BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap — Tw do — Hanh phic
Sb: 347 /QDP-QLD Ha Néi, ngay 03 thang 06 ndam 2024
QUYET PINH

Vé viéc thu hdi gidy ding ky lwu hanh thudc tai Viét Nam déi véi thude da
dworc cap giay dang ky lwu hanh

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Durge 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 vé bién phap thi hanh Ludt dwoc;

Can cit Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 ciia Chinh phii sira
doi mot sé quy dinh lién quan dén diéu kién dau tw kinh doanh thuéc pham vi qudn
Iy nha nwée cia Bo Y té;

Can cuir Nghi dinh so 95/2022/ND CP ngay 15/11/2022 cua Chinh phii quy
dinh churc nang, nhiém vu, quyen han va co cdau t6 chirc ciia Bg Y té;

Can cir Quyét dinh so 1969/0D-BYT ngay 26/4/2023 cua B¢ truong B Y
té quy dinh chirc nang, nhiém vu, quyén han va co cdu té chire ciia Cuc Qudn 1y
dioc thudc Bo Y té;

~ Can cir Thong tu 6 08/2022/TT-BYT ngay 05/9/2022 cuia Bo truong Bo Y
té quy dinh viéc dang ky luwu 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 Dang ky thuoc - Cuc Qudn 1y Dugrc.

QUYET PINH:
Piéu 1. Thu hoi gidy ding ky luu hanh thudc tai Viét Nam dbi voi 10 thude
tai phu luc dinh kém Quyét dinh nay.

Ly do: Céac co s& ding ky thude dé nghi tw nguyén thu hdi gidy ding 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 thudc, san xuat thudc phai c6 trach nhiém theo doi va chiu trach nhiém vé chat
lwong, an toan, hiéu qua cta thudc trong qua trinh luu hanh.

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



Picu 4. Giam d6c SO Y té cac tinh, thanh phd truc thudc Trung wong, cac
co s6 kinh doanh dugc va Giam dbc co so dang ky, co s¢ san xuat c6 thude néu
tai Piéu 1 chiu trach nhiém thi hanh Quyet dinh nay./.
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Phu luc

DANH MUC 10 THUOC THU HOI GIAY PANG KY LUU HANH TAI VIET NAM
(Kem theo Quyéet dinh so 347 1QD-QLD ngay 03 / 06 /12024 ciia Cuc Qudan Iy Duoc)

STT

Tén thube

Hoat chat, ham hrong

Dang bao ché

S6 ding ky

1.

Co sb ding ky: Céng ty ¢6 phin thwong mai dwoc phim va trang thiét bi y té
Thuan Phat (Dja chi: L0 CN-6, Khu Cong nghiép Phu Nghia, xa Tién Phwong, huyén
Chuong My, Ha Noi, Viét Nam)
Co sé san xuat: Probiotec Pharma Pty., Ltd. (Dia chi: 83 Cheery Lane Laverton
North VIC 3026, Australia)

1 PM Remem Ginkgo biloba leaf extract | Vién néen bao phim | VN-11788-11
dry concentrate (50:1)
120mg
2. Co'sé ding ky: Cong ty TNHH DKSH Pharma Viét Nam (Pia chi: S6 23 Pai 1§
Péc Lip, Khu cong nghiép Viét Nam - Singapore, Phuwong Binh Hoa, Thanh pho
Thugn An, tinh Binh Dwong, Viét Nam)
Co sé san xuat: Leo Laboratories Limited (Pia chi: 285 Cashel Road, Crumlin,
Dublin 12, D12 E923, Ireland)
2 | Fucidin Sodium fusidate 2% Thubc md VN-14707-12
3. Co'sé dang ky: F.Hoffmann - La Roche Ltd (Pia chi: Grenzacherstrasse 124, 4058
Basel, Switzerland)
Co s6 san xuat: Delpharm Milano S.r.l (Bja chi: Via Carnevale, 1, 20090, Segrate
(M), Italy)
3 | Tarceva Erlotinib hydrochloride Vién nén bao phim | VN-17941-14
163,93 mg (twvong duong
v6i 150mg Erlotinib)
4. Co s6 dang ky: Merck Sharp & Dohme (Asia) Ltd (Pia chi: 27/F, Lee Garden
Two, 28 Yun Ping Road, Causeway Bay, Hong Kong)
Co sé san xuat: Merck Sharp & Dohme Corp. (Pia chi: 2778 South East Side
Highway, Elkton, VA 22827, USA)
Co sé déng goéi va xuit xwong: FAREVA Mirabel (Pja chi: Route de Marsat,
Riom, 63963 Clermont — Ferrand, Cedex 9, France),
4 | Tienam Imipenem (dudi dang Bot pha dung dich | VN-20190-16
imipenem monohydrat) tiém truyén
500mg , cilastatin (dudi
dang cilastatin natri)
500mg
5. Co s6 dang ky: Novartis (Singapore) Pte Ltd (Pia chi: 10 Collyer Quay, # 10-01,
Ocean Financial Centre Singapore (049315), Singapore)
Co sé san xudt: Novartis Farmacéutica S.A. (Pia chi: Ronda de Santa Maria 158,
08210 Barbera del Vallés Barcelona, Spain)
Co sé xuit xwong 16: Lek S.A (Dja chi: ul.Domaniewska 50 C, 02-672 Warszawa,
Poland, Spain)
5 | Valsartan 160mg | Valsartan 160mg Vién nén bao phim | VN-17721-14
6 | Valsartan 80mg Valsartan 80mg Vién nén bao phim | VN-17449-13




2

6. Co sé dang ky: Novartis (Singapore) Pte Ltd (Pia chi: 20, Pasir Panjang Road,
#10-25/28, Mapletree Business City, Singapore 117439, Singapore)
Co sé san xuat: Fareva Unterach GmbH (Pia chi: Mondseestrasse 11, 4866
Unterach am Attersee, Austria)

Vinorelbin
"Ebewe"

Vinorelbin (dudi dang
Vinorelbin tartrat) 10mg/ml

Dung dich dam dac
pha dung dich ti€ém
truyén

VN-20582-17

7. Co s6 dang ky: Novartis (Singapore) Pte Ltd (Pia chi: 10 Collyer Quay, # 10-01,
Ocean Financial Centre Singapore (049315), Singapore)
Co s& sanxuét: Sandoz Private Limited (Pja chi: MIDC, Plot No. 8-A/2 & 8-B,
TTC Industrial Estate, Kalwe Block, Navi Mumbai 400708, India)

8 | Tigerfil 100mg Sildenafil (dudi dang Vién nén VN-22444-19
Sildenafil citrat) 100mg
9 Tigerfil 50mg Sildenafil (dud¢i dang Vién nén VN-23241-22

Sildenafil citrat) 50mg

8. Co sé dang ky: Paradigm Pharma (Thailand) Co., Ltd (Pia chi: N0.87, M Thai
Tower 15th Floor, All Seasons Place, Wireless Road, Lumphini Sub-District, Pathum
Wan District, Bangkok Metropolis, Thailand)
Co s& san xuat: Medreich Limited (Pia chi: 12th Mile, Old Madras Road,
Virgonagar, Bangalore- 560049, India, India)

10

Fleming

Amoxicillin (duéi dang
Amoxicillin trihyrate)
200mg/5ml, Acid
clavulanic (dudi dang
Diluted Potassium
Clavulanate) 28,5mg/5ml

Bot pha hon dich
uong

890110443623
(VN-15540-12)
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