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Do Ko Do BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc 1ap - Tw do - Hanh phuc
S6: 549 /QDP-QLD Ha Ngi, ngay 02 thdng 08 nam 2024
QUYET PINH

Vé viée ban hanh danh myc 41 thudc sin xuit trong nwéc
dugce cap giay dang ky luu hanh tai Viét Nam - Dot 206

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duoc sé 105/2016/QH13 ngay 06/4/2016;
Can cir Nghi dinh sé 95/2022/ND-CP ngay 15/11/2022 ciia Chinh phii quy
dinh chirc nang, nhiém vu, quyén han va co cdu té chire ciia Bé Y té;

Can cir Quyét dinh sé 1969/0P-BYT ngdy 26/4/2023 ciia Bé trudng Bé Y té
quy dinh chirc nang, nhiém vu, quyén han va co cdu té chire ciia Cuc Quan Iy Duge
thuéc Bo Y té;

Can cit Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia BY trucng Bo Y té
quy dinh vi¢c dang ky leu hanh thuédc, nguyéen li¢u lam thuoc

Can cir két lugn cia Hoi dong tw van cdp gidy dang ky luu hanh thudc,
nguyén liéu lam thuoc - B6 Y té dot 206 tai Cong vin s6 60/[HPTV-VPHP ngdy
20/6/2024 cua Van phong Hoi dong tw van cap GPKLH thuéc, nguyén liéu lam
thuoc,

Theo dé nghi ciia Trudng phong Ping ky thuée, Cuc Qudn 1y Duorc.

QUYET PINH:

Piéu 1. Ban hanh kem theo Quyét dinh nay danh muc 41 thudc san xuat
trong nudc duoc cap gidy dang ky luu hanh tai Viét Nam - Dot 206, cu thé:

1. Danh muc 40 thudc san xuat trong nudc dugc cap gidy dang ky luu hanh
tai Viét Nam hiéu luc 05 nam (Phu luc I kem theo).

2. Danh myc 01 thudc san xuat trong nudc duoc cap gidy dang ky luu hanh
tai Viét Nam hiéu luc 03 nam (Phu luc II kem theo).

Picéu 2. Co sd san xuét va co sé dang ky thudc c6 trach nhiém:

1. San xuét thudc theo ding cac hd so, tai lidu da dang ky v6i Bo Y té va
phai in s6 dang ky dugc BO Y t& Viét Nam cip 1én nhan thudc.

2. Chi duogc san xuit, dua ra luu hanh cac thudc kiém soat dic biét khi co
Gidy chting nhan du diéu kién kinh doanh dugc pham vi kinh doanh thudc phai
kiém soat ddc biét phu hop v6i pham vi hoat dong ciia co s& dap tmg quy dinh tai
khoan 5 Piéu 143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ciia Chinh phu
quy dinh chi tiét mot s6 diéu va bién phap thi hanh Luat Dugc.

3. Thuc hién viéc cap nhat tiéu chuan chat lugng cua thudc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia BO truong Bo Y té quy dinh vé
chét lugng thudc, nguyén li¢u lam thudc, Thong tu s6 03/2020/TT-BYT ngay
22/01/2020 cia Bo truéng BO Y té stra doi, bd sung mot s6 diéu cua Thong tu
11/2018/TT-BYT quy dinh vé chat lugng thudc, nguyén liéu lam thude.

4. Cap nhat nhan thudc, to huéng dan sir dung thubc theo quy dinh tai Thong
tu s6 01/2018/TT-BYT ngay 18/01/2018 ctia Bo trudng Bo Y té quy dinh ghi nhén
thudc, nguyén liéu 1am thudc va to hudng dan st dung thude trong thoi han 06
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thang ké tir ngdy ky ban hanh Quyét dinh nay, theo hinh thtic thay d6i, bd sung gidy
dang ky luu hanh thude.

5. Phdi hop véi cac co so diéu tri dé thuc hién theo dung cac quy dinh hién
hanh vé thudc ké don, theo ddi an toan, hiéu qua, tac dung khong mong mudn cia
thude trén nguoi Viét Nam va tong hop, bao co theo quy dinh tai Diéu 5 Thong tu
s6 08/2022/TT-BYT dbi voi cac thude trong Phu luc II ban hanh kém theo Quyét
dinh nay.

