BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Déc 1ap - Tu do - Hanh phic
S6: 197 /Qb-QLD Ha N¢i, ngay 24 thang 03 nam 2023
QUYET PINH

Vé viée ban hanh danh muc 147 thudc san xuat trong nudc
dwgce cap giay dang ky lru hanh tai Viét Nam - Dot 183

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duwoc so 105/2016/QH13 ngay 06/4/2016;
Can cir Nghi dinh so 95/2022/NP-CP ngay 15/11/2022 cia Chinh phii quy
dinh chure nang, nhiém vu, quyén han va co cdu t6 chirc ciia B6 Y té;

Can cir Quyét dinh s6 7868/0D-BYT ngay 28/12/2018 cua B9 truong Bo Y té
quy dinh chirc nang, nhiém vu, quyén han va co cdu t6 chire ciia Cuc Quan 1y Dirgc
thudc Bo Y té;

Can cir Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia B truéng Bé Y té
quy dinh viéc dang ky leu hanh thuéc, nguyen liéu lam thudc;

Can cir két lugn ciia Hoi dong tw van cdp gidy dang ky luu hanh thude, nguyén
liéu lam thuoc - Bo Y té;

Theo dé nghi ciia Truéng phong Dang ky thuéc, Cuc Quan Iy Duorc.

QUYET PINH:

Diéu 1. Ban hanh kém theo Quyét dinh nay danh muc 147 thudc san xuit trong
nuée duge cap gidy ding ky luu hanh tai Viét Nam - Dot 183, cu thé:

1. Danh myc 136 thudc san xuit trong nudc duge cap gidy dang ky luu hanh
tai Viét Nam hi¢u luc 05 nam (Phu luc I kem theo).

2. Danh myc 11 thubc san xuét trong nude duge cp gidy dang ky luu hanh tai
Viét Nam hiéu lyc 03 nam (Phu luc 11 kem theo).

Piéu 2. Co s san xuit va co so ding ky thude c6 trach nhiém:

1. San xuét thudc theo dung cac hd so, tai lidu da ding ky voi BO Y té va phai
in s6 ding ky dugc BO Y té Viét Nam cap 1én nhéan thude.

2. Chi dugc san xuét, dua ra lwu hanh cac thude kiém soat dic biét khi co Gidy
ching nhan du diéu kién kinh doanh dwgc pham vi kinh doanh thudc phai kiém soat
dic biét phu hop v6i pham vi hoat dong cua co s¢ dap img quy dinh tai khoan 5 Diéu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phii quy dinh chi tiét
mot s diéu va bién phap thi hanh Luat Dugc.

3. Thuc hién vi¢c cap nhat ti€u chuan chit luong cua thude theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia B truong Bo Y té quy dinh vé
chat lugng thudc, nguyén liéu lam thudc, Thong tu sb 03/2020/TT-BYT ngay
22/01/2020 cua Bo truéng Bo Y té stra d6i, bd sung mot s6 diéu cua Thong tu
11/2018/TT-BYT quy dinh vé chat lugng thudc, nguyén liéu lam thude.

4. Thyc hién, phéi hop véi co s nhap khau thyc hién theo dung quy dinh tai
Cong van s6 5853/QLD-CL ngay 19/4/2019 cua Cuc Quan Iy Dugc vé viée kiém tra
chat luong nguyén liéu lam thudc nhom sartan ddi véi cac thude thudc danh muc tai
Piéu 1 ban hanh kém theo Quyét dinh nay c6 chtra dugc chét thudc nhom sartan.



5. Cap nhat nhan thudc, t& hudng dan sir dung thude theo quy dinh tai Thong
tu s6 01/2018/TT-BYT ngay 18/01/2018 ctia B trudong Bo Y té quy dinh ghi nhan
thudc, nguyén liéu 1am thudc va t& huéng dan sir dung thude trong thoi han 06 thang
ké tir ngay ky ban hanh Quyét dinh nay, theo hinh thirc thay d6i, bd sung gidy ding
ky luu hanh thudc quy dinh tai Thong tu s6 08/2022/TT-BYT.

6. Phéi hop véi cac co so diéu tri dé thyuc hién theo ding cac quy dinh hién
hanh vé thubc ké don, theo ddi an toan, hiéu qua, tac dung khong mong mudn cta
thuoc trén nguoi Viét Nam va tong hop, bao cao theo quy dinh tai Diéu 5 Thong tu
s6 08/2022/TT-BYT ddi véi cac thude trong Phy luc II ban hanh kém theo Quyét
dinh nay.

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

8. Co so san xuat thudc phai bao dam cac diéu kién hoat dong ctia co s san
xudt trong thoi han higu lyc cla gidy dang ky lwu hanh thudc, nguyén ligu lam thubc.

Piéu 3. Quyét dinh nay c6 hiéu luc ké tur ngay ky ban hanh.

Diéu 4. Giam dbc SO Y té cac tinh, thanh phé truc thude Trung wong va Giam
ddc co sO san xuét va co s& dang ky co thudc tai Piéu 1 chju trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin: — CUC TRUONG
- Nhu biéu 4; BTN

- BT. Pao Hong Lan (dé blc);

- TT. b Xuan Tuyén (de b/c);

- Cuc Quany - Bo Qudc phong, Cuc Y té - B6 Cong an
- Cuc Y t& GTVT - Bo Giao thong van tai;

- Téng Cuc Hai quan - B Tai chinh;

- Bao hlem xa hdi Viét Nam;
BJ Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra V“ Tuin Cudng
B, Vin phong HPTV cip GPKLH thube, NLLT;

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

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

- Cac Bénh vién, Vién c6 giuong bénh tryc thuge Bo Y té;

- Trung tam mua sam tap trung thude quoc gia;

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

Website;

- Luu: VT, BKT.
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Phu luc I
DANH MUC 136 THUOC SAN XUAT TRONG NUGC PUQC CAP GIAY PANG KY
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1. Co sé ding ky: Cong ty c6 phan 5A Farma (Dia chi: 116/45 T6 Hién Thanh, Phuong 15, Quan 10, Thanh phd H) Chi
Minh, Viét Nam)
1.1 Co s& sén xuét: Cong ty cd phan lién doanh duoc phidm Eloge France Viét Nam (Dia chi: Khu Cong nghiép Qué

V3, xi Phuong Liu, huyén Qué V3, tinh Bic Ninh, Viét Nam)

1

DAPA-5A 5mg

Dapagliflozin
(Dudi dang
Dapagliflozin
propanediol
monohydrat)
Smg

Vién nén bao
phim

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

NSX

36

893110052223

2. Co sé ding ky: Cong ty co phin dwgc - trang thiét bi y té Binh Dinh (Bidiphar) (Dia chi: 498 Nguyén Thai Hoc —
Phuong Quang Trung — Tp. Quy Nhon — Tinh Binh Dinh, Viét Nam)
2.1 Co s6 san xuét: Cong ty ¢ phin dugc - trang thiét bi y té Binh Dinh (Bidiphar) (Dia chi: 498 Nguyén Thai Hoc —
Phuong Quang Trung — Tp. Quy Nhon — Tinh Binh Dinh, Viét Nam)

2

Bifamodin
40mg/4ml

Famotidin
40mg/4ml

Dung dich
tiém

Hop 1 1o x 4ml; Hop
510 x 4ml; Hop 10 lo
X 4ml

NSX

24

893110052323

3. Co sé diing ky: Cong ty ¢6 phan Duwge Apimed (Pia chi: S6 263/9 Ly Thuong Kiét, Phuong 15, Quan 11, Thanh phd

Hd Chi Minh, Viét Nam)

3.1 Co 6 san xuit: Cong ty c6 phin Dwgc Apimed (Dia chi: Puong N1, Cum c6ng nghiép Phu Thanh- Vinh Thanh, xi
Vinh Thanh, huyén Nhon Trach, tinh Déng Nai, Viét Nam)

3 |Apicirin 50 Diacerein 50mg Viénnang | Hop 3 vix 10 vién; | NSX 36 893110052423
cung Hop 10 vix 10 vién

4 |Apival Plus 160/ [Valsartan 160mg; |Viénnénbao | HOp2 vix 14 viéen |USP 41 24 893110052523

12,5 Hydroclorothiazid phim
12,5mg

5 |Canpaz 8 Candesartan Vién nén Hop 3 vix 10 vién; | NSX 36 893110052623
cilexetil 8mg Hop 10 vi x 10 vién;
Hop 1 chai 100 vién;
Hop 1 chai 200 vién

6 |Gemfiz 600 Gemfibrozil Vién nén bao | Hop 3 vix 10 vién; |[USP 43 36 893110052723
600mg phim Hop 10 vi x 10 vién;

Hop 1 chai 100 vién;
Hop 1 chai 200 vién
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7 |Lipoic 600 Alpha lipoic acid | Vién nén bao | Hop 3 vi x 10 vién; NSX 24 893110052823
600mg phim Hop 10 vi x 10 vién;
Hop 1 chai 100 vién;
Hop 1 chai 200 vién
8 [|Paricar 500 Mebendazole Vién nén bao | Hop 1 vix 1 vién; NSX 36 893100052923
500mg phim Hop 2 vi x 1 vién

