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G BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Doc lap - Tw do - Hanh phuc
S6: 967 /QD-QLD Ha Noi, ngay 28 thang 10 nam 2026
QUYET PINH

Vé viéc cong b(‘)ﬁDth muc thudc biét dugc gbc c6 diéu chinh, cAp nhit thay
doi, bo sung thong tin thuoc (Pgot 7 — Nam 2026)

CUC TRUONG CUC QUAN LY DUQC

Can cwe Ludt Duoc ngay 06/4/2016, Ludt sva doi, b6 sung mot s6 diéu cuia
Luat Duoc ngay 21/11/2024;
Can cir Nghi dinh s6 31 3/2026/ND-CP ngay 08/8/2026 cua Chinh phu quy
dinh chirc nang, nhiém vu, quyén han va co cau té chirc cua Bo Y té;
~ Can cit Thong tu $6 32/2026/T T-BYT ngay 29/7/2026 cua Bo truong Bo Y
té 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 Bo 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 Trieong phong Phong Pdéng ky thuéc - Cuc Quan 1y Duorc.
QUYET PINH:

Piéu 1. Cong bd Danh muc thude biét duge géc c6 diéu chinh, cap nhat
thay d6i, b sung thong tin thude (Dot 7 - nim 2026), gdbm 19 thudc tai Phu luc
kém theo Quyét dinh nay.

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./.

Noi nhn; KT. CUC TRUONG
DI, e _~2HO CYC TRUONG
- B truong (de b/c); ,_4-{,_:\ ‘ ‘J H

- Tht truéng DS Xuan Tuyén (dé b/c); ,

- Cuc truong (dé b/c); f/

-Cyc Quan Y - Bo Qudc phong; Cuc Y té - Bo Cong an; (;/‘lf.
Y té GTVT - Bo Xay dung;

- Bao hlem Xa hoi Viét Nam - Bo Tai Chinh; \a\ U

-B0Y te Vu PC, Cyc QLYDCT, Cuc QLKCB, Van phon“‘ A
HDTV cép GPKLH thudc, NLLT; NSO

_Vién KN thube TW, Vién KN thuée 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 thudc quoc gia;

- Cuc QLD: QLKDD, QLCLT, PCHN, QLGT, Website;

- Luu: VT, BKT.



Phu luc

DANH MUC 19 THUOC BIET DUQC GOC CO PIEU CHINH, CAP NHAT, THAY DOIL, BO SUNG THONG TIN THUOC
, , (DOT 7 - NAM 2026)
(Kem theo Quyét dinh so 967 /OD-QLD ngay 28 /10 /2026 cua Cuc Qudn ly Duoc)

STT| Tén thudc Hoat chit, ham | Dang | Quy cich déng | S6 ding ky | Hiéu luc | Co sé san xuit | Dia chi co sé sén Ghi chu
lwong bao go6i GPKLH xuit
ché
1 |Cozaar Losartan potassium |[Vién |HOop3 vix 10 |VN-20569-17/23/09/2027 |Organon Shotton Lane, - Quyét dinh sb
100mg 100mg nén vién Pharma (UK) |Cramlington, NE23 | 805/Qb-QLD
bao Limited 3JU, United ngay 01/11/2023
phim Kingdom v/v cong bd danh

muc thudc biét
duoc géc—D(ﬂ4
nam 2023;
- N§i dung cong
bd Notify duoc
cong bd ngiy
04/06/2026 theo
ho sO0 ma
165599/TT91
(Thay doi cdch
ghi dia chi san
xudt).
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STT| Tén thudc Hoat chit, ham | Dang | Quy cich déng | S6 ding ky | Hiéu luc | Co sé san xuit | Dia chi co sé sén Ghi chu
lwong bao go6i GPKLH xuit
ché
2 |Cozaar 50mg |Losartan potassium |Vién |Hop2vix 14 |VN-20570-17|23/09/2027 |Organon Shotton Lane, - Quyét dinh sb
50mg nén vién Pharma (UK) |Cramlington, NE23 | 805/Qb-QLD
bao Limited 3JU, United ngay 01/11/2023
phim Kingdom v/v cong bd danh

