 dang cy: VD-20953-14 cua Cong ty c6 phArr h6a - duqc 
ph~m Mekophar, trong quy~t dinh ghi tieu chu~ la "DBVN IV"; nay dinh chinh tieu 
chu~n la "TCCS". 

24.22. Prednisone 5mg, s6 dang cy: VD-20956-14 cua Cong ty c6 phAn h6a -
duqc ph~m Mekophar, trong quy~t dinh ghi quy each d6ng g6i la "H9p 10 vi x 10 vi en, 
chai 200 vi en"; nay dinh chinh quy each d6ng g6i la "H9p 20 vi x 10 vi en, chai 200 
vi en". 

24.23. Quincef 125, s6 dang cy: VD-20958-14 cua Cong ty c6 phAn h6a- duqc 
phftm Mekophar, trong quy~t dinh ghi tieu chufin la "TCCS"; nay dinh chinh tieu chufin 
la "DBVN IV". 
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24.24. Combimin, s6 dang Icy: VD-20989-14 cua Cong ty c6 ph~n Pymepharco, 
trong quy~t d!nh ghi ho~t ch~t chinh- ham luqng la "M6i 6ng 2ml chua: Thiamin HCI 
1mg; Pyridoxin HCl 4mg; Riboflavin natri phosphat 4mg; Nicotinamid 6mg; 
Dexpanthenol 40 mg"; nay dinh chinh ho~t ch~t chinh - ham luqng la "M6i 6ng 2ml 
chua: Thiamin HCl 1mg; Pyridoxin HCI 4mg; Riboflavin natri phosphat 4mg; 
Nicotinamid 40mg; Dexpanthenol 6 mg". 

25. Quy~t dinh s6 297/Q£>-QLD ngay 12/6/2014 cua Cl)c tru6ng Cl)c Qufm ly 
duqc cong b6 13 thu6c tir duqc li~u san xu~t trong nu6c duqc phep luu hanh t~i Vi~t 
Nam- dqt 145: 

25.1 Tonimide, s6 dang Icy: V13-H12-14 cua Cong ty TNHH Phil Inter Pharma, 
trong quy~t dinh ghi thanh ph~n ho~t ch~t la "Cao cardus marianus (tucmg ducmg 1 OOmg 
Silymarin, 60mg Silybin) 200mg"; nay dinh chinh thanh ph~n ho~t ch~t la "Cao carduus 
marianus (tuang duang 100mg Silymarin, 60mg Silybin) 200mg". 

25 .2. Michitol, s6 dang Icy: V4-H12-14 cua Cong ty c6 ph~n duqc phfrm dong 
duqc 5, trong quy~t dinh ghi ten thu6c la "Michitol"; nay dinh chinh ten thu6c la 
"Michotol". 

26. Quy~t dinh s6 352/Q£>-QLD ngay 1717/2014 cua Cl)c tru6ng Cl)c Quan ly 
duqc cong b6 03 thu6c san xu~t trong nu6c (thu6c c6 ho~t chftt, ph6i hqp ho~t chftt ho~c 
d~ng bao ch~ l~n d~u dang kY t~i Vi~t Nam- s6 dang kY c6 hi~u h,rc 2 nam) duqc phep 
luu hanh t~i Vi~t Nam- dqt 145: 

26.1 Virizolmed, s6 dang Icy: QLE>B-443-14 cua Cong ty c6 ph~n duqc phfrm 
Glomed, trong quy~t djnh ghi ten thu6c Ht "Virizolmed"; nay dinh chinh ten thu6c la 
"Vorizolmed". 

27. Quy~t dinh s6 437/Q£>-QLD ngay 12/8/2014 cua Cl)c tru6ng Cl)c Quan ly 
duqc v~ vi~c ban hanh danh ml)c 412 thu6c san xuftt trong nu6c duqc cftp s6 dang cy 
luu hanh t~i Vi~t Nam- E>qt 146: 

27.1. Nu6c vo khufrn d€ tiem, s6 dang Icy: VD-21551-14 do Cong ty TNHH 
MTV duqc phfrm Trung ucmg 1 dang cy, Cong ty c6 ph~n duqc phfrm CPC1 Ha N9i san 
xu~t, trong quy~t dinh ghi ten thu6c la "Nu6c vo khuAn d€ tiem", ho~t chftt chinh- ham 
luqng la "Nu6c vo khufrn 5ml"; nay dinh chinh ten thu6c la "Nu6c cftt 6ng nhva", ho~t 
chftt chinh- ham luqng la ''Nu6c cftt pha tiem (Nu6c vo khufrn d€ tiem) Sml". 

