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) T BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Péc 1ap — Tw do — Hanh phic
Sb: 611 /QP-QLD Ha Néi, ngay2l  thdang 08 nam 2023
QUYET PINH

Vé viéc thu hdi giay ding ky luu hanh thuoc tai Viét Nam déi veéi thudce da
dwoc cap gidy ding ky luu hanh

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duge s6 105/2016/QH13 ngay 06/04/2016;
Can cir Nghi dinh 54/2017/ND-CP ngay 08/05/2017 cua Chinh phu quy
dinh chi tiet mot so diéu vé bién phap thi hanh Ludt duoc,
~ Can cir Nghi dinh 0 155/2018/ND-CP ngay 12/11/2018 cua Chinh phu sia
doi mot so quy dinh lién quan den diéu kién dau tu kinh doanh thugc pham vi quan
[y nha nwoc cua Bo Y te;
Can cir Nghi dinh sé 95/2022/Nb-CP ngay 15/11/2022 cua Chinh phu quy

dinh chirc nang, nhiém vu, quyen han va co cdu t6 chie ciia BY Y té;

Can cir Quyét dinh so 1969/0D-BYT ngay 26/4/2023 cua B¢ truong Bo Y
té quy dinh chirc nang, nhiem vy, quyén han va co cau t6 chire ciia Cuc Quan Iy
diegc thugc BY Y té;

~ Can cir Thong tu 6 08/2022/TT-BYT ngay 05/9/2022 ciia Bo truong Bo Y
té quy dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thuoc;
Can cir don dé nghi thu héi gidy dang ky luu hanh thudc tai Viét Nam ciia
cdc co so dang ky thuoc,
Theo dé nghi ciia Truéng phong Phong Ddang ky thuéc - Cuc Quan Iy Duegc.

QUYET PINH:
Piéu 1. Thu hdi gidy dang ky luu hanh thudc tai Viét Nam d6i v6i 07 thude
tai phu luc dinh kem Quyét dinh nay.

Ly do: Cac co s& ding ky thude dé nghi tu nguyén thu hoi gidy dang ky
luu hanh thudc tai Viét Nam.

Piéu 2. Thudc nudc ngoai da nhap khau vao Viét Nam trudc ngay Quyét
dinh nay c6 hiéu luc duge phép luu hanh dén hét han dung cua thude. Co s dang
ky thude, san xuét thudce phai c6 trach nhi¢m theo ddéi va chiu trach nhiém vé chat
lwong, an toan, hiéu qua cua thudce trong qua trinh luu hanh.

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



Piéu 4. Giam doc SO Y té cac tinh, thanh phd truc thudc Trung wong, C4c
co so kinh doanh dugc va Giam déc co s¢ dang ky, co so san xuat co thude néu
tai Piéu 1 chiu trach nhiém thi hanh Quyét dinh nay./.
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Phu luc
DANH MUC 07 THUOC THU HOI GIAY PANG KY LUU HANH TAI VIET NAM
(Kem theo Quyét dinh so 611 /OD-QLD ngay 21 /08 /2023 cua Cuc Quan Iy Duoc)

STT Tén thube

Hoat chat, ham hrong Dang bao ché S6 ding ky

1. Co s& ding ky: Cong ty co phan Fresenius Kabi Viét Nam (Pja chi: Khu vuc 8,

phirong Nhon Phii, thanh phé Quy Nhon, tinh Binh Binh, Viét Nam)
1.1. Co sé san xuét: Fresenius Kabi Oncology Limited (Pia chi: Village
Kishanpura, Baddi, Tehsil Nalagarh, District Solan, Himachal Pradesh, IN-

174101, India)

Kemocarb
150mg/15ml

Carboplatin 150mg/15ml

Dung dich tiém
truyén tinh mach

VN-14671-12

2. Co s6 dang ky: Enter Pharm Co., Ltd (Dia chi: 1, Hyehwa-ro 3ga-gil, Jongno-gu,

Seoul, Korea)

2.1. Co sé san xuat: Sungwon Adcock Pharm. (Pia chi: 54, Gimpo-daero
1644beon-gil, Yangchon-eup, Gimpo-si, Gyeonggi-do, Korea)

Sungwon Adcock
2 Ciprofloxacin
500mg Tab

Ciprofloxacin (dudi dang
Ciprofloxacin
hydrochlorid) 500mg

Vién nén bao phim

VN-22397-19

3. Co sé dang ky: Janssen Cilag Ltd. (Pia chi: 106 Moo 4 Lad Krabang Industrial
Estate, Chalong Krung Road, Kwaeng Lam Plat Tew, Khet Lad Krabang, Bangkok

Metropolis, Thailand)

3.1. Co sé san xuit: AstraZeneca AB (Dja chi: SE-151 85 Sodertalje, Sweden)

3 Rhinocort Aqua

Budesonid 64 mcg/liéu

Hoén dich xit miii

VN-19560-16

3.2. Co sé san xuat: Janssen-Ortho LLC (Co s& dong goi va xuat xudng: Janssen
Cilag S.p.A - Dia chi: Via C. Janssen (loc. Borgo S. Michele) - 040100 Latina
(LT, Y) (Pia chi: State Road 933, Km 0.1, Mamey Ward, Gurabo, Puerto Rico

00778, USA)
Darunavir (dudi dang
4 Prezista Darunavir ethanolat) vién nén bao phim | VN3-289-20
400mg
Darunavir (duéi dang
5 Prezista Darunavir ethanolat) vién nén bao phim | VN3-290-20
600mg

4. Co s6 dang ky: Merck Export GmbH (Pia chi: Frankfurter Strale 250, 64293

Darmstadt, Germany)

4.1. Co sé san xuat: Famar Lyon (Pia chi: 29, avenue Charles de Gaulle, 69230

Saint-Genis Laval

, France)

6 Praxilene 200mg

Naftidrofuryl hydrogen
oxalat 200mg

Vién nén bao phim

VN-21904-19




2

5. Co so dang ky: Pfizer (Thailand) Ltd. (Pia chi: N0.323 United center Building,
Floors 36th and 37th, Silom Road, Silom Sub-district, Bang Rak District, Bangkok

Metropolis, Thailand)

5.1. Co sé san xuéat: R-Pharm Germany GmbH (Dia chi: Heinrich-Mack-Str. 35,

89257 Illertissen, Germany)

Varenicline (dudi dang
Varenicline tartrate) 0,5mg;
Varenicline (dudi dang
Varenicline tartrate) 1mg

Champix

Vién nén bao phim

VN-21937-19
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