4. Co sé diing ky: Cong ty TNHH Dwge Pham Thai T (Dia chi: S6 3 dudong Nguyén Ba Tuyén, phuong 12, quin Tan
Binh, thanh phé H6 Chi Minh)
4.1. Co sé san xuét: Cong ty c6 phan Dwoc Apimed (Dia chi: Puong N1, Cum cong nghiép Phii Thanh- Vinh Thanh, x3
Vinh Thanh, huyénNhon Trach, tinh Béng Nai, Viét Nam)

9

Xatoban 10

Rivaroxaban 10mg

Vién nén bao
phim

Hop 3 vi x 10 vién

NSX

24

893110053023

5. Co so diing ky: Cong ty C6 phin Dwoc Hau Giang (Dia chi: 288 Bis Nguyén Vin Cir, Phudng An Hoa, Quan Ninh

Kiéu, thanh ph6 Can Tho)

5.1. Co sé san xudt: Cong ty C6 phin Dugec Hiu Giang - Chi nhanh nha may duwge phim DHG tai Hiu Giang (Dia
chi: Lo B2 - B3, Khu cong nghiép Tan Phu Thanh - Giai doan 1, x4 Tan Phti Thanh, huyén Chau Thanh A, tinh Hau Giang,

Viét Nam)
10 [Sildenafil DHG Sildenafil (dudi Viénnénbao | Hop 1 vix 1 vién NSX 24 893110053123
100 dang Sildenafil phim
citrat) 100mg
11 |Hazinta Linagliptin Smg Viénnénbao | Hop3 vix 10viéen | NSX 24 893110053223
phim

6. Co sé diing ky: Cong ty Co phan Dwoc Medipharco (Dia chi: S6 08 Nguyén Trudng To, phuong Phude Vinh, thanh
phd Hué, Tinh Thira Thién Hué)
6.1. Co sé san xuét: Cong ty C6 phan Dwgc Medipharco (Dia chi: S6 08 Nguyén Trudong To, phuong Phude Vinh, thanh
phd Hué, Tinh Thira Thién Hué)

12

Rabeprazol 20

Rabeprazol natri
20mg

Vién nén bao
tan trong rudt

Hop 1 vi x 10 vién;
Hop 2 vi x 10 vién;
Hop 3 vi x 10 vién;
Hop 5 vi x 10 vién;
Hop 10 vi x 10 vién

NSX

36

893110053323

7. Co s¢ ding ky: Cong ty co phan duwgc pham Agimexpharm (Pia chi: 27 Nguyén Thai Hoc, Phudng My Binh, Thanh
phd Long Xuyén, Tinh An Giang)
7.1. Co s san xuat: Chi nhanh cong ty ¢6 phan dwoc phim Agimexpharm- Nha may san xuit dugc phim

Agimexpharm (Dia chi: Pudng Vii Trong Phung, Khom Thanh An, P. My Thoi, TP. Long Xuyén, Tinh An Giang, Viét

Nam)

13

Agifamcin 300

Rifampicin 300mg

Vién nang
cung

Hop 10 vi x 10 vién

NSX

36

893110053423

8. Co sé diing ky: Cong ty Co phan Dwgc pham Ampharco U.S.A (Dia chi: Khu Cong nghiép Nhon Trach 3, thi trin
Hié€p Phudc, huyén Nhon Trach, tinh Déng Nai)
8.1. Co sé san xuét: Cong ty C6 phan Duwgc phim Ampharco U.S.A (Dia chi: Khu Cong nghiép Nhon Trach 3, thi trdn
Hiép Phudc, huyén Nhon Trach, tinh Déng Nai)

14

CarlolAPC 12.5

Carvedilol 12,5mg

Vién nén bao
phim

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

NSX

36

893110053523
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15 |[Sosdol gel Diclofenac (dudi Gel boi da Hop 1 tuyp x 15g; NSX 24 893100053623

9. Co sé diing ky: Cong ty C6 phan Dwoc pham An Thién (Pia chi: 314 Bong Sao, phudng 5, quan 8, Tp.H6 Chi Minh)
9.1. Co sé san xuét: Cong ty C6 phan Dwgc pham An Thién (Dia chi: L6 C16, Pudng s6 9, khu cong nghiép Hiép
Phuéc, Huyén Nha Bé, Thanh phd Ho Chi Minh, Viét Nam)

100 vién

16 |Atiazol 10 mg Aripiprazole 10mg | Vién nén bao | Hop 2 vix 10 vién; | NSX 36 893110053723
phim Hop 3 vix 10 vién;
Hop 5 vix 10 vién;
Hop 10 vi x 10 vién;
Hop 1 chai x 30 vién;
Hop 1 chai x 60 vién;
Hop 1 chai x 100 vién
17 |Atiparin 10 Dapagliflozin Vién nén bao | Hop 2 vi; Hop 3 vix | NSX 36 893110053823
(Dudi dang phim 10 vién; Hop 5 vi x
Dapagliflozin 10 vién; Hop 10 vi x
propanediol 10 vién; Hop 1 chai
monohydrate) 30 vién; Hop 1 chai
10mg 60 vién; Hop 1 chai

10. Co s& ding ky: Cong ty Co phan Dwge pham Boston Viét Nam (Pia chi: S6 43 dudng s6 8, khu cong nghiép Viét
Nam - Singapore, Phudng Binh Hoa, thanh phé Thuin An, Tinh Binh Duong, Viét Nam)
10.1. Co s& san xuét: Cong ty C6 phan Dwoc phim Boston Viét Nam (Dia chi: S6 43 duong sb 8, khu cong nghiép Viét
Nam - Singapore, Phudng Binh Hoa, thanh phé Thuin An, Tinh Binh Duong, Viét Nam)

18 |Ciprofloxacin Ciprofloxacin Viénnénbao | HopSvix 10viéen | NSX 36 893115053923
500mg (dudi dang phim
Ciprofloxacin
hydroclorid)
500mg
19 |Spasmaboston 60 |Alverin citrat Viénnang | Hop 2 vix 10 vién; | NSX 36 893110054023
60mg cung Hop 3 vi x 10 vién;
Hop 5 vi x 10 vién;
Hop 10 vi x 10 vién
20 [Volexin 500 Levofloxacin Vién nén bao | Hop 2 vi x 10 vién; NSX 36 893115054123
(dudi dang phim Hop 3 vi x 10 vién;
Levofloxacin Hop 5 vi x 10 vién
hemihydrat)
500mg

11. Co s& ding ky: Cong ty Co phan Dwge pham CPC1 Ha Néi (Pia chi: Cum Cong nghiép Ha Binh Phuong, xi Vin
Binh, huyén Thudng Tin, thanh phéHe‘l Noi, Viét Nam)
11.1. Co s& san xuét: Cong ty C6 Phin Dugec Pham CPC1 Ha Ngi (Dia chi: Cum cong nghiép Ha Binh Phuong, huyén
Thudng Tin, Thanh phd Ha N6i., ViétNam)
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21 |Pred-new Mobi ml chira: Dung dich Hop 2 vi x 5 6ng x NSX 30 893110054223
Prednisolone udng Sml; Hop 4 vix 5
(twong duong voi ong x 5ml; Hop 6 vi
Prednisolone x 5 6ng x Sml; Hop 8
sodium phosphate vix 5 6ng x 5ml;
1,34mg) Img Hop 2 vi x 5 6ng x
10ml; Hop 4 vix 5
ong x 10ml; Hop 6 vi
x 5 6ng x 10ml; Hop
8 vi x 5 6ng x 10ml;
Hop 1 1o x 30ml
22 |Tamino Mbi ml chira Hon dich Hop 119 x 30 ml NSX 24 893100054323

Paracetamol
100mg

12. Co sé ding ky: Cong ty C6 phan Dwge pham Pat Vi Phu (Dia chi: Lo M7A, Pudng D17, Khu Cong nghiép My
Phudc 1, Phuong Théi Hoa, Thi xa Bén Cat, Tinh Binh Duong, Viét Nam.)
12.1. Co 6 sin xuét: Cong ty Co phian Duge phim Pat Vi Phu (Dia chi: L6 M7A, Pudong D17, Khu Cong nghiép My
Phudc 1, Phuong Thoi Hoa, Thi xa Bén Cat, Tinh Binh Duong, Viét Nam.)

