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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

“ CUC QUAN LY DUQC Péc 1ap — Tw do — Hanh phic
S6: 151  /QP-QLD Ha Noi, ngay 23 thang3 nam?2026
QUYET PINH

V& viéc thu hoi Gidy diang ky lwu hanh thudc tai Viét Nam déi véi thude da
dwoc cap gidy ding ky lwu hanh

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Dwoc ngay 06 thang 4 nam 2016; Ludt sira doi, bo sung mot sé
diéu ciia Ludt Dwoc ngay 21 thang 11 ndm 2024,

Can cik Nghi dinh s6 163/2025/ND-CP ngay 29 thang 6 nam 2025 ciia Chinh
phii quy dinh chi tiét mét s6 diéu va bién phdp dé té chive, hwdng dan thi hanh Ludt
Duoc,

Can cir Nghi dinh s6 42/2025/ND-CP ngay 27 thang 2 nam 2025 ciia Chinh
phii quy dinh chike néing, nhiém vu, quyén han va co cdu t6 chire ciia B6 Y té;

Can cir Quyét dinh s 2386/0D-BYT ngay 22 thang 7 nam 2025 ciia Bj
triwong B Y té quy dinh chite ndang, nhiém vu, quyén han va co cdu té chirc ciia
Cuc Quan ly duoc thuoc Bo Y té;

Can cir Théng tw s6 12/2025/TT-BYT ngay 16 thang 5 nam 2025 ciia Bé
truong Bé Y té quy dinh viéc ding ky lweu hanh thube, nguyén lidu lam thudc;

Can cit don dé nghi thu héi gidy ding ky lwu hanh thuéc tai Viét Nam cia
co s¢ dang ky thudc;

Theo dé nghi cia Trueong phong Phong Bang ky thuéc - Cuc Quan 1y Duoc.
QUYET PINH:
Piéu 1. Thu hdi gidy ding ky luu hanh thude tai Viét Nam dbi voi 17 thude
theo phu luc dinh kém Quyét dinh nay.

Ly do: Co s¢ dang ky thudc dé nghi ty nguyén thu hoi gidy dang ky luu hanh
thudc tai Viét Nam.

Picu 2. Thudc duoc san xuat trude ngdy Quyét dinh nay c6 hiéu luc duoc
phép luu hanh dén hét han dung cta thudc. Co s dang ky thude, san xuat thude
phai co trach nhi¢m theo doi va chiu trach nhiém vé chat luong, an toan, hiéu qua

ctia thude trong qua trinh luu hanh.

Picu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.
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Piéu 4. Giam dbc S¢ Y té cac tinh, thanh phé truc thudc Trung wong, cac
co s& kinh doanh dugc va Giam déc co s& dang ky, san xuét c6 thude néu tai Diéu
1 chiu trach nhiém thi hanh Quyét dinh nay./.

Noti nhin: KT. CUC TRUONG
- Nhu biéu 4;
- B trudong Pao Hong Lan (dé b/c);

PHO CUC TRUONG

- TTr. Nguyén Tri Thirc (dé b/c);

- Cuc trudng (dé b/c);

- Cuc Qu@n y-Bo Quéc phong, Cuc Y té - B Congan;, | o]
-Cuc Y t¢ GTVT - B6 Xay dung; i o\
- B9 Tai chinh: Cuc Hai quan, Bao hiém xa hoi Viét Nam; ©

-B0'Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh N v T
tra BY, Van phong HDTV cap GDKLH thude, NLLT; x . A
- Vién KN thuée TU,, Vién KN thude TP. HCM; Nguyén Thanh Lam

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

- Cac Bénh vién, Vién c6 giudng bénh truc thudc Bo Y té:
- Trung tAm mua sam tap trung thudc qudc gia;

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

- Luu: VT, BKT (DT).



