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) | BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc l1ap - Tu do - Hanh phic
Sb: 142 /QP-QLD Ha Noi, ngay 13 thdng 3 ndam 2026
QUYET PINH

V& viéc cong bé Danh muc thudc biét dwoc gdc c6 diéu chinh, cip nhit thay
doi, bo sung thong tin thuoc Pot 1 — Nam 2026

CUC TRUONG CUC QUAN LY DUQC

Can cur Ludt Duoc ngay 06/4/2016,; Ludt sua doi, b6 sung mot s6 diéu ciia
Ludt Dwoc ngay 21/11/2024;
Can cir Nghi dinh so 42/2025/ND-CP ngay 27/02/2025 cua Chinh phu quy
dinh chirc nang, nhiém vu, quyén han va co cau té chirc cua Bo Y té;
~ Can cit Thong tu s6 12/2025/T T-BYT ngay 16/5/2025 cua Bo truong Bo Y
te quy dinh viéc dang ky luwu hanh thuoc, nguyén liéu lam thuoc,
Can cir Quyét dinh so 2386/0D-BYT ngay 22/7/2025 cua B truong Bo Y

té quy dinh chirc nang, nhiém vu, quyén han va co cau té chire ciia Cuc Quan Iy
Duegc thude Bo Y té;

Theo dé nghi ciia Trudng phong Phong Péng ky thuéc - Cuc Qudn Iy Duoc.
QUYET PINH:

Picu 1. Cong bd kém theo Quyét dinh nay Danh muc thubc biét duge gbc
6 diéu chinh, cap nhat thay ddi, bd sung thong tin thudc Pot 1 - ndm 2026 gém
13 thude.

Piéu 2. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 3. Giam dbc S Y té céc tinh, thanh phé tryc thuoc Trung wong, cac
co s& kinh doanh duge va Giam doc co s& ¢6 thude néu tai Piéu 1 chiu trach
nhiém thi hanh Quyét dinh nay./.

Nﬁnhﬁr,ﬂ; . KT. CUC TRUONG
- Nhu bicu 3; DU z

- B truong (d€ b/c); i ) "’QCUC TRUONG
- Thir truéng Nguyen Tri Thice (dé€ b/c); Ve L\

- Cuc trudng (dé b/c); /' Cuc

- Cuc Quan 'Y - Bo Quédc phong; Cuc Y té - Bo Cong an; Cuc QUAD
Y t& GTVT - B6 Xay dung; \ DUC(
- Bao hiém X4 hoi Viét Nam - Bo Tai Chinh;
-Bo Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Vin phong :
HPTV cip GDKLH thudc, NLLT; Nguyen Thanh LAm
- Vién KN thuoe TW, Vién KN thude TP. HCM;
- Téong Cong ty Dugc Viét Nam- CTCP;
- Cac Bénh vién & Vién c6 giuong bénh tryc thue BO 'Y té;
- Trung tAm mua sim tap trung thude quoc gia;
- Cuc QLD: QLKDD, QLCLT, PCHN, QLGT, Website;
- Luu: VT, BKT.




Phu luc

DANH MUC 13 THUOC BIET DUQC GOC CO THAY DPOI, BO SUNG THONG TIN THUOC DPQT 1 - NAM 2026
(Kem theo Quyét dinh so 142 /OP-QLD ngay 13 /3 /2026 cua Cuc Quan ly Dwoc)

STT | Tén thudc | Hoat chat, ham | Dang bao | Quy cach | S0 dingky | Hiéulwe | Co sé san xudt | Dia chi co sé san xuét Ghi chi
lwong ché déng goi GPKLH

1 |Duspatalin |Mebeverine Vién nang | Hop 3 vi x 300100982124 |15/10/2029 | Mylan Route de Belleville, - Quyét dinh s6 724/QD-QLD
retard hydrochloride |cung giai | 10 vién Laboratories Lieu Dit Maillard, Bp | ngay 29/10/2024 cua Cuc
200mg phong kéo S.A.S. 25, Chatillon Sur Quan ly Dugc vé viée cong bd
dai Chalaronne, 01400, Danh muc thudc biét duogc

France gbc - Pot 7 nam 2024.
- Quyét dinh s6 439¢/Qb-
QLD ngay 18/12/2025 cua
Cuc Quan Iy Dugc vé viéce sira
d6i thong tin thudc dugc cip
gidy dang ky luu hanh tai Viét
Nam (cdp nhdt sé6 dang ky

thudc).