23

Nunley-5

Apixaban 5mg

Vién nén bao
phim

Hop 6 vi x 10 vién

NSX

36

893110054423

13. Co s& ding ky: Cong ty Co phan Dwge pham Duge liéu Pharmedic (S6 367 Nguyén Trii, phuong Nguyén Cu Trinh,

quan 1, TP. H6 Chi Minh)

13.1Co sé san xuit: Cong ty C6 phan Dwge pham Dwge liéu Pharmedic (1/67 Nguyén Vin Qué, phuong Déng Hung
Thuén, quan 12, TP. H5 Chi Minh)

24

Albefar

Albendazol 400mg

Vién nén nhai

Hop 1 vix 1 vién

NSX

36

893100054523

14. Co sé ding ky: Cong ty ¢6 phan dwge pham Fremed (L6 E9—3a, Puong s6 1, Khu cong nghiép Hiép Phudc, Xa Hiép
Phudc, Huyén Nha Bé, Thanh phé Hb Chi Minh, Viét Nam)
14.1. Co s& san xut: Cong ty cb ph?m duge phflm Fremed (L6 E9—3a, Buong s6 1, Khu cong nghiép Hiép Phudce, Xa
Hiép Phudc, Huyén Nha B¢, Thanh phé Hd Chi Minh, Viét Nam)

25 |Fatelmed 120 Fexofenadine Vién nén bao | Hop 3 vi x 10 vién BP 24 893100054623
hydrochloride phim 2020
120mg
26 |Freclovir 200 Acyclovir 200mg Vién nén Hop 3 vix 10 vién, |USP 43 24 893110054723
Hop 10 vi x 10 vién
27 |Freclovir 800 Acyclovir 800mg Vién nén Hop 3 vix 10 vien, |USP 43 24 893110054823
Hop 10 vi x 10 vién
28 |Rocla 50 Sildenafil citrate | Viénnén bao | Hop 1 vix 1 vién, BP 24 893110054923
(Tuong ung voi phim Hop 1 vix 4 vién 2020
50mg Sildenafil)
70,24mg
29 |Rocla 100 Sildenafil citrate | Viénnén bao | Hop 1 vix 1 vién, BP 24 893110055023
(Tuong tng voi phim Hop 1 vi x 4 vién 2020

100mg Sildenafil)
140,48mg
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15. Co s& ding ky: Cong ty ¢6 phan dwoc pham Ha Tay (Dia chi: S5 10A, phd Quang Trung, P. Quang Trung, Q. Ha
Dong, TP. Ha Noi)
15.1. Co s6 san xuét: Cong ty c6 phan dwoc phim Ha Tay (Dia chi: Té dan phé s 4, Phuong La Khé, Quan Ha Pong,
TP. Ha Noi)

30

Fedaxten-50

Pregabalin 50mg

Vién nang
cung

Hop 3 vix 10 vién;
Hop 5 vi x 10 vién

NSX

24

893110055123

16.Co sé ding ky: Cong ty Co phan Dwoc Pham Imexpharm (Dia chi: S6 04, Puong 30/4, Phuong 1, TP. Cao Lénh,
Tinh Pdng Thap, Viét Nam)
16.1. Co s& san xuét: Chi nhanh 3 - Cong ty CPDP Imexpharm tai Binh Dwong (Dia chi: S6 22, Puong s6 2, Khu cong
nghiép Viét Nam - Singapore II, Phuong Hoa Phu, TP.Thu DAu Mot, Tinh Binh Duong, Viét Nam)

31

Imecefzol 250

Cefprozil (dudi
dang cefprozil
monohydrat)
250mg

Vién nén bao
phim

Hop 1 vi x 10 vién;
Hop 2 vi x 10 vién

USP
hién
hanh

24

893110055223

16.2.Co sé san xuat: Chi nhanh Céng ty Co phin Dwgc Phim Imexpharm - Nha may Cong nghé cao Binh Dwong
(Dia chi: S6 21, duong sé 4, khu cong nghiép Viét Nam - Singapore II, phuong Hoa Pha, TP. Thu Dau Mot, tinh Binh
Duong, Viét Nam)

32 |Aescinatnatri 5  |Natri aescinat Smg [Bot dong kho [Hop S lo x Smg; Hop [ NSX 24 893110055323
mg pha tiém 10 lo x S5mg
33 |Aescinat natri 10 |[Natri aescinat Botdong kho | Hop 5 lo x 10mg; NSX 24 893110055423
mg 10mg pha tiém Hop 10 lo x 10mg
34 |Levofloxacin IMP [Levofloxacin Dung dich Hop 5 thi x 1 chai x |JP hién 24 893110055523
750 mg/ 150 mL  |(dudi dang tiém truyén | 150ml; Hop 10 taix | hanh
Levofloxacin 1 chai x 150ml
hemihydrat)
750mg
35 [|Paracetamol 1 g/ [Paracetamol Dungdich | Hop 1 taix 1 chaix |DDVN 24 893110055623
100 mL 1000mg/100ml tiém truyén 100ml; Hop Staix 1 | hién
chai x 100ml; Hop 10 | hanh
tai x 1 chai x 100ml
36 |Esomeprazole Esomeprazol Bot dong kho | Hop 1 1o; Hop 5 lo; NSX 24 893110055723
40mg (Dudi dang pha tiém Hop 10 Io
Esomeprazol
natri) 40mg

16.3. Co s6 san xuit: Chi nhanh Cong ty C6 phian Dwgc Phim Imexpharm - Nha may Céong nghé cao Vinh 1gc (Dia
chi: L6 B15/I-B16/I duong 2A, khu cong nghiép Vinh Loc, phuong Binh Hung Hoa B, quan Binh Tén, thanh ph H6 Chi
Minh, Viét Nam)

37

Momencef MD
250mg/Sml

Sultamicilin 3g

Thudce bét
pha hén dich
ubng

Hop 1 chai x 6g

NSX

24

893110055823

16.4. Co s6 san xuat: Cong ty C6 phan Dwoc Pham Imexpharm (Dia chi: S5 04, Puong 30/4, Phuong 1, TP. Cao Linh,
Tinh Ddng Thap, Viét Nam)
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38 [Imemoti Domperidon (dudi | Vién nén bao | Hop 1 vix 10 vién, [DDVN 24 893110055923
dang domperidon phim Hop 3 vi x 10 vién; hién
maleat) 10mg Hop 10 vix 10 vién; | hanh
Chai 100 vién

17. Co s& ding ky: Cong ty ¢6 phan dwoc pham Me Di Sun (Pia chi: S6 521, khu phd An Loi, phuong Hoa Loi, thi x3
Bén Cat, tinh Binh Duong, Viét Nam)

17.1. Co s& san xuét: Cong ty c6 phan dwgec phdm Me Di Sun (Dia chi: S6 521, khu phd An Loi, phudng Hoa Loi, thi xa
Bén Cat, tinh Binh Duong, Viét Nam)

39 |Pamyltin 20 Ebastin 20mg Vién nén Hop3vix 10vién | NSX 36 893110056023

18. Co s& ding ky: Cong ty ¢6 phan Dugc pham Medbolide (Dia chi:Phong 09, lau 10, toa nha The Everrich 1, s6 968
duong Ba Thang Hai, phuong 15, quan 11, Tp. Hb Chi Minh)

18.1. Co 6 sin xuét: Cong ty Co phin Duwoc Medipharco (Dia chi:S6 08 Nguyén Trudng To, phuong Phude Vinh, thanh
phd Hué, Tinh Thira Thién Hué)

40 |Gofla Apixaban 5mg Viénnénbao | Hop3 vix 10vién | NSX 36 893110056123
phim

19. Co sé ding ky: Cong ty C6 phian Dwge pham OPV (Dia chi: S5 27, Puong 3A, Khu Cong Nghiép Bién Hoa I,
Phudng An Binh, Thanh phd Bién Hoa, Tinh Dong Nai)

19.1. Co sé sin xut: Cong ty Co phin Dugc phim OPV (Pia chi: S6 27, Pudng 3A, Khu Cong Nghiép Bién Hoa II,
Phudng An Binh, Thanh phd Bién Hoa, Tinh Dong Nai)

41 |Ulcersep Bismuth Vién nhai Hop 6 vi x 10 vién; NSX 36 893110056223
subsalicylat Hop 10 vi x 10 vién
262,5mg

20. Co sé¢ ding ky: Cong ty C6 Phan Dwge Phim Otsuka Viét Nam (Pia chi: Chi nhanh Céng ty c6 phan dugc pham
Otsuka Viét Nam tai KCN Long Binh (Amata), dia chi: L6 512, duong s6 13, KCN Long Binh (Amata), P. Long Binh, TP.
Bién Hoa, tinh Pong Nai)

20.1. Co s san xuit: Cong ty C6 phin Dugce phadm Otsuka Viét Nam (Dia chi: Chi nhanh Céng ty ¢ phan dugc phadm
Otsuka Viét Nam tai KCN Long Binh (Amata), dia chi: L6 512, duong s6 13, KCN Long Binh (Amata), P. Long Binh, TP.
Bién Hoa, tinh Pong Nai)

42 [Ringer’s Acetate |M&i ti 500ml Dung dich | Thung 20 tti 500ml [ NSX 30 893110056323
chura: Sodium tiém truyén
chloride 3gam, tinh mach
Calcium
Chloride.2H20

(twong duong
Calcium chloride
0,08g) 0,1gam,
Potassium
Chloride 0,15gam,
Sodium
Acetate.3H20
(twong duong
Sodium acetate
1,15g) 1,9gam
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21. Co sé¢ ding ky: Cong ty ¢ phan Dwoc pham Santa Viét Nam (Dia chi: S6 nha 11, ngach 12, ngd 29, phé Khwong Ha,
phuong Khuwong Dinh, quan Thanh Xuan, thanh phd Ha Noi)

21.1. Co s& san xuét: Cong ty ¢6 phin Duge VTYT Hai Dwong (Pia chi: S6 102, phd Chi Lang, phuong Nguyén Trii,
thanh phd Hai Duong, tinh Hai Duong)

43 |Tidinject Famotidine Dung dich Hop 5 dng, hop 10 NSX 36 893110056423
40mg/4ml thudc tiém | 6ng, hop 20 dng x
4ml

22. Co sé ding ky: Cong ty C6 phan Dwoc phim SaVi (Pia chi: Lo Z01-02-03a, Khu Cong nghiép trong Khu Ché xuat
Tan Thuén, Phuong TanThuén Dong, Quan 7, Thanh phé Hd Chi Minh, Viét Nam)

22.1. Co sé san xuit: Cong ty Cé phian Dwgc phdm SaVi (Dia chi: Lo Z01-02-03a, Khu Cong nghiép trong Khu Ché xuét
Tan Thuén, Phuong TanThuén Dong, Quéan 7, Thanh phé Hd Chi Minh, Viét Nam)