6. Co s¢ ding ky thude phai bao dam duy tri diéu kién hoat dong trong thoi
gian hiéu lyc cua gidy dang ky luu hanh thudc, nguyén liéu 1am thubc. Trong
truong hop khong con dap ung du diéu kién hoat dong, co s& ding ky phai c6 trach
nhiém thuc hién thay d6i co s dang ky theo quy dinh tai Thong tu s6 08/2022/TT-
BYT trong thoi han 30 ngay ké tir ngdy co sé dang ky khong con du diéu kién hoat
dong.

7. Co s& san xuat thudce phai bdo dam cac diéu kién hoat dong cua co so san
xuat trong thoi han hiéu lyc cia gidy dang ky luu hanh thubc, nguyén liéu 1am
thudce.

Piéu 3. Quyét dinh nay co hiéu luc ké tir ngay ky ban hanh.

Piéu 4. Giam doc S¢ Y té cac tinh, thanh phd tryc thudc Trung wong va
Giam dbc co so san xuat va co s¢ dang ky co thudce tai Piéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

Noi nhin: . CUC TRUONG
- Nhu biéu 4; 2R H.C N

- BT. Pao Hong Lan (dé b/c);
- TT. D3 Xuén Tuyén (dé b/c); (5] e
- Cuc Quany - Bo Qudc phong, Cuc Y té - Bo Cong anj @\ -
- Cuc Y t¢ GTVT - Bj Giao thong van tai; »
- Téng Cuc Hai quan - B Tai chinh;

- Bao hiém x4 h¢i Viét Nam; N L £ \
B3 Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vil Tuan Cuong
B, Van phong HPTV cidp GPKLH thudc, NLLT;

- Vién KN thudc TU, Vién KN thuéc TP. HCM;

- Téng Cong ty Dugc Viét Nam - Cong ty CP;

- Cac Bénh vién, Vién c6 giuong bénh tryc thuoc BO Y té;

- Trung tm mua sim tap trung thudc quoc gia;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT,;

Website;

- Luu: VT, DK (C.H) (02b).




Phu luc I
DANH MUC 40 THUOC SAN XUAT TRONG NUOC PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 05 NAM - POT 206

(Kém theo Quyét dinh s6 549  /OP-QLD ngdy 02  thdng 08  ndm 2024
cua Cuc Quan ly Duoc)
STT Tén thudc Hoat chit chinh - [Dang bao ché| Quy cich déng géi | Tiéu Tudi S6 ding ky
Ham lwgng chuan tho
(thang)
(@) @) ©) (4) ©) (6) () ©)

1. Co sé diang ky: (Co sé dat gia cong): Medochemie LTD. (Dia chi: 1-10 Constantinoupoleos street, 3011 Limassol,
Cyprus)
1.1. Co s6 san xuét: (Co sé nhin gia cong): Cong ty TNHH Medochemie (Vién Pong) (Pia chi: S6 40 VSIP II duong sd
6, Khu cong nghiép Viét Nam — Singapore II, Khu lién hop cdng nghiép — dich vu — d6 thi Binh Duong, Phuong Hoa Phu,

Thanh phé Thi Dau Mét, Tinh Binh Duong, Viét Nam)

1 [Vacontil 2mg Loperamide Vién nang Hop 3 vi x 10 vién, NSX 24 893600648524
hydrochloride 2mg  |cling Hop 10 vi x 10 vién
2 |Vedilma400mg [lbuprofen lysine Vién nén bao [Hop 1 vix 10 vién, NSX 36 893600648624

684mg tuong duong
ibuprofen 400mg

phim

Hop 2 vi x 10 vién,
Hop 3 vi x 10 vién,
Hop 5 vi x 10 vién,
Hop 10 vi x 10 vién,
Hop 20 vi x 10 vién,
Hop 50 vi x 10 vién

2. Co s¢ diang ky: Cong ty ¢6 phan dwoc phim Agimexpharm (Dia chi: 27 Nguyén Thai Hoc, P. My Binh, TP. Long
Xuyén, An Giang, Viét Nam)

2.1. Co s& san xuit: Chi nhanh cong ty ¢6 phian dwgc phim Agimexpharm - Nha may sin xuit dwgc phim
Agimexpharm (BPia chi: Buong Vii Trong Phung, Khém Thanh An, P. M§ Théi, TP. Long Xuyén, An Giang, Viét Nam)