2 |Eliquis Apixaban 5mg |Viénnén |Hop 2 vix |539110436323|27/10/2028 |- Co s6 san xuat: |- Co s& san xuét: - Quyét dinh s6 561/QD-QLD
bao phim |10 vién; Pfizer Ireland Little Connell ngay 20/10/2025 cua Cuc
Hop 1 vix Pharmaceuticals Newbridge, Co.Kildare, | Quan ly Dugc vé viéc cong bd
20 vién Unlimited W12 HX57, Ireland Danh muc thudc biét duogc

Company - Co so dong goi va gbc - Dot 5 nam 2025.

- Co s¢ dong goi
va xuat xuong:
Pfizer
Manufacturing
Deutschland
GmbH

Xuat xuong:
Mooswaldallee 1, 79108
Freiburg Im Breisgau,
Germany

- Thay d6i chi yéu cau thong
bao ma 140743/TT91 duogc
cong bd ngay 01/11/2025
(Thay déi tén va cach ghi dia
chi co s6 san xudt).
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STT | Tén thudc | Hoat chat, ham | Dang bao | Quy cach | S0 dingky | Hiéulwe | Co sé sian xudt | Dia chi co sé san xuét Ghi chi
lwong ché déng goi GPKLH
3 |Eliquis Apixaban Viénnén | Hop 2 vix |539110436423|27/10/2028 |- Co s6 san xuat: |- Co s& san xuét: - Quyét dinh s6 561/QD-QLD
2,5mg bao phim | 10 vién; Pfizer Ireland Little Connell ngay 20/10/2025 cua Cuc
Hop 1 vix Pharmaceuticals Newbridge, Co.Kildare, | Quan ly Duogc vé viée cong bd
20 vién Unlimited W12 HX57, Ireland Danh muc thudc biét duogc
Company - Co s¢ dong goi va gbc - Dot 5 nam 2025.
- Co so dong goi | xudt xuong: - Thay ddi chi yéu cau thong
va xuét xuong: Mooswaldallee 1, 79108 | bAo ma 140742/TT91 duoc
Pfizer Freiburg Im Breisgau, |cong bd ngay 01/11/2025
Manufacturing Germany (Thay doi tén va cach ghi dia
Deutschland chi co s6 san xudt).
GmbH
4 |Firazyr Icatibant Dung dich | Hop don  |400110439925|20/10/2028 |- Co so san xuat va |- Co s san xuat va - Quyét dinh s6 814/QD-QLD
30mg/3ml (Mbi |tiém g6i gdbm 1 dong gbi so cap:  |dong gbi so cap: ngay 29/12/2025 cua Cuc
ml dung dich ong tiém Vetter Pharma- chutzenstrasse 87, 99- | Quan Iy Dugc vé viéc cong bd
chira: Icatibant chira san Fertigung GmbH |101, 88212 Ravensburg, | Danh muc thude biét duge
10mg tuong thudc véi & Co. KG. Germany gbc Dot 6 - Nam 2025.
duong Icatibant 1 cay kim, -Coso dong g61 |- Co so dong goi thu - Quyét dinh s6 562/QD-QLD
acetate hodc hop thir cap: cap: Bijsterhuizen 3142 |ngay 20/10/2025 cua Cuc
11,38mg) da goi DHL Supply Chain | WIJCHEN, 6604LV, Quéan 1y Dugc vé viéc ban
chura ba (Netherlands) B.V. |Netherlands hanh danh muyc 232 thudc
hop ong - Co s6 xudt - Co s xuat xuong: nhap khau duoc cip gidy ding
tiém chira xuong: Block 2 Miesian Plaza, |ky luu hanh tai Vi¢t Nam -
san thudc Takeda 50-58 Baggot Street Dot 126.
v6i 3 cay Pharmaceuticals  |Lower, Dublin 2, D02 |- Quyét dinh sé 445¢/QD-
kim International AG  |HW68, Ireland QLD ngay 23/12/2025 cua

