BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

e gmﬂ? QUAN LY DUQC Poc lap — Tw do — Hanh phtc
7 UMUS4: 349 /QD-QLD Ha NGi, ngay 24 thang 05 ndm 2023
QUYET PINH

Vé viéc cong bé Danh muc thude c¢6 chirng minh
twong dwong sinh hoc D¢t 2 - Nam 2023

CUC TRUONG CUC QUAN LY DUQC

Can cie Ludt Dugc s6 105/2016/QHI13 ngay 06 thang 4 nam 2016;

Can'cir Nghi dinh s6 95/2022/NP-CP ngay 15 thang 11 ndm 2022 ciia Chinh phii
quy dinh chirc ndng, nhiém vu, quyén han va co cau té chirc ciia Bg Y té;

Can cit Théong tw sé 08/2022/TT-BYT ngay 05 thang 9 ndam 2022 cia Bg truong
Bg-Y té quy dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thuoc;

Can cit Thong tw s6 15/2019/TT-BYT ngay 11 thang 7 nam 2019 ciia B trudng
B$ Y té quy dinh viéc dau thau thudc tai cdc co sé 'y té cong ldp;

Can cir Thong tur s6 06/2023/TT-BYT ciia B Y té ngay 12 thang 3 nam 2023 cia
B¢ truong Bo Y té vé viéc sira doi, bo sung mot 56 diéu cua Thong tw s6 15/2019/TT-
BYT ngay 11 thang 7 nam 2019 ciia B trucng Bo Y té quy dinh viéc dau thau thudc tai
cdc co sy té cong ldp;

Can cir ¥ kién ciia Hi dong tw van cdp gidy dang ky luu hanh thuéc, nguyén liéu
lam thuéc BoY 1é:

Theo dé nghi ciia Truong phong Pang ky thuoc - Cuc Quan Iy Duorc.

QUYET PINH:
Piéu 1. Cong b Danh muc 28 thuéc c6 ching minh tuong duong sinh hoc Dot

2 - Nam 2023 tai Phu luc kém theo Quyét dinh nay.

Piéu 2. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 3. Giam dbc SO Y té; Giam dbc bénh vién, vién co girong bénh truc thudc
Bo Y té; Giam dbc co sd san xuit thude co thude duge cong bd tai Diéu 1 va Thu truong
cac don vi ¢o lién quan chiu trach nhi¢m thi hanh Quyét dinh nay./.

Noi nhn: KT. CUC TRUONG
- Nhu biéu 3;
- B¢ truéng Pao Hong Lan (dé blc); A })HO cuc TRUONG

- Thi truéng P Xuan Tuyén (dé b/c);
- Cuc trudng Vii Tuén Cudng (dé b/c);
- Bao hiém x4 hoi Viét Nam;

- Cuc Quan y - B6 Qudc phong;
-CucY té - B6 Cong an;

- Cuc Y té giao thong van tai - BO GTVT;

-Bo Y té: VPB, Cuc QLKCB, Cuc KHCNDT, Thanh e Nguyen Thanh Lam
tra B9, Vu PC, Vu BHYT, Vu KHTC;

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

- Hi¢p hoi Doanh nghi¢p dugc Viét Nam;

- Trung tim mua sam tap trung thuéc QG;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCCTra;

P.QLGT, VPC;

- Website ciia Cuc QLD;

- Luu: VT, BKT (02 ban).




Phu luc

DANH MUC 28 THUOC CO CHUNG MINH TUONG DUONG SINH HQC PQT 2 - NAM 2023
(Kem theo Quyet dinh so:) 349

/OP-QLD ngay 24 [ 05

/2023 cia Cuc Quan ly Duoc)