27.2. Spiramycin 0,75M.IU, s6 dang Icy: VD-21358-14 cua Cong ty c6 ph~n duqc 
phfrm Tipharco, trong quy~t dinh ghi d~ng bao ch~ la "Thu6c b9t u6ng"; nay dinh chinh 
d~ng bao ch~ la "Thu6c c6m pha h6n dich u6ng". 

27.3 Cybercef 750mg, s6 dang cy: VD-21461-14 cua Cong ty c6 ph~ xuftt nh~p 
khfru y t~ Domesco, trong quy~t dinh ghi thanh ph~n ho~t chftt la "Sultamicillin ( du6i 
d~ng Sultamicillin tosylat) 750mg"; nay dinh chinh thanh ph~ ho~t chftt la 
"Sultamicillin ( du6i d~ng Sultamicillin tosilat) 750mg". 

27.4 Dospasmin 40 mg, s6 dang cy: VD-21463-14 cua Cong ty c6 ph~n xuftt 
nh~p khfru y t~ Domesco, trong quy~t dinh ghi tu6i thQ ella thu6c la "24 thang"; nay 
dinh chinh tu6i thQ ella thu6c la "48 thang". 

27.5 Atorvastatin 10, s6 dang Icy: VD-21312-14; Atorvastatin 20, s6 dang cy: 
VD-21313-14; Lansoprazol, s6 dang cy: VD-21314-14 va Simvastatin s6 dang cy: VD-
2131 7-14 ella Cong ty c6 ph~n duqc phfrm Khanh Hoa, trong quy~t dinh ghi dia chi 
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cong ty dang Icy la "82 Th6ng Nh~t, TP. Nha Trang, Khanh Hoa- Vi¢t Nam"; nay dinh 
chfnh dia chi cong ty dang Icy la "7 4 Th6ng Nh~t, TP. Nha Trang, Khanh Hoa - Vi¢t 
Nam". 

27.6 Patoprazol, s6 dang J.cy: VD-21315-14 cua Cong ty c6 ph~n duqc ph~m 
Khanh Hoa, trong quy6t djnh ghi ten thu6c la "Patoprazol" va dja chi cong ty dang Icy la 
"82 Th6ng Nh~t, TP. Nha Trang, Khanh Hoa- Vi¢t Nam"; nay dinh chinh ten thu6c la 
"Pantoprazol" va dja chi cang ty dang Icy la "74 Th6ng Nh~t, TP. Nha Trang, Khanh 
Hoa- Vi¢t Nam". 

27.7 Piracetam plus, s6 dang Icy: VD-21316-14 cua Cang ty c6 ph~n duqc ph~m 
Khanh Hoa, trong quy6t dinh ghi ten thu6c la "Piracetam plus" va dia chi cang ty dang 
kY la "82 Th6ng Nh~t, TP. Nha Trang, Khanh Hoa- Vi~t Nam"; nay dinh chinh ten 
thu6c la "Kacetam plus" va dja chi cang ty dang Icy la "74 Th6ng Nh~t, TP. Nha Trang, 
Khanh Hoa- Vi~t Nam". 

27.8. Golhistine, s6 dang Icy: VD-21318-14 cua Cang ty c6 ph~n duqc ph~m Me 
Di Sun, trong quy6t djnh ghi thanb ph~n ho~t ch~t la "Betahistidine dihydroclorid 16 
mg"; nay dinh chinh thanh ph~n ho~t ch~t la "Betahistin dihydroclorid 16 mg". 

27.9. Quanliver, s6 dang Icy: VD-21423-14 cua Cang ty c6 ph~n duqc v~t tu y t6 
Hai Duong, trong quy6t dinh ghi ho~t ch~t chinh- ham luqng la "Cao d~c Actiso (tuong . 
duong 2,1g la Actiso) 150 mg; Cao d~c rau dfuig d~t (tuong duong 1,6g rau d~ng d~t) 
150 mg; B9t him him hi6c 16 mg"; nay dinh chinh ho~t ch~t chinh - ham luqng la "Cao 
d~c Actiso (tuong duong 2,1g la Actiso) 200 mg; Cao d~c rau d~ng d~t (tuong duang 
1,6g rau d~ng d~t) 150 mg; B9t him him hi6c 16 mg". 

27.10. Siro Snapcef, s6 dang Icy: VD-21199-14 do Cang ty c6 ph~n duqc ATM 
dang kY, Cang ty c6 ph~ duqc v~t tu y t6 Hai Duong san xu~t, trong quy6t dinh ghi 
ho~t ch~t chinh - ham luqng la "M6i 5ml siro chua: Kern nguyen t6 ( du&i d~ng Kern 
gluconat) 8mg"; nay dinh chinh ho~t ch~t chinh - ham luqng la "M6i 5ml siro chua: 
Kern nguyen t6 ( du&i d~ng Kern gluconat 56mg) 8mg". 

