BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Doc 1ap — Tu do — Hanh phuc
S6: 439 /QP-QLD Ha Ngi, ngdy 21 thdng 06 nam 2023
QUYET PINH

Vé viéc thu hoi gidy ding ky luu hanh thudc tai Viét Nam doi véi thudc da
dwoc cép gidy ding ky luu hanh

CUC TRUONG CUC QUAN LY DUQC

Can cit Ludt Duwoc s6 105/2016/QH13 ngay 06/04/2016;

Can cwe Nghi dinh 54/2017/ND-CP ngay 08/05/2017 cua Chinh phu quy
dinh chi tiét mot s6 diéu vé bién phap thi hanh Ludt duoc,

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

Can cwr Nghi dinh so 95/2022/NB CP ngay 15/11/2022 cua Chinh phu quy
dinh chirc nang, nhiém vu, quyen han va co cdu té chike ciia Bé Y té;

Can cu Quyet dinh s6 1969/0D-BYT ngay 26/4/2023 cua Bo truong Bo Y
té quy dinh chirc nang, nhi¢ém vu, quyen han va co cdu t6 chire ciia Cuc Qudn 1y
diege thupe B Y té;

~ Can cir Thong tw s6 08/2022/T T-BYT ngay 05/9/2022 cua B¢ truong Bo Y
té quy dinh viéc dang ky lwu hanh thuoc, nguyén liéu lam thuoc,
Can cit don dé nghi thu hoi gidy dang ky luu hanh thuoc tai Viét Nam cia
cdac co so dang ky thuoc;
Theo dé nghi ciia Truong phong Phong Dang ky thuéc - Cuc Qudan Iy Durgre.

QUYET PINH:
Piéu 1. Thu hoi gidy dang ky luu hanh thudc tai Viét Nam d6i véi 13 thude
tai phu luc dinh kém Quyét dinh nay.

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

Piéu 2. Thudc nudc ngoai da nhap khau vao Viét Nam trudc ngay Quyét
dinh nay c6 hiéu luc dugc phép luu hanh dén hét han dung cta thude. Co so ding
ky thudc, san xuat thudc phai ¢ trach nhiém theo d&i va chiu trach nhiém vé chat
lugng, an toan, hi¢u qua cua thube trong qua trinh luu hanh.

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



Piéu 4. Giam dbc S¢' Y té cac tinh, thanh phd truc thudc Trung wong, cic
co s& kinh doanh duoc va Giam ddc co s diang ky, co sé san xuét c6 thube néu
tai Piéu 1 chiu trach nhiém thi hanh Quyét dinh nay./.
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Phu luc
DANH MUC 13 THUOC THU HOI GIAY PANG KY LUU HANH TAI VIET NAM
(Kem theo Quyét dinh s6 439 /OD-QOLD ngay 21 /06 /2023 cua Cuc Quan ly Duoc)

STT Tén thuoc Hoat chat, ham luong Dang bio ché So diing Ky

1. Co sé dang ky: B. Braun Medical Industries Sdn. Bhd. (Dja chi: Bayan Lepas
Free Industrial Zone, 11900 Bayan Lepas, Pulau Pinang, Malaysia)

1.1. Co sé san xuit: B. Braun Medical AG (Pja chi: Route de Sorge 9, 1023
Crissier-Switzerland)

1 Tetraspan 6% Mbi 250m chira: Poly(O-2- | Dung dich tiém VN-18497-14

solution for hydroxyethyl) starch (HES) | truyén tinh mach
infusion 15g; Natri clorid 1,5625g;

Kali clorid 0,075g; Calci

clorid dihydrat 0,0925g;

Magnesi clorid hexahydrat
0,05g; Natri acetat trihydrat
0,8175g; Acid L-malic
0,1675¢g

2. Co s¢ dang ky: Boehringer Ingelheim International GmbH (Dia chi: Binger
Strasse 173, 55216 Ingelheim am Rhein, Germany)