3 |Danazol 50 Danazol 50mg Vién nang Hop 3 vi x 10 vién, NSX 36 893110648724
cung Hop 6 vi x 10 vién,
Hop 10 vi x 10 vién
4  |Floxtac 300 Ofloxacin 300mg Vién nén bao [Hop 3 vix 10 vién, NSX 36 893115648824
phim Hop 6 vi x 10 vién,
Hop 10 vi x 10 vién
5 |Gaptinew 400 Gabapentin 400mg  |Vién nang Hop 3 vi x 10 vién, NSX 36 893110648924
cling Hop 6 vi x 10 vién,
Hop 10 vi x 10 vién
6 |Pleminos Fort Diosmin 1000mg Vién nénbao [Hop 2 vix 15 vién, NSX 48 893110649024
phim Hop 4 vi x 15 vién,
Hop 10 vi x 15 vién,
Hop 20 vi x 15 vién,
Hop 1 chai x 30 vién;
Hop 1 chai x 60 vién;
Hop 1 chai x 100 vién
7 |Zokicetam 1000 |Levetiracetam Vién nén bao |Hop 03 vi x 10 vién, NSX 36 893110649124

1000mg

phim

Hop 10 vi x 10 vién

3. Co sé diing ky: Cong ty ¢6 phan Dwoc pham Boston Viét Nam (Dia chi: S6 43 duong s6 8, KCN Viét Nam —
Singapore, phuong Binh Hoa, thanh phd Thuan An, tinh Binh Duong, Viét Nam)

3.1. Co s6 san xuit: Cong ty c6 phan Duwgc phim Boston Viét Nam (Dia chi: S6 43, duong sb 8, khu cong nghiép Viét
Nam — Singapore, phuong Binh Hoa, thanh ph6 Thuan An, tinh Binh Duong, Viét Nam (Toa nha san xuat s6 1))
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STT Tén thudc Hoat chit chinh - [Dang bao ché| Quy cich déng géi | Tiéu Tudi S6 ding ky
Ham luwgng chuin tho
(thang)
(@) @) ©) (4) ©) (6) () ©)
8 |Gastro-Bisal Bismuth subsalicylat |Vién nén nhai |Hop 10 vi x 10 vién, NSX 36 893110649224
Tablet 262,5mg Hop 5 vi x 10 vién,
Hop 3 vi x 10 vién
9 |Montelukast Montelukast (dudi  [Vién nén bao |Hop 3 vi x 10 vién, NSX 36 893110649324
Boston Tab dang montelukast phim Hop 5 vi x 10 vién,
natri) 10mg Hop 10 vi x 10 vién
10 (Zenbos 200 Albendazol 200mg  [Viénnénbao |Hop 1 vi x 2 vién NSX 36 893100649424
phim

3.2. Co sé san xuét: Cong ty c6 phan Dwgce pham Boston Viét Nam (DPia chi: Toa nha s6 2, s6 43, duong sé 8, khu cong
nghiép Viét Nam — Singapore, phuong Binh Hoa, thanh ph Thuan An, tinh Binh Duong, Viét Nam)

11 |Paracetamol
650 mg

Paracetamol 650mg

Vién nén bao
phim

Hop 10 vi x 10 vién,
Hop 10 vi x 12 vién,

Hop 1 chai x 200 vién

NSX

24

893100649524

4. Co sé diang ky: Cong ty Co phan Dwgc phim CPC1 Ha Noi (Pia chi: Cum Cong nghiép Ha Binh Phuong, x3 Vin
Binh, huyén Thudng Tin, thanh phd Ha Noi, Viét Nam)
4.1. Co sé san xuat: Cong ty C6 phan Dwoc phdm CPC1 Ha Ngi (Dja chi: Cum Cong nghiép Ha Binh Phuong, xd Vin
Binh, huyén Thudng Tin, thanh phd Ha Noi, Viét Nam)

12 |Terizin

Levocetirizin
dihydrochloride
2,5mg/5ml

Dung dich
ubng

Hop 2 vi x 5 ong x
5ml, Hop 4 vi x 5 6ng
x 5ml; Hop 6 vix 5
dng x 5ml; Hop 8 vi x
5 6ng x 5ml; Hop 2 vi
x 5 dng x 10ml, Hop
4 vix 5 6ngx 10ml;
Hop 6 vi x 5 dng x
10ml; Hop 8 vix 5
ong x 10ml; Hop 1 lo
x 30ml; Hop 1 1o x
60ml; Hop 1 lo x
75ml; Hop 1 1o x
150ml

NSX

36

893100649624

5. Co s¢ diang ky: Cong ty ¢6 phan dwgc phim HND (Pia chi: Tang 8, Toa nha Kim Hoan, 16 D14, Khu d6 thi m&i Cau
Gidy, Phuong My Pinh 2, quan Nam Tir Liém, thanh ph Ha Noi, Viét Nam)
5.1. Co sé san xuat: Cong ty ¢ phan US Pharma USA (Dja chi: L& B1- 10, Puong D2, KCN Tay Béc Cu Chi, 4p Bau
Tre 2, xd Tan An Hoi, huyén Ca Chi, TP.H) Chi Minh, Viét Nam)

