¥
o . Ky boi: Cuc Quan
) 1y Duge .
Co quan: By Y té
1 Ngay ky: 12-11-
X j 2024 16:04:43
& 77 +07:00

i ot

BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap — Tw do — Hanh phiic
S6: 758  /QP-QLD Ha Noi, ngay 12 thdang 11 nam 2024
QUYET PINH

Vé viéc thu hoi Gidy ding ky lwu hanh thudc tai Viét Nam d6i véi thude da
dwgc cip gidy ding ky luu hanh

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Dugc s6 105/2016/QH13 ngay 06/04/2016;

Can cir Nghi dinh 54/2017/ND-CP ngay 08/05/2017 cua Chinh phu quy dinh
chi tiét mot s6 diéu vé bién phap thi hanh Ludt duoc;

Can cir Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 ciia Chinh phii sira
doi mét s6 quy dinh lién quan dén diéu kién dau ti kinh doanh thudc pham vi qudn
[y nha nudc cua Bo Y té;

Can cir Nghi dinh s6 95/2022/NP-CP ngay 15/11/2022 ciia Chinh phii quy
dinh chirc nang, nhiém vu, quyén han va co cdu té chirc ciia BY Y té;

Can cir Quyét dinh sé6 1969/0D-BYT ngay 26/04/2023 ciia Bé truong Bé Y
té quy dinh chirc nang, nhiém vu, quyén han va co cdu té chirc ciia Cuc Qudn Iy
duwege thuéce Bo Y té;

Can cir Théng twe s6 08/2022/TT-BYT ngay 05/09/2022 ciia B truéng Bo Y
té quy dinh viéc dang ky heu hanh thude, nguyén liéu lam thuoc;

Can cir don dé nghi thu hoi gidy dang ky lieu hanh thudc tai Viét Nam ciia
cdc co sé dang ky thuoc;

Theo dé nghi ciia Trwong phong Phong Dang ky thuoc - Cuc Qudn Iy Duoc.
QUYET PINH:

Piéu 1. Thu hdi gidy dang ky luu hanh thude tai Viét Nam ddi véi 11 thude
theo phu luc dinh kém Quyét dinh nay.

Ly do: Co sé ding ky thude dé nghi tu nguyén thu hdi gidy ding ky luu hanh
thudc tai Viét Nam.

Piéu 2. Thudc duoc san xuat trude ngdy Quyét dinh nay cé hiéu luc duoc
phép luu hanh dén hét han dung cua thube. Co so ding ky thude, san xuét thude
phai c6 trach nhiém theo ddi va chiu trach nhiém vé chat luong, an toan, hiéu qua
ctia thude trong qua trinh lwu hanh.
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Piéu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Pidu 4. Giam d6c S¢ Y té céc tinh, thanh phé truc thudc Trung wong, cac
co s& kinh doanh duoc va Giam dbe co sé dang ky, san xuét ¢6 thudc néu tai Diéu
1 chiu trach nhiém thi hanh Quyét dinh nay./.
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Phu luc
DANH MUC 11 THUOC THU HOI GIAY PANG KY LUU HANH
TAI VIET NAM

(Kém theo Quyét dinh sé6 758 /OP-OLD ngayl2 /11/2024 ciia Cuc Quan Iy Duoc)

Stt Tén thudc Hoat chit, ham lugng | Dang bao ché S6 ding ky

1. Co sé diang ky: Cong ty co6 phin dwge phim Boston Viét Nam (Dja chi: S6 43
dwong s6 8, khu cong nghiép Viét Nam - Singapore, Phwong Binh Hoa, thanh phé Thudn
An, tinh Binh Duong, Viét Nam)
1.1. Co sé san xuét: Cong ty c6 phan dwgc pham Boston Viét Nam (Pia chi: S6 43
dwong 56 8, khu cong nghiép Viét Nam - Singapore, Phwong Binh Hoa, thanh phé Thudn
An, tinh Binh Duong, Viét Nam)

1 | Ambroxol 30mg | Ambroxol hydroclorid Vién nén 893100198423
30mg
2 | Meloxicam Meloxicam 7,5mg Vién nén VD-35933-22
7.5mg

1.2. Co sé san xuét: Cong ty cd phan dwoc phim Boston Viét Nam (Pia chi: S6 43,
diong s6 8, khu cong nghiép Viét Nam - Singapore, phwong Binh Hoa, thanh phé Thudn
An, tinh Binh Dwong, Viét Nam (Toa nha san xudt sé 1))

3 | Paracetamol Cafein 65mg; Vién nén bao 893100362724
500mg & Paracetamol 500mg phim
Cafein 65mg

