BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUGQC. Djc liap - Ty do - Hanh phiic
S64/4FQLD-DK
V/v Dinh chinh quyét dinh cfp SPK Ha Noi, ngay /9 thang § ndm 2014
Kinh giri:

- S4'Y té céc tinh, thanh phé tryc thude trung wong;
- Céc cOng ty dang k¥ ¢6 thude duge dinh chinh.

Cuc Quan Iy Duge - BO Y té théng béo diéu chinh mét sé nfi dung trong céc
Quyét dinh cap s ding ky thubc sén xuét trong nuéc nhur sau:

1. Quyét dinh s6 195/QD-QLD ngay 23/11/2005 cua Cuc truéng Cuc Quén 1y
duoc vé viéc cong bd 397 tén thudc sin xuét trong nuéc duge phép hru hanh tai Viét
Nam - Dot 92:

1.1. Hoan bd thén 4m, sé ding ky: VNB-4412-05 (d4 gia han s6 ding ky dén hét
ngdy 31/12/2014) ctia Céng ty ¢ phin dugc phim Ha Nam, trong quyét dinh ghi quy
cach dong géi 1a “Hop 10 goéi x 50g; Thi 10 gbéi x 50g hoan cimg”; nay dinh chinh quy
cach déng g6i 1a “Hop 10 gbi x 5g; Tai 10 gbi x 50g hoan cimg”.

2. Quyét diph s6 292/QP-QLD ngy 04/11/2009 ciia Cyc truéng Cyc Quén Iy
dugc vé vide cong bd 754 tén thube sin xudt trong nuéc duge phép hru hanh tai Vit
Nam - Dot 118:

2.1. Amfapraz 40, sb ding ky: VD-9316-09; Amlevo 500, sé ding ky: VD-9317-
09; Amlevo 750, sé ding ky: VD-9318-09; Cezil Cough, s6 ding ky: VD-9319-09;
Irsatim 150, s dang ky: VD-9320-09; Irsatim 300, s6 ding ky: VD-9321-09; Irsatim 75,
s0 dang ky: VD-9322-09; Legatabb 70, sb ding ky: VD-9323-09; Mecam 15, sb ding
ky: VD-9324-09; Mecam 7,5, s6 diing ky: VD-9325-09; Pilifase — M 15/500, sb ding
ky: VD-9326-09; Pilifase — M 15/850, sé ding ky: VD-9327-09; Pilifase 15, s 4ing ky:
VD-9328-09; Pilifase 30, sb ding ky: VD-9329-09; Rosfase 2, sé ding ky: VD-9330-
09; Rosfase 4, so dang ky: VD-9331-09; Rosfase-M 4/500, sd ddng ky: VD-9332-09;
Sosworm, so ding ky: VD-9333-09; Xytab, 56 dang ky VD-9334-09 cia Céng ty cb
phén dugc phdm Ampharco U.S.A, trong quyét dinh ghi dia chi cia cdng ty ding ky/san
xuét ]1a “Khu cdng nghi¢p Nhon Trach, huyén Nhon Trach, tinh Pong Nai”; nay dinh
chinh dja chi céng ty ding ky/san xuft 1a “Khu céng nghiép Nhon Trach 3, huyén Nhon
Trach, tinh Déng Nai”.

3. Quyét dinh sé 42/QP-QLD ngay 24/02/2010 clia Cyc truéng Cyc Quan ly
dugc vé viéc cong bd 1033 tén thudc san xult trong nuéc dwge phép hvu hanh tai Viét
Nam - Pgt 119:

3.1. Cetirizine Ampharco, s6 dang ky: VD-10073-10; Cezil-D, sb ding ky: VD-
10074-10; Rosfase-M 2/500, s6 ding ky: VD-10075-10 ciia Céng ty ¢d phan dugc phim
Ampharco U.S.A, trong quyét dinh ghi dja chi ciia céng ty ding ky/sdn xuft 1a “Khu
cong nghiép Nhon Trach, huyén Nhon Trach, tinh Dong Nai”; nay dinh chinh dja chi
cBé‘gzg ty ding ky/san xuét la “Khu céng nghiép Nhon Trach 3, huyén Nhon Trach, tinh

ng Nai”.



4, Quyét dinh s6 93/QD-QLD ngay 15/4/2010 ciia Cyc truéng Cyc Quén ly
dugc vé viée cong bd 542 tén thubc san xuit trong nuée duge phép huu hanh tai Viét
Nam - Dot 120:

4.1. Sosfever Fort, s6 diing ky: VD-10978-10 ctia Cong ty cb phin duge phdm
Ampharco U.S.A, trong quyét dinh ghi dia chi cia cong ty ding ky/san xuft 13 “Khu
céng nghiép Nhon Trach, huyén Nhon Trach, tinh Ddng Nai”; nay dinh chinh dia chi
cdng ty ding ky/san xuht 1a “Khu céng nghiép Nhon Trach 3, huyén Nhon Trach, tinh
Dong Nai”.

5. Quyét dinh sé 159/QD-QLD ngay 16/06/2010 ciia Cyc truéng Cuc Quén
1y dugc vé viéc cong bb 761 tén thudc san xubt trong nuéc duge phép lhru hanh tai
Viét Nam - Dot 121:

5.1. Sosdol, s6 dang ky: VD-11512-10; Cezil Fast, s6 dfing ky: VD-11511-10 ciia
Cong ty ¢0 phén dugc phzm Ampharco U.S.A, trong quyét dinh ghi dia chi ciia cong ty
diing ky/san xuft 13 “Khu ¢6ng nghiép Nhon Trach, huyén Nhon Trach, tinh Dong Nai”;
nay dinh chinh dja chi cong ty ding ky/sin xuft 12 “Khu cdng nghiép Nhon Trach 3,
huyén Nhon Trach, tinh Péng Nai”. '