44 |[Lamuzid 500/5 Glibenclamid Vién nén bao | Hop 3 vix 10 vién |USP 41 36 893110056523
Smg; Metformin phim
hydroclorid 500mg
45 |SaViCandesartan [Candesartan Viénnénbao | Hop3 vix 10viéen | NSX 36 893110056623
12 cilexetil 12mg phim

23. Co sé¢ ding ky: Cong ty c6 phan duge pham Trung wong 2 (Pia chi: S6 9 Tran Thanh Téng, Phuong Bach Pang,
Quan Ha Ba Trung, TP. Ha N§i)

23.1. Co s6' san xuit: Cong ty ¢6 phan dwoc pham Trung wong 2 (Dia chi: L6 27, khu cong nghiép Quang Minh, thi trdn
Quang Minh, TP Ha Noi)

46 |Aseflucal Fluconazol 150mg | Viénnang | Hop 1 vix 10 vién; | NSX 36 893110056723
cung hop 1 vix 1 vién

24. Co s ding ky: Cong ty c6 phan Dwgc pham Trung wong I - Pharbaco (Pia chi: s6 160 Ton Dirc Thing - phuong
Hang Bot - quian Pdng Pa - thanh phd Ha Noi)

24.1. Co s6' san xuit: Cong ty C6 phan Duwgeec pham Trung wong I - Pharbaco (Dia chi: Thon Thach Ldi, xd Thanh
Xuan, huyén Séc Son, thanh phd Ha Noi)

47 |Daribina Diosmin 600mg Viénnénbao | Hop4 vix 15vién | NSX 36 893110056823
phim
48 |Doripenem 0,25g |Doripenem (dudi Thudc bot Hop 10 lo NSX 24 893110056923
dang doripenem pha tiém
monohydrat) 0,25¢g
49 |Glimaron Metformin Vién nén bao | Hop 10 vix 10 vién | NSX 36 893110057023
hydrochlorid phim
500mg;
Glibenclamid 5mg
50 [Moxifloxacin Moxifloxacin Dung dich Hop 1 lo 100ml NSX 24 893115057123
400mg/100ml 400mg/100ml tiém truyén
51 [Otilin 8ml Xylometazolin Thudc nho Hop 1 lo nho miii NSX 24 893100057223
hydroclorid 0,05% | mili, xit miii {8ml; Hop 1 lo xit miii
8ml
52 |Pharbarelin 25 Pregabalin 25mg Vién nang Hop 3 vix 10vién | NSX 24 893110057323
cling
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53 [Sazasuger 5 Saxagliptin (dudi |Vién nén bao | Hop 10 vix 10 vien | NSX 36 893110057423
dang Saxagliptin phim

hydrochlorid
dihydrat) 5Smg

25. Co sé ding ky: Cong ty c6 phan dwge pham Trwdong Tho (Dia chi: S6 93 Linh Lang, phudng Cong Vi, quin Ba
Dinh, thanh phd Ha Noi)
25.1. Co sé san xuit: Cong ty c¢6 phin dwge phim Truong Tho (Dia chi: Lo M1, dudng N3, khu cong nghiép Hoa X4, xa
Loc Hoa, thanh phé Nam Dinh, tinh Nam Dinh, Viét Nam)

54

Azencip 750

Ciprofloxacin
(twong duong vai
Ciprofloxacin HCI
832,5 mg) 750mg

Vién nén bao
phim

Hop 1 vix 10 vién;
Hop 10 vi x 10 vién.

NSX

36

893115057523

26. Co sé ding ky: Cong ty c6 phan dwoc pham VCP (Pia chi: Thon Thach Lai, xd Thanh Xuan, huyén Soc Son, thanh
phd Ha Nbi, Viét Nam)
26.1. Co s& san xuit: Cong ty ¢6 phin dwge phim VCP (Dia chi: Thén Thach Ldi, xd Thanh Xuan, huyén Soc Son, thanh
phd Ha Nbi, Viét Nam)

55

Dung dich xit mi
Xylovine 0,1%

Xylometazolin
(Dudi dang
Xylometazolin
hydroclorid) 0,1%
(kl/tt)

Dung dich xit
mili

Hop 1 lo 10ml

NSX

36

893100057623

27. Co sé ding ky: Cong ty c6 phan dwee pham Vimedimex 2 (Dia chi: L6 N2, dudng TS 6, khu cong nghiép Tién Son,
x4 Noi Dug, huyén Tién Du, tinh Bic Ninh, Viét Nam)
27.1. Co sé san xuét: Cong ty ¢ phan dwoc phdm Vimedimex 2 (Dia chi: L6 N2, dwdng TS 6, khu cong nghiép Tién
Son, xi Noi Dug, huyén Tién Du, tinh Bic Ninh, Viét Nam)

56

ClopiAspirin-
VMG 75/75

Clopidogrel (dudi
dang Clopidogrel
bisulfat 97,86mg)
75mg;

Acetyl salicylic
acid (Aspirin)
75mg

Vién nén bao
phim

Hop 3 vi x 10 vién

NSX

24

893110057723

57

Enalapril - VMG 5

Enalapril maleat
Smg

Vién nén

Hop 3 vi x 10 vién

NSX

24

893110057823

58

Rupatadin-VMG
10

Rupatadin (duéi
dang rupatadin
fumarat 12,8mg )
10mg

Vién nén

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

NSX

36

893110057923

28. Co sé ding ky: Cong ty c6 phan dwee pham Vinh Phiic (Dia chi: S6 777, dwdng Mé Linh, phuong Khai Quang, thanh
phd Vinh Yén, tinh VinhPhiic)
28.1. Co sé san xuét: Cong ty ¢ phan dwgc phdm Vinh Phic (Pia chi: Thon Mau Théng - P. Khai Quang - TP.Vinh Yén

- T. Vinh Phuc, Viét Nam)

59

Vinmesna

Mesna 400mg/4ml

Dung dich
tiém

Hop 2 vi x 5 6ng x
4ml

NSX

36

893110058023
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29. Co sé¢ ding ky: Cong ty C6 phian Dwoc phdm Wealphar (Pia chi: L6 CN5, Khu céng nghiép Thuy Van, X3 Thuy
Van, Thanh phé Viét Tri, Tinh Pha Tho, Viét Nam)
29.1. Co sé san xuét: Cong ty Cé phian Dwgc phidm Wealphar (Dia chi: Lé6 CN5, Khu cong nghié¢p Thuy Van, Xa Thuy
Van, Thanh phé Viét Tri, Tinh Pha Tho, Viét Nam)

60 |Bisoprolol Plus Bisoprolol fumarat [ Vién nén bao | Hop 6 vix 10 vién | NSX 36 893110058123
DWP 10/6,25mg |10mg; phim
Hydroclorothiazid
6,25mg
61 |Candesartan OD |Candesartan Vién nén Hop 6 vix 10vién | NSX 36 893110058223
DWP 12mg cilexetil 12mg phén tan
62 |Captopril Hetz Captopril 25mg; Vién nén Hop 6 vix 10vién | NSX 36 893110058323
DWP 25/15mg Hydroclorothiazid
15mg
63 |Diltiazem DWP  |Diltiazem Vién nén Hop 6 vix 10vién | NSX 36 893110058423
30mg hydroclorid 30mg
64 |Meloxicam OD  |Meloxicam 15mg Vién nén Hop 6 vix 10vién | NSX 36 893110058523
DWP 15mg phan tan
trong miéng
65 |Ramipril Cap Ramipril 2,5mg Vién nang Hop 6 vix 10vién | NSX 24 893110058623
DWP 2,5mg cung
66 |Ramipril DWP Ramipril 5Smg Vién nén Hop 6 vix 10 vien | NSX 36 893110058723
Smg
67 |Spironolacton Tab [Spironolacton Vién nén Hop 6 vix 10 vien | NSX 36 893110058823
DWP 50mg 50mg

30. Co s6 diing ky: Cong ty c6 phian Dwge S.Pharm (Dia chi: Puong D1 16 G, khu cng nghiép An Nghiép, x An Hiép,
huyén Chéau Thanh, tinh So6c Trang)
30.1. Co sé san xuét: Cong ty c6 phin Dugce S.Pharm (Pia chi: Puong D1 16 G, khu cong nghiép An Nghiép, xi An
Hié¢p, huyén Chau Thanh, tinh Séc Trang)

68

Loratadin 10mg

Loratadin 10mg

Vién nén

Hop 2 vi x 10 vién;

Hop 10 vi x 10 vién;
Hop 50 vi x 10 vién;
Hop 100 vi x 10 vién

NSX

24

893100058923

31. Co sé¢ ding ky: Cong ty C6 phian Dwoc Trung wong Mediplantex (Pia chi: 358 Giai Phong, phudng Phuong Liét,
quan Thanh Xuan, thanh phd Ha Noi)
31.1. Co s6 san xuit: Céng ty C6 phin Dugc Trung wong Mediplantex (Dia chi: Nha may dugc pham s6 2, thon Trung
Hau, x4 Tién Phong, huyén Mé Linh, thanh ph Ha N6i)

69 |Metid Vitamin E (D- Viénnang | Hop 3 vi x 10 vién; NSX 893110059023
alpha tocopheryl mém Hop 10 vix 10 vién
acetat) 400 Ul
70 |Neupainz 300mg |Pregabalin 300mg | Vién nang Hop 3 vix 10 vién; NSX 36 893110059123
cung Hop 6 vix 10 vién
71 |Tolefor Mai 5ml chira Sird Hop 1 chai 100ml; NSX 36 893100059223