1.3. Co sé' san xuét: Cong ty cé phan dwoc phim Boston Viét Nam (Pia chi: S6 43,
diong s6 8, khu cong nghiép Viét Nam - Singapore, phwong Binh Hoa, thanh phé Thudn
An, tinh Binh Dwong, Viét Nam (Toa nha sdn xudt sé 2))

4 | Meloxicam Meloxicam 15mg Vién nén 893110267924
15mg

2. Co sé¢ ding ky: Cong ty TNHH Lién doanh Stellapharm (Bia chi: K63/1 Nguyén
Thi Soc, d'p My Hoa 2, xa Xudn Thoi Dong, huyén Hoc Mon, thanh pho”' Hé Chi Minh,
Viet Nam)
2.1. Co sé san xuét: Cong ty TNHH Lién doanh Stellapharm (Pia chi: K63/1 Nguyén
Thi Soc, ap My Hoa 2, xd Xudn Théi Péng, huyén Héc Mén, thanh pho Ho Chi Minh,
Viet Nam)

5 | Paracetamol Paracetamol 500mg Vién nén 893100504024
500mg (VD-25035-16)

3. Co sé diang ky: Cong ty c6 phin Pymepharco (Dja chi: 166 - 170 Nguyén Hué,
thanh phé Tuy Hoa, tinh Phii Yén, Viét Nam)
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3.1. Co sé san xuat: Nha may Stada Viét Nam (Bja chi: 189 Hodng Vin Thu, phwong
9, Tp. Tuy Hoa, tinh Phu Yén, Viét Nam)

6 | Amlodipine Amlodipin (dudi dang Vién nang cung VD-35557-22
STADA 5 mg Amlodipin besilat) Smg
Cap

7 | Esomeprazole Esomeprazol (dudi dang | Vién nang cling VD-35597-22
STADA 20 mg | vi hat chura vi hat 22%
Esomeprazol) 20 mg

4. Co sé ding ky: Cong ty ¢6 phin dwgc phdm Trung wong I — Pharbaco (Dia chi:
160 Tén Pirc Thang, phwong Hang Bot, quin Pong Pa, thanh phé Ha Néi, Viét Nam)
4.1. Co s& san xuat: Cong ty co phan dwge pham Trung wong I — Pharbaco (Dja chi:
Thon Thach Léi, xd Thanh Xudn, huyén Soc Son, thanh phé Ha Noi, Viét Nam)

8 | Cephalexin Cephalexin 500mg Vién nang cing | 893110396324
500mg (VD-28072-17)

5. Co s& ding ky: Cong ty ¢6 phan dwoc pham Reliv (Pia chi: Khu A, s6 18 dwong Lé
Thi Soc, ap 24, xa Tan Thanh Tay, huyén Cu Chi, thanh phé Ho Chi Minh, Viét Nam)

5.1. Co s& san xuét: Cong ty c6 phan dwoc phidm Reliv (Dia chi: Khu A, s6 18 duong
Lé Thi Soc, dp 24, xa Tan Thanh Tay, huyén Cii Chi, thanh phé Hé Chi Minh, Viét Nam)

9 | Bivinadol Paracetamol 500 mg Vién nén bao 893100328924
phim (VD-28760-18)

6. Co sé diang ky: Cong ty TNHH Phil Inter Pharma (Bja chi: S6 20, dai 1¢ Hitu Nghi,
KCN Viét Nam - Singapore, Thuan An, Binh Duwong, Viét Nam)
6.1. Co s& san xuat: Cong ty TNHH Phil Inter Pharma (Pja chi: S6 25, duong s6 8,
KCN Viét Nam - Singapore, Thudn An, Binh Duong, Viét Nam)

10 | Arotabin Mbi 5g chira: Acyclovir | Kem bdi da 893100098524
250mg (VD-18560-13)

7. Co sé ding ky: Cong ty c6 phan dwoc pham Phong Phi (Pia chi: Lé s6 12, dwong
s6 8, Khu céng nghiép Tan Tao, phwong Tan Tao A, qudn Binh Téan, TP. Ho Chi Minh,
Viet Nam)

7.1. Co s6 san xuit: Cong ty c6 phan Dwoc pham Phong Phi - Chi nhanh nha may
Usarichpharm (Pia chi L6 s6 12, dwong sé 8, Khu cong nghiép Tan Tao, phwong Tan
Tao A, qudn Binh Tan, TP. Hé Chi Minh, Viet Nam)

11 | Paracetamol Paracetamol 500mg Vién nang cung VD-35028-21