6. Quyét dinh s6 264/QD-QLD ngay 06/9/2010 ctia Cuc trudng Cuc Quéan ly
dugc vé viéc cong bd 640 tén thubc san xubt trong nude duge phép huu hanh tai Viét
Nam - Dot 122: )

6.1. Neotazin MR, s ding ky: VD-12201-10 cia Céng ty ¢ phin dugc phim
Ampharco U.S.A, trong quyét dinh ghi dia chi ciia cdng ty dang ky/san xuit 13 “Khu
cbng nghiép Nhon Trach, huyén Nhon Trach, tinh DPong Nai”; nay dinh chinh dia chi
cong ty ding ky/san xuft 1a “Khu céng nghiép Nhon Trach 3, huyén Nhon Trach, tinh

ng Nai”, '

6.2. Hoan Iyc vi dia hoang, sb diing ky: VD-12139-10 cha Cong ty ¢b phin céng
nghé cao Traphaco trong quyét dinh ghi thanh phin hoat cht 13 “Thuc dja, Hoai son,
Son thi, M&u don bi, Phy linh, Trach t3”; nay dinh chinh thinh phén hoat chét 1 “Thuc
dia, Hoai son, Son thii, MAu don bi, Phuc linh, Trach ta”.

6.3. fch méu, sb ding ky: VD-12143-10 ciia Céng ty cb phén cong nghé cao
Traphaco trong quyét dinh ghi thinh phin hoat chét 14 “Huong phu 1,312g, Nga ciru
1,050g, ich mau 4,2g”; nay dinh chinh thanh phén hoat chit 1d “Huong phu 1,312,
Ngéi ciru 1,050g, ich méau 4,2g”.

6.4. Vidibest — herbs, sb ding ky: VD-12575-10 clia Céng ty cb phén Traphaco,
trong quyét dinh ghi thanh phén hoat chét 12 “Trach ta, Thuc dja, Thio quyét minh, Hoai
son, Ha khé thao, Ha thy 6, Cic hoa”; nay dinh chinh thanh phin hoat chét 1 “Bét
duong qui, Trach ta, Thuc dja, Thio quyét minh, Hodi son, Ha khd thao, Ha thi 8, Céc
hoa”-

7. Quyét dinh sé 339/QDP-QLD ngdy 25/10/2010 ciia Cyc truéng Cyc Quan
Iy duge vé viéc cong bd 550 tén thubc sén xuét trong nuéc duge phép huru hanh tai
Viét Nam - Dot 123:

7.1. Nidal Day, s dang ky: VD-12771-10; Nidal Fort, s dang ky: VD-12772-10;
Sosdol Fort, s dang ky: VD-12773-10; Sosfever, sb ding ky: VD-12774-10; Sossleep,
sé dang ky: VD-12775-10; Sossleep Fort, sé ding ky: VD-12776-10 cia Céng ty cb
phin duge phdm Ampharco U.S.A, trong quyét dinh ghi dia chi ciia cong ty dang ky/san
xuét 13 “Khu céng nghiép Nhon Trach, huyén Nhon Trach, tinh Ddng Nai”; nay dinh



chinh dja chi cdng ty dang ky/san xuit la “Khu cdng nghiép Nhon Trach 3, huyén Nhon
Trach, tinh Péng Nai”.

8. quyét dinh s 435/QD-QLD ngay 23/12/2010 ciia Cyc truéng Cuc Quan
ly dugc vé viéc cong bo 544 tén thudc sén xufit trong nuéc duge phép luu hanh tai
Viét Nam - Dot 124:

8.1. Ambinox, s6 ding ky: VD-13322-10; Amfazol, s§ ding ky: VD-13323-10;
Amfuncid, sé ding ky: VD-13324-10; Ampharin, s6 ding ky: VD-13325-10; Anxipill,
sé ding ky: VD-13326-10; Fasgel Allergy, s6 dang ky: VD-13327-10; Neuroton-M
1500, s ding ky: VD-13328-10; Soscough, sé ding ky: VD-13329-10 cuia Cong ty cb
phén dugc phim Ampharco U.S.A, trong quyét dinh ghi dia chi clia cong ty déing ky/sén
xuét 1a “Khu céng nghiép Nhon Trach, huyén Nhon Trach, tinh Déng Nai”; nay dinh
chinh dja chi c¢ong ty ding ky/sén xuft 13 “Khu cong nghiép Nhon Trach 3, huyén Nhon
Trach, tinh Ddng Nai”.

9. Quyét dinh s6 39/QD-QLD ngay 10/02/2011 cia Cyc truéng Cyc Quén Iy
duge vé viéc cong bd 414 tén thube sin xudt trong nuée duge phép luu hanh tai Viét
Nam - Dot 125: -

9.1. Amtim, s0 ding ky: VD-13757-11; Amtrinil, s6 diing ky: VD-13758-11 ciia
Céng ty cd phin dwgc phdm Ampharco U.S.A, trong quyét dinh ghi dja chi ciia cong ty
dzng ky/san xuat 12 “Khu céng nghiép Nhon Trach, huyén Nhon Trach, tinh Pdng Nai”;
nay dinh chinh dia chi cong ty dang ky/san xuft 12 “Khu cong nghiép Nhon Trach 3,
huyén Nhon Trach, tinh Pdng Nai”.

10. Quyét dinh s6 81/QD-QLD ngay 23/3/2011 ciia Cyc truémg Cyc Quan ly
Dugc cong bd 461 thubc san xuét trong nuéc duge phép luu hanh tai Viét Nam - Dot
126:

10.1. Soshydra, sé dang ky: VD-14242-11 cia Cong ty cb phin dugc phim
Ampharco U.S.A, trong quyét dinh ghi dang bao ché 12 “thudc cdm” va ghi dja chi cia
cbng ty dang ky/san xuat 12 “Khu cong nghiép Nhon Trach, huyén Nhon Trach, tinh
Dong Nai”; nay dinh chinh dang bao ché 12 “thudc bdt” va dia chi cong ty diing ky/sin
xuét 12 “Khu c6ng nghiép Nhon Trach 3, huyén Nhon Trach, tinh Dbng Nai”.

