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CUC QUAN LY DUQC Péc 1ap — Tw do — Hanh phic
S6: 286 /QP-QLD Ha Noi, ngay 07thdngs nam2026
QUYET PINH

Vé viéc thu hdi Gidy ding ky luu hanh thudc tai Viét Nam
doi vé&i thuoc da dugc cap giay dang ky luu hanh

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Dwoc ngay 06 thang 4 nam 2016; Ludt sira d6i, bé sung mot
s6 diéu ciia Ludt Dwoc ngay 21 thang 11 niam 2024,

Can cit Nghi dinh s6 163/2025/NP-CP ngay 29 thing 6 nam 2025 cia
Chinh phii quy dinh chi tiét mét s6 diéu va bién phdp dé té chirc, hudmg dan thi
hanh Ludt Duoc,

Can cir Nghi dinh s6 42/2025/NP-CP ngay 27 thing 2 nam 2025 cia
Chinh phit quy dinh chirc nang, nhiém vu, quyén han va co cau té chirc ciia B6 Y
té;

Can cir Quyét dinh so 2386/0P-BYT ngay 22 thing 7 nam 2025 cia Bé
truong Bo Y té quy dinh chirc ndng, nhiém vu, quyén han va co cdu té chirc ciia
Cuc Quan ly duoc thuéc Bo Y té;

Can cir Thong tu s6 12/2025/TT-BYT ngay 16 thang 5 nam 2025 cua B¢
truong Bo Y té quy dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thuoc,

Xét don dé nghi thu hoi gidy dang ky luu hanh thudc tai Viét Nam cia cdc
co so dang ky thuoc;

Theo dé nghi ciia Truéng phong Phong Pdng ky thuéc - Cuc Qudn Iy
Duoc.

QUYET PINH:
~ Diéu 1. Thu hoi gidy dang ky luu hanh thudc tai Viét Nam doi véi 13
thudc theo phu luc dinh kém Quyét dinh nay.

Ly do: Co s¢ ding ky thudc dé nghi ty nguyén thu hoi gidy dang ky luu
hanh thudc tai Viét Nam.

Piéu 2. Thudc nudc ngoai da nhap khau vao Viét Nam hoic thuéc nudc
ngoai nhap khau trong truong hop duoc giao hang tai cang di ciia nude xuat khau
trude ngay Quyét dinh nay co6 hiéu luyc duoc phép luu hanh dén hét han dung cia
thudc. Co s¢ dang ky thudc, co s san xuat thudc phai cé trach nhiém theo ddi va

chiu trach nhiém vé chat lugng, an toan, hi¢u qua cua 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 s¢ kinh doanh dugc va Gidm doc co s& dang ky, co s& san xuat c6 thude néu
tai Di€u 1 chiu trach nhi¢m thi hanh Quyét dinh nay./.

Noi nhin: KT. CUC TRUONG

- Nhu Diéu 4; PO %
- B truong (dé blc); a0 cyce TRUONG

- Thi truéng Nguyén Tri Thirc (dé b/c);
- Cuc trudng (dé b/c); = PG
- Cuc Quan y - B Quéc phong, Cuc Y té - B Congan; | o GUAR
Cuc Y t& GTVT - B X4y dung; \«\ D

- B6 Tai chinh: Cyc Hai quan, Bao hiém xi hdi Viét Nam; ©

- BO Y & Vu PC, Cuc Phong bénh, Cuc KHCN&DT;
Cuc QLKCB, Vin phong NRA, Van phong HDTV cap Nguyen Thanh Lam
GPKLH thudc, NLLT; Trung tdm mua sam tdp trung

thudc QG:;

- Vién KN thubc TU, Vién KN thudc Tp. HCM, Vién

KbQG VX&SPYT, Vién VSDTTW;

- Tong Cong ty Dugec VN — CTCP, Céc Cong ty XNK

dugc pham (xem Website Cuc QLD);

- Cac Bénh vién & Vién co6 giuvong bénh tryc thuéc BYT;

- Cuc QLD: cac phong QLGT, QLKDD, QLCLT, PCHN,

VP Cuc, Website Cuc QLD;

- Luu: VT, BKT (L) (2b).