13 [Duraxsonid

Miconazol nitrat
400mg

Vién nang
mém dat am
dao

Hop 01 vi x 10 vién,
Hop 03 vi x 10 vién

NSX

36

893110649724

6. Co sé diang ky: Cong ty ¢6 phan dwgc phim Me Di Sun (Pia chi: S6 521, Khu phd An Loi, Phuong Hoa Loi, Thi xa
Bén Cat, Tinh Binh Duong, Viét Nam)
6.1. Co sé san xuat: Cong ty c6 phan dwgec phdm Me Di Sun (Dia chi: S6 521, Khu phé An Loi, Phudng Hoa Loi, Thi x
Bén Cat, Tinh Binh Duong, Viét Nam)

14 |Cefprozil 250 Cefprozil 250mg Vién nén bao |Chai 100 vién, Hop NSX 36 893110649824
phim 03 vi x 10 vién, Hop
10 vi x 10 vién
15 |Golcoxib 400 Celecoxib 400mg Vién nang Hop 10 vi x 10 vién, NSX 36 893110649924
cing Chai 100 vién, Chai

200 vién
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STT Tén thudc Hoat chit chinh - [Dang bao ché| Quy cich déng géi | Tiéu Tudi S6 ding ky
Ham luwgng chuin tho
(thang)
@) ) ©) (4) ©) (6) () @)
16 |Hyfebilol 3.75 Bisoproplol fumarat |Vién nén bao |Hop 3 vi, Hop 6 vi x NSX 36 893110650024
3,75mg phim 10 vién
17 |Mirtazapin OD Mirtazapin 30mg Vién nén Hop 6 vix 10 vién NSX 36 893110650124
MDS 30mg phén tan

trong miéng

7. Co sé diang ky: Cong ty ¢6 phan dwgc pham Savi (Savipharm J.S.C) (Pia chi: L6 Z01-02-03a, Khu Cong nghiép trong

Khu Ché xuit Tan Thuén, Phuong Tan Thuan Bong, Quan 7, Thanh phé Hb Chi Minh, Viét Nam)

7.1. Co sé san xuat: Cong ty co phian dwee phidm Savi (Savipharm J.S.C) (Dia chi: L6 Z01-02-03a, Khu Cong nghiép
trong Khu Ché xuat Tan Thuan, Phuong Tan Thuan Dong, Quan 7, Thanh phé H6 Chi Minh, Viét Nam)

18 ([Savjenta 5

Linagliptin 5mg

Vién nén bao
phim

Hop 3 vi x 10 vién

NSX

36

893110650224

8. Co s¢ diang ky: Cong ty ¢6 phan dwgc phim TV.Pharm (Dia chi: S6 27, Nguyén Chi Thanh, Khém 2, Phuong 9,
Thanh phd Tra Vinh, Tinh Tra Vinh, Viét Nam)
8.1. Co sé san xuét: Cong ty cb phian dwge phdm TV.Pharm (Pia chi: S5 27, Nguyén Chi Thanh, Khom 2, Phuong 9,
Thanh phd Tra Vinh, Tinh Tra Vinh, Viét Nam)

19 |Rosuvastatin
20mg

Rosuvastatin (dudi
dang Rosuvastatin
calcium) 20mg

Vién nén bao
phim

Hop 1 vix 7 vién,
Hop 4 vix 7 vién;
Hop 1 vi x 10 vién,
Hop 3 vi x 10 vién,
Hop 10 vi x 10 vién

NSX

24

893110650324

9. Co s¢ diang ky: Cong ty c6 phan dwoc phim Trang Lién (DPia chi: S6 nha 28, ngach 26, ngd 138 phd Cho Kham Thién,
Phuong Trung Phung, Quin Déng Pa, Thanh phd Ha Noi, Viét Nam)
9.1. Co sé sin xuit: Cong ty co phan US Pharma USA (Pia chi: L6 B1-10, Puong D2, Khu cong nghiép Tay Bac Cu Chi,
ap Bau Tre 2, xi Tan An Hoi, Huyén Ct Chi, Thanh ph H6 Chi Minh, Viét Nam)