10.2. Becofort, s ding ky: VD-14236-11 cia Céng ty cb phdn dugc phim
Ampharco U.S.A, trong quyét djnh ghi thanh phin hoat chét 13 “Thiamin mononitrat
125 mg, Pyridoxiin HC1 125 mg, Cyanocobalamin 0,25 mg” va ghi dja chi cia cong ty
dang ky/san xuét Ia “Khu cong nghiép Nhon Trach, huyén Nhon Trach, tinh Déng Nai”;
nay dinh chinh thanh phén hoat chét 12 “Thiamin mononitrat 125 mg, Pyridoxin HC]
125 mg, Cyanocobalamin 0,25 mg” va dia chi cong ty dang ky/sén xuft 1a “Khu cong
nghiép Nhon Trach 3, huyén Nhon Trach, tinh Ddng Nai”.

10.3. Ampha 3B, s6 dang ky: VD-14231-11; Ampha 3B, sé ky: VD-14232-
11; Amphalizol 400, sé ding ky: VD-14233-11; Amphalizol 600, s6 ding ky: VD-
14234-11; Becofort, sé dang ky: VD-14235-11; Cezil Kid, s§ ding ky: VD-14237-11;
Mycophenolate mofetil, s6 dang ky: VD-14238-11; Neuroton, s§ dang ky: VD-14239-
11; Sos Mectin-3, sé diing ky: VD-14240-11; Soshydra, sé ky: VD-14241-11;
Tervit H, s ding ky: VD-14243-11 clia Cong ty cb phdn dugc phdm Ampharco U.S.A,
trong quyét dinh ghi dja chi ciia cong ty ding ky/san xuft 1a “Khu cong nghiép Nhon
Trach, huyén Nhon Trach, tinh Péng Nai”; nay dinh chinh dja chi cfng ty ding ky/san
xudit 1a “Khu céng nghié¢p Nhon Trach 3, huyén Nhon Trach, tinh Ddng Nai”.



11. Quyét dinh s6 123/QD-QLD ngay 20/4/2011 ctia Cyc trudng Cuc Quian
Iy dugc v& viéc cong bd 274 tén thudc san xuit trong nuéc duge phép lwu hanh tai
Viét Nam - Dot 127:

11.1. Rovalstat 10, sé ding ky: VD-14673-11; Rovalstat 20, sé ding ky: VD-
14674-11 ciia Céng ty c6 phin dugc phim Ampharco U.S.A, trong quyét dinh ghi dia
chi clia cong ty ding ky/san xuét 1a “Khu cong nghiép Nhon Trach, huyén Nhon Trach,
tinh Déng Nai”; nay dinh chinh dja chi cong ty ding ky/sén xuit 12 “Khu céng nghiép
Nhon Trach 3, huyén Nhon Trach, tinh Béng Nai”.

12. Quyét dinh sé 177/QP-QLD ngay 10/06/2011 ciia Cuc trudng Cuc Quin
Iy dugc vé viéc cong bd 167 tén thudc san xudt trong nuéc duge phép lwu hanh tai
Viét Nam - Dot 128:

12.1. Amfatim 160, s6 ding ky: VD-14927-11; Amfatim 80, sb ding ky: VD-
14928-11; Bosamin, sé ding ky: VD-14929-11; Olanzapine, sé dang ky: VD-14930-11
clia Cong ty cd phin dugc phim Ampharco U.S.A, trong quyét dinh ghi dia chi cia
cong ty dang ky/san xuét 12 “Khu céng nghiép Nhon Trach, huyén Nhon Trach, tinh
Dong Nai”; nay dinh chinh dja chi cong ty diing ky/sén xuat 13 “Khu céng nghiép Nhon
Trach 3, huyén Nhon Trach, tinh Péng Nai”.

13. Quyét dinh s 231/QD-QLD ngay 12/07/2011 ctia Cuc truéng Cuc Quéan
1y dugc vé viée cong bd 243 tén thude sin xudt trong nuée duge phép lru hanh tai
Viét Nam - Dot 129:

13.1. Ampha BC Complex, s6 ding ky: VD-15098-11; Ampha E-400, s§ ding
ky: VD-15099-11; Amufast, s6 ding ky: VD-15100-11; Dermaderm, sé déng ky: VD-
15101-11; K-Cort, s6 ding ky: VD-15102-11; Keraderm, sé ding ky: VD-15103-11;
Mucocapp, so6 ding ky: VD-15104-11; Ostoflex 1500, so dang ky: VD-15105-11;
Pharmax G2, sé ding ky: VD-15106-11 ciia Cong ty c6 phén dugc pham Ampharco
U.S.A, trong quyét dinh ghi dja chi cia céng ty diing ky/sin xuit 12 “Khu céng nghiép
Nhon Trach, huyén Nhon Trach, tinh Dong Nai”; nay dinh chinh dja chi cong ty ding
ky/sin xuit 13 “Khu cong nghiép Nhon Trach 3, huyén Nhon Trach, tinh Déng Nai”.

14. Quyét dinh s6 352/QP-QLD ngay 15/09/2011 cia Cyc trudng Cyc Quéan
Iy dugc vé viéc cong bd 339 tén thubc san xuét trong nuéc drge phép luu hanh tai
Viét Nam - Pgt 130:

14.1. Amfacort, s6 dang ky: VD-15368-11; Amfamag-B6, sé ding ky: VD-
15369-11; Orafort 200, sé dang ky: VD-15370-11 cia Céng ty cb phin dugc phim
Ampharco U.S.A, trong quyét dinh ghi dja chi ciia cdng ty ding ky/san xuft 12 “Khu
cdng nghiép Nhon Trach, huyén Nhon Trach, tinh Pdng Nai”; nay dinh chinh dia chi
cag:ngg ty dang ky/sin xuft 1 “Khu céng nghiép Nhon Trach 3, huyén Nhon Trach, tinh
Pdng Nai”.

