BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc 1ap — Tw do — Hanh phic
Sb: /QD-QLD Ha Néi, ngay  thang  nam 2023
QUYET PINH

Vé viéc thuhdi Gidy ding ky luu hanh thuoc tai Viét Nam déi véi thude da
dwoc cap giay dang ky luu hanh

CUC TRUONG CUC QUAN LY DUQC

Can ctr Ludt Dirge 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 ve bién phap thi hanh Ludt duoc;

Cdn 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 tir kinh doanh thuéc 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 vy, quyén han va co cau té chire ciia BO Y té;

Can cit Quyét dinh s6 1969/0D-BYT ngay 26/04/2023 ciia Bé truéng Bé Y
té quy dinh chirc ndng, nhiém vu, quyén han va co cdu té chire ciia Cuc Qudn 1y
duwoe thuée BO Y té;

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

Theo dé nghi ciia Trudong phong Phong Péng ky thudc - Cuc Qudn 1y Duorc.

QUYET PINH:
Piéu 1. Thu hdi gidy dang ky luu hanh thudc tai Viét Nam dbi voi 08 thude
theo phu luc dinh kém Quyét dinh nay.

Ly do: Céc co so dang ky thube dé nghi ty nguyén thu hoi gidy dang ky luu
hanh thudc tai Viét Nam.

Piéu 2. Thudc duoc san xuat trude ngay Quyét dinh nay cé hiéu luc duoc
phép luu hanh dén hét han dung cta thudc. Co s dang ky thude, san xuat thude
phai co trach nhiém theo doi va chiu trach nhiém vé chat lugng, an toan, hi€u qua
ctia thudc 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 tryc thudc Trung wong, cac co
s& kinh doanh dugc va Giam déc co s dang ky, san xuét c6 thude néu tai Pidu 1 chiu
trach nhiém thi hanh Quyét dinh nay./.

Noi nhdn: KT. CUC TRUONG
- Nhu Diéu 4; , .
- Bo truong Pao Hong Lan (dé b/c); PHO CUC TRUONG

- TTr. B Xuan Tuyén (dé b/c);

- Cuc truong Vii Tuan Cuong (dé b/c);

- Cuc Quan Y -'Bo Quéc phong; Cuc Y té - Bo Cong an;
Cuc Y té Giao thong van tai - Bd Giao thong van tai; Téng
cuc Hai quan - B Tai chinh;

- Bao hiém Xa hoi Viét Nam;

-B6 Y té: Vu Phap ché, Cuc Quan Iy YDCT, Cuc QLKCB,
Thanh tra BY; S Nguyén Thanh Lam
- Trung tdm mua sam tap trung thudc Quodc gia;

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

- Téong Cong ty Dugc Viét Nam — Cong ty ¢d phan;

- Cac Bénh vién & Vién c6 giuvong bénh truc thudc Bo;

- C4c phong Cuc QLD: DKT, QLKDD, QLCLT, PCHN,
QLGT, Vin phong Cuc; Website Cuc QLD;

- Luu: VT, BKT (QN).



Phu luc
DANH MUC 08 THUOC THU HOI GIAY PANG KY LUU HANH TAI VIET NAM

(Kém theo Quyét dinh s6  /OP-QLDngay /| /2023 ciia Cuc Qudn 1y Duoc)

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

1. Co s& ding ky: Cong ty Co phan dwoe pham 2/9 (Dja chi: 299/22 Ly Thuong Kiét,
phuong 15, gudn 11, TP. Ho Chi Minh, Viét Nam)

1.1. Co sé san xuat: Céng ty Co phan dwoc phim 2/9 (Pia chi:930C4, dwong C, KCN
Cat Ldi, cum 2, phirong Thanh M3 Loi, qudn 2, TP. Ho Chi Minh Viét Nam)

1 | DR. Mudi Natri clorid 4,59/500ml Dung dich sic | VS-4891-15

miéng

2 | Gynonadyphar | Pong sulfat 0,25g/100ml Dung dich VS-4872-14
dung ngoai
(dung dich v¢
sinh phu nir)