20 |Influsan MOi 5ml chira: Siro thudc Hop 1 chai 70ml, Hop [ NSX 36 893100650424
Bromhexin 1 chai 90ml, Hop 1
hydrochlorid 4mg chai 100ml, Hop 1
chai 110ml, Hop 20
6ng, 30 6ng x 5ml
21 |[Rootop M&di 5ml chira: Dung dich Hop 1 chai 70ml, Hop [ NSX 36 893110650524
Ambroxol thude 1 chai 90ml, Hop 1
hydrochlorid 7,5mg; chai 100ml, Hop 1
Clenbuterol chai 110ml; Hop 20

hydrochlorid 0,005mg

6ng, 30 6ng x Sml

10. Co sé diing Ky: Cong ty c6 phan dwge pham Trung wong 3 (Pia chi: 16 Lé Pai Hanh, Phuong Minh Khai, Quan
Hong Bang, thanh ph6 Hai Phong, Viét Nam)
10.1. Co sé san xuét: Cong ty c6 phin dwoc phim Trung wong 3 (Dia chi: S6 28, dudng 351, thén Quynh Hoang, xi
Nam Son, huyén An Duong, thanh phd Hai Phong, Viét Nam)

22 |Arginin
Hydroclorid

Arginin hydroclorid
2000mg/10ml

Dung dich
ubng

Hop 20 ong x 10ml,
Hop 40 6ng x 10ml;
Hop 1 chai x 100ml,
Hop 1 chai x 120ml,
Hop 1 chai x 150ml,
Hop 1 chai x 200ml
(kém cbc dong)

NSX

24

893110650624

11. Co sé diing ky: Cong ty cb phan dwge phdm Vian (Pia chi: S 4, B3 Tap thé Z179, T Hiép, Thanh Tri, Ha Noi, Viét

Nam)
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STT Tén thudc Hoat chit chinh - [Dang bao ché| Quy cich déng géi | Tiéu Tudi S6 ding ky
Ham luwgng chuin tho
(thang)
@) ) ©) (4) ©) (6) () @)

11.1. Co sé san xuit: Cong ty c6 phan Dwge VIYT Hai Dwong (Pia chi: Thira dat s 307, cum Cong nghiép cam
Thuong, Phudng ciAm Thuong, thanh phé Hai Duong, tinh Hai Duong, Viét Nam)

23 |Edmund Tab

Cyanocobalamin
(Vitamin B12) 1mg;
Pyridoxin
hydroclorid (Vitamin
B6) 100mg; Thiamin
hydroclorid (Vitamin
B1) 200mg

Vién nén bao
phim

Hop 5 vi x 10 vién;
Hop 3 vi x 10 vién;
Hop 10 vi x 10 vién

NSX

36

893100650724

12. Co sé diing ky: Cong ty c6 phan dwge pham Vinh Phic (Pia chi: S6 777, duong Mé Linh, phudng Khai Quang,

thanh ph6 Vinh Yén, tinh Vinh Phic, Viét Nam)

12.1. Co sé san xuét: Cong ty ¢d phin dwoc phdm Vinh Phiic (Dia chi: Thén M4u Théng -P.Khai Quang - TP.Vinh Yén -

T.Vinh Phuc- Viét Nam)

24 |Acetad Acetylcystein Dung dich Hop 2 vi x 5 ong x NSX 24 893110650824
2g/10ml dam dac pha |10ml
tiém
25 |Natri Clorid 0,9% |Natri clorid Dung dich Hop 1 vix 5 dng x DbVN 60 |893110650924
45mg/5ml tiém 5ml; Hop 2 vix 5 6ng | hién
x5ml; Hop Svix 5 hanh

éng x 5ml; Hop 10 vi
x 5 6ng x 5ml; Hop 1
vix 5 6ng x 10ml;
Hop 2 vi x 5 dng x
10ml; Hop Svix 5
6ng x 10ml; Hop 10
vi x 5 dng x 10ml

13. Co sé ding ky: Cong ty c6 phin dwoc S.Pharm (Pia chi: Puong D1 Lo G, khu cong nghiép An Nghiép, xa An Hiép,
huyén Chau Thanh, tinh S6c Trang, Viét Nam)

13.1. Co s6 san xuat: Cong ty c6 phan Dwoc S.Pharm (Pia chi: Puong D1 L6 G, khu cong nghiép An Nghiép, xi An
Hiép, huyén Chau Thanh, tinh Sé¢ Trang, Viét Nam)