15. Quyét dinh sé 406/QP-QLD ngay 13/10/2011 ctia Cyc trudng Cuc Quan
1y duge v& viéc cong bd 294 tén thubc san xudt trong nuée duge phép hwu hanh tai
Viét Nam - Dot 131:

15.1. Amcalfort D, sb ding ky: VD-15705-11; Amfacin, s6 ding ky: VD-15706-
11; Amfacort, sé dang ky: VD-15707-11; Amfadol 500, sé dang ky: VD-15708-11;
Amfadol Plus, sé ding ky: VD-15709-11; Ampha C, sé dang ky: VD-15710-11;



Calmilk, s6 dang ky: VD-15711-11; Glucoflex 250, sé ding ky: VD-15712-11;
Glucoflex 500, s& ding ky: VD-15713-11; Glucoflex 750, s6 ding ky: VD-15714-11;
Omesoft, sé dang ky: VD-15715-11; Pharmax, sb déing ky: VD-15716-11 ciia Cong ty
¢ phin dugc phdm Ampharco U.S.A, trong quyét dinh ghi dja chi cia cong ty dang
ky/san xuét 1a “Khu cong nghiép Nhon Trach, huyén Nhon Trach, tinh Pdng Nai”; nay
dinh chinh dia chi cong ty dang ky/san xust !4 “Khu céng nghiép Nhon Trach 3, huyén
Nhon Trach, tinh Pdng Nai”.

16. Quyét dinh s6 506/QD-QLD ngéy 08/12/2011 ciia Cuc truéng Cuc Quan
ly duoc vé viéc cong bd 227 tén thudc san xudt trong nuéc duge phép lwu hanh tai
Viét Nam - Dot 132: )

16.1. Amfadol 650, sé dang ky: VD-15985-11; Labapraz, sb déing ky: VD-15986-
11; Loraqut, sb dang ky: VD-15987-11; Ostoflex 7§0, s0 ding ky: VD-15988-11;
Soscort, s6 ding ky: VD-15989-11 cia Cong ty cb phén duge pbﬁn Ampharco U.S.A,
trong quyét dinh ghi dja chi cia cong ty d4ng ky/san xuft 13 “Khu cong nghiép Nhon
Trach, huyén Nhon Trach, tinh Pdng Nai”; nay dinh chinh dja chi céng ty d%ng ky/sén
xuit la “Khu cong nghiép Nhon Trach 3, huyén Nhon Trach, tinh Png Nai”.

17. Quyét dinh sé 20/QDP-QLD ngay 12/01/2012 cia Cuc trudng Cuc Quan
ly dugc vé viéc cong bd 317 tén thude sin xubt trong nuéc dwge phép lwu hanh tai
Viét Nam - Dot 133:

17.1. Amclovir, sé ding ky: VD-16208-12; Amclovir 200, s6 ding ky: VD-
16209-12; Flexoflex 250, sb dang ky: VD-16210-12; Listate 10, s6 ding ky: VD-16211-
12; Listate 20, sé ding ky: VD-16212-12; Neuroton — M 500, s6 ding ky: VD-16213-
12; Sylgan — S, s6 ding ky: V106-H12-13 ciia Céng ty cb phin dugc phim Ampharco
U.S.A, trong quyét dinh ghi dia chi ciia cdng ty dang ky/san xuft 13 “Khu cbng nghiép
Nhon Trach, huyén Nhon Trach, tinh Pdng Nai”; nay dinh chinh dja chi cong ty ding
ky/san xuft 12 “Khu céng nghiép Nhon Trach 3, huyén Nhon Trach, tinh Ddng Nai”.

18. Quyét dinh s6 144/QD-QLD ngay 07/6/2012 ctia Cuc truéng Cuc Quan
ly duge vé viée cong bd 592 tén thudc sin xut trong nuéc duge phép hru hanh tai
Viét Nam - Dot 135:

18.1. Plurivica, s6 ding ky: VD-16823-12 ciia Céng ty ¢ phin dugc phim 2/9,
trong quyét dinh ghi hoat chét chinh- ham lugng 12 “M&i vién chira: Vitamin Bl 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 1,8mg”; nay
dinh chinh hoat chét chinh- ham lugng 1a: “M8&i 40g chira: Vitamin B1 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. Quyét dinh s6 67/QD-QLD ngay 01/4/2013 ctia Cyc truéng Cyc Quan Iy
duge vé viéc ban hanh danh myc 226 thudc san xuét trong nu6c duge cép sb ding ky
lwu hanh tai Viét Nam - Dot 139:

19.1. Vién dai trang, s6 ding ky: VD-18844-13 cia Céng ty TNHH dugc phim
Fito Pharma, trong quyét dinh ghi hoat chit chinh- ham lwong 12 “86,86mg cao khé
dugc ligu twong dwong: Hoang lién 800mg; Méc huwong 300mg; Ngo thd du 120mg; Bt
min duge liéu Hoang lién 400mg”; nay dinh chinh hoat chét chinh- ham lugng 1a “Méi



vién chira: Cao khé duge ligu 86,67mg tuong duong: Hoang lién 800mg, Mgc huong
300mg, Ngé thu du 120mg; Bot min dugc liéu Hoang lién 400mg”.

