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W) s BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc 1ap — Tw do — Hanh phic
S6: 97 /QP-QLD Ha Néi, ngay 23 thdng 02 niam 2023
QUYET PINH

Vé viéc thu hoi gidy ding ky lwu hanh thudc déi véi thude da dwoc cip gidy
diang ky luu hanh tai Viét Nam

CUC TRUONG CUC QUAN LY DUQC

Can cit Ludt Duoc s6 105/2016/QH13 ngay 06/04/2016;

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

Can cit Nghi dinh s6 155/2018/NP-CP ngay 12/11/2018 ciia Chinh phii sira
doi mét s6 quy dinh lién quan dén diéu kién dau tu kinh doanh thuéc pham vi qudn
[y nha nuoc cua Bo Y 1é;

Can cir Nghi dinh sé6 95/2022/NP-CP ngay 15/11/2022 ciia Chinh phii quy
dinh chirc nang, nhiém vu, quyén han va co cau té chire ciia BO Y té;

Can cir Quyét dinh sé 7868/0D-BYT ngay 28/12/2018 ciia Bé trwong B6 Y
té quy dinh chirc néing, nhiém vu, quyén han va co cau té chire ciia Cuc Qudn Iy
duwoc thuoc Bo'Y té;

Can cir Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé truong Bo Y
té quy dinh viéc dang ky luu hanh thuéc, nguyén liéu lam thuoc;

Can cir don dé nghi thu héi gidy dang ky lwu hanh thuoc tai Viét Nam cia
cdc co s6 dang ky thuoc;

Theo dé nghi ciia Truéng phong Phong Ddang ky thuéc - Cuc Quan Iy Duegc.

QUYET PINH:

Piéu 1. Thu hoi gidy dang ky luu hanh d6i véi 07 thude da dugc cap gidy
dang ky luu hanh tai Viét Nam theo phu luc dinh kém Quyét dinh nay.

Ly do: Céac co so dang ky thudc dé nghi tu nguyén thu hoi gidy ding ky
luu hanh thudc tai Viét Nam.

Piéu 2. Thube duge san xuat trude ngay Quyét dinh nay co6 hiéu luc duge
phép luu hanh dén hét han dung ctia thube. Co s dang ky, san xuat thude cd trach
nhiém theo ddi va chiu trach nhiém vé chit luong, an toan, hiéu qua cta thudc
trong qua trinh luu hanh.

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



Piéu 4. Giam d6c S¢ Y té cac tinh, thanh phd truc thudc Trung wong va
Giam dbc co s¢ dang ky, san xuat c6 thudc néu tai Piéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.
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Phu luc

DANH MUC THUOC THU HOI GIAY PANG KY LUU HANH TAI

VIET NAM

(Kém theo Quyét dinh s6 97 /QLD-PK ngay 23 /02 /2023 cia
Cuc Quan Iy Duoc)

1. Co sé diang ky: Cong ty co phan dwoc pham Imexpharm (Pia chi: S6 04,
dweong 30/4, Phieong 1, Tp. Cao Lanh, Tinh Pong Thdp, Viét Nam)
1.1. Co sé'san xuit: Cong ty c6 phan dugc pham Imexpharm (Bja chi: S6 04,
dwong 30/4, Phirong 1, Tp. Cao Lanh, Tinh Pong Thdp, Viét Nam)

Stt | Tén thudc Hoat chit, ham Dang bao ché S6 ding ky
lwgng
1 Paracetamol RO | Paracetamol 500mg Vién nén bao phim | VD-28966-
500mg 18
2 Paracetamol RO | Paracetamol 500mg Vién nén bao phim | VD-28967-
500mg 18

1.2. Co sé san xuat: Chi nhanh 3 - Cong ty co phan dwgc pham Imexpharm
tai Binh Dwong. (Dia chi: S6 22, dwong sé 2, KCN Viét Nam-Singapore |,
Phwong Hoa Phii, TP Thii Dau Mét, tinh Binh Dwong, Viét Nam)

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

3 Ospexin 250mg Cephalexin 250mg Vién nang cung | VD-28957-
(dudi dang Cephalexin 18
monohydrate)

2. Co s¢ ding ky: Cong ty c6 phan dwoe pham Liviat (Pia chi: Tang 46, Toa
nha Bitexco, phwong Bén Nghé, qudn 1, thanh pho Ho Chi Minh, Viét Nam)

2.1. Co sé san xuit: Cong ty c6 phan thwong mai dwgc phim Quang Minh
(Pia chi:4A Lo Lu, phwong Truong Thanh, qudn 9, thanh pho Ho6 Chi Minh, Viét

Nam)
Stt | Tén thudc Hoat chit, ham Dang biao ché S6 diang ky
luwgng
4 Cozomat 10 Rizatriptan 10mg Vién nén VD-35821-
(twong duong 22

Rizatriptan benzoate
14,53mg)

3. Co s¢ diing ky: Cong ty co phan dwgc pham Phong Phi — Chi nhanh nha
may Usarichpharm (Bia chi: Lé s6 12, dwong s6 8, Khu c¢éng nghiép Tan Tao,
phuong tan Tao A, quén Binh Tan, thanh pho H6 Chi Minh, Viét Nam)




3.1. Co s& sian xuit: Cong ty c6 phan dwge pham Phong Phi — Chi nhanh
nha may Usarichpharm (Pia chi: Lé sé6 12, dwong so 8, Khu cong nghiép Tan
Tao, phuong tan Tao A, qudn Binh Tan, thanh phé Ho Chi Minh, Viét Nam)

Stt | Tén thude Hoat chit, ham Dang bao ché S6 diang ky
lwong

5 Clorpheniramin-T | Clorpheniramin maleat Vién nén VD-25070-
4mg 16

4. Co sé diang Ky: Cong ty TNHH Y Dwoc Quang Minh (Bja chi:Sé nha 3
ngach 26/ Phan Binh Gidt, phwong Phirong Liét, qudn Thanh Xudn, thanh phé

Ha Noi, Viet Nam)

4.1. Co s& san xuit: Cong ty co phan dwoe pham Ha Tay (Dja chi: Té din phé

s6 4, phwong La Khé, quin Ha Péng, thanh phé Ha Néi, Viét Nam)

hemipentahydrat 5mg)

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

6 SM. Risedronat Risedronat natri (dudi Vién nén VD-35923-
dang Risedronat natri 22

5. Co s& ding ky: Cong ty co phan Sanofi Viét Nam (Pia chi: L6 I-8-2, duong
D8, Khu céng nghé cao, phwong Long Thanh My, thanh phé Thit Pirc, thanh phé

H6 Chi Minh, Viét Nam)

5.1. Co s& san xuat: Cong ty cd phan Sanofi Viét Nam (Pia chi: L6 I-8-2,
duong DS, Khu céng nghé cao, phwong Long Thanh My, thanh phé Thi Pic,
thanh pho H6 Chi Minh, Viét Nam)

Magnesium lactate
dihydrate 186mg;
Magnesium pidolate
936 mg) 100mg;
Pyridoxine
hydrochloride 10mg

Stt | Tén thudc Hoat chit, ham Dang bao ché S6 ding ky
lwgng
7 Magne-B6 Mdi 6ng 10ml chtra: Dung dich uéng | VD-32207-
corbiere Mg (twong duong 19
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