muc thudc biét
duoc géc—D(ﬂ4
nam 2023;
- N§i dung cong
bd Notify duoc
cong bd ngay
04/06/2026 theo
ho SO ma
165597/TT91
(Thay doi cdch
ghi dia chi san
xudt).
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STT| Tén thudc Hoat chit, ham | Dang | Quy cich déng | S6 ding ky | Hiéu luc | Co sé san xuit | Dia chi co sé sén Ghi chu
lwong bao go6i GPKLH xuit
ché
3 |Erleada Apalutamide 60mg |Vién |HoOp 1lochita (001110194023 DPa duoc |- Co sO san xuét - Dja chi co sd san | - Quyét dinh sb
nén 120 vién tich déng Vv |ban thanh xuat ban thanh 814/QD-QLD
bao tiép tuc sir |pham: pham: ngdy 29/12/2025
phim dung |Janssen Ortho |State Road 933, Km | cua Cuc Quan ly

GDbKLH

LLC;

- Co sé dong
g06i so cap:

1. Janssen
Ortho LLC;
2. Janssen-
Cilag S.p.A.

- Co s¢ dong
g6i thir cap va
Xuét xuong:
Janssen-Cilag
S.p.A.

0.1, Mamey Ward,
Gurabo, Puerto
Rico (PR) 00778,
USA;

- Pia chi co s dong
g0i SO cap:

1. State Road 933,
Km 0.1, Mamey
Ward, Gurabo,
Puerto Rico (PR)
00778, USA;

2. Via C. Janssen,
Loc. Borgo S.
Michele, 04100
Latina, Italy.

- Bia chi co s dong
g6i thir cap va xuét
xuong:

Via C. Janssen,
Loc. Borgo S.
Michele, 04100
Latina, Italy

Duoc vé viéc
cong bd Danh
muc thudc biét
duoc géc Dot 6 -
Nam 2025;
- Coéng vin sb
6900e/QLD-bK
ngay 05/6/2026
vé viéc thay doi,
bo sung d6i voi
thudc d3 duoc
cap GPKLH (Bé
sung co so dong
g6i so cdp).
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STT| Tén thudc Hoat chit, ham | Dang | Quy cich déng | S6 ding ky | Hiéu luc | Co sé san xuit | Dia chi co sé sén Ghi chu
lwong bao go6i GPKLH xuit
ché
4 |Hyzaar Losartan potassium |[Vién |Hop2vix 14 500110078123 3/04/2028 |Organon Shotton Lane, - Quyét dinh sb
50mg/12.5mg|50mg; nén vién Pharma (UK) |Cramlington, NE23 | 438/Qb-QLD
Hydrochlorothiazide | bao Limited 3JU, UK ngay 21/06/2023
12,5mg phim v/v cong bd danh

muc thudc biét
duoc géc—D(ﬂZ
nam 2023;
- N§i dung cong
bd Notify duoc
cong bd ngay
14/09/2026 theo
ho SO ma
189359/TT91
(Thay doi cdch
ghi dia chi san
xudt).
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STT| Tén thudc Hoat chit, ham | Dang | Quy cich déng | S6 ding ky | Hiéu luc | Co sé san xuit | Dia chi co sé sén Ghi chu
lwong bao go6i GPKLH xuit
ché .
5 |Invega Trinza|312 mg paliperidone|Hon | Hop chira 1 bom 54011044562327/10/2026 | Janssen Turnhoutseweg 30, |- Quyét dinh so
palmitate/mL dich  |tiém dong san Pharmaceutica |B-2340 Beerse, 130/Qb-QLD

(twong duwong 200  |tiém | thudc va 2 kim N.V. Belgium ngay 21/03/2025
mg phong tiém - Moi lgom v/v cong ‘tzé dap}l
paliperidone/mL)  |thich |tiém dong san muc ﬂ}UOC biét
kéo 0,875 mL chtra duoc goc — Dot 2
dai 273 mg nam A 2025;;
paliperidone - Cong van sO

palmitate tuong 15937¢/QLD- .
duong véi 175 bK ngay

mg paliperidone.
- Méi bom tiém
dong san 1,315
mL chtra 410
mg paliperidone
palmitate tuong
duong vdi 263
mg paliperidone
- Méi bom tiém
dong san 1,750
mL chira 546
mg paliperidone
palmitate tuong
duong véi 350
mg paliperidone.
- Mbi bom tiém
dong san 2,625
mL chira 819
mg paliperidone
palmitate tuong
duong voi 525
mg paliperidone.