Phu luc

DANH MUC 13 THUOC THU HOI GIAY PANG KY LUU HANH
TAI VIET NAM

(Kém theo Quyét dinh sé 286 /OP-QLD ngay 07 /5 12026 ciia Cuc Qudn Iy Duwoc)

STT Tén thuoc

Hoat chit, ham lwong

Dang bao ché

S6 ding ky

1. Co s¢ dang ky: F. Hoffmann - La Roche Ltd. (Pia chi: Grenzacherstrasse 124, 4058

Basel, Thuy Sy)

1.1. Co sé san xuit: Genentech Inc. (Pia chi: 4625 NE Brookwood Parkway, Hillsboro, OR

97124-9332, Hoa K)

Co sé dong g6i va xuat xwéng: F. Hoffmann-La Roche Ltd. (Pja chi: Wurmisweg, CH-

4303 Kaiseraugst, Thuy Sy)

1 Mabthera

Rituximab 100mg/10ml

Dung dich dam dac
dé pha dung dich
truyén

001410176500
(QLSP-1152-19)

1.2. Co sé san xuit: Genentech Inc. (Pia chi: 4625 NE Brookwood Parkway, Hillsboro, OR

97124, Hoa Ky)

Co s& déng g6i va xuit xwong: F. Hoffmann - La Roche Ltd. Pia chi: Wurmisweg, 4303

Kaiseraugst, Thuy Sy)

2 Mabthera

Rituximab 500mg/50ml

Dung dich dam dac
de pha dung dich
tiém truyén

001410173600

2. Co sé dang ky: Novo Nordisk A/S (Dia chi: Novo Alle 1, DK-2880 Bagsvaerd, Pan

Mach)
2.1. Co sé san xuit: Novo Nordisk A/S (Pia chi: Novo Alle 1, DK-2880 Bagsvaerd,
Dan Mach)
3 . Insulin nguoi (rDNA) A
Actrapid 1000 1U/10ml Dung dich tiém QLSP-1126-18
4 Insulin ngudi (rDNA) X 41 en
Insulatard 1000 1U/10ml Hon dich tiém QLSP-1127-18
5 Insulin nguoi (rDNA)
1000 1U/10ml bao
i gom soluble fraction X 41 en ) i
Mixtard 30 3001U/10ml va Hon dich tiém QLSP-1128-18
isophane insulin
crystals 7001U/10ml
6 Insulatard® | Insulin nguoi (rDNA) X e
FlexPen® 300 1U/3ml Hon dich tiém QLSP-960-16
7 _ - =
w30 | DD
FlexPen® 100 S 0% el Hon dich tiém QLSP-927-16
U/ml va 70% insulin
isophan) 1001U/ml
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STT Tén thuoc

Hoat chat, ham lwong

Dang bao ché

So ding ky

2.2. Co sé san xuét: Novo Nordisk A/S (Pia chi: Novo Alle 1, DK-2880 Bagsvaerd,

Dan Mach)

Co s6 lip rap va déng géi: Novo Nordisk A/S (Pia chi: Brennum Park 1, DK-3400

Hilleroed, Pan Mach)

8 Tresiba
FlexTouch
200 U/ml

MOi but tiém bom sin
3ml chta Insulin
degludec 21,96mg

Dung dich tiém

570410647224
(QLSP-932-16)

2.3. Co sé san xuat: Novo Nordisk Producdo Farmacéutica do Brasil Ltda. (Pia
chi: Avenida C, 1413, Distrito Industrial, Montes Claros, Minas Gerais, 39404-004,

Brazil
9 Mobi 3ml chtra: Insulin
human (rDNA) 3001U
i (dudi dang 30%
Mlz'i;tiglgo insulin hoa tan twong |  Hdn dich tiém QLSP-1096-18
duong 901U va 70%
insulin isophan tuong
duong 210IU)
10 Insulatard Insulin Human 300 X g e
ElexPen U/3 ml Hon dich tiém QLSP-1025-17
3. Co s¢ dang ky: Novo Nordisk A/S (Pia chi: Novo Alle, DK-2880 Bagsvaerd, Pan
Mach)
3.1. Co sé san xuat: Novo Nordisk A/S (Pia chi: Novo Allé, DK-2880 Bagsveerd, Pan
Mach)
11 Yéu to dong mau VIla

NovoSevenRT | tai to hop (rFVIIa- ) .
omg Eptacog alfa hoat hoa) Bt pha tiém QLSP-HO02-981-16
2mg
12 Mbi 3ml chira: Insulin
NovoMix 50 aspart (rDNA) 300 U H3n dich tiém QLSP-1095-18
FlexPen (twong duong

10,5mg)

3.2. Co sé san xuat: Novo Nordisk Producdo Farmacéutica do Brasil Ltda. (Pia
chi: Avenida C, 1413, Distrito Industrial, Montes Claros, Minas Gerais, 39404-004,

Brazil
13 Levemir Insulin detemir L
FlexPen (tDNA) 300 Ujam| | Dungdichtiém QLSP-962-16
Ghi chu:

- 6 dang ky 12 ky tw la s6 dang ky dwoc cdp mdi hodc gia han theo quy dinh tai
Phu Iuc V Thong tu 12/2025/TT-BYT ngay 16/5/2025 ciia Bé trudng Bo Y té quy
dinh viéc dang ky lueu hanh thuéc, nguyén liéu lam thudc.
- S6 dang ky da cap (dwoc ghi trong ngodc don) 12 s6 diang Ky da dwoc cdp trude

khi thuoc dwoc gia han.
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