20. Quyét dinh sé 240/QD-QLD ngay 10/9/2013 ciia Cyc trudng Cuc Quén Iy
dugc vé viéc ban hanh danh muc 503 thudc sin xuét trong nuée duge cip sd dang ky
luu hanh tai Vigt Nam - Dot 141:

20.1 Tenamyd-cefuroxlm 750, sb dang ky: VD-19452-13 ciia Cong ty cb phén
dugc phdm Tenamyd, trong quyct dinh ghi dang bao ché 1a “Thudc bt pha tién” va qui
cach dong géi 1a “Hop 1 lo + 1 éng nvuéc cit pha tiem™; nay ¢ dinh chinh dang bao ché 13
“Thudc bdt pha tiém” va qui cach déng g6i 1a “Hop 1 lo + 1 dng nuéc cét pha tiém; Hop
10 ip™. _

20.2. Cardovers 4mg, sb dang ky: VD-19432-13 ciia Céng ty cd phén dugc phim
Sao Kim, trong quyét dinh ghi tén thudc 12 “Cardovers 4mg”™; nay dinh chinh tén thudc
1a “Cadovers 4mg”.

21. Quyét dinh sb 288/QP-QLD ngay 08/11/2013 cda Cyc truéng Cuc Quan ly
dugc vé viéc ban hianh danh muc 323 thudc sén xuft trong nuéc duge cp sb ding ky
Iuu hanh tai Viét Nam - Dot 142;

21.1. Ircovas 150, sé ding ky: VD-19849-13 cia Cong ty c¢b phin dwge phim
Bidiphar 1, trong quyét dinh ghi tiéu chuln chét lrong 13 “TCCS”; nay dinh chinh tiéu
chuin chét wong 12 “USP 347,

21.2. Trimackit, sb dang ky: VD-19809-13 do Céng ty cb phan dugc ATM dang
ky, Céng ty cb phin duge Ha Tinh sin xut, trong quyét dinh ghi hogt chit chinh - ham
lwgng 14 “Sulfamethoxazol 200mg, Trimethoprim 40mg”; nay dinh chinh hoat chét
chinh - ham lugng 12 “M3i Sml chira: Sulfamethoxazol 200mg, Trimethoprim 40mg”.

22. Quyét dinh s6 414/QD-QLD ngay 27/12/2013 ciia Cuc trudng Cuc Quién 1y
duoc v& viéc ban hanh danh myc 270 thudc sin xuft trong nuéc duge cip sé dang ky hru
hanh tai Viét Nam - Dot 143:

22.1. Amucopect-New, s6 diing kj: VD-20252-13 ctia Céng ty cb phin dugc
phim trung wong 1 - Pharbaco, trong quyét dinh ghi tén thudc 1a “Amucopect-New”;
nay dinh chinh tén thuéc 12 “Amucopect-New for children”.

22.2. Cestasin, sé ding ky: VD-20298-13 clia Céng ty cb phin duge Vacopharm,
trong quyét dinh ghi tudi tho ciia thudc 12 “24 thing”; nay dinh chinh tudi the ciia thube
12 “36 thang”.

22.3. Ecingel, sé dang ky: VD-20169-13 cia Céng ty cb phin dugc phim
Agimexpharm, trong quyét dinh ghi quy céch déng g6i 1a “Hop 1 tuyp nhyra 1g”; nay
dinh chinh quy cach d6ng g6i 1a “Hop 1 tuyp nhua 10g”.

23 Quyét dinh sé 134/QD-QLD ngdy 04/03/2014 cia Cuyc truéng Cuc Quaén ly
dwgc v& viéc ban hanh danh myc 204 thudc san xuét trong nuéc dugc clp s ding ky
luu hanh tai Viét Nam - Dot 144:

23.1 Alverin, 56 ding ky: VD-20494-14 ciia Cong ty cb phin duge-vit tr y té
Thanh Héa, trong quyét dinh ghi hoat chét chinh - ham Iuong 12 “Alverin (dudi dang
Alverin citrat) 40mg” va ti€éu chuén 1a “DDVN IV™; nay dinh chinh hoat chét chinh -
ham hrong 13 “Alverin citrat 40mg” va tiéu chuén 12 “TCCS”,



24. Quyét dinh s6 296/QD-QLD ngy 12/6/2014 cia Cyc truéng Cyc Quén ly
duge v& viée ban hanh danh myc 582 thudc sén xuét trong nuéc duge cép s6 ding ky
hru hanh tai Viét Nam - Dot 145: o .

24.1. Sibalyn tab, s6 ding ky: VD-20831-14 cia Cong ty cb phan dugc pham
trung wong 1 - Pharbaco, trong quyét dinh ghi hoat chit, ham lugng 12 “Acid thiotic
600mg”; nay dfnh chinh hoat chét, ham lugng 12 “Acid thioctic 600mg”.

24.2. Tinifast 180, sé ding ky: VD-20799-14 cia Cong ty c6 phin dugc phdm
OPV, trong quyét dinh ghi qui cich déng g6i 1a “Hép 10 vi x 10 vién”; nay dinh chinh
qui c4ch déng géi 12 “Hop 10 vi x 10 vién; hop 1 vi x 10 vién”.

24.3. Panadol extra, s6 dang ky: VD-21189-14 do Céng ty Glaxosmithkline Pte.
Ltd- Singapore ding ky va Cong ty cb phan dugc phim Sanofi-Synthelabo Viét Nam
sin xudt, trong quyét dinh ghi qui c4ch d6ng go6i 13 “Hop 15 vi x 12 vién”; nay dinh
chinh qui céch d6ng géi 1a “Hép 15 vi x 12 vién; hdp 2 vi x 12 vién “,

24.4. Ciprofloxacin Kabi, s§ ding ky: VD-20943-14 cia Cdng ty cb phin
Fresenius Kabi Bidiphar, trong quyét dinh ghi dang bao ché 12 “Dung djch tiém”, tiéu
chuén 12 “BP2010”; nay dinh chinh dang bio ché 12 “Dung djch tiém truyén”, tiéu chuén
la “BP2013”.

24.5. Vidalgesic cap., s6 ding ky: VD-20859-14 do Céong ty cb phin dwgc phdm
trung wong Vidipha ding ky va Chi nhanh cbng ty cb phén dugc phim trung wong
Vidipha san xuét, trong quyét dinh ghi tiéu chuén 12 “DDVN IV”; nay dinh chinh tiéu
chuén 12 “TCCS”.