04/08/2026 v/v
thay do6i, bo sung
doi voi thuoe da
cap GDKLH
(Thay doi cach
ghi  hoat chat,
ham lwong).
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STT| Tén thudc Hoat chit, ham | Dang | Quy cich déng | S6 ding ky | Hiéu luc | Co sé san xuit | Dia chi co sé sén Ghi chu
lwong bao go6i GPKLH xuit
ché

6 |Lipitor Atorvastatin (duéi  |Vien |Hop3vix 10 893110364329 15/08/2030 |- Co s& san xuat |- Dia chi co sé san |- Quyét dinh s6

dang Atorvastatin  |nén | vién thudc dat gia  |xuat thuoc dit gia | 814/QD-QLD
Hemi calcium bao cong (ban thanh |cong (ban thanh ngay 29/12/2025
1,5H20; tén khac  |phim pham): pham): ctia Cuc QLD vé
Atorvastatin Viatris Road 689 Km 1.9, viéc cong bd
calcium trihydrate) Pharmaceuticals V_ega Baja, Puerto ) 4.,y muc thudc
10m LLC Rico (PR) 00693, | piat duge  gbe-

g USA v v g
- Co s0 dong Dot 6 nam 2025;

g01, xuat xudng
thudc dit gia
cong:

Pfizer
Manufacturing
Deutschland
GmbH.

- Co s san
xuit (Co s&
nhan gia cong
c6 chuyén giao
cong nghé san
xuat thude):
Cong ty TNHH
Medochemie
(Vién Déng)

- Dia chi co s¢
dong goi, xuat
xudng thudc dat gia
cong:
Mooswaldallee 1,
79108 Freiburg Im
Breisgau, Germany

- Dia chi Co s6 san
xuat (Co s nhan
gia cong c6 chuyén
giao cong ngh¢ san
xuat thudc):

S6 40 VSIP 11,
duodng s6 6, khu
cong nghiép Viét
Nam - Singapore I,
khu lién hop Cong
nghiép - Dich vu -
Do thi Binh Duong,
Phuong Binh )
Duong, Thanh pho
Ho Chi Minh, Viét
Nam

- Noi dung cong
bd Notify duoc
cong bd ngiy
10/07/2026 theo
ho SO ma
169615/TT91
(Thay déi tén va
cach ghi dia chi
o' sG san xudt).
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STT| Tén thudc Hoat chit, ham | Dang | Quy cich déng | S6 ding ky | Hiéu luc | Co sé san xuit | Dia chi co sé sén Ghi chu
lwong bao go6i GPKLH xuit
ché

7 |Lipitor Atorvastatin (duéi  |Vien |Hop3vix 10 893110364429 15/08/2030 |- Co s& san xuat |- Dia chi co'sé san |- Quyét dinh s6

dang Atorvastatin  |nén | vién thudc dat gia  |xuat thuoc dit gia | 814/QD-QLD
Hemi calcium bao cong (ban thanh |cong (ban thanh ngay 29/12/2025
1,5H20; tén khac  |phim pham): pham): ctia Cuc QLD vé
Atorvastatin Viatris Road 689 Km 1.9, viéc cong bd
calcium trihydrate) Pharmaceuticals V_ega Baja, Puerto ) 4.,y muc thudc
20m LLC Rico (PR) 00693, | piat duge  gbe-

g USA v v g
- Co so dong Dot 6 nam 2025;

g01, xuat xudng
thudc dit gia
cong:

Pfizer
Manufacturing
Deutschland
GmbH

- Co s san
xuit (Co s&
nhan gia cong
c6 chuyén giao
cong nghé san
xuat thudc):
cong ty TNHH
Medochemie
(Vién Déng)

- Dia chi co s¢ dong
01, xuat xuong
thuoc dat gia cong:
Mooswaldallee 1,
79108 Freiburg Im
Breisgau, Germany
- Dia chi Co s6 san
xuét (Co s nhan
gia cong c6 chuyén
giao cong ngh¢ san
xuét thuoc):

S6 40 VSIP 11,
duong s6 6, khu
cong nghi¢p Viét
Nam - Singapore 1,
khu lién hop Cong
nghiép - Dich vu -
Do thi Binh Duong,
Phuong Binh )
Duong, Thanh pho
Ho6 Chi Minh, Viét
Nam.