26 |Ceftibuten 200mg

Ceftibuten (dudi
dang Ceftibuten
hydrat 217,56mg)
200mg

Vién nang
cung

Hop 01 vi, Hop 02 vi,
Hop 03 vi, Hop 10 vi
x 10 vién; Chai 30
vién

NSX

36

893110651024

14. Co s6 ding ky: Cong ty c6 phin dwoc Vacopharm (Pia chi: S6 59 Nguyén Hug, Phuong 1, Thanh phd Tan An, Tinh

Long An, Viét Nam)

14.1. Co s6 san xuit: Cong ty co phan dwge Vacopharm (Dia chi: Km 1954, Qudc 16 1A, Phudng Tan Khanh, Thanh phd
Tan An, Tinh Long An, Viét Nam)

27 |Clophevaco

Chlorpheniramine
maleate 4mg

Vién nén

Hop 10 vi x 20 vién,
Hop 100 vi x 20 vién,
Hop 10 vi x 15 vién,
Hop 100 vi x 15 vién,
Chai 100 vién, Chai
500 vién

NSX

36

893100651124
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STT Tén thudc Hoat chit chinh - [Dang bao ché| Quy cich déng géi | Tiéu Tudi S6 ding ky
Ham luwgng chuin tho
(thang)
@) ) ©) (4) ©) (6) () @)
28 [Vaco Vitamin Ascorbic acid 250mg |Vién nén bao |Hop 10 vi x 10 vién, NSX 24 893110651224
C250 phim Hop 20 vi x 10 vién,

Hop 100 vi x 10 vién,
Chai 100 vién, Chai
200 vién, Chai 500
vién

15. Co sé diing ky: Cong ty C6 phan thwong mai & Dich vu Hali Viét Nam (Dia chi: S6 45 ngd 376 Ngo Gia Ty,
phuong Ptc Giang, quan Long Bién, Thanh Phé Ha Nbi, Viét Nam)
15.1. Co s& san xuét: Cong ty TNHH MTYV 120 Armephaco (Dia chi: S6 118 Vii Xuan Thiéu, Phuong Phuc Loi, Quan
Long Bién, TP. Ha N6i, Viét Nam)

29 [Dalemox

Candesartan Cilexetil
8mg;
Hydrochlorothiazid
12,5mg

Vién nén

Hop 3 vi x 10 vién;
Hop 6 vi x 10 vién;
Hop 10 vi x 10 vién

NSX

24

893110651324

16. Co sé diing ky: Cong ty c6 phan US Pharma USA (Dia chi: L6 B1-10, Puong D2, Khu céng nghiép Tay Béc Cu Chi,
4p Bau Tre 2, x4 Tan An Hoi, Huyén Cii Chi, Thanh Ph HO Chi Minh, Viét Nam)
16.1. Co sé san xuét: Cong ty cd phin US Pharma USA (Pia chi: L6 B1-10, Puong D2, Khu cong nghiép Tay Bic Cu
Chi, ap Bau Tre 2, xa Tan An Hoi, Huyén Ca Chi, Thanh Phé H6 Chi Minh, Viét Nam)

30 |Lymaso 120

Etoricoxib 120mg

Vién nén bao
phim

Hop 3 vi x 10 vién, vi
Alu - PVC/Alu - Alu

NSX

36

893110651424

17. Co sé diing ky: Cong ty Lién doanh Meyer-BPC (Pia chi: 6A3, quic 16 60, phuong Pha Tan, Tp. Bén Tre, tinh Bén

Tre, Viét Nam)

17.1. Co sé san xuét: Cong ty Lién doanh Meyer-BPC (Dia chi: 6A3, quc 16 60, phudng Phi Tan, Tp. Bén Tre, tinh Bén

Tre, Viét Nam)

31 |Meyerdabiga 75

Dabigatran etexilat
(duoi dang
Dabigatran etexilat
mesylat 86,48mg)
75mg

Vién nang
cung

Hop 3 vi x 10 vién,
Hop 6 vi x 10 vién

NSX

36

893110651524

18. Co sé diing Ky: Cong ty TNHH dwgec phdm BV Pharma (Dia chi: S6 18 duong Lé Thi Soc, Ap 2A, X3 Tan Thanh
Tay, Huyén Cua Chi, Thanh phé Ho Chi Minh, Viét Nam)
18.1. Co sé san xuét: Cong ty TNHH dwoc phim BV Pharma (Pia chi: S6 18 dudng Lé Thi Soc, Ap 2A, Xa Tan Thanh
Tay, Huyén Cua Chi, Thanh ph Ho Chi Minh, Viét Nam)