24.6. Agostini, sd diing ky: VD-21047-14 cia Céng ty TNHH Dugc phim Dat Vi
Phé, trong quyét dinh ghi thanh phin hoat chét 1a “Alendronic acid (dwéi dang
alendronat natri) 70mg”; nay dinh chinh thanh phén hoat chét 14 “Alendronic acid (dudi
dang alendronat natri) 70mg; Cholecalciferol 140mcg (5600 UI)”.

24.7. Lafaxor, s6 ding ky: VD-21058-14 clia Céng ty TNHH Dugc phim Pat Vi
Phu, trong quyét dinh ghi dang bao ché 12 “vién nén bao phim”; nay dinh chinh dang
bao ché 13 “vién nang cimg”.

24.8, Clotrimazole 1% Cream, sb ding ky: VD-20838-14 ciia Cong ty 8 phin
dugc phdm Trung wong 2, trong quyét dinh ghi tén thubc 12 “Clotrimazole 1% Cream”
va tiéu chuéin thanh phém ta “TCCS”; nay dinh chinh t&n thubc 1 “Clotrimazole 1%” va
tiéu chuén thanh phim 1a “DPVN IV”.

24.9. Zolmed 150, s6 dang ky: VD-20723-14 cia Céng ty cb phin dugc phim
Glomed, trong quyét dinh ghi quy cach déng géi 12 “Hop 1 vi, 10 vi x 10 vién”; nay
dinh chinh quy cich d6ng g6t 1a “Hop 1 vi x 1 vién, 10 vién™.

24.10. Glokort, sé ding ky: VD-20710-14 cia Céng ty c& phin dugc phim
Glomed, trong quyét dinh ghi thanh phdn hoat chit 13 “Betamethason (duwéi dang
Betamethason dipropionat) 0,64 mg/lg”; nay dinh chinh thanh phén hoat chét l1a
“Betamethason (dudi dang Betamethason dipropionat) 0,5 mg/1g”.

24.11. Adelesing, sb ding ky: VD-21146-14 cia Céng ty TNHH Phil Inter
Pharma, trong quyét dinh ghi tiéu chuin 12 “USP 32”; nay dinh chinh tiéu chudn Ia
“TCCS™.

24.12. Camtecan, sé ding ky: VD-21149-14 cia Céng ty TNHH Phil Inter
Pharma, trong quyét dinh ghi tidu chudn 12 “USP 32”; nay dinh chinh tiéu chuin I3
“TCCS™.



24.13 Gentrikin, s§ ding ky: VD-21152-14 cta Céng ty TNHH Phil Inter
Pharma, trong quyét dinh ghi thanh phan hoat chit 12 “Gentamycin sulfat 10mg;
Econazol nitrat 100mg; Triamcinolon acetonid 10mg”; nay dinh chinh thanh phén hoat
chét l1a “Gentamycin sulfat 10mg (hoat luc); Econazol nitrat 100mg; Triamcinolon
acetonid 10mg”.

24.14. Philvolte, sé ding ky: VD-21157-14 cia Céng ty TNHH Phil Inter
Pharma, trong quyét dinh ghi thanh phin hoat chét 14 “Gentamycin sulfat 10mg;
Clotrimazol 100mg; Betamethason dipropionat 6,4mg”; nay dinh chinh thanh phin hoat
chit 1a “Gentamycin sulfat 10mg (hoat luc); Clotrimazol 100mg; Betamethason
dipropionat 6,4mg”.

24.15. Philmenorin, s6 ding ky: VD-21155-14 cia Céng ty TNHH Phil Inter
Pharma, trong quyét dinh ghi thanh phidn hoat chit 1a “Tocopheryl acetat 50mg;
Oryzanol 2,5mg; Retinyl palmitat 750IU”; nay dinh chinh thanh phan hoat chét Ia
“Tocopheryl acetat 50mg; y-Oryzanol 2,5mg; Retinyl palmitat 750IU”.

24.16. Cadiferol-400 IU, sé dang ky: VD-21173-14 caa Céng ty TNHH US
pharma USA, trong quyét dinh ghi thanh phin hoat chét 12 “Vitamin E (dl-alpha
tocopheryl acetat) 400 IU”; nay dinh chinh thanh phén hoat chét 1a “Vitamin E (d-alpha
tocopheryl acetat) 400 IU”.

24.17. Telmisartan 80, s6 ding ky VD-20873-14 ciia Cong ty cb phin dugc phdm
TV.Pharm, trong quyét dinh ghi dang bao ché 1a “Vién nén bao phim”; nay dinh chinh
dang bao ché 12 “Vién nén”.

24.18. KIM TIEN THAO Thudc trj séi than, s6 ding ky: VD-20777-14 do Céng
ty ¢b phin dwgc phdm OPC ding ky va Chi nhanh cdng ty ¢b phén dugc phdm OPC tai
Binh Duong — Nha méy dugc phim OPC sin xudlt, trong quyét dinh ghi thanh phén hoat
chat 14 “Cao kim tlén thao 120mg”, tudi tho “48 thang”; nay dinh chinh thanh phén hoat
chét 1 “Cao kim tién thao (frong dwong dugc liéu kim tién thao 2,4g) 120mg™, tdi tho
“36 thang™.

24.19. Ampicillin trihydrat, s6 dang ky: VD-20947-14 cia Céng ty ¢4 phén héa -
dwrgc phim Mekophar trong quyét dinh ghi tén thudc 13 “Ampicillin trihydrat”, nay dinh
chinh tén thudc 13 “Ampicillin trihydrate”.

24.20. Mekocefal, s  dang ky: VD-20952-14 cia Cong ty ¢6 phin héa - duge
phém Mekophar, trong quyét dinh ghi tiéu chuin 12 “DDVN IV”; nay dinh chinh tiéu
chuén 1 “TCCS”.