- Noi dung cong
bd Notify duoc
cong bd ngiy
10/07/2026 theo
ho SO ma
169626/TT91
(Thay déi tén va
cach ghi dia chi
o' sG san xudt).
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STT| Tén thudc Hoat chit, ham | Dang | Quy cich déng | S6 ding ky | Hiéu luc | Co sé san xuit | Dia chi co sé sén Ghi chu
lwong bao go6i GPKLH xuit
ché ,

8 |Lipitor Atorvastatin (duéi  |Vien |Hop3vix 10 893110452929 3/12/2030 |- Co s& san xuat |- Co sO san xuat - Quyét dinh sb

dang Atorvastatin  |nén | vién thudc dat gia  |thuoc ddt gia cong | 290/QP-QLD
Hemi calcium bao cong (ban thanh |(ban thanh pham): | neay  08/5/2026
1,5H20; tén khac  |phim pham): Road 689 Km 1.9, | ¢a Cyc QLD vé
Atorvastatin Viatris Vega Baja, Puerto viéc cong bd
calcium trihydrate) Pharmaceuticals | R0 (PR) 00693, danh muc thudc
40m LLC USA ~|biet duoc gbe-

& Y - Co so dong goi ; e g
- Co so dong .’ | dot 2 nam 2026-

g01, xuat xudng
thudc dit gia
cong:

Pfizer
Manufacturing
Deutschland
GmbH

- Co s san
xuit (Co s&
nhan gia cong
c6 chuyén giao
cong nghé san
xuat thude):
Cong ty TNHH
Medochemie
(Vién Déng)

xuat xuong thube
dat gia cong:
Mooswaldallee 1,
79108 Freiburg Im
Breisgau, Germany
- Dia chi Co s¢ san
xuat (Co s nhan
gia cong c6 chuyén
giao cong ngh¢ san
xuat thudc):

S6 40 VSIP 11,
duong so 6, khu
cong nghi¢p Viét
Nam - Singapore I,
khu lién hop Cong
nghiép - Dich vu -
Do thi Binh Duong,
Phuong Binh )
Duong, Thanh pho
Ho6 Chi Minh, Vit
Nam

Dot 2 nam 2026;
- Noi dung cong
b Notify dugc
cong bd ngiy
10/07/2026 theo
ho sO0 ma
169629/TT91
(Thay doéi tén va
cach ghi dia chi
oSG san xudt).
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STT| Tén thudc Hoat chit, ham | Dang | Quy cich déng | S6 ding ky | Hiéu luc | Co sé san xuit | Dia chi co sé sén Ghi chu
lwong bao go6i GPKLH xuit
ché

9 |Lovenox Enoxaparin natri Dung | Hop 2 bom 30041003822320/03/2028 | Sanofi 180, rue Jean - Quyét dinh sb

4000 anti-Xa IU/0,4 |dich  [tiém dong sdn  [QLSP-892-15 Winthrop Jaures, 94702 287/QD-QLD
ml twong dwong tiém | 0,4 ml Industrie Maisons Alfort ngay 03/05/2024
40mg/0,4 ml Cedex - France ctia Cuc QLD vé
viéc cong bd

Danh muc thudc
biét duoc géc
bot 3 - nam
2024;

- Noi dung cong
b Notify dugc
cong bd ngiy
26/12/2025 theo
ho SO ma
153684/TT91
(Thay déi cdch
ghi dia chi co so
san xucft);
- N6i dung cong
bd Notify duoc
cong bd ngiy

28/ 8/2026 theo
ho SO ma
174760/TT91

(Thay déi tén co
SO san xudt).
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STT| Tén thudc Hoat chit, ham | Dang | Quy cich déng | S6 ding ky | Hiéu luc | Co sé san xuit | Dia chi co sé sén Ghi chu
lwong bao go6i GPKLH xuit
ché

10 |Lovenox Enoxaparin natri Dung | Hop 2 bom 30041003832320/03/2028 | Sanofi 180, rue Jean - Quyét dinh sb