32 |[BvPlatin 5

Linagliptin 5mg

Vién nén bao
phim

Hop 1 vix 10 vién,
Hop 3 vix 10 vién,
Hop 10 vi x 10 vién

NSX

36

893110651624

19. Co sé diing ky: Cong ty TNHH dugc phadm Song Khanh (Dia chi: 20 Nguyén Sy Sach, Phuong 15, Quan Tan Binh,
TP H) Chi Minh, Viét Nam)
19.1. Co s6 san xuit: Cong ty co6 phan US Pharma USA (Pia chi: L6 B1-10, Puong D2, Khu cong nghiép Tay Bic Cu
Chi, ap Bau Tre 2, x4 Tan An Hoi, Huyén Ca Chi, Thanh phé Ho Chi Minh, Viét Nam)

33 |Deferatab

Deferasirox 250mg

Vién nén
phén tan

Hop 2 vi, 4 vi, 6 vi, 8
vi x 7 vién, vi Alu
—PVC/Alu —Alu; Hop
2 vi, 4 vi, 6 vi, 8 vix
10 vién, vi Alu
—PVC/Alu -Alu

NSX

36

893110651724
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34 |Diasita 100 Sitagliptin (dudi Viénnénbao |Hop 3,6, 10vix 10 NSX 36 893110651824
dang Sitagliptin phim vién, vi Alu—
phosphat monohydrat PVC/Alu — Alu; Chai

128,5mg) 100mg

30 vién, Chai 60 vién,
Chai 100 vién

20. Co s6 diang ky: Cong ty TNHH dwge phfim USA — NIC (bia chi: L6 11D, duong C, KCN Tan Tao, P.Tan Tao A,
Q.Binh Tén, Tp.H6 Chi Minh, Viét Nam)
20.1. Co s6 san xuit: Cong ty TNHH dwge pham USA — NIC (Dia chi: L6 11D, dudng C, KCN Tén Tao, P.T4n Tao A,
Q.Binh Tan, Tp.H6 Chi Minh, Viét Nam)

35 |Topmicin

M&di 5ml chira:
Dextromethorphan
HBr 5mg;
Guaifenesin 100mg;
Phenylephrin HCI

Dung dich
ubng

Hoép 5 éng, 10 éng, 20
6ng x Sml; Hop 5
6ng, 10 dng, 20 dng x
10ml; Hop 1 chai
60ml

NSX

36

893110651924

21. Co sé ding ky: Cong ty TNHH Hasan — Dermapharm (Pia chi: Puong s6 2, KCN DPong An, phudng Binh Hoa,
thanh phé Thuén An, tinh Binh Duong, Viét Nam)
21.1. Co s6 san xuit: Cong ty TNHH Hasan — Dermapharm (Dia chi: Puong s6 2, KCN Pong An, phudng Binh Hoa,
thanh phé Thuén An, tinh Binh Duong, Viét Nam)

36 [Glisan 30 MR

Gliclazid 30mg

Vién nén tac
dung kéo dai

Hop 06 vi x 30 vién,
Hop 10 vi x 30 vién

NSX

36

893110652024

22. Co sé dang ky: Cong ty TNHH Lién Doanh Stellapharm - Chi nhanh 1 (Stellapharm J.V. Co., Ltd. - Branch 1) (bia
chi: S6 40 dai 16 Tu Do, Khu cng nghiép Viét Nam - Singapore, Phudng An Phu, Thanh phd Thuén An, Tinh Binh Dwong,

Vigt Nam)

22.1. Co sé¢ san xuat: Cong ty TNHH Lién Doanh Stellapharm - Chi nhanh 1 (Stellapharm J.V. Co., Ltd. - Branch 1)
(Dia chi: S6 40 dai 16 Ty Do, Khu cong nghiép Viét Nam - Singapore, Phudng An Phii, Thanh ph6 Thuan An, Tinh Binh

Duong, Viét Nam)

37 |Caltab-Stella
1250/125

Calcium carbonate
(twong duong
calcium 500mg)
1250mg;
Cholecalciferol (dudi
dang dry vitamin D3
100 GFP 1,25mg)
1251U

Vién nén bao
phim

Hop 6 vi x 10 vién;
Hop 10 vi x 10 vién;
Hop 1 chai x 60 vién;
Hop 1 chai x 100 vién

NSX

24

893100652124

23. Co sé ding ky: Cong ty TNHH Shine Pharma (Dia chi: 40/7 D4t Thanh, Phuong 6, Quan Tan Binh, TP. HS Chi

Minh, Viét Nam)

23.1. Co sé san xuit: Cong ty cb ph?ln dwoc phém Me Di Sun (DPia chi: 521 An Loi, Hoa Loi, Bén Cat, Binh Duong, Viét

Nam)

38 |Rahnob

Milnacipran
hydrochlorid 25mg

Vién nang
cung.

