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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 luu hanh thudc tai Viét Nam ciia
Cac co so 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 03 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./.

Noi nhén: KT. CUC TRUONG

- Nhu Diéu 4; , .

- B trudong Pao Hong Lan (dé b/c); PHO CUC TRUONG
- TTr. Nguyén Tri Thirc (dé b/c); *

- Cuc trudong Vii Tudn Cudng (dé b/c);

- Cuc Quany - Bo Quéc phong, Cuc Y té - B Cong an;

H Ao

-Cuc Y t¢ GTVT - Bo Xay dung; ; \  DUGC \\ _

- BO Tai chinh: Cyc Hai quan, Bao hiém xa hoi Viét Nam;  \ N\~ X%/ / ~

-BO Y té: Vu PC, Cuc QLYDCT, Cyc QLKCB, Thanh NS /e

tra BO, Van phong HDTV cap GPKLH thuoc, NLLT; -

- Vién KN thube TU, Vién KN thudc 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 québc gia;

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

- Luu: VT, BKT (DT).



Phu luc
DANH MUC 03 THUOC THU HOI GIAY PANG KY LUU HANH
TAI VIET NAM

(Kém theo Quyét dinh sé 830 /OP-QLD ngay 31 /12 12025 ciia Cuc Qudn Iy Duroc)

STT  Tén thudc Hoat chat, ham Dang bao ché S6 ding ky
lwgng

1. Co sé ding ky: Cong ty c6 phian Dugc pham Phuong Dong (Dia chi: L6 7, Duong
2, KCN. Tan Tao, P. Tan Tao A, Q. Binh Tan, TP. Ho Chi Minh, Viét Nam)

1.1. Co's6'san xuit: Cong ty c6 phan Dugc pham Phuong Dong (Dia chi: L6 7, duong
50 2, KCN. Tan Tao, P. Tan Tao A, Q. Binh Tan, TP. Ho Chi Minh, Viét Nam)

1 | Cefactum Cefdinir 300mg Vién nang cung VD-30475-18
(xam-xanh duong)

2. Co sé ding ky: Cong ty c6 phan Pymepharco (Pia chi: 166 - 170 Nguyén Hué,
Thanh phé Tuy Hoa, tinh Phii Yén, Viét Nam)
2.1. Co s& san xuat: Cong ty c6 phan Pymepharco (Dia chi: 166 - 170 Nguyén Hué,
Thanh phé Tuy Hoa, tinh Phii Yén, Viét Nam)

1 | Celorstad Cefaclor (dudi dang | Vién nang cliing VD-20988-14
500mg Cefaclor
monohydrat) 500mg

3. Co sé ding ky: Cong ty c6 phan dwoc pham Savi (Savipharm J.S.C) (Dia chi: L6
Z01-02-03a, Khu Céng nghiép trong Khu Ché xudt Tan Thudn, Phwong Tan Thudn Péng,
Qudn 7, Thanh phé Ho Chi Minh, Viét Nam)

3.1. Co s& san xuat: Cong ty co phan dwge pham Savi (Savipharm J.S.C) (Pia chi:
L6 Z01-02-03a, Khu Céng nghiép trong Khu Ché xudt Tan Thudn, Phwong Tan Thudn
Péng, Quan 7, Thanh phé Hé Chi Minh, Viét Nam)

1 | Rosuvastatin Rosuvastatin (dudi | Vién nén bao phim 893110030200

SaVi 10 dang Rosuvastatin (VD-29117-18)

calci) 10mg
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