3 | Povidon iod Povidon iod 109/100ml Dung dich VD-22431-15
dung ngoai

2. Co s¢ diang ky: Cong ty ¢ phan dwoe pham 3/2 (Pia chi: 601 Cach Mang Thang Tam,
Phwong 15, Qudn 10, TP. Ho6 Chi Minh, Viét Nam)

2.1. Co sé san xuit: Cong ty ¢6 phan dwoc pham 3/2 (Dia chi: S6 930 C2, Puong C, Khu
cong nghiép Cat Lai, Cum II, P. Thanh My Loi, Qudn 2, TP. Hé6 Chi Minh, Viét Nam)

4 | Clorpheniramin | Clorpheniramin maleat 4mg Vién nén VD-25108-16
4 mg

3. Co sé ding ky: Cong ty TNHH Dwoc pham Fitopharma (Bja chi: 26 Bis/1, khu phé
Trung, phwong Vinh Phii, thanh phé Thudn An, tinh Binh Dwong, Viét Nam)
3.1. Co s& san xuat: Cong ty TNHH Dwoc pham Fitopharma (Pja chi: 26 Bis/1, khu phé
Trung, phwong Vinh Phii, thanh phé Thudn An, tinh Binh Duwong, Viét Nam)

5 | Thuéc ho bd | Tran bi (Pericarpium Citri Cao long 893100105023
phé reticulatae perenne) 20g; Céat
canh (Radix Platycodi
grandiflori) 10g; Tién ho (Radix
Peucedani) 10g; To6 di¢p (Folium
Perillae frutescensis) 10g; Tu
uyén (Radix et Rhizoma Asteris
tatarici) 10g; Tang bach bi
(Cortex Mori albae radicis) 4g;
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Tang diép (Folium Mori albae)
49;Thién'mon (Radix Asparagi
cochinchinensis) 4g; Cam thao
(Radix et Rhizoma
Glycyrrhizae) 3g; O mai
(Fructus Armaniacae) 3g;
Khuong hoang (Rhizoma
Curcumae longae) 2g; Menthol
(Mentholum) 0,044g

4. Co sé-diang ky: Cong ty c6 phan Dwoc pham Phwong Pong (Pia chi: L6 7, Puong 2,

KCN..Tan Tao, P. Tan Tao A, Q. Binh Tdn, TP. Hé Chi Minh, Viet Nam)

4.1.Co sé san xuit: Cong ty c6 phian Dwgc pham Phwong Pong (Pia chi: Lé 7, Puong

2, KCN. Tan Tgo, P. Tan Tao A, Q. Binh Tan, TP. Hé Chi Minh, Viet Nam)

6 | Batigan

Tenofovir disoproxil fumarat
300mg

Vién nén bao
phim

QLDB-729-18

5. Co sé¢ ding ky: Cong ty TNHH Lién doanh Stellapharm (Bia chi: K63/1 Nguyén Thi
Séc, dp My Hoa 2, xa Xudn Théi Pong, huyén Hoc Mén, TP. Ho Chi Minh, Viét Nam)

5.1. Co sé san xuit: Cong ty TNHH Lién doanh Stellapharm — Chi nhanh 1 (Pja chi:
S6 40 Pai 16 Tw Do, Khu céng nghiép Viét Nam - Singapore, phwong An Phii, thanh phé
Thudn An, tinh Binh Duong, Viét Nam)

7 Lamone 150
Tablets

Lamivudin 150mg

Vién nén bao
phim

VD-32402-19

6. Co sé ding ky: Cong ty c6 phan dwoc pham Trung wong 3 (Pja chi: S6 16 - Lé Pai
Hanh - P.Minh Khai - Q.Héng Bang - Tp. Hai Phong, Viét Nam)
6.1. Co s& san xuat: Cong ty c6 phan dwoc pham Trung wong 3 (Pia chi: S6 28 - Puong
351 - Xa Nam Son - Huyén An Duong - Tp. Hai Phong, Viét Nam)

8 Kimraso

Cao dic Kim tién thao (twong
duong 1,5g Kim tién thao)
142,8mg; Cao dac Rau meo
(twong duong 0,28g Rau meo)
46,6mg

Vién nén bao
phim

VD-35217-21
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