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QUYET PINH

Vé viéc thu hdi Gidy ding ky luu hanh thudc tai Viét Nam déi véi thude da
dwoc cap gidy ding ky luu hanh

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Durge s6 105/2016/QH13 ngay 06/04/2016;

Can cir Ludt s6 44/2024/QH15 ngay 21/11/2024 sira doi, bé sung mot sé
diéu ciia Ludt Duoc;

Can cwr 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 cia Chinh phii
sita doi mot sé quy dinh lién quan dén dieu kién dau tw kinh doanh thudc pham vi
quan Iy nha nwée cia B Y té;

Can cit Nghi dinh s6 4212025/ND-CP ngay 27/02/2025 cua Chinh phi quy
dinh churc nang, nhi;ém vu, ngyén han va co cau to chure cua Bo Y té;

Can cir Quyét dinh so 1969/0D-BYT ngay 26/04/2023 cua B¢ truong Bo Y
té quy dinh chirc ning, nhiém vu, quyén han va co cdu té chire ciia Cuc Quan Iy
duwge thuéc Bo Y té;

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

Can cir don dé nghi thu héi gidy dang ky lwu hanh thudc tai Viét Nam ciia
cdc co so dang ky thuoc;

Theo dé nghi cua Trueong phong Phong Pang ky thuéc - Cuc Qudn Iy
Dueoc.

QUYET PINH:
Piéu 1. Thu hoéi gidy dang ky luu hanh thudc tai Viét Nam dbi véi 07
thudc theo phu luc dinh kém Quyét dinh nay.
Ly do: Co so ding ky thudc dé nghi tu nguyén thu hdi gidy dang ky luu
hanh thudc tai Viét Nam.
Piéu 2. Thubc duge san xuit trudce ngay Quyét dinh nay c6 hiéu luc dugc
phép luu hanh dén hét han dung cta thudc. Co s dang ky thude, san xuat thude



phai ¢o trach nhiém theo ddi va chiu trach nhiém vé chat lugng, an toan, hiéu qua
ctia thude trong qua trinh luu hanh.
Piéu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 4. Giam dbc S& Y té cac tinh, thanh phé truc thudc Trung wong, cac
co so kinh doanh dugc va Giam dbc co sé dang ky, san xuat ¢ 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

(Kém theo Quyét dinh sé 153 /OP-QLD ngay31 /03 /2025 ciia Cuc Qudn Iy Duwoc)

STT | Tén thudc Hoat chat Dangbao | Quycéach | Tiéu Tuoi S6 ding ky
chinh — Ham che dong goi chuan tho
lwong (thang)

1. Co sé dang ky: F. Hoffmann-La Roche Ltd. (Pia chi: Grenzacherstrasse 124, CH-
4070 Basel, Thuy Sy)
1.1. Co s& san xuat: Genentech Inc. (Pia chi: 1 DNA Way, South San Francisco CA
94080, My); Co sé déng géi va sin xudt dung méi: F. Hoffmann-La Roche Ltd. (Pia
chi: Wurmisweg CH-4303 Kaiseraugst, Thuy Sy)

1. | Herceptin | Trastuzumab Botdong | Hopchial | TCCS 48 QLSP-866-15
440 mg kho6 dé pha lo bot va
dung dich mot lo 20
tiém truyen ml dung
mOi pha
tiém
1.2. Co s& san xuat: F. Hoffmann-La Roche Ltd. (Pia chi: Wurmisweg, CH-4303
Kaiseraugst, Thuy Sy)
2. | Tecentriq | Atezolizumab Dungdich | Hop 1lo | TCCS 36 760410035823
840mg/14ml dam dac de 14 mi
pha dung
dich tiém
truyén
2. Co s6 dang ky: Zuellig Pharma Pte., Ltd. (Pia chi: 15 Changi North Way, #01-01,
Singapore 498770, Singapore)
2.1. Co s6 san xuat: Vetter Pharma - Fertigung GmbH & Co. KG (Dia chi:
Schiitzenstrasse 87 and 99-101, 88212 Ravensburg, Durc); Co sé xuat xwong: AbbVie
Biotechnology GmbH (Pia chi: Knollstrasse, 67061 Ludwigshafen, Puic)
3. | Humira | Adalimumab Dung dich | Hop 2 vix | TCCS 24 400410038523
40mg/0,8ml tiém 1 xy lanh (QLSP-951-
dong san 16)
thu@c val
miéng vai
tam con
3. Co sé ding ky: Novo Nordisk A/S (Dja chi: Novo Allé, DK-2880 Bagsvaerd, Dan
Mach)
3.1. Co sé san xudt: Novo Nordisk A/S (Pia chi: Novo Allé, DK-2880 Bagsvaerd,
Dan Mach)
4. | Insulatar | Insulin human Hon dich | Hop 5 6ng | NSX 30 QLSP-887-15
d Penfill | (rDNA) 300 tiém x 3 ml
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STT | Tén thudc Hoat chat Dangbao | Quycéach | Tiéu Tuoi So ding ky
chinh — Ham che dong goi chuan tho
lwong (thang)
1001U/m | IU/3 ml (10,5
l mg)
5. | Mixtard | Insulinhuman | Hdndich | Hop 56ng | NSX 30 QLSP-888-15
30 (rDNA) 300 tiém x 3 ml
Penfill IU/3 ml (10,5
1001U/m | mg) (30%
| insulin hoa tan
va 70% insulin
isophane)
6 | Actrapid | Insulin human | Dungdich | Hop 5 dng | NSX 30 | QLSP-889-15
Penfill (rDNA) 300 tiém x3ml
1001U/m | 1U/3 ml (10,5
l mg)

4. Co s& dang ky: Merck Export GmbH (Pia chi: Frankfurter Strafie 250, 64293
Darmstadt, Pic)
4.1. Co sé san xuat: Merck Serono S.A. (Pia chi: Aubonne branch, Zone Industrielle
de |’Ouriettaz, 1170 Aubonne, Thuy Sy)

Gonal-f

Follitropin alfa
751U (5,5mcg)

Bot va
dung moi
pha tiém

Hop chua
1 1o bot va
1 dng tiém
chura 1 ml
dung moi
pha tiém

TCC
S

24

QLSP-890-15
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