24.21. Mekocefal, sé ding ky: VD-20953-14 ciia Cong ty ¢b phin héa - duge
phdm Mekophar, trong quyét dinh ghi tiéu chuén 1a “DPVN IV™; nay dinh chinh tiéu
chuén 12 “TCCS”. o

24.22. Prednisone Smg, sb ding ky: VD-20956-14 cua Cong ty ¢6 phan héa -
dugc phim Mekophar, trong quyét dinh ghi quy cach dong goi 12 “Hop 10 vi x 10 vién,
chai 200 vién”; nay dinh chinh quy céch déng géi la “Hép 20 vi x 10 vién, chai 200
vién”.

24.23. Quincef 125, so ding ky: VD-20958-14 cha Cong ty c¢b phén héa - duge
phdm Mekophar, trong quyét dinh ghi tiéu chuén 12 “TCCS”; nay dinh chinh tiéu chudn
12 “DDVN IV”.



24.24. Combimin, sé ding ky: VD-20989-14 ciia Cdng ty cb phin Pymepharco,
trong quyét dinh ghi hoat chét chinh - him lugng 12 “M&i éng 2ml chita: Thiamin HCI
Img; Pyridoxin HCl 4mg; Riboflavin natri phosphat 4mg; Nicotinamid 6mg;
Dexpanthenol 40 mg”; nay dinh chinh hoat chit chinh - ham leong 1a “M8i éng 2ml
chira: Thiamin HCl 1mg; Pyridoxin HCl 4mg; Riboflavin natri phosphat 4mg;
Nicotinamid 40mg; Dexpanthenol 6 mg”.

25. Quyét dinh sé 297/QDP-QLD ngay 12/6/2014 cia Cyc truéng Cuc Quan ly
duge cong bd 13 thude tir dugce liéu san xuft trong nuwéc duge phép Iwu hanh tai Viét
Nam - dot 145:

25.1 Tonimide, sé ding ky: V13-H12-14 ciia Cong ty TNHH Phil Inter Pharma,
trong quyét dinh ghi thanh phin hoat chét 1a “Cao cardus marianus (twong dwong 100mg
Silymarin, 60mg Silybin) 200mg”; nay dinh chinh thianh phin hoat chit 1a “Cao carduus
marianus (trong durong 100mg Silymarin, 60mg Silybin) 200mg”.

25.2. Michitol, sé ding ky: V4-H12-14 ciia Céng ty cb phin dugc phim dong
duge S, trong quyét dinh ghi tén thudc 12 “Michitol”; nay dinh chinh tén thubc 12
“Michotol”,

26. Quyét dinh sé 352/QD-QLD ngay 17/7/2014 ciia Cyc truémg Cyuc Quin 1y
duge cong bd 03 thubc san xult trong nude (thubc cb hoat chit, phéi hop hoat chit hogc
dang bao ché 1in diu ding ky tai Viét Nam - s déing ky c6 higu Iyc 2 nim) dugc phép
lru hanh tai Viét Nam - dgt 145:

" 26.} Virizolmed, s ding ky: QLDB-443-14 clia Cdng ty ¢b phin dugc phim
Glomed, trong quyét dinh ghi tén thube 13 “Virizolmed”; nay dinh chinh tén thudc 1a
“Vorizolmed”.

27. Quyét dinh sé 437/QD-QLD ngay 12/8/2014 ciia Cyc truéng Cuc Quén ly
dugc vé viéc ban hanh danh muc 412 thudc sin xuét trong nuéc duge clp sb ding ky
luvu hanh tai Viét Nam - Dot 146:

27.1. Nuée v6 khubn 48 tiém, sé ding ky: VD-21551-14 do Céng ty TNHH
MTV duge phidm Trung uong 1 diing ky, Cong ty ¢b phin duge phdm CPC1 Ha Noi sén
xudit, trong quyét dinh ghi tén thudc 12 “Nuée vé khuén d€ tiém™, hoat chét chinh - ham
lugng 14 “Nuée vé khudn Smi”; nay dinh chinh tén thudc 12 “Nuéce cét bng nhyra™, hoat
chét chinh - ham lugng 12 “Nudc cit pha tiém (Nu6e vo khuén 88 tiém) Smi”.

27.2. Spiramycin 0,75M.IU, s6 diing ky: VD-21358-14 ciia Céng ty ¢b phén duge
phém Tipharco, trong quyét dinh ghi dang bao ché 13 “Thudc bdt ubng”; nay dinh chinh
dang bao ché 13 “Thubc cbm pha hdn djch uéng”.

27.3 Cybercef 750mg, sb ding ky: VD-21461-14 ciia Cong ty cb phin xuét nhap
khiu y té€ Domesco, trong quyét dinh ghi thanh phén hoat chét la “Sultamicillin (dusi
dang Sultamicillin tosylat) 750mg”; nay dinh chinh thinh phin hoat chit 1A
“Sultamicillin (du6i dang Sultamicillin tosilat) 750mg”.

27.4 Dospasmin 40 mg, sé ding ky: VD-21463-14 ciia Céng ty cb phn xuft
nhép khu y té Domesco, trong quyét dinh ghi tudi tho ciia thudc 12 “24 thang”; nay
dinh chinh tudi tho ciia thubc 12 “48 thang”.