STT Tén thudc Hoat chat, ham Dang bao | Quy cach dong goi S6 dang ky Co sé san xuat Dia chi co sé san xuat
lwgng ché
1 | Atorvastatin 10mg | Atorvastatin (dudi Vién nén Hop 3 vi, 10 vix 10 | VD-35559-22 Cong ty TNHH Thon Binh Luong, xa Tan
dang ‘Atorvastatin bao phim vién Traphaco Hung Yén Quang, huyén Van Lam,
calci trihydrat) 10mg tinh Hung Yén, Viét Nam
2 | Agifamcin 300 Rifampicin 300mg Viénnang | Hop 10 vix 10 vién | 893110053423 | Chi nhanh cong ty c6 Buong Vi Trong Phung,
cung phﬁn Duoc phém Khém Thanh An, P. My
Agimexpharm - Nha Thoi, TP. Long Xuyén,
may san xuét Dugc Tinh An Giang, Viét Nam
pham Agimexpharm
3 | Amlodipin 5mg Amlodipin (dudi dang | Viénnang | Hop 03 vi, 10 VD-35752-22 Nha may Stada Viét 189 Hoang Van Thuy,
cap Amlodipin besilat) cing vi x 10 vién Nam phuong 9, Tp. Tuy Hoa,
5mg tinh Pht Yén, Viét Nam
4 | Apitim 10 Amlodipin (dudi dang | vién nang Hop3vix 10vién | VD-35986-22 Cong ty C6 phan Dugc | L6 B2 - B3, Khu cong
Amlodipin besilat) cing Héu Giang - Chi nhanh | nghiép Tan Pht Thanh -
10mg nha may dugc phém Giai doan 1, xa Tan Phu
DHG tai Hau Giang Thanh, huyén Chau Thanh
A, tinh Hau Giang, Viét
Nam
5 | Azithromycin Azithromycin (dudi Viénnang | Hop 1 vix 6 vién VD-36214-22 Cong ty CP dugc vat tu | Km 4 duong Hung
dang Azithromycin cung y té Thai Binh Vuong, TP. Thai Binh,
dihydrat) 250mg tinh Thai Binh, Viét Nam
6 | BiocemetDT Amoxicillin (dudi Vién nén Hop 1 ttinhém x 2 | VD-31719-19 Chi nhanh Cong ty C6 | L6 B15/1-B16/I duong
500mg/62,5mg dang Amoxicillin phan tan vi x 7 vién phan Dugc pham 2A, khu cong nghi€p Vinh
trihydrat compacted) Imexpharm - Nha may | Loc, phuong Binh Hung
500mg; Acid khang sinh cong nghé Hoa B, quan Binh Tan,

clavulanic (dudi dang
kali clavulanat —
Avicel (1:1)) 62,5mg

cao Vinh Loc

TP. H6 Chi Minh, Viét
Nam




STT Tén thudc Hoat chat, ham Dang bao | Quy cach dong goi S6 ding ky Co sé san xuat Pia chi co sé san xuit
lwgng ché
7 | Cefixime 200mg | Cefixime 200mg Vién nén Hop 1 vix 10 vien | VD-35939-22 Chi nhanh 3-Céng ty c6 | S6 22, dudng s6 2, khu
bao phim phan dugc pham cong nghi¢p Viét Nam-
Imexpharm Singapore II, phuong Hoa
Phu, thanh phd Thi Dau
Mot, tinh Binh Duong,
Viét Nam
8 | Cefuroxim 500mg | Cefuroxim (dudi dang | Vién nén Hop 2 vix 5vién; | 893110002623 | Céngty C6 phan XNK | Sb 66, Qudc 16 30,
Cefuroxim axetil) bao phim | Hop 6 vi x 5 vién; Y té Domesco Phuong M§ Phu, Thanh
500mg Hop 10vix 5 phd Cao Lanh, Tinh Pong
vién; Hop 10 vi x Thép, Viét Nam
10 vién
9 | Cetecocenclar 500 | Clarithromycin 500ng | Vién nén Hop 5 vix 10 vién; | VD-36174-22 Cong ty c6 phan Dugc | 115 Ngb Gia Tu, phuong
bao phim Hop 10 vi x 10 vién Trung wong 3 Hai Chau, quan Hai Chau,
thanh phd Pa Ning, Viét
Nam
10 | Claxitapc Clarithromycin Vién nén Hop 1 vix 7 vién VD-35993-22 Cong ty c6 phan duoc | Khu cng nghiép Nhon
500mg bao phim pham Ampharco U.S.A | Trach 3, thi tran Hiép
Phudc, huyén Nhon
Trach, Tinh Déng Nai,
Viét Nam
11 | Elernap Enalapril maleat Vién nén Hop3vix 10vién | 383110006523 | KRKA, D.D., Novo Smarjeska cesta 6, 8501
10mg/10mg 10mg; Lercanidipin bao phim Mesto Novo mesto, Slovenia
hydrochlorid 10mg
12 | Elernap Enalapril maleat Vién nén Hop3vix 10viéen | 383110006623 | KRKA, D.D., Novo Smarjeska cesta 6, 8501
20mg/10mg 20mg; Lercanidipin bao phim Mesto Novo mesto, Slovenia
hydrochlorid 10mg
13 | Eufixim 100 Cefixim (dudi dang | Vién nén Hop 3 vix 10 vién; | 893110001323 | Cong ty C6 phan duoc | S6 521, khu phd An Loi,