6000 anti-Xa IU/0,6 |dich | tiém dong san  [QLSP-893-15 Winthrop Jaures, 94702 287/QD-QLD
ml tuong duong tiem | 0,6 ml Industrie Maisons Alfort ngay 03/05/2024
60mg/0,6 ml Cedex - France ctia Cuc QLD vé
viéc cong bd

Danh muc thudc
biét duoc géc
bot 3 - nam
2024;

- Noi dung cong
b Notify dugc
cong bd ngiy
26/12/2025 theo
ho SO ma
153295/TT91
(Thay déi cdch
ghi dia chi co so
san xucft);
- N6i dung cong
bd Notify duoc
cong bd ngiy

28/ 8/2026 theo
ho SO ma
175007/TT91

(Thay déi tén co
SO san xudt).
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STT| Tén thudc Hoat chit, ham | Dang | Quy cich déng | S6 ding ky | Hiéu luc | Co sé san xuit | Dia chi co sé sén Ghi chu
lwong bao go6i GPKLH xuit
ché

11 |Nimotop Nimodipin 30mg  |Vién |[Hop3vix 10 40011051722419/06/2029 |- Co sé san - Dia chi co sé san |- Quyét dinh sb

nén | vién Xudt: xuat: Kaiser- 724/QD-QLD
bao Bayer AG Wilhelm-Allee, ngay 29/10/2024
phim -Cosédong |21368 Leverkusen, | cya Cyc Quan 1y
Germany Dugc vé viéc

01 so cép, thir
cap va xuat
xuong:

Haupt Pharma
Miinster GmbH

- Dia chi co s¢ dong
g0i so cap, thu cap
va xuat xuong:
Schleebriiggenkamp
15, 48159 Miinster,
Germany

cong bd Danh
muc thudc biét
duoc géc—Dqt7
nam 2024;
- Cong van s6
10827¢/QLD-

bK ngay
05/6/2026  vé
viéc thay d6i, bo
sung ddi  véi
thudc d3 duoc
cip  GPKLH
(Thay déi co so
dong géi so cdp
va thir  cdp);
- Coéng vian sb
18585e¢/QLD-

bK ngay
08/9/2026  vé
viéc thay d6i, bd
sung dbéi  voi
thudc d3 duoc
cip GPKLH
(Thay déi co so
xudt xuong).
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STT| Tén thudc Hoat chit, ham | Dang | Quy cich déng | S6 ding ky | Hiéu luc | Co sé san xuit | Dia chi co sé sén Ghi chu
lwong bao go6i GPKLH xuit
ché

12 |Orgalutran  |Ganirelix Dung |Ho6p 1 Bom 400114078223 3/04/2028 |- C& s6 san - Dia chi cosd san |- Quyét dinh sb

0,25mg/0,5ml dich |tiém, dong san XUét: Xuat: 438/Qb-QLD
tiém | thudc Vetter Pharma - | Mooswiesen 2, ngay 21/06/2023
Fertigung 88214 Ravensburg, | y/y cong bb danh
GmbH & Co. |Cermany; muc thudc biét
KG,; &625;(,? €O sO duoc géc —-Pot2
g—é(;o‘ 56 dong Kloosterstraat 6, rianééng Va‘?r?zjé

N.V. Organon |yt 13346¢/QLD-
bK ngay
08/07/2026  vé
viéc thay doi, bd
sung dbdi  véi
thudc da cap

GDKLH (Thay
do”i,d,ia diem san
xuat)
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STT| Tén thudc Hoat chit, ham | Dang | Quy cich déng | S6 ding ky | Hiéu luc | Co sé san xuit | Dia chi co sé sén Ghi chu
lwong bao go6i GPKLH xuit
ché
13 |Plavix Clopidogrel (duéi |Vién |Hop3vix 10 |[VN-18879-15|23/09/2027 |Sanofi 1, rue de la Vierge, |- Quyét dinh sd
dang hydrogen nén | Vién Winthrop Ambares et 724/Qb-QLD
sulphate) 300mg bao Industrie Lagrave, 33565 ngay 29/10/2024
phim Carbon Blanc v/v cong bd danh