Oxomemazin
1,65mg;
guaifenesin
33,3mg

Hop 1 chai 60ml
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32. Co sé¢ ding ky: Cong ty C6 phian Dwoc VTYT Ha Nam (Dia chi: Cum cong nghiép Hoang Péng, Duy Tién, Ha Nam.,
Viét Nam)

32.1. Co sé san xuit: Cong ty C6 phian Dwgc VIYT Ha Nam (Pia chi: Cum cong nghiép Hoang Dong, Duy Tién, Ha
Nam., Viét Nam)

72 |Linezin Kém Siro uéng | Hop 20 éng x 5ml; | NSX 36 893110059323
(dudi dang kém Hop 30 6ng x 5ml;
sulfat heptahydrat) Hop 20 goi x Sml;
4mg/ml Hop 30 goi x Sml;

Chai 60 ml; Hop 1
chai x 90 ml; Hop 1
chai x 120 ml

33. Co s6 diing ky: Cong ty ¢d phian Dwge VTYT Hai Dwong (Dia chi: S6 102, phd Chi Ling, phuong Nguyén Trii,
thanh phd Hai Duong, tinh Hai Duong)

33.1. Co sé san xuit: Cong ty ¢6 phin Duwoe VTYT Hai Dwong (S6 102, phd Chi Lang, phuong Nguyén Trii, thanh phd
Hai Duong, tinh Hai Duong)

73 |Famotidin Famotidine Dung dich Hop 10 6ng x 4ml; NSX 36 893110059423
40mg/4ml 40mg/4ml thudc tiém | Hop 20 ng x 4ml;
Hop 50 ong x 4ml

34. Co sé ding ky: Cong ty Co phan Fresenius Kabi Viét Nam (Khu vuc 8, Phudng Nhon Phu, Tp.Quy Nhon, Tinh Binh
Dinh)

34.1. Co sé san xuét: Cong ty C6 phén Fresenius Kabi Viét Nam (Khu vuc 8, Phudng Nhon Phii, Tp.Quy Nhon, Tinh
Binh Dinh)

74 |Ondansetron Kabi [Ondansetron (dudi | Dung dich Hop 5 6ng x 4ml BP 36 893110059523
8mg/4ml dang ondansetron tiém 2018
hydroclorid

dihydrat) 8mg/4ml

35. Co s ding ky: Cong ty C6 phian Global Pharmaceutical (Dia chi: S6 6/7 dudng s6 3, Cu x4 Lit Gia, phuong 15,
quan 11, Tp. H6 Chi Minh)

35.1. Co sé san xuét: Cong ty Cé phin Dwgc Medipharco (Dia chi: S6 08 Nguyén Truong To, phudng Phudc Vinh,
thanh phd Hué, Tinh Thira Thién Hué)

75 |Atorvastatin 80 Atorvastatin (du¢i [Viénnénbao | Hop 3 vix 10 viéen | NSX 36 893110059623
dang atorvastatin phim
calci trihydrat)
80mg

76 |Hamestan 125 Lysin clonixinat | Vién nén bao | Hop 3 vi x 10 vién; NSX 36 893110059723
125mg phim Hop 10 vi x 10 vién

36. Co s¢ ding ky: Cong ty C6 phian Hoa dwoc Viét Nam (S6 273 phd Tay Son, phuong Ngi Tu S¢,quan Dbng Da, thanh
phd Ha Nbi)

36.1 Co sé san xuit: Cong ty Co phian Héa dwoe Viét Nam (S6 192 Puc Giang, phuong Thugng Thanh, quan Long Bién,
thanh phd Ha Noi)

77 |Smefast 75mg Pregabalin 75mg Vién nang Hop3vix 10vién | NSX 36 893110059823
cung
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37. Co sé¢ ding ky: Cong ty C6 phian Hoéa- Duwgc pham Mekophar (Pia chi: S6 297/5 Ly Thuong Kiét, phuong 15, quin
11, thanh phé H Chi Minh)
37.1. Co sé san xuét: Cong ty C6 phian Héa- Dwge phdm Mekophar (Dia chi: S6 297/5 Ly Thuong Kiét, phuong 15,
quan 11, thanh phé H6 Chi Minh)

78 |Lenezolid 600mg [Linezolid 600mg |Vién nén bao | Hop 1 vi x 10 vién; NSX 36 893110059923
phim Hop 2 vi x 10 vién
79 |Lidocen Tyrothricin 4mg; Vién ngdm Hop 2 vix 8 vién NSX 24 893100060023
Cetrimonium
bromide 2mg;
Lidocaine 1mg
80 [Meko INH 300 Isoniazid 300mg Viénnén | Hop 1 chai 100 vién; |DDVN 36 893110060123
Hop 1 chai 30 vién v
81 [Vitamin B6 Pyridoxin Vién nén bao | Hop 10 vix 10 vién [ NSX 36 893110060223
250mg hydroclorid phim
(Vitamin B6)
250mg

37.2. Co sé san xuat: Cong ty TNHH Mekop

MY, Quan 9, Thanh Ph H6 Chi Minh)

har (Dia chi: L6 I-9-5 Puong D2, Khu cong ng

h¢ cao, Phuong Long Thanh

82

Furosemide

Furosemide 40mg

Vién nén

Hop 10 vi x 30 vién

DDVN
\Y

24

893110060323

38. Co s ding ky: Cong ty C6 phan Ky thuat VTP A Chau (Dia chi: L6 A2 - CN3 cym Cong nghiép Tir Liém, phuong
Minh Khai, quan Bic Tur Liém, thanh phd Ha Noi)
38.1. Co sé san xuit: Cong ty c6 phin tap doan Merap (Dia chi: Thon Ba Khé, xa Tan Tién, huyén Van Giang, tinh
Hung Yén)

83

Snowclear One

Ketoconazole 2%
kl/kl

Dau g6i dau

Hop 50 goi x Sml;
Hop 1 tuyp x 50ml;
Hop 1 tuyp x 100ml

NSX

36

893100060423

39. Co s6 diing ky: Cong ty ¢6 phin lién doanh dwgc phim Eloge France Viét Nam (Dia chi: Khu Cong nghiép Qué Vo,
x4 Phuong Liéu, huyén Qué Vo, tinh Bic Ninh, Viét Nam)
39.1. Co sé san xuét: Cong ty c6 phin lién doanh dwge phidm Eloge France Viét Nam (Dia chi: Khu Cong nghiép Qué

V3, xd Phuong Liéu, huyén Qué Vo, tinh Bic Ninh, Viét Nam)

84 [Cilnidipine-5a Cilnidipin 10mg [ Vién nén bao | Hop 3 vix 10 vién; | NSX 36 893110060523
Farma 10mg phim Hop 5 vix 10 vién;
Hop 10 vi x 10 vién
85 [Frandazol 400 Metronidazol Vién nén Hop 2 vix 10 vien; |DDVN 36 893110060623
400mg Hop 5 vix 10 vién; \Y
Hop 10 vi x 10 vién
86 [Frantel 200 Albendazol 200mg | Vién nén bao | Hop 1 vix 2 vién; |DDVN 36 893100060723
phim Hop 10 vi x 2 vién; A%
Hop 20 vi x 2 vién
87 [Laci-5A 2mg Lacidipin 2mg Vién nén bao | Hop 3 vix 10 vién, | NSX 36 893110060823
phim Hop 4 vix 7 vién
88 |[Laci-5A 4mg Lacidipin 4mg Vién nén bao | Hop 3 vi x 10 vién, NSX 36 893110060923
phim Hop 4 vix 7 vién []
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40. Co sé¢ ding ky: Cong ty C6 phan Pymepharco (Pia chi: 166 — 170 Nguyén Hué, Tp. Tuy Hoa, Tinh Phu Yén, Viét
Nam)
40.1. Co sé san xuit: Cong ty Co ph?m Pymepharco (Dia chi: 166 — 170 Nguyén Hué, Tp. Tuy Hoa, Tinh Phu Yén, Viét
Nam)
89 |Zoximcef 0,5g Ceftizoxim (du6i | Bot pha tiém | Hop 01 lg; Hop 10 1o | NSX 24 893110061023

dang ceftizoxim
natri) 0,5g

41. Co sé¢ ding ky: Cong ty C6 phan Samedco (Dia chi: 666/10/1 duong 3/2, phudng 14, quan 10, thanh phd Ho Chi

Minh)

41.1. Co sé san xuit: Cong ty c6 phin dwge va vit tw y té Binh Thuén (Pia chi: 192 Nguyén Hoi, Phudng Phi Trinh,
TP. Phan Thiét, Tinh Binh Thu4n, ViétNam)

90

Norilan

Naproxen

(dudi dang
sodium) 500mg;
Esomeprazole
(dudi dang
magnesium
trihydrate) 20mg

Vién nén bao
tan trong rudt

Hop 3 vi x 10 vién

NSX

36

893110061123

42.Co so ding ky: Cong ty ¢6 phan san xuit thwong mai dwoc phim Pong Nam (Dia chi: L6 2A, Pudng 1A, Khu cong
nghiép Tan Tao, Phuong Tan Tao A, Quén Binh Tan, Tp.HCM, Viét Nam)
42.1 Co sé san xuit: Cong ty cd phin san xuit thwong mai dwgc phim Pong Nam (Bia chi: Lo 2A, Puong 1A, Khu
cong nghiép Téan Tao, Phuong Tan Tao A, Quén Binh Tan, Tp.HCM, Viét Nam)

