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QUYET PINH

Vé viéc thu hdi Gidy ding ky luu hanh thuoc tai Viét Nam doi véi 05 thude
dwogc cap gidy ding ky luu hanh

CUC TRUONG CUC QUAN LY DUQC

Can cu Ludt Duoc ngay 06 thang 4 nam 2016;

‘Can cir Nghi dinh 54/2017/ND-CP ngay 08/05/2017 cua Chinh phu quy dinh
chi tiet mot so diéu vé bién phdp thi hanh Ludt duoc,

~ Can cir Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 cua Chinh phu siwa
doi mgt so quy dinh lién quan dén diéu kién dau tw kinh doanh thuoc pham vi quan
ly nha nuwoc cua Bo Y té;

Can cir Nghj dinh so{ 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy dinh
chirc nang, nhiém vu, quyén han va co cdau té6 churc cua Bo Y té;

Can cir Thong tu 6 32/2018/TT-BYT ngay 12/11/2018 ciia B¢ trucng BJ Y té
quy dinh viéc dang ky luwu hanh thuoc, nguyén liéu lam thuoc,

Can cir Quyét dinh s6 7868/QD-BYT ngdy 28/12/2018 ciia B truong Bg Y té
quy dinh chirc nang, nhiém vu, quyén han va co cau to chirc cua Cuc Quan ly duoc
thuoc Bo Y té;

Can cir két qud hdu kiém xdc thue gidy to phdp Iy trong hé so dang ky thuéc;

Xét dé nghi ciia Trwong phong Phong Pang ky thuéc - Cuc Qudn Iy Duor.

QUYET PINH:

Diéu 1. Thu hdi Gidy dang ky luu hanh thudc tai Viét Nam doi v6i 05 thude
da duogc cap giay dang ky luu hanh, cu thé sau day:

1. Co s dang ky thudc: Cong ty cb phéq Duoc pham Minh Ky (P/c: S6 1-3,
L6 C, Cu xd Lac Long Qudn, P.5, Q.11, TP. Ho Chi Minh - Viét Nam)

1.1. Co sé san xuat thudc: World Medicine Ilac San. ve Tic. A.S. (P/c: 15
Temmuz Mah. Cami Yolu Cad. No 50, Glnegsli, Bagcilar/ Istanbul — Turkey)

STT Tén thudc Hoat chiat, ham lwong | Dang bao ché S6 ding ky

Esomeprazol (dudi dang
1 | Pompezo 40mg vi hat  Esomeprazol | Vién nang cung VN-22822-21
magnesi dihydrat) 40mg

Esomeprazol (dudi dang
2 | Pompezo 20mg vi  hat  Esomeprazol | Vién nang cung VN-22821-21
magnesi dihydrat) 20mg




Choludexan Acid ursodeoxycholic

300mg 300mg Vién nang cung VN-22820-21

Mdi liéu xit chta: | Hon dich xit

: 0
4 | Etacid 0,05% Mometason furoat 50mcg | mili

VN-22725-21

2. Co so dang ky thude: Cong ty TNHH MTV DP Altus (B/c: S6 49, duong
79, Phuong Tan Quy, Qudn 7, TP. Ho Chi Minh - Viét Nam)

2.1. Co sé& san xuat thudc: World Medicine Ilac San. ve Tic. A.S. (P/c: 15
Temmuz Mah. Cami Yolu Cad. No 50, Glnesli, Bagcilar/ Istanbul — Turkey)

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

Pantoprazole (dudi dang Vién nén bao
5 -} Ulsepan 40mg Pantoprazole natri tan trone ruot VN-22123-19
sesquihydrate) 40mg & T

Ly do: Thu hdi theo quy dinh tai Piém d, Khoan 1 Diéu 58 Luat Dugc va
Khoan 5 Diéu 42 Thong tu s6 32/2018/TT-BYT.

Piéu 2. Co so dang ky thude, nhap khau thudc phdi hop véi co so san xuit co
thudc ban hanh kém theo Quyét dinh nay giri thong bao thu hdi téi cac co sd ban
budn, ban 1é, str dung thude, tién hanh thu hdi toan bo cac mit hang thudc néu trén,
guri bao céo thu hoi vé Cuc Quan 1y Dugc trude ngay 15/06/2022.

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

Picu 3. Giam d6c S Y té cac tinh, thanh phd truc thuéc Trung wong, Giam
dbc nha san xuat va co s¢ dang ky c6 thude tai Piéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.
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- Bao hiém Xa hoi Viét Nam; NS0
- Bo Y t&: Vu Phap ché, Cuc Quén Iy YDCT, Cuc =
QLKCB, Thanh tra Bo; Nguyéen Thanh Lam

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

- Tong Cong ty Dugc Viét Nam — Cong ty cd phan; Céac
Cong ty XNK Dugc pham;

- Cac Bénh vién & Vién c6 givong bénh tryc thudc Bo;

- Cac phong Cuc QLD: QLKDD, QLCLT, PCTTra,
QLGT,Van phong; Website Cuc QLD;

- Luu: VT, BKT (TA).
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