Hop 3 vi x 10 vién,
Hop 6 vi x 10 vién

NSX

36

893110652224

24. Co sé ding ky: Cong ty TNHH thwong mai dwgc phdm Nguyén Vy (Dia chi: 541/24 Su Van Hanh, Phuong 13,
Quan 10, TP. H5 Chi Minh, Viét Nam)

24.1. Co s6 san xuit: Chi nhanh céng ty c6 phan dwgc phim Agimexpharm - Nha may san xuit dwgc phidm
Agimexpharm (Bia chi: Buong Vii Trong Phung, Khém Thanh An, P. M$ Théi, TP. Long Xuyén, An Giang, Viét Nam)

39 |Chimigraine

Flunarizin (duéi
dang Flunarizin
dihydroclorid) 5mg

Vién nang
cung

Hop 10 vi x 10 vién

NSX

24

893110652324
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25. Co s6 ding ky: Cong ty TNHH thwong mai dwoe phim Quoc Té Minh Viét (Dia chi: 95 Pudng 100 Binh Théi,
phuong 14, Quan 11, TP HO Chi Minh, Viét Nam)

25.1. Co sé san xuét: Cong ty c6 phan US Pharma USA (Dia chi: L6 B1- 10, Puong D2, KCN Tay Béc Ca Chi, TP.HO

Chi Minh, Viét Nam)

40

Ezetimibe 10-MV

Ezetimibe 10mg

Vién nén

Hop 3 vi; 5 vi; 10 vix
10 vién, vi Alu
—PVC/Alu —Alu; Chai
50 vién, Chai 100
vién, Chai 200 vién

NSX

36

893110652424

Ghi cha:

Cdach ghi tiéu chudn chat luong thuéc tai cot (6):

- Nha san xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co sé (TCCS), In-house c6 Y nghia twong dwong nhau,

la tiéu chudn chat luong thuoc do co so san xuat xdy dung va déu co thé dwoc ghi trén nhan thuoc.

- Céch viét tat cac tidu chudn chat lwong dwoc dién: Dugc dién Viét Nam (DPVN), Duoc dién Anh (BP), Duoc dién My
(USP), Duoc dién Nhdt Ban (JP), Duogc dién Trung Quéc (CP), Dugc dién Chdu du (EP), Duoc dién Quoc té (IP)...




(Kém theo Quyét dinh s6 549  /OP-QOLD ngay 02

Phu luc II
DANH MUC 01 THUOC SAN XUAT TRONG NUOC PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 03 NAM - POT 206

cua Cuc Quan ly Duoc)

thang 08 nam 2024
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Ham lugng chuin | (thang)
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1. Co sé ding ky: Cong ty TNHH dwoc pham Huy Vin (Dia chi: 511/15 Huynh Vian Banh, phuong 13, Quan Phu
Nhuén, TP H5 Chi Minh, Viét Nam)

1.1. Co s6 san xuét: Cong ty co phan US Pharma USA (Dia chi: L6 B1-10, Puong D2, Khu cng nghiép Tay Béc Cu

Chi, 4p Bau Tre 2, x4 Tan An Hoi, Huyén Cui Chi, Thanh phd Ho Chi Minh, Viét Nam)

1 |Facivir 250 Famciclovir 250mg [Vién nénbao |Hop 3 vi, 5 vi, 10 vi, NSX 36 893110652524
phim x 10 vién, vi Alu-
PVC/AI -Alu,; Chai
50; 100; 200 vién
Ghi cha:

Cdch ghi tiéu chudn chdt heong thuc tai cét (6):
- Nha sdn xudt (NSX), Tiéu chudn nha san xudat (TCNSX), Tiéu chudn co s¢ (TCCS), In-house c6 Y nghia twong dwong
nhau, la tiéu chudn chdt leong thuoc do co sé san xudt xdy dung va déu cé thé dwoc ghi trén nhén thudc.
- Céach viér tat c&c tiéu chuan chdt liong diege dién: Duwoc dién Viét Nam (DDVN), Duoc dién Anh (BP), Dugc dién My
(USP), Duwoc dién Nhdt Ban (JP), Duoc dién Trung Quéc (CP), Duoc dién Chdu du (EP), Duwoc dién Quoc té (IP)...
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