27 .11. Bigenmax 1 G, s6 dang kY: VD-2123 3-14 cua Cang ty c6 ph~n duqc ph~m 
Bidiphar 1, trong quy6t dinh ghi ten thu6c Ia "Bigenmax 1 G"; nay dinh chinh ten thu6c 
la "Bigemax 1g". 

27.12. Bigenmax 200, s6 dang lcy: VD-21234-14 cua Cang ty c6 ph~n duqc 
phfim Bidiphar 1, trong quy6t dinh ghi ten thu6c la "Bigenmax 200"; nay dinh chinh ten 
thu6c la "Bigemax 200". 

27.13. B6 ph6 chi khai 19, s6 dang Icy: VD-21451-14 cua Cang ty c6 phk TM 
duqc VTYT Khai Ha, trong quy6t dinh ghi ho~t ch~t chinh-ham luqng la "M6i l9 I 00 
ml chua cac ch~t chi6t xu~t tir: B~ch linh 0,9g; Ban h~ ch6 2,08g; Ma mu6i 3,3g; Cam 
thao 0,63g; La h~c ha 0,18g; B~ch phan 0,2g; Tinh d~u h~c ha 0,13g; M~ch man 3,13g; 
Bach h9 7,15g; Cat canh 3,13g; Ty ha di~p 3,25g; Tang h~ch hi 3,13g; Ma hoang 
0,68g"; nay dinh chinh ho~t ch~t chinh-ham luqng la "M6i l9 125 ml chua cac ch~t chi6t 
xu~t tir: B~ch linh 0,9g; Ban h~ ch6 2,08g; Ma mu6i 3,3g; Cam thao 0,63g; La b~c ha 
0,18g; B~ch phan 0,2g; Tinh d~u h~c ha 0,13g; M~ch man 3,13g; Bach b9 7,15g; Cat 
canh 3,13g; Ty ha di~p 3,25g; Tang h~ch hi 3,13g; Ma hoang 0,68g". 

27.14. Atenolol, s6 dang kY VD-21391-14 cua Cang ty c6 ph~n duqc ph~m TV. 
Pharm, trong quy6t djnh ghi quy each dong goi la "H9p 6 vi x 10 vi en"; nay dinh chinh 
quy each dong goi la "H9p 6 vi, 10 vi, 20 vi x 1 0 vi en". 

28. Cang van s6 7545/QLD-DK ngay 9/5/2014 cua Cvc Quan ly duqc v€ vi~c gia 
h~n hi~u h,rc s6 dang kY thu6c: 
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28.1. Parocontin, s6 cUing k)l: QLBB-353-12 cua Cong ty c6 phin duqc ph~m 
Tipharco, trong cong van ghi ten thu6c la "Paracontin"; nay dinh chinh ten thu6c la 
"Parocontin". 

29. Cong van s6 11582/QLD-BK ngay 0817/2014 cua C\lc Quan ly duqc v6 vi~c 
gia h~n hi~u h,rc s6 dang kY thu6c: 

29.1. Ban n6ng ho, s6 dang k)l: V920-H12-10 cua Ca sa sfm xu~t thu6c y hoc c6 
truy6n Phu San, trong cong van ghi ten thu6c la "Ban n6ng do"; nay dinh chinh ten 
thu6c la "Ban n6ng ho". 

Cl,lc Qufm ly Duqc thong bao d€ cac dan vi bi~t. 

Nui nltl)n: 
- Nhutren; 

- BT. Nguy~n Thi Kim TiSn (d~ b/c); 
- Cvc Quan y - B9 Qu6c phong, Cvc Y tS - B9 Cong an; 
- Cvc Y tS giao thong v~n tai - B9 GTVT; 
- T6ng Cvc Hai Quan- B9 Tai Chinh; 
- Bao hi~m xa h9i Vi~t Nam; 
- Vv Phap chS, Cvc Quan ly Y, Duqc c6 truySn, Cvc Quan 
Kluim, chfra b~nh - B9 Y tS; Thanh tra B9 Y tS; 
- Vi~n KN thu6c TW, VKN thu6c TP.HCM; 
- T6ng Cong ty Duqc VN; 
- Cac B~nh vi~n, Vi~n c6 giu<mg b~nh tnrc thu9c BYT; 
-Website cua C1,1c QLD, T~p chi Duqc & My ph~m; P. QLKDD; 
- Luu: VP, DKT (8b). 

· Trll'O'ng QuBc CU'O'ng 
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