Cedex, France

muc thudc biét
duoc géc—D(ﬂ7
nam 2024;
- Coéng van sd
15968e/QLD-

bK ngay
04/08/2026  vé
viéc thay doi, bd
sung dbdi  véi
thudc da cap
GDKLH (Thay
doi cach ghi hoat
chat, ham leong)
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STT| Tén thudc Hoat chit, ham | Dang | Quy cich déng | S6 ding ky | Hiéu luc | Co sé san xuit | Dia chi co sé sén Ghi chu
lwong bao go6i GPKLH xuit
ché
14 |Restasis Cyclosporin 0,05% [Nhii |Hop 30 6ngx 001110524024 19/06/2029 | Allergan Sales, |Waco, TX 76712, |- Quyét dinh s
(0,5mg/g) tuong | 0,4ml VN-21663-19 LLC USA 724/Qb-QLD

nho ngay 29/10/2024

mat cua Cuc QLD vé

viéc cong bd

Danh muc thudc
biét duoc géc
Pot 7 - nam
2024;

- N§1 dung cong
b Notify dugc
cong bd ngiy
26/9/2026 theo
ma ho SO
173200/TT91
(Thay doi dia chi
co SO san xudb;
- Cong van phé

duyét SO
15965¢/QLD-

bK ngay
04/8/2026  cua
cuc Quan ly
Duoc vé
viécthay doi, bd
sung dbéi  voi
thudc da cap

GDKLH (Thay
doi cach ghi quy
cdch dong goi).
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STT| Tén thudc Hoat chit, ham | Dang | Quy cich déng | S6 ding ky | Hiéu luc | Co sé san xuit | Dia chi co sé sén Ghi chu
lwong bao go6i GPKLH xuit
ché
15 |Ryzodeg Mbi 6ng 3ml dung |Dung | Hop 5 dng x 570410322825 07/07/2030 [Novo Nordisk |Novo Alle 1, DK- | - Quyét dinh sb
Penfill dich chira 300 U dich |3ml QLSP-928-16 A/S 2880 Bagsvaerd, = |1465/QD-BYT
100U/ml insulin tiém Denmark. Cach viét | ngay 30/03/2020
degludec/insulin khac: cia BYT vé viéc
aspart theo ty 1& Novo Alle 1, cong bd Danh
70/30 (twong duong Bagsvaerd, 2880, muc thubc biét
v6i insulin de- Denmark. duogc g6c;
gludec 7,68mg va - Quyét dinh s6
insulin aspart 334/Qb-QLD
3,15mg) ngay 07/07/2025

ctia Cuc QLD vé
viéc ban hanh
Danh muc 25
vic xin, sinh
pham duoc cap,
gia han gidy
dang ky luu hanh
tai Viét Nam -
bot 56 (Cap
nhdt so6 dang ky
va thay déi cach
ghi dia chi co so
sdan xudt).
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STT| Tén thudc Hoat chit, ham | Dang | Quy cich déng | S6 ding ky | Hiéu luc | Co sé san xuit | Dia chi co sé sén Ghi chu
lwong bao go6i GPKLH xuit
ché
16 |Simponi Golimumab Dung | Hop chira 1 00141003742320/03/2028 |- Co s& san - Dia chi cosd san |- Quyét dinh sb
50mg/0,5ml dich |bom tiém chtta | (QLSP-HO02- Xudt: xuat: 805/Qb-QLD
tiém | san 0,5ml 1041-17) Baxter 927 South Curry | ngay 01/11/2023
thudc; Hop Pharmaceutical |Pike, Bloomington, | cy5 cuc QLD vé
chira 1 bt ti€ém Solutions LLC |IN 4740§’ USA; _ |viéc cong bd
Chﬁ’?. san 0,5ml -Coso d(:)ng églsécghgfzgéi?g Danh muc thuéc
thudc goi va xuat Hochstrasse 201, biét dl{(_)‘C goc
Xuong. 8200 Schaffhausen, Dqtf‘ nam 2923
Cilag AG Switzerland - Noi dung cong