Cefixim trihydrat)
100mg

Hop 10 vi x 10 vién

pham Me Di Sun

phuong Hoa Loi, thi xa
Bén Cat, tinh Binh
Duong, Viét Nam




STT Tén thudc Hoat chat, ham Dang bao | Quy cach dong goi S6 ding ky Co sé san xuat Pia chi co sé san xuit
lwgng ché
14 | Fabapoxim 100 Cefpodoxim (dudi Thudc bot | Hop 10 géi x 3g VD-34009-20 Cong ty c6 phan dugc | Thon Thach Lai, xa Thanh
dang Cefpodoxim pha hon pham Trung vong I - Xuan, huyén Séc Son,
proxetil) 100mg dich ubng Pharbaco thanh phd Ha Noi, Viét
Nam
15 | Glimaron Metformin Vién nén Hop 10 vix 10 vién | 893110057023 | Cong ty c6 phan Dugc | Thon Thach Ldi, xd Thanh
hydrochlorid 500mg; | bao phim pham Trung wong I - Xuan, huyén Soéc Son,
Glibenclamid 5mg Pharbaco thanh phd Ha Noi, Viét
Nam
16 | Glumeron 60 MR | Gliclazid 60mg Vién nén Hop 2 vix 15vién | VD-35985-22 Cong Ty C6 Phan Dugc | L6 B2 - B3, Khu cdng
phong thich Hau Giang — Chi nhanh | nghiép Tan Phu Thanh -
6 kiém nha may duoc pham Giai doan 1, xa Tan Phu
soat DHG tai Hau Giang Thanh, huyén Chau Thanh
A, tinh Hau Giang, Viét
Nam
17 | Glycomet-GP2 Metformin Vién nén Hop 3 vix 10 vien | 893110001723 | Cong ty co phan duoc Thon Thach Léi, xd Thanh
hydrochloride 500mg; | bao phim pham Trung wong I - Xuan, huyén Soc Son,
Glimepirid 2mg gidi phong Pharbaco thanh pho Ha Noi, Viét
keéo dai Nam
18 | Hafixim 100 DT | Cefixim (dudi dang Vién nén Hop3vix 10vién | VD-35981-22 Cong ty Co phan Dugc | L6 B2-B3, Khu Cong
cefixim trihydrat) Hau Giang - Chi nhanh | nghiép Tan Phti Thanh -
100mg nha may duoc pham Giai doan 1, x4 Tan Phu
DHG tai Hau Giang Thanh, huyén Chau Thanh
A, tinh Hau Giang, Viét
Nam
19 | Lamuzid 500/5 Glibenclamid 5mg; Vién nén Hop 3 vix 10 vien | 893110056523 | Cong ty Co phan Duge | L6 Z01-02-03a, Khu Céng
Metformin bao phim pham SaVi nghiép trong Khu Ché