2.1. Co sé san xuat: Boehringer Ingelheim pharma GmbH & Co. KG (Pja chi:
Binger Str. 173, 55216 Ingelheim am Rhein, Germany)

2 | Spiolto Respimat | Mdi nhat xit chira: Dung dich dé hit | VN3-361-21
Tiotropium (dudi dang
Tiotropium bromide
monohydrat 3,124mcg)
2,5mcg; Olodaterol (dudi
dang Olodaterol
hydroclorid 2,736mcg)
2,5mcg

3. Co sé dang ky: F.Hoffmann-La Roche Ltd. (Dia chi: 124 Grenzacherstrasse,
CH-4070 Basel, Switzerland)

3.1. Co sé san xuat: Cenexi SAS (Pja chi: 52 rue Marcel et Jacques Gaucher
94120 Fontenay - Sous Bois., France)

3 Tamiflu Oseltamivir 75mg Vién nang ciing VN-18299-14

4. Co sé dang ky: Mundipharma Pharmaceuticals Pte. Ltd. (Dia chi: 12 Marina
View, #22-01 Asia Square Tower 2, Singapore 018961, Singapore)

4.1. Co sb san xuat: Bard Pharmaceuticals Limited (Pia chi: Cambridge Science
Park, Milton Road, Cambridge, CB40GW, England)

4 | MS Contin 10mg | Morphin sulfat 10mg Vién nén phong VN-21318-18
thich kéo dai

5 | MS Contin 30mg | Morphin sulfat 30mg Vién nén phong VN-21319-18
thich kéo dai
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2, D-56626 Andernach, Germany)

4.2. Co so san xuit: LTS Lohmann Therapie-Systeme AG (Dja chi: Lohmannstr

6 | Norspan 10 Mdi miéng déan chira: Miéng dan trj liéu | VN3-266-20
mcg/h Buprenorphin 10mg qua da

7 | Norspan 20 M&i miéng déan chura: Miéng dan trj liéu | VN3-267-20
mcg/h Buprenorphin 20mg qua da

8 | Norspan 5mcg/h | M&i miéng déan chira: Miéng dan trj liéu | VN3-268-20

Buprenorphin Smg

qua da

5. Co s¢ dang ky: Novartis (Singapore) Pte Ltd (Dia chi: 10 Collyer Quay, # 10-
01, Ocean Financial Centre Singapore (049315), Singapore)
5.1. Co's6' san xuét: Ebewe Pharma Ges.m.b.H Nfg.KG (Pja chi: Mondseestrasse
11, 4866 Unterach am Attersee, Austria)

Vinorelbin
"Ebewe"

Vinorelbin (duéi dang
Vinorelbin tartrat) 10mg/ml

Dung dich dam
déac pha dung dich
tiém truyén

VN-20829-17

5.2.Co sé san xuat: Haupt Pharma Wolfratshausen GmbH (Pja chi:
Pfaffenrieder Strasse 5, 82515 Wolfratshausen, Germany)

10 | Calciumfolinat | Acid folinic (duéi dang Dung dich tiém VN-23089-22
"Ebewe" calci folinat) 10 mg truyén

11 | Calciumfolinat | Acid folinic (dudi dang Dung dich tiém VN-23090-22
"Ebewe" calci folinat) 10 mg truyén

5.3. Co s& san xuit: Lek Pharmaceuticals d.d, (Dia chi: Verovskova ulica 57,
1526 Ljubljana, Slovenia)

12

Gliclazid
Sandoz 30mg
(dong goi: Lek
Pharmaceutical
s d.d. dia chi:
Trimlini 2D,
9220 Lendava,
Slovenia)

Gliclazid 30 mg

Vién nén phong
thich bién doi

VN-23041-22

5.4. Co sé san xuat: Sandoz GmbH (Dia chi: Biochemiestrasse 10, 6250 Kundl,
Austria)

13

Amoxicillin
250mg

Amoxicillin (duéi dang
amoxicillin trihydrat)
250mg

vién nén phan tan

VN-22180-19