bd Notify dugc
cong bd ngay

O6/3/202§ theo
ma ho SO
153884/TT91

(Thay déi tén co
SO’ sdn xudt)
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STT| Tén thudc Hoat chit, ham | Dang | Quy cich déng | S6 ding ky | Hiéu luc | Co sé san xuit | Dia chi co sé sén Ghi chu
lwong bao go6i GPKLH xuit
ché
17 |Tresiba Moi 6ng 3ml chira |Dung | Hop 5 dng x 570410322925 07/07/2030 [Novo Nordisk |Novo Alle 1, DK- | - Quyét dinh sb
Penfill 300 U insulin dich |3ml QLSP-931-16 A/S 2880 Bagsvaerd, | 264/QD-BYT
100U/ml degludec (twong  |tiém Denmark. Cach viet | ngay 23/01/2017

duong vai insulin
degludec 10,98mg)

khac:

Novo Alle 1,
Bagsvaerd, 2880,
Denmark.

cua BYT vé viéc
cong bd Danh
muc thudc biét
duoc géc Dot
16;

- Quyét dinh sb
334/Qb-QLD
ngay 07/07/2025
ctia Cuc QLD vé
viéc ban hanh
Danh muc 25
vic xin, sinh
pham duogc cap,
gia han gidy
dang ky luu hanh
tai Viét Nam -
bot 56 (Cap
nhdt sé dang ky
va thay déi cach
ghi dia chi co so
san xudt).
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STT| Tén thudc Hoat chit, ham | Dang | Quy cich déng | S6 ding ky | Hiéu luc | Co sé san xuit | Dia chi co sé sén Ghi chu
lwong bao go6i GPKLH xuit
ché

18 |Zyrtec Cetirizine Vién |Hop1vix 10 B0011002912523/01/2030 |- Co sd san - Dia chi cosd san |- Quyét dinh s6

dihydrochloride nén | vién VN-20768-17 Xuét: xuat: Via Praglia, | 371/Qb-QLD
10mg bao Aesica 15, 10044 Pianezza | ngay 26/05/2023
phim Pharmaceuticals [(TO): Italy 148 viac cong bd
S.r.l. -Biachicososan | panh myc thude

- Co s& san xuét
vién nén bao
phim:

UCB Farchim
SA

xuét vién nén bao
phim:

Z.1. de Planchy,
Chemin de Croix -
Blanche 10, 1630
Bulle, Switzerland

biét duoc géc
Pot 1 — Nam
2023

- Quyét dinh s
64/Qb-QLD
ngay 23/01/2025
vé viéc ban hanh
danh muc 390
thudc nudc
ngoai dugc cép,
gia han gidy
dang ky luu hanh
tai Viét Nam -
Dot 124.2 (Cap
nhdt so6 dang ky
va thay déi cach
ghi tén va dia chi
o' sG sdn xudt)
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STT

Tén thube

Hoat chit, ham
lwgng

Dang
ba?u}
ché

Quy cach dong
goi

S6 ding ky

Hiéu lyc
GDKLH

Co s6 san xuat

Dia chi co s6 san
xuat

Ghi chu

19

Zyvox

Linezolid
600mg/300ml

Dung
dich
truyén

Hcf)p‘ 10 tai dich
truyén 300ml

700110082126
VN-19301-15

29/05/2031

HP Halden
Pharma AS

Svinesundsveien
80, Halden, 1788,
Norway

- Quyét dinh sb
561/Qb-QLD

ngay 20/10/2025
cua Cyc Quan ly
Dugc vé viéc
cong bd Danh
muc thudc biét
duoc géc -DPot 5
nam 2025;
- Quyét dinh sb
403/Qb-QLD

ngay 29/5/2026
cua Cuc Quan ly
Dugc vé viéc
ban hanh danh
muc 368 thudc
dugc cép, gia
han gidy dang ky
lru hanh tai Viét
Nam - Dot 129.2
(cip nhdt s

dang ky).

Ght chu:

-S6 dang ky 12 ky tw la s6 dang ky dwoc cdp maoi hodc gia han theo quy dinh tai Phu luc V Thong tw 32/2026/TT-BYT ngay 29/7/2026 cua Bo
truong Bg Y te quy dinh vi¢c dang ky lvu hanh thuéc, nguyen liéu lam thuoc.
- 86 dang ky da cdp (dwoc ghi trong ngodc don) la sé dang ky da dwoc cap trude khi thude dwoe gia han.