Ireland Branch

Cuc Quan Iy Dugc vé viéc stra
d6i thong tin thude duoc cap
gidy dang ky luu hanh tai Viét
Nam ban hanh keém theo
Quyét dinh cp gidy ding ky
lvu hanh cua Cuyc Quan ly
Duoc (Pinh chinh cach ghi
ham lwong, néng do hoat
chat).
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STT | Tén thudc | Hoat chat, ham | Dang bao | Quy cach | S0 dingky | Hiéulwe | Co sé sian xudt | Dia chi co sé san xuét Ghi chi
lwong ché déng goi GPKLH

5 |Giotrif Afatinib (dudi |Viénnén |Hop 4 vix [400110443225|04/11/2030 | Boehringer Binger Str. 173, 55216 | - Quyét dinh s6 438/QP-QLD
dang Afatinib |bao phim |7 vién (VN2-603-17) Ingelheim Pharma |Ingelheim am Rhein, ngay 21/6/2023 ctua Cuc Quan
dimaleate) GmbH & Co. KG. |Germany 1y Duoc vé viéc cong bo Danh
40mg muc thudc biét duge goc Dot

2 nam 2023.

- Quyét dinh s6 645/QD-QLD
ngay 04/11/2025 cua Cuc
Quan 1y Duoc vé viéc ban
hanh danh muc 107 thudc
nhap khiu duoc gia han gidy
dang ky luu hanh tai Viét
Nam - Dot 127 (Cdp nhdt s6
dang ky theo cdu triic méi).

6 |Giotrif Afatinib (dudi | Viénnén |Hop 4 vix [400110443325|04/11/2030 | Boehringer Binger Str. 173, 55216 | - Quyét dinh s6 438/QP-QLD
dang Afatinib |bao phim |7 vién (VN2-602-17) Ingelheim Pharma |Ingelheim am Rhein, ngay 21/6/2023 cua Cyc Quan
dimaleate) GmbH & Co. KG. |Germany 1y Duoc vé viéc cong bo Danh
30mg muc thude biét dugc goc Dot

2 nam 2023.

