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Y BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc 1ap — Tw do — Hanh phic
S6: 24 /QP-QLD Ha Ngi, ngay 10 thang 01 nam 2025
QUYET PINH

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

CUC TRUONG CUC QUAN LY DUQC

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

Can cir Ludt s6 44/2024/QHI1S5 ngay 21/11/2024 sira doi, b6 sung mét sé
diéu ciia Ludt Duoc;

Can cu Nghi dinh 54/2017/ND-CP ngay 08/05/2017 cua Chinh phu quy dinh
chi tiét mot s6 diéu ve 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 tw kinh doanh thudc pham vi qudn
[y nha nuwoc cua Bo Y té;

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

Can cir Quyét dinh s6 1969/0D-BYT ngdy 26/04/2023 ciia BY truong Bé Y
té quy dinh chirc ning, nhiém vu, quyén han va co cdu té chire ciia Cuc Quan Iy
duwegce thuéc Bo Y té;

Can cir Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé truéng B Y
té quy dinh viéc ding ky luu hanh thudc, nguyén liéu lam thudc;

Can cir don dé nghi thu héi gidy dang ky lweu hanh thudc tai Viét Nam ciia
cdc co s6 dang ky thude;

Theo dé nghi ciia Truong phong Phong Bang ky thuoc - Cuc Quan 1y Dueoc.
QUYET PINH:

Piéu 1. Thu hdi gidy dang ky luu hanh thudc tai Viét Nam dbi voi 10 thude
theo phu luc dinh kém Quyét dinh nay.

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

Piéu 2. Thubc duge san xuit trudce ngay Quyét dinh nay c6 hiéu lyc dugc
phép luu hanh dén hét han dung cta thudc. Co s& dang ky thube, san xuat thude
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phai co trach nhiém theo ddi va chiu trach nhiém vé chat lugng, an toan, hiéu qua
ctia thude trong qua trinh luu hanh.
Piéu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 4. Giam dbc S& Y té cac tinh, thanh phé truc thugc Trung wong, céac
co s kinh doanh dugc va Giam dbc co sé dang ky, san xuét c¢6 thudc néu tai Pidu
1 chiu trach nhiém thi hanh Quyét dinh nay./.

Rovmhan: KT. CUC TRUONG
- Nhu Dicu 4; : )
- Bo truéng Pao Hong Lan (dé b/c); | PHO CUC TRUONG

- TTr. 6 Xuan Tuyén (dé b/c);

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

- Cuc Quan Y - Bo Quéc phong; Cuc Y té - BO Cong an; [/«
Cuc Y té Giao thong van tai - B Giao thong vén tai; Téng '
cuc Hai quan - B Tai chinh; \

- Bao hiém X hoi Viét Nam; o3/
-Bo Y té: Vu Phép ché, Cuc Quan 1y YDCT, Cuc QLKCB, Nguyén Thanh Lim
Thanh tra B;

- Trung tAm mua sam tép trung thudc Qudc gia;

- C4c Vién: KN thude TW, KN thude TP. HCM,;

- Téng Cong ty Dugc Viét Nam - Cong ty ¢ phan;

- Cac Bénh vién & Vién co6 giwong bénh tryc thudc Bo;

- C4c phong Cuc QLD: PKT, QLKDD, QLCLT, PCHN,
QLG, Vian phong; Website Cuc QLD;

- Luu: VT, BKT (PT).



Phu luc
DANH MUC 10 THUOC THU HOI GIAY PANG KY LUU HANH
TAI VIET NAM

(Kém theo Quyét dinh sé 24 /OP-QLD ngay 10 /01 /2025 ciia Cuc Qudn Iy Duwoc)

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

1. Co s& diing ky: Cong ty cé phan dwoe pham Trung wong | — Pharbaco (Pia chi:
160 Tén Pirc Thang, phwong Hang Bot, quin Pong Pa, thanh phé Ha Néi)

1.1. Co s6 san xuat: Cong ty c6 phan dwgc pham Trung wong | — Pharbaco (Pja chi:
Thon Thach Léi, xd Thanh Xuén, huyén Soc Son, thanh phé Ha N¢i)

1 | Cefadroxil Cefadroxil (dudi dang Vién nang cing | 893110372523
500mg cefadroxil monohydrat (SbK cii: VD-
compact) 500mg 30515-18)

2. Co s& diang Ky: Cong ty TNHH lién doanh Stellapharm (Pia chi: K63/1 Nguyén
Thi Séc, dp My Hoa 2, xd Xudn Théi Béng, huyén Hoc Mén, Tp. Ho Chi Minh, Viét Nam)
2.1. Co sé san xuét: Cong ty TNHH Lién Doanh Stellapharm - chi nhanh 1 (Bja chi:
S6 40 dai 16 tir do, khu cong nghiép Viét Nam - Singapore, phwong An Phii, thi xd Thudn
An, tinh Binh Duong, Viét Nam)

2 | Odistad 120 Orlistat (dudi dang Vién nang cung | VD-34910-20
Orlistat pellets 50%
240mg) 120mg

3. Co sé ding ky: Cong ty TNHH DRP Inter (Pja chi: Lé EBS, dwong s6 194, Khu
cong nghiép Hiép Phudc, Xa Hiép Phiedec, Huyén Nha Bé, Tp. Ho Chi Minh, Viét Nam)
3.1. Co sé san xuat: Cong ty TNHH DRP Inter (Pia chi: : Lé EBS, dwong sé 194, Khu
cong nghiép Hiép Phudc, Xa Hiép Phuedec, Huyén Nha Bé, Tp. Ho Chi Minh, Viét Nam)

3 | Crileman Levonorgestrel 150ug Vién nen bao 893100169423
(mcg); Ethinyl Estradiol | phim
30pg (mcg)
4 | Vunessa Estradiol 2mg Vién nén bao 893110063323
phim
5 | Trustinor Levonorgestrel 1,5mg Vién nén phan 893100159200
tan trong miéng
6 | Defosey Desogestrel 0,15mg; Vién nén 893110169223
Ethinyl Estradiol 0,03mg
7 | Vextrosin Estradiol 1mg Vién nén bao 893110063223
phim
8 | Tracefem Levonorgestrel 1,5mg Vién nén VD3-208-22
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9 | Herafeme Desogestrel 0,15mg; Vién nén 893110226323
Ethinyl Estradiol 0,02mg

10 | Katesa Drospirenone 3mg; Vién nén bao 893110169323
Ethinyl Estradiol 0,03mg | phim
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