91

Heroda

Diosmin 300mg

Vién nén bao
phim

Hop 3 vix 10 vién,
Hop 6 vix 10 vién,
Hop 10 vi x 10 vién;
Chai 30 vién, Chai 60
vién, Chai 100 vién

NSX

36

893110061223

43. Co s¢ ding ky: Cong ty C6 phan US Pharma USA (Pia chi: L6 Bl- 10, Pudong D2, KCN Tay Béic Cu Chi, TP.H6 Chi
Minh., Viét Nam)
43.1. Co 56 san xuit: Cong ty Co6 phan US Pharma USA (Pia chi: L6 B1- 10, Puong D2, KCN Tay Béc Ca Chi, TP.H6
Chi Minh., Viét Nam)

92

Lodifast

Loratadin 10mg

Vién nang
cung

Hop 3 vi x 10 vién;
Hop 5 vi x 10 vién;
Hop 10
vi x 10 vién; Chai 50
vién; Chai 100 vién;
Chai 200 vién

NSX

36

893100061323

44. Co s6 ding ky: Cong ty Co phian XNK Y té Domesco (Dia chi: S6 66, Qudc 16 30, Phudong M Phu, Thanh phd Cao
Lanh, Tinh Dong Thap, Viét Nam)
44.1. Co sé san xuét: Cong ty C6 phin XNK Y té Domesco (Dia chi: S6 66, Qudc 16 30, Phuong My Phu, Thanh phé Cao
Lanh, Tinh Dong Thap, Viét Nam)

93

Dorotor 40 mg

Atorvastatin (dudi
dang Atorvastatin
calci trihydrat)
40mg

Vién nén bao
phim.

Hop 2 vi x 10 vién;
Hop 3 vi x 10 vién;
Hop 10 vi x 10 vién;
Hop 20 vi x 10 vién

NSX

48

893110061423
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94 [Simvastatin 20mg [Simvastatin 20mg | Vién nén bao | Hop 1 vix 14 vién; | USP41 36 893110061523
phim Hop 2 vi x 14 vién;
Hop 10 vix 14 vién
45. Co sé dang ky: Cong ty CP Duwgc Ha Tinh (Pia chi: 167 Ha Huy Tap, TP Ha Tinh, Viét Nam)
45.1. Co s6 san xuit: Cong ty CP Duwoc Ha Tinh (Dia chi: 167 Ha Huy T4p, TP Ha Tinh, Viét Nam)
95 [Methylprednisolon [Methylprednisolon Vién nén Hop 1 vix 10 vién; NSX 36 893110061623
4mg 4mg Hop 3 vix 10 vién;

Hop 5 vix 10 vién;
Hop 10 vi x 10 vién;
Hop 1 19 x 100 vién;
Hop 1 1o x 200 vién

46. Co sé diang ky: Cong ty dwgc pham va thwong mai Phwong Pong (Dia chi: TS 509, to ban d6 s6 01, Cum CN Hap
Linh, phuong Hap Linh, thanh phé Bic Ninh, tinh Bic Ninh, Viét Nam)
46.1. Co sé san xuét: Cong ty dwoc phdm va thwong mai Phuwong Péng (Pia chi: TS 509, t& ban dd s6 01, Cum CN Hap
Linh, phuong Hap Linh, thanh phé Bic Ninh, tinh Bic Ninh, Viét Nam)

96 |CalciD

Calci gluconat
500mg; Vitamin
D3 200 IU

Vién nén bao
phim

Hop 10 vi x 10 vién,
Hop 10 vi x 15 vién;
Chai 100 vién

NSX

36

893100061723

47. Co sé¢ ding ky: Cong ty Lién doanh Meyer-BPC (Dia chi: S6 6A3, qudc 16 60, phudng Phit Tan, Tp. Bén Tre, tinh

Bén Tre, Viét Nam)

47.1. Co s6 san xuit: Cong ty Lién doanh Meyer-BPC (Dia chi: S6 6A3, quc 16 60, phuong Phii Tan, Tp. Bén Tre, tinh

Bén Tre, Viét Nam)

97 [Meyerbutin 100  [Trimebutin maleat Vién nén Hop 3 vi x 10 vién; NSX 36 893110061823
100mg Hop 10 vi x 10 vién

98 |Mycetin Acetylcystein Dung dich Hop 20 goi x S ml; NSX 24 893100061923
20mg/ml ubng Hop 20 6ng x 5 ml;

Hop 1 chaix 100 ml

48. Co sé ding ky: Cong ty TNHH Cong nghé Duwge Minh An (Dia chi: S5 19D-TT5 Khu d6 thi Tdy Nam Linh Dam, P.
Hoang Liét, Q. Hoang Mai, Ha N¢i)
48.1. Co sé san xuét: Cong ty ¢ phan dwgc phdm Trung wong 2 (Dia chi: L6 27, khu cong nghiép Quang Minh, thi trdn

Quang Minh, TP Ha Noi)

99 |Mimelin

Bromelain 20mg
(twong duong vai
100 F.I.P)

Vién nén bao
phim tan
trong rudt

Hop 1 vix 10 vién;
Hop 6 vi x 10 vién;
Hop 10 vi x 10 vién

NSX

36

893100062023

49. Co s6 ding ky: Cong ty TNHH DRP Inter (Dia chi: Lo EB8, dudng s6 19A, Khu cong nghiép Hiép Phudc, Xa Hiép
Phudc, Huyén Nha B¢, Tp. HO Chi Minh, Viét Nam)
49.1. Co sé san xuit: Cong ty TNHH DRP Inter (Dia chi: L6 EBS, duong s6 19A, Khu cong nghiép Hiép Phudc, Xa Hiép
Phudc, Huyén Nha B¢, Tp. HO Chi Minh, Viét Nam)

100 [Altronel Apixaban 2,5mg |Viénnénbao | Hop3 vix 10viéen | NSX 36 893110062123
phim

101 |Brietest Irbesartan 150mg [Viénnénbao | Hop3 vix 10 vién | NSX 36 893110062223
phim
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102 |Daxensa Escitalopram Viénnénbao | Hop3vix 10vién | NSX 36 893110062323
(twong duong phim
Escitalopram
oxalate 6,385mg)
Smg
103 [Dejanuf Deferasirox 360mg|Vién nén bao | Hop 3 vix 10 vien | NSX 24 893110062423
phim
104 |Esfétine Ebastine 20mg Viénnénbao | Hop3vix 10vién | NSX 36 893110062523
phim
105 |Glonyza Escitalopram Viénnénbao | Hop3 vix 10viéen | NSX 36 893110062623
(twong duong phim
Escitalopram
oxalate 19,155mg)
15mg
106 |Platrip Ticagrelor 90mg Vién nén Hop 3 vix 10vién | NSX 24 893110062723
phén tan
trong miéng
107 |Tivusap Deferasirox 360mg| Thudc com | Hop 30 goi x 648mg | NSX 24 893110062823
108 |Tresento Escitalopram Viénnénbao | Hop3 vix 10vién | NSX 36 893110062923
(twong duong phim
Escitalopram
oxalate 12,77mg)
10mg
109 |Vanadia Vildagliptin 50mg Vién nén Hop 3 vix 10 vién | NSX 36 893110063023
110 [Vazolore Valsartan 80mg Viénnénbao | Hop3vix 10vién | NSX 36 893110063123
phim
111 |Vextrosin Estradiol 1mg Vién nén bao | Hop 1 vix 30 vién, | NSX 36 893110063223
phim Hop 3 vi x 30 vién
112 |Vunessa Estradiol 2mg Vién nén bao | Hop 1 vi x 30 vién, NSX 36 893110063323

phim

Hop 3 vi x 30 vién

50. Co sé dang ky: Cong ty TNHH Duwoc ph3

Tay, Huyén Ca Chi, Thanh phé H6 Chi Minh, Viét Nam)
50.1. Co s6 san xuat: Cong ty TNHH Dugec pham BV Pharma (Pia chi: S6 18 dudng Lé Thi Soc, Ap 2A, Xa Tan Thanh
Tay, Huyén Ca Chi, Thanh phé H6 Chi Minh, Viét Nam)

im BV Pharma (Dia chi: S6 18 duong Lé Thi Soc, Ap 2A, Xa Tan Thanh

113 |BV Medra 8 Methylprednisolon Vién nén Hop 3 vi x 10 vién; NSX 36 893110063423
8mg Hop 10 vi x 10 vién

114 |Coltimin 4 Thiocolchicosid Vién nén Hop 3 vi x 10 vién; NSX 36 893110063523
4mg Hop 10 vi x 10 vién;

Hop 1 chai x 100 vién

51. Co s6 diing ky: Cong ty TNHH Duge pham EOC Viét Nam (Dia chi: T6 11, phuong Yén Nghia, quan Ha Dong,

thanh phd Ha Noi)

51.1. Co s& san xuit: Cong ty TNHH MTV Duwgc phim 150 Cophavina (Dia chi: 112 Trin Hung Pao, phuong Pham
Ngii Lao, Quan 1, thanh phd H6 Chi Minh)
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115 |Erolac Ketorolac Viénnénbao | Hop 6 vix 10 vién | USP 36 893110063623
tromethamin 10mg phim hién
hanh