27.5 Atorvastatin 10, s6 ding ky: VD-21312-14; Atorvastatin 20, sé ding ky:
VD-21313-14; Lansoprazol, s6 dang ky: VD-21314-14 va Simvastatin sé ding ky: VD-
21317-14 cda Céng ty cb phin dugc phdm Khanh Hoa, trong quyét dinh ghi dia chi



cdng ty ding ky la “82 Théng Nhit, TP. Nha Trang, Khénh Hoa — Viét Nam”; nay dinh
chinh dja chi cong ty ding ky 1i “74 Théng Nhit, TP. Nha Trang, Khanh Hoa — Viét
Nam”. |

27.6 Patoprazol, s6 déing ky: VD-21315-14 ciia Céng ty ¢b phin dwgc phim
Khénh Hoa, trong quyét dinh ghi tén thudc 13 “Patoprazol” va dja chi céng ty ding ky 12
“82 Théng Nhét, TP. Nha Trang, Khénh Hda — Viét Nam”; nay dinh chinh tén thuéc 13
“Pantoprazol” va dja chi cng ty ding ky 12 “74 Théng Nhit, TP. Nha Trang, Kh4nh
Hoa — Viét Nam”.

27.7 Piracetam plus, s ding ky: VD-21316-14 ciia Cong ty cb phén dugc phim
Khénh Héa, trong quzet dinh ghi tén thuoc 1a “Piracetam plus” va dja chi cong ty ding
ky 12 “82 Théng Nhat, TP, Nha Trang, Khinh Hoa — Viét Nam”; nay dinh chinh tén
thubc 12 “Kacetam plus” va dja chi cong ty ding ky 12 “74 Théng Nhit, TP. Nha Trang,
Khénh Hoa — Viét Nam”.

27.8. Golhistine, sé dang ky: VD-21318-14 ciia Cong ty cb phén dirgc phim Me
Di Sun, trong quyét dinh ghi thanh phén hoat chit 1a “Betahistidine dihydroclorid 16
mg”; nay dinh chinh thanh phén hoat chét 13 “Betahistin dihydroclorid 16 mg”.

27.9. Quanliver, s6 dfing ky: VD-21423-14 ciia Cong ty cd phin dugc vét tu y té
Hai Duong, trong quyét dinh ghi hoat chét chinh - ham hugng 13 “Cao dic Actiso (tuong
dwong 2,1g 14 Actiso) 150 mg; Cao dic rau ding dit (twong duong 1,6g rau déng dit)
150 mg; Bot bim bim biéc 16 mg”; nay dinh chinh hoat cht chinh - him lugng 12 “Cao
diic Actiso (twong dwong 2,1g 14 Actiso) 200 mg; Cao dic rau ding dét (twong duong
1,6g rau diing dit) 150 mg; Bot bim bim biéc 16 mg”.

27.10. Siro Snapcef, s6 diing ky: VD-21199-14 do Céng ty cb phin duge ATM
ding ky, Céng ty cb phéan duge vit tr y té Hai Duong san xuit, trong quyét dinh ghi
hoat chét chinh - ham luong 12 “M3i 5ml siro chira: K&m nguyén té (duéi dang Kém
gluconat) 8mg”; nay dinh chinh hoat chét chinh - ham leong 12 “M3i 5Sml siro chira:
K&m nguyén té (dudi dang K&m gluconat 56mg) 8mg”.

27.11. Bigenmax 1G, sb ding ky: VD-21233-14 cta Céng ty cb phin dugc phim
Bidiphar 1, trong quyét dinh ghi tén thubc 14 “Bigenmax 1G”; nay dinh chinh tén thubc
12 “Bigemax 1g”.

27.12. Bigenmax 200, s6 dang ky: VD-21234-14 cia Céng ty ¢d phin dugc
phim Bidiphar 1, trong quyét dinh ghi tén thudc 12 “Bigenmax 200”; nay dinh chinh tén
thudc 12 “Bigemax 200”. o

27.13. Bb phé chi khéi 19, s§ ding ky: VD-21451-14 ciia Céng ty cd phdn TM
duge VTYT Khai Ha, trong quyét dinh ghi hoat chét chinh-ham luong Ia “Mdi 1o 100
ml chira cic chit chiét xuét tir: Bach linh 0,9g; B4n ha ché 2,08g; Mo mudi 3,3g; Cam
thio 0,63g; L4 bac ha 0,18g; Bach phan 0,2g; Tinh déu bac ha 0,13g; Mach mén 3,13g;
Béch b 7,15g; C4t canh 3,13g; Ty ba diép 3,25g; Tang bach bi 3,13g; Ma hoan
0,68g™; nay dinh chinh hogt chét chinh-ham lwong 12 “M3i lo 125 ml chita c4c chit chiét
xudt tir: Bach linh 0,9g; Bén ha ché 2,08g; Mo mudi 3,3g; Cam thao 0,63g; L4 bac ha
0,18g; Bach phan 0,2g; Tinh diu bac ha 0,13g; Mach mén 3,13g; Bach bd 7,15g; Cat
c4nh 3,13g; Ty ba diép 3,25g; Tang bach bi 3,13g; Ma hoang 0,68g”.

27.14. Atenolol, sé ding ky VD-21391-14 cia Céng ty cb phin duge phim TV.
Pharm, trong quyét dinh ghi quy c4ch déng g6i 13 “Hop 6 vi x 10 vién™; nay dinh chinh
quy céch déng g6i 12 “Hép 6 vi, 10 vi, 20 vi x 10 vién™.

28. Céng véin s 7545/QLD-DK ngay 9/5/2014 cita Cuc Quan Iy duge vé viée gia
han hiéu lyc sé ding ky thudc:



28.1. Parocontin, sé dang ky: QLDPB-353-12 cia Céng ty c¢b phin dugc phim
Tipharco, trong ¢Ong vin ghi tén thudc 1d “Paracontin”; nay dinh chinh tén thubc Ia
“Parocontin™,

29. Céng vin sb 11582/QLD-DK ngay 08/7/2014 clia Cyc Quén ly duge v& viée
gia han hiéu lyc sb ding ky thube: '

29.1. Ban néng ho, sb dang ky: V920-H12-10 ciia Co s& san xuét thube y hoc cb
truyén Phi Son, trong cong vin ghi tén thudc la “Ban néng d6™; nay dinh chinh tén
thudc 1a “Ban néng ho™.

Cuc Quan ly Dugc thong béo d€ cac don vj biét.
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