hydroclorid 500mg

xuat Tan Thudn, Phuong
TanThuan Bong, Quan 7,
Thanh phé H6 Chi Minh,
Viét Nam




STT Tén thudc Hoat chat, ham Dang bao | Quy cach dong goi S6 ding ky Co sé san xuat Pia chi co sé san xuit
lwgng ché
20 | Loxfen Loxoprofen natri Vién nén Hop 10 vix 10 vién | VD-21502-14 Cong ty TNHH Duoc Sb 13, duong 9A, KCN.
(dudi dang pham Shinpoong Bién Hoa Il, TP. Bién
Loxoprofen natri Daewoo Hoa, Dong Nai, Viét Nam
dihydrat) 60mg
21 | Methylprednisolon | Methylprednisolon Vién nén Hop 1 vix 10 vién; | 893110061623 | Céng ty co phan Duoc | S6 167, duong Ha Huy
4mg 4mg Hop 3 vix 10 vién; Ha Tinh Tap, phuong Nam Ha,
Hop 5 vi x 10 vién; Thanh phé Ha Tinh, tinh
Hop 10 vi x 10 vién; Ha Tinh, Viét Nam
Hop 1 1o x 100 vién;
Hop 1 1o x 200 vién
22 | Stadxicam 15 Meloxicam 15 mg Vién nén Hop 2 vix 10 vién; | VD-19694-13 Cong ty TNHH Lién Sb 40 dai 10 Tu Do, KCN
Hop 3 vix 10 vién doanh Stellapharm- Chi | Viét Nam — Singapore,
nhanh 1 Phuong An Phu, thi xa
Thuan An, tinh Binh
Duong, Viét Nam
23 | Stadxicam 7.5 Meloxicam 7,5 mg Vién nén Hop 5 vix 10 vién; | 893110050323 | Coéngty TNHH Lién S6 40 dai 10 Tu Do, KCN
Hop 1 chai 30 vién; | (VD-21109-14) | doanh Stellapharm- Chi | Viét Nam — Singapore,
Hop 1 chai 100 vién nhéanh 1 Phuong An Phu, thi xa
Thuan An, tinh Binh
Duong, Viét Nam
24 | Telmisartan 40mg | Telmisartan 40mg; Vién nén Hop 2 vix 14 vién; | 890110012223 | Evertogen Life Sciences | Plot No. S-8, S-9 & S-
and Amlodipine Amlodipine (dudi Hop3 vi x 10 vién Limited 13/P & S-14/P,
5mg Tablets dang Amlodipine Green Industrial Park,
besilate) 5mg Polepally Village,
Jadcherla Mandal,
Mahaboobnagar District,
509 301, Telangana State,
India
25 | UmenoHCT Lisinopril (duéi dang | Vién nén Hop3vix 10 vien | VD-29131-18 Cong ty C6 phan Dugc | L6 Z.01-02-03a KCN
10/12,5 Lisinopril dihydrat) bao phim pham SaVi trong KCX Tén
10mg; Thuéan,Phuong Tan Thuan

Hydroclorothiazid
12,5mg

Pong, Quan 7, TP. Ho Chi
Minh, Viét Nam




STT Tén thudc Hoat chat, ham Dang bao | Quy cach dong goi S6 ding ky Co sé san xuat Pia chi co sé san xuit
lwgng che
26 | Vikonon Venlafaxin (dudi Viénnang | Hop3vix 10vién | 520110010623 | Pharmathen Industrial Park Sapes
dang venlafaxin giai phong International SA Rodopi Prefecture, Block
hydroclorid) 150mg kéo dai No 5, Rodopi, 69300,
Greece
27 | Wonfixime 200 Cefixime (dudi dang | Vién nang Hop 1 vi x 10vién; VD-36249-22 Cong ty TNHH Phil S 20, Pai 16 Hitu Nghi,
Cefixime trihydrat) cung Hop 10 vi x 10 vién Inter Pharma KCN Viét Nam-
200mg Singapore, Thuan An,
Binh Duong, Viét Nam
28 | Zoamco-A Amlodipin (dudi dang | Vién nén Hop 02 vix 10 vién | VD-36187-22 Cong ty C6 phan 166 - 170 Nguyén Hug,
Amlodipin besilat) bao phim Pymepharco Thanh pho Tuy Hoa, tinh

5mg; Atorvastatin
(dudi dang
Atorvastatin calci
trihydrat) 10mg

Phua Yén, Viét Nam
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