- Quyét dinh s6 645/QP-QLD
ngay 04/11/2025 cua Cuc
Quan 1y Duoc vé viéc ban
hanh danh muc 107 thudc
nhap khau dugc gia han gidy
dang ky luu hanh tai Viét
Nam - Dot 127 (Cdp nhdt $6
ddng ky theo cdu triic moi).
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STT | Tén thudc | Hoat chat, ham | Dang bao | Quy cach | S0 dingky | Hiéulwe | Co sé sian xudt | Dia chi co sé san xuét Ghi chi
lwong ché déng goi GPKLH
7 |Humalog |Insulinlispro  |Dungdich |Hop 5buat |[800410090423 | 19/05/2028 |- Co sé san xuat |- Co sO san xudt ban - Quyét dinh s6 287/QD-QLD
Kwikpen |300U/3ml tiém tiém bom | (QLSP-1082- ban thanh phém va |thanh pharn va dong goi | ngay 03/5/2024 cua Cyc Quan
(twong duong san thudc 18) dong goi so cap so cap vao 6ng thude 1y Duoc vé viéc cong bo Danh
10,5mg) x 3ml vao ong thube 3ml: |3ml: muc thudc biét duge goc Dot
Eli Lilly Italia Via Gramsci, 731-733, |3 nam 2024.
S.p.A Sesto Fiorentino, 50019 |- Céng vin sé 14914e/QLD-
- Co s6 lap rap bat |Florence, Italy DK ngay 16/04/2025 dong ¥
tiém, dong goi cap |- Co sd lap rap but tiém, | thay d6i bo sung ddi voi thude
2 va xut xuong 16: |dong goi cap 2 va xuat | da cép GBKLH (Thay déi co
Lilly France xuong 16: Y lap rap but tiém, dong goi
Zone Artisanale Center | cdp 2 va xudt xwdng 16).
De Production, 2 Rue
Du Colonel Lilly,
Fegersheim, 67640,
France
8 |Humalog |Insulinlispro |Hondich |Hop 5bat [800410091823|19/05/2026 |- Co sé san xuat |- Co s& san xuat ban - Quyét dinh s6 287/QD-QLD
Mix50 (trong d6 50% [tiém tiém x 3 (QLSP-1083- ban thanh phém va |thanh pham va dong goi | ngay 03/5/2024 cua Cyc Quan
Kwikpen |la dung dich ml, but 18) dong goi so cap so cap vao 6ng thude 1y Duoc vé viéc cong bo Danh
insulin lispro va tiém bom vao Ong thude 3ml: |3ml: muc thude biét dugc goc Dot
50% 1a hon dich san thube Eli Lilly Italia Via Gramsci, 731-733, |3 nam 2024.
insulin lispro S.p.A Sesto Fiorentino, 50019 |- Céng van s6 15298e/QLD-
protamine) - Co so lap rap bat |Florence, Italy DK ngay 18/04/2025 dong y
300U/3ml tiém, dong gbi cap |- Co s& lap rép but tiém, thay d6i bo sung dbi v4i thude
(twong duong 2 va xuét xuong 16: |dong goi cap 2 va xuat | da cap GPKLH (Thay déi co
10,5mg) Lilly France xuong 16: s& ldp rdp but tiém, déng goi

Zone Artisanale Center
De Production, 2 Rue
Du Colonel Lilly,
Fegersheim, 67640,
France

cdp 2 va xudt xuong 10).
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STT | Tén thudc | Hoat chat, ham | Dang bao | Quy cach | S0 dingky | Hiéulwe | Co sé sian xudt | Dia chi co sé san xuét Ghi chi
lwong ché déng goi GPKLH

9 |lopamiro |lod (dudi dang |Dung dich | Hop 1 chai |800110444225| 04/11/2030 | Patheon Italia 2° Trav. SX Via - Quyét dinh s6 561/QD-QLD
Iopamidol tiém vao | 50ml (VN-18199- S.p.A. Morolense, 5-03013 ngay 20/10/2025 cua Cuyc
612,4mg/ml)  |khoang noi 14) FERENTINO (FR), Quan ly Dugc vé viée cong bd
300mg/ml tay, dong Italy Danh muc thudc biét dugc

mach, tinh gbc - Dot 5 nam 2025.
mach - Quyét dinh s6 645/QD-QLD
ngay 04/11/2025 cua Cuc
Quan 1y Duoc vé viéc ban
hanh danh muc 107 thudc
nhap khiu duoc gia han gidy
dang ky luu hanh tai Viét
Nam - Dot 127 (Cdp nhdt s6

dang ky theo cdu triic méi).

10 (Iopamiro |Iod (dudidang |Dung dich | Hop 1 chai [800110444325|04/11/2030 |Patheon Italia 2° Trav. SX Via - Quyét dinh s6 561/QD-QLD
Iopamidol tiém vao | 50ml (VN-18200- S.p.A. Morolense, 5-03013 ngay 20/10/2025 cua Cuc
755,3mg/ml)  |khoang noi 14) FERENTINO (FR), Quan ly Dugc vé viée cong bd
370mg/ml tuy, dong Italy Danh muc thudc biét duoc