Phu luc
DANH MUC 15 THUOC THU HOI GIAY PANG KY LUU HANH
TAI VIET NAM

(Kém theo Quyét dinh s6 151 /OP-QLD ngay 23 /3 12026 ciia Cuc Qudn Iy Dugc)

STT Tén thudc Hoat chat, ham Dang bio ché S6 diing ky
lugng

1. Co sé dang ky: Cong ty TNHH DRP Inter (Dia chi: Lé EBS, duong s6 194, Khu
cong nghiép Hiép Phuoc, Xa Hiép Phuoc, Huyén Nha Be, Tp. Ho Chi Minh, Viét Nam)
1.1. Co s& sén xuat: Cong ty TNHH DRP Inter (Dia chi: L6 EBS, dwong so 194, Khu
cong nghiép Hiép Phuoc, Xa Hiép Phuoc, Huyén Nha Be, Tp. Ho Chi Minh, Viét Nam)

1 | Vidagliptin 50mg + | Metformin Vién nén bao 893110281025
Metformin Hcl hydroclorid 850mg; | phim
850mg Vildagliptin 50mg

2. Co s& diing ky: Cong ty TNHH Dwoc pham Anh Thy (Pja chi: D7 - Té dédn pho
Dinh thon, Phuong My Dinh 1, Qudan Nam Tw Liém, Ha Noi, Viét Nam)

2.1. Co s& san xuat: Cong ty Co phan Hoa dwoc Viét Nam (Pja chi: S6 192, phé Dirc
Giang, phieong Thwong Thanh, qudn Long Bién, thanh phé Ha Ngi, Viét Nam)

2 | Sydakmin Vildagliptin 50mg | vjén nén VD-35563-22
3 | Fynzaf Linagliptin 5mg Vién nén bao phim | VD-35891-22
4 | Atbyky Fenticonazol nitrate | Vién nang mém dat | VD-35609-22
200mg am dao
5 | Qvzan 500 Mesalamin 500mg | Vién nén bao tan 893110131823
trong rudt
6 | Zalykof Benfotiamin 300mg | Vién nén bao phim | 893110459823
7 | Heboty 2% Mobi gam kem chtra | Kem bdi am dao 893110161323
fenticonazol nitrat
20mg
8 | zaflyko Ambroxol Vién nén 893110754324
hydroclorid 30mg;
Clenbuterol
hydroclorid 0,02mg

3. Co s¢ dang ky: Cong ty TNHH Thwong mai Dwgc Pha Lam Trang (Dia chi: So
36, ngdach 93/20, pho Hoang Van Thai, phwong Khuong Trung, qudn Thanh Xudn, thanh
pho Ha Noi, Viét Nam)

3.1. Co sé san xuét: Cong ty C6 phan Hoa dwore Viét Nam (Dja chi: S6 192, pho Pire
Giang, phuwong Thuwong Thanh, quan Long Bién, thanh pho Ha Noi, Viét Nam)

Mequitazine 0,5mg
10 | Kzygnaf Moi gbi 5g chira | Thude bot ubng 893110221723
Piracetam 2,49




2

STT

Tén thubc

Hoat chét, ham
lwgng

Dang bao ché

S6 ding ky

4. Co sé diang ky: Cong ty c6 phan dwge pham Wealphar (Dja chi: Lé CN5, Khu cong
nghiép Thuy Van, Xa Thuy Van, Thanh pho Viét Tri, Tinh Phu Tho, Viét Nam)
4.1. Co s6 san xuét: Cong ty cd phan dwgec pham Wealphar (Pia chi: L6 CN5, Khu

ghiép Thuy Van, Xa Thuy Van, Thanh phé Viet Tri, Tinh Phu Tho, Viét Nam)

cong n

11 | Carvedilol DWP | Carvedilol 3,125mg | Vién nén 893110117723
3,125mg

12 | Carvedilol DWP | Carvedilol 20mg Vién nén 893110130223
20mg

13 | Irbesartan DWP Irbesartan 225mg Vién nén bao 893110130523
225mg phim

14 | Irbesartan OD Irbesartan 200mg Vién nén phan tan | 893110245523
DWP 200mg trong miéng

15 | Adenosin EC Adenosin Vién nén bao tan | 893110251324
DWP 20mg triphosphat dinatri | trong rudt

20mg

5. Co sé ding Ky: Cong ty Co phan Dwoc pham CPC1 Ha Noi (Pia chi: Cum Céng
nghiép Ha Binh Phwong, xd Vin Binh, huyén Thuwong Tin, thanh phé Ha Ngi, Viét Nam)
5.1. Co sé san xuit: Cong ty C6 phan Dugeec pham CPC1 Ha Ni (Pia chi: Cum Céng
nghiép Ha Binh Phwong, xd Van Binh, huyén Thwong Tin, thanh phé Ha Néi, Viét Nam)

16

Etomidat-BFS

Etomidat 2mg

Dung dich tiém

893110214823

17

Nhil tuong
Etomidat-BFS

Etomidat 2mg/ml

Nhil tuong tiém

893110372225
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