52. Co s¢ ding ky: Cong ty TNHH Dwoc Pham Thai T (Dia chi: S6 3 duong Nguyén Ba Tuyén, phuong 12, quan Tan
Binh, thanh phé H6 Chi Minh)
52.1. Co s6' san xuit: Cong ty c6 phin Dugc Apimed (Dia chi: Puong N1, Cum cong nghiép Phii Thanh- Vinh Thanh, xa
Vinh Thanh, huyénNhon Trach, tinh Béng Nai, Viét Nam)

116

Xatoban 20

Rivaroxaban 20mg

Vién nén bao
phim

Hop 3 vi x 10 vién

NSX

24

893110063723

53. Co sé ding ky: Cong ty TNHH Lién Doanh Stellapharm — Chi nhanh 1 (Dia chi: S6 40 dai 16 Ty Do, Khu cong

nghiép Viét Nam - Singapore, Phuong An Phu, Thi xa Thuan An, Tinh Binh Duong, Viét Nam)

53.1. Co sé' san xuit: Cong ty TNHH Lién Doanh Stellapharm — Chi nhanh 1 (Pia chi: S6 40 dai 16 Ty Do, Khu cong

nghiép Viét Nam - Singapore, Phuong An Phu, Thi xa Thuan An, Tinh Binh Duong, Viét Nam)

117 |Amxolstad 30 Ambroxol Siro Hop 10 6ng x 10 ml; [ NSX 24 893100063823
mg/10 ml hydrochloride Hop 1 chai x 60 ml;
30mg/10 ml Hop 1 chai x 100 ml

118 |Tildagyl 500 Tinidazole 500mg |Vién nén bao | Hop 1 vi x 4 vién; NSX 24 893110063923

phim

Hop 4 vi x 4 vién;
Hop 10 vi x 4 vién

54.Co sé ding ky: Cong ty TNHH Lién Doanh Stellapharm (Dia chi: K63/1 Nguyén Thi Soc, Ap My Hoa 2, Xi Xuan
Théi BDong, Huyén Hoc Moén, Tp. Hb Chi Minh, Viét Nam)
54.1 Co s6 san xuit: Cong ty TNHH Lién Doanh Stellapharm — Chi nhanh 1 (Pia chi: S6 40 dai 16 Ty Do, Khu cong

nghi¢p Viét Nam - Singapore, Phuong An Phu, Thi xa Thuan An, Tinh Binh Duong, Viét Nam)

119

Amxolstad 30

Ambroxol
hydrochloride
30mg

Vién nén

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

NSX

24

893100064023

120

Eperistad

Eperisone
hydrochloride
50mg

Vién nén bao
phim

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

NSX

24

893110064123

121

Ezecept 20/10

Atorvastatin (dudi
dang Atorvastatin
calcium trihydrate)
20mg;

Ezetimibe 10mg

Vién nén bao
phim

Hop 3 vi x 10 vién

NSX

24

893110064223

122

Gliptinestad 100

Sitagliptin (dudi
dang Sitagliptin
phosphate
monohydrate)
100mg

Vién nén
bao phim

Hop 2 vi x 10 vién

USP 42

24

893110064323

55. Co s6 ding ky: Cong ty TNHH MTV Dugc phiam 150 Cophavina (Dia chi: 112 Tran Hung Pao, phuong Pham Ngii
Lio, Quén 1, thanh ph HO Chi Minh)
55.1. Co s& san xuit: Cong ty TNHH MTV Duwgc phim 150 Cophavina (Dia chi: 112 Trin Hung Pao, phuong Pham
Ngii Lao, Quan 1, thanh phd H6 Chi Minh)
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123 |Armcaci 300 Calci lactat Vién nén Hop 10 vix 10 vién; | NSX 36 893110064423
pentahydrat 300mg Chai 100 vién

56. Co s¢ ding ky: Cong ty TNHH Nhén Sinh (Dia chi: S6 58 duong Bau Cat 7, Phuong 14, Quan Tan Binh, Tp.HCM,

Viét Nam)

56.1. Co s¢ san xuit: Cong ty Co phan US Pharma USA (Pia chi: L6 B1- 10, Puong D2, KCN Tay Béc Cu Chi, TP.H6

Chi Minh, Viét Nam)

124 |Javelin 100

Tiaprofenic acid
100mg

Vién nén

Hop 3 vix 10 vién;
Hop 5 vix 10 vién;
Hop 10 vi x 10 vién;
Chai 50 vién; Chai
100 vién Chai 200
vién

NSX

36

893110064523

125 |Javelin 300

Tiaprofenic acid
300mg

Vién nén

Hop 3 vix 10 vién;
Hop 5 vix 10 vién;
Hop 10 vi x 10 vién;
Chai 50 vién; Chai
100 vién Chai 200
vién

NSX

36

893110064623

57. Co s¢ ding ky: Cong ty TNHH Sinh dwoc pham Hera (Dia chi: Lo A17 KCN T Ha, phuong T Ha, thi xi Huong

Tra, tinh Thira Thién Hué)

57.1. Co s san xuit: Cong ty TNHH Sinh dwec phdm Hera (Pia chi: Lo A17 KCN Tir Ha, phudng Tt Ha, thi x3 Huong

Tra, tinh Thira Thién Hué)

126 |[Heradrea Hydroxyurea Vién nang Hop 10 vix 10 vién | NSX 36 893114064723
400mg cung
127 |Heradrea Hydroxyurea Viénnang | Hop 10 vix 10 vién | NSX 36 893114064823
200mg cung
128 |Hetenol Atenolol 25mg Vién nén Hop3vix10vién | NSX 36 893110064923
129 [Ibu Hera Ibuprofen 200mg |Vién nénbao | Hop 2 vix 10 vién | USP 36 893100065023
phim hién
hanh
130 |Loxecam Meloxicam 7,5mg | Vién nang Hop 3 vix 10 viéen | NSX 36 893110065123
cung
131 |Loxecam ODT Meloxicam 7,5mg Vién nén Hop 3 vix 10 vien | USP 36 893110065223
phén tan hién
trong miéng hanh

58. Co s6 ding ky: Cong ty TNHH Solpharma (Pia chi: S6 nha 618 Minh Khai, phudng Vinh Tuy, quan Hai Ba Trung,
thanh phd Ha Noi, Viét Nam)
58.1. Co s¢ san xuit: Cong ty C6 phin Dugc phdm Wealphar (Dia chi: L6 CN5, Khu c6ng nghiép Thuy Van, Xa Thuy
Van, Thanh phé Viét Tri, Tinh Pha Tho, Viét Nam)

132 |Soluxky 3g L-ornithin - L- Thudc bot Hop 10 goi x 5¢g NSX 36 893110065323
aspartat 3000mg pha dung
dich ubng
133 |Soluxky 5g L-ornithin - L- Thudc com Hop 10 gbi x 8g NSX 36 893110065423
aspartat 5000mg sui bot
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59. Co sé ding ky: Cong ty TNHH thuong mai duwgc phdm Minh Tin (Dia chi: 925 Lity Ban Bich, Phuong Tan Thanh,
Quéan Tan Phi, thanh phé H6 Chi Minh, Viét Nam)

59.1. Co s& san xuét: Cong ty c6 phin dwge va vit t y té Binh Thuéin (Pia chi: 192 Nguyén Hoi, Phudng Phi Trinh,
TP. Phan Thiét, Tinh Binh Thuén, Viét Nam)

134 |Mitisolipred 5 mg [Prednisolon (dudi Vién nén Hop 3 vix 10 vién; NSX 36 893110065523
ODT dang Prednisolon phén tan Hop 5 vi x 10 vién;
natri phosphat) trong miéng | Hop 10 vi x 10 vién
Smg

60. Co sé ding ky: Cong ty TNHH Thwong mai duge pham Qudc té Minh Viét (Dia chi: 95 Pudng 100 Binh Thdi,
phudng 14, Quan 11, TP H5 Chi Minh)

60.1. Co s& san xuat: Cong ty C6 phian US Pharma USA (Dia chi: L6 B1- 10, Pudng D2, KCN Tay Bac Ca Chi, TP.HO
Chi Minh, Viét Nam)

135 |Plavi -AS Clopidogrel (dudi |Vién nén bao | Hop 3 vix 10 vien; | NSX 36 893110065623
dang Clopidogrel phim Hop 5 vix 10 vién;
bisulfat) 75mg; Hop 10 vi x 10 vién
Aspirin 75mg

61. Co s6 ding ky: Cong ty TNHH Thwong mai duwgc Phii LAm Trang (Dia chi: S 36 ngach 93/20 Ph6 Hoang Vin
Thai, Phuong Khuwong Trung, Quan Thanh Xuan, thanh phé Ha No6i, Viét Nam)

61.1. Co sé san xuit: Cong ty cb ph?m dugec phém Me Di Sun (Sé 521, khu phé An Loi, phuong Hoa Loi, thi xa Bén Cat,
tinh Binh Duong,Viét Nam)

136 | Vanvolva Ursodeoxycholic Hon dich Hop 20 6ng x 5 NSX 36 893110065723
acid 250mg/5ml ubng dng/vi x Sml/bng;
Hop 30
ong x 5 dng/vi x
5ml/dng
Ghi chu:

1. Cach ghi tiéu chuan chét lugng thudc tai cot (6):

- Nha san xuét (NSX) Tiéu chuin nha san xudt (TCNSX) Tiéu chudn co s (TCCS) In-house c6 y nghla twong duong
nhau, 14 tiéu chuan chat lu(mg thude do co s& san xuat xay dung va déu c6 thé dugc ghi trén nhan thude.