mach, tinh gbc - Pot 5 nam 2025.
mach. - Quyét dinh s6 645/QP-QLD

ngay 04/11/2025 cua Cuc
Quan 1y Duoc vé viéc ban
hanh danh muc 107 thudc
nhap khau dugc gia han gidy
dang ky luu hanh tai Viét
Nam - Dot 127 (Cdp nhdt $6
ddng ky theo cdu triic moi).
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STT | Tén thudc | Hoat chat, ham | Dang bao | Quy cach | S0 dingky | Hiéulwe | Co sé sian xudt | Dia chi co sé san xuét Ghi chi
lwong ché déng goi GPKLH
11 |NovoRapid |Insulin aspart |Dung dich | Hop 5 bat [300410198625| 03/06/2030 | Novo Nordisk 45 Avenue d’Orléans, - Quyét dinh s6 561/QD-QLD
FlexPen (rDNA) tiém tiém chua | (QLSP-963- Production S.A.S |F-28000 Chartres, ngay 20/10/2025 cua Cuyc
300U/3ml san thudc 16) France Quan ly Dugc vé viée cong bd
3ml Danh muc thudc biét duogc
gbc - Dot 5 nam 2025.

- Quyét dinh s6 284/QP-QLD
ngay 03/06/2025 cua Cuc
Quan 1y Duoc vé viéc ban
hanh Danh muc 34 vic xin,
sinh pham dugc cép, gia han
gidy dang ky luu hanh tai Viét
Nam - Dot 55 (dinh chinh
cdch ghi quy cach dong goi va
cach ghi dia chi co so san
xudt theo Quyét dinh gia han

gidy dang ky luu hanh).

12 |Primovist |M&iml chira: |Dung dich | Hop 1 bom [400110985024 | 15/10/2029 |Bayer AG MiillerstraPe (hodc - Quyét dinh s6 120/QD-QLD
Gadoxetate tiém tiém thuy Miillerstrasse) 178, ngay 13/03/2025 cua Cuc
disodium (tén tinh chira 13353 Berlin, Germany | Quan Iy Dugc vé viéc cong bd
goi khac: 10ml dung Danh muc thudc biét duogc
Gadoxetic acid, dich tiém; géc - Pot 1 nam 2025.
disodium) Hop 1 bom - Cong vin phé duyét thay doi
0,25mmol tiém nhua bd sung ) 32558e/QLD-bBK
tuong duong chura 10ml ngay 13/11/2024 (Thay doi
181,43mg dung dich quy cach dong goi).

tiém; Hop
1 lo chtra
10ml dung

dich tiém
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STT

Tén thube

Hoat chit, ham
lugng

Dang bao
ché

Quy cach
dong goi

S6 ding ky

Hiéu luc
GDKLH

Co s6 san xuat

DPia chi co sé san xuat

Ghi chu

13

Tanakan

Ginkgo biloba
extract 40mg

Vién nén
bao phim

Hop 2 vix
15 vién

VN-16289-13

23/09/2027

Mayoly Industrie

20 Rue Ethe Virton,
Dreux, 28100, France

- Quyét dinh 1738/QD-BYT
ngay 20/5/2013 cua B truong
Bo Y té cong bd Danh muc
thudc biét dugc géc (Pot 6).

- Quyét dinh s6 573/QD-QLD
ngay 23/09/2022 cua Cuyc
Quan ly Duoc vé viéc ban
hanh danh muc 169 thudc
nuéc ngoai duoc gia han gidy
dang ky luu hanh tai Viét
Nam - Dot 110 (thay doi céch
viét hoat chit va dang bao
ché).

- HO so MiV-N mi
147070/TT91 di cong bd nodi
dung thay d6i nho khong can
phé duyét ngay 12/10/2025
trén dich vu coéng (Thay doi
tén va cach ghi dia chi co so
sdn xudt).

Ghi chu:

- S6 dang ky 12 ky tw la s6 ding ky dwoc cap mdi hodc gia han theo quy dinh tai Phu luc V Théng tw 12/2025/TT-BYT ngay 16/5/2025 ciia B6
trieéng Bo Y té quy dinh viée ding ky luu hanh thude, nguyén liéu lam thuoc.

- 86 dang ky da cdp (dwoc ghi trong ngodc don) la sé dang ky da dwoc cdp trude khi thude dwoc gia han.
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