- Céch viét tit cac tiéu chuén chit lwong dugc dién: Dugc dién Viét Nam (DBVN), Dugc dién Anh (BP), Dugc dién My
(USP) Duoc dién Nhat Ban (J P), Dugc dién Trung Quéc (CP), Dugc dién Chau au (EP), Duoc dién Qudc té (IP). ..

2. S6 dang ky tai cot (8) 14 s dang ky duoc cip theo quy dinh tai Phy luc VI Thong tu 08/2022/TT-BYT ngay 05/09/2022
clia BO truong Bo Y té quy dinh viée dang ky lwu hanh thudc, nguyén li¢u lam thudc.
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Phu luc II
DANH MUC 11 THUOC SAN XUAT TRONG NUOC PUQC CAP GIAY PANG KY
LUU HANH TAI VIET NAM HIEU LUC 03 NAM - PQT 183
(Kém theo Quyét dinh sé6: 197..../OP-OLD ngay 24thdng03 ndm 2023
cua Cuc Quan ly Duoc)

I. Danh muc thudc phai bdo cdo an toan, hiéu qua ciia thudc theo quy dinh tai tai Piéu 5 Thong tw s6
08/2022/TT-BYT

R « |Hoat chét chinh - . «| Quy cach . z | Tudi the . .,
STT | Tén thuoc Ham lwong Dang bao che dong goi Tiéu chuan (thing) So diang ky
&) 2) 3 “ &) (6) (7 ®)

1. Co sé ding ky: Cong ty ¢6 phan dwge pham Quan 3 (Dia chi: S6 243, phudng 6, quan 3, thanh phdé HO Chi
Minh, Viét Nam)

1.1. Co s san xuit: Cong ty cb phan dwoc va vat tu y té Binh Thuin (Pia chi: S6 192, dudng Nguyén Hoi,
phuong Pha Trinh, thanh ph6 Phan Thiét, tinh Binh Thuan, Viét Nam)

1 [Vavir Valganciclovir Vién nén bao | Hop 3 vix 10 USP 41 36 893110065823
(dudi dang phim vién
Valganciclovir
hydrochloride)
450mg

2. Co s& diing ky: Cong ty co phan Global Pharmaceutical (Dia chi: S6 6/7 dudng s 3, Cu xa Lit Gia, phuong
15, quan 11, Tp. H6 Chi Minh, Viét Nam)

2.1. Co sé san xuét: Cong ty Co phan Dwge Medipharco (Pia chi: S6 08 Nguyén Truong To, phuong Phude
Vinh, thinh phé Hué, Tinh Thira Thién Hué, Viét Nam)

2 |Atorvastatin |Atorvastatin (dudi |Vién nén bao | Hop 3 vix 10 NSX 36 893110065923
30 dang atorvastatin [phim vién
calci trihydrat)
30mg

3. Co sé ding ky: Cong ty co phan lién doanh dwoc phim Eloge France Viét Nam (Pia chi: Khu Cong nghiép
Qué Vo, x Phuong Liéu, huyén Qué V3, tinh Bic Ninh, Viét Nam)

3.1. Co s6 san xuét: Cong ty cd phin lién doanh dwoc phim Eloge France Viét Nam (Dia chi: Khu Cong
nghiép Qué V3, xa Phuong Lidu, huyén Qué V3, tinh Bic Ninh, Viét Nam)

3 |Elocarvia 0.5 |Entecavir (Dudi  [Vién nén bao | Hop 1 vix 10 NSX 24 893110066023
dang Entecavir phim vién; Hop 3 vi
monohydrate) x 10 vién; Hop
0,5mg 10 vix 10 vién

4. Co s¢ diang ky: Cong ty Lién doanh Meyer-BPC (Pja chi: S6 6A3, qudc 16 60, phudng Phii Tan, Tp. Bén Tre,
tinh Bén Tre, Viét Nam)

4.1. Co s& san xuat: Cong ty Lién doanh Meyer-BPC (Dia chi: S5 6A3, qudc 16 60, phuong Phii Tan, Tp. Bén
Tre, tinh Bén Tre, Viét Nam)

4 |Meyervir AF |Tenofovir Vién nén bao |Hop 03 vix 10 NSX 36 893110066123
alafenamid (dudi [phim vién; Hop 10
dang Tenofovir vi x 10 vién
alafenamid
fumarat) 25mg

5. Co sé ding ky: Cong ty TNHH DRP Inter (DPia chi: Lo EB8, duong s6 19A, Khu cong nghiép Hi€p Phudc, Xa
Hi¢p Phudc, Huyén Nha Be, Tp. HO Chi Minh, Viét Nam)

5.1. Co s& san xuét: Cong ty TNHH DRP Inter (Dia chi: L6 EBS, dudng sé 19A, Khu cong nghiép Hiép Phudc,
Xa Hiép Phudc, Huyén Nha Be, Tp. Hb Chi Minh, Viét Nam)

Page 1 of 2




STT | Tén thudc Hoﬂgfll:laltl:(;;ilglh " |Dang bao ché %‘;flgcagzl: Tiéu chuén ];ltll(:;ltllgl;) S6 ding ky
() @) (&) “@ &) (6 ) ®
5 |Golmafir Entecavir (dudéi [Viénnén bao | Hop 3 vix 10 NSX 36 893114066223
dang Entecavir phim vién
monohydrate
1,06mg) 1mg
6 |Rafivyr Entecavir (dudi Vién nén bao | Hop 3 vix 10 NSX 36 893114066323
dang Entecavir phim vién
monohydrate
0,53mg) 0,5mg
7 |Xulrextif 1 |Brexpiprazole Img|Vién nén bao | Hop 3 vix 10 NSX 36 893110066423
mg phim vién

6. Co s& diing ky: Cong ty TNHH Dwoc pham Thai Ta (Dia chi: S6 3 dudng Nguyén Ba Tuyén, phudng 12, quan
Tan Binh, thanh phd H5 Chi Minh, Viét Nam)
6.1. Co s& san xuat: Cong ty C6 phan Duge Apimed (Dia chi: Puong N1, Cum cong nghiép Phii Thanh- Vinh
Thanh, xa Vinh Thanh, huyénNhon Trach, tinh Déng Nai, Viét Nam)

8

Empazin 25

Empagliflozin
25mg

Vién nén bao
phim

Hop 3 vix 10
vién

NSX

24

893110066523

7. Co s6 ding ky: Cong ty TNHH Sinh dwoc phadm Hera (Dia chi: L6 A17 KCN T Ha, phuong Tir Ha, thi xa
Huong Tra, tinh Thira Thién Hué, Viét Nam)
7.1. Co s6 san xuét: Cong ty TNHH Sinh dwgc phim Hera (Pia chi: L6 A17 KCN Ta Ha, phudng Tt Ha, thi xi
Huong Tra, tinh Thira Thién Hué, Viét Nam)

9 |Alavir Tenofovir Vién nén bao | Hop 1 chai 30 NSX 36 893110066623
alafenamide (dudi [phim vién
dang Tenofovir
alafenamide
fumarate) 25mg
10 |Gefiress Gefitinib 250mg | Vién nén bao | Hop 3 vix 10 NSX 36 893114066723

phim

vién

IL. Danh muc thudc sau khi hét han gidy ding ky lwu hanh, trong ho so gia han néu cong ty khong cé dir liéu
14m sang chirng minh an toan, hiéu qua ciia thude, Cuc Quan 1y Duge sé khong tiép tuc gia han gidy ding ky
luu hanh.

1. Co sé ding ky: Cong ty c6 phan Hoéa-dwge phAm Mekophar (Dia chi: S6 297/5 Ly Thuong Kiét, Phuong 15,
Quén 11, TP. H5 Chi Minh, Viét Nam)
1.1. Co s san xuét: Cong ty cb6 phan Héa-dwoec pham Mekophar (Bia chi: S6 297/5 Ly Thudng Kiét, Phudng

15, Quan 11, TP. H6 Chi Minh, Viét Nam)

11 |Broncocef |Cephalexin Thudc com | Hop 12 gbi x NSX 36 893110066823
250mg; 2,5¢
Bromhexine
hydrocloride 4mg
Ghi chu:

1. Cach ghi tiéu chuan chat luong thudc tai cot (6):
- Nha san xuat (NSX), Tiéu chuan nha san xuit (TCNSX), Tiéu chuén co s¢ (TCCS), In-house c6 y nghia tuong
duong nhau, 14 tiéu chudn chét luong thude do co s& san xuat xay dung va déu c6 thé duoc ghi trén nhin thudc.

- Cach viét tit cac tiéu chudn chat luong duoc dién: Dugc dién Viét Nam (DBVN), Duogc dién Anh (BP), Dugc dién
My (USP), Duoc dién Nhat Ban (JP), Dugc dién Trung Quéc (CP), Dugc dién Chau au (EP), Dugc dién Qubc té

(IP)...

2. Sb dang ky tai cot (8) 1a s dang ky dugc cip theo quy dinh tai Phu luc VI Thong tuw 08/2022/TT-BYT ngay
05/09/2022 ciia BO truong BO Y té quy dinh viéc dang ky luu hanh thude, nguyén lidu 1am thude.
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