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S6: 349 /QD-QLD Ha Noi, ngay 19 thang 5 nam 2026

QUYET PINH
V& viéc cong bé Danh muc thudc biét dwoc gdc c6 diéu chinh, cip nhit thay
ddi, bo sung thong tin thudc
(Pot 3 — 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 Duoc 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 vy, quyen han va co cdu t6 chire ciia B Y té;

~ Can cit Thong tu s6 12/2025/TT-BYT ngay 16/5/2025 cua B9 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 B truong Bo Y

té quy dinh chirc nang, nhiém vu, quyén han va co cau té chire ciia Cuc Quan Iy
Duege thudce Bé Y té;

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

Piéu 1. Cong bd Danh muc thudce biét duoe géc ¢ diéu chinh, cap nhat
thay d6i, b sung thong tin thudc (Dot 3 - nim 2026), gdbm 17 thude tai Phu luc
kém theo Quyét dinh nay.

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

Pidu 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 thudc néu tai Piéu 1 chiu trach
nhiém thi hanh Quyét dinh nay./.

Noi nhgn; KT. CUC TRUONG
- NhwBieu 3; PHO CUC TRUONG
- B truong (d€ b/c); i T

- Thir trudong Nguyen Tri Thire (d€ b/c); A2\

- Cuc trudng (dé b/c); ¢/ Cuc

-Cyc Quan Y - Bo Quédc phong; Cuc Y té - Bo Cong an; Cuc " ; [ QUAN
Y t& GTVT - B Xay dung; \ DU

- Bao hiém X3 hoi Viét Nam - Bo Tai Chinh;

-Bo Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Vin phong :
HDTV cép GPKLH thude, NLLT; Nguyen Thanh Laim

- Vién KN thuoc TW, Vién KN thudc TP. HCM,;

- Téng 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.




DANH MUC 17 THUOC BIET DUQC GOC CO THAY POI, BO SUNG THONG TIN THUOC

Phu luc

, , (DOT 3 - NAM 2026)
(Kem theo Quyét dinh so 349 /OD-QLD ngay 19 /5 /2026 cua Cuc Qudn ly Duoc)

STT| Tén thudc | Hoat chit, ham | Dang | Quycach | So dingky | Hiéulwe |Co sé san xuat | Dia chi co sé san Ghi chu
lwong bao ché | déng goi GPKLH xuit

1 |Flumetholon |Fluorometholon |Hon Hop 1 Lo x | VN-18451-14 |11/05/2027 |- Co s¢ san - Pia chi co sd san |- Quyét dinh sb 805/Qb-
0,02 Img/5ml dich nho | Sml Xuét: Xuat: QLD ngay 01/11/2023
mét Santen 348-3, Aza-suwa, |cua Cuc Quan ly Duogc vé
Pharmaceutical |Oaza-shide, Taga- |vi¢c cong bd Danh muc
Co., Ltd. - Nha |cho, Inukami-gun, thudc biét duoc géc - bot

may Shiga Shiga, Japan 4 nam 2023
- Co sé dong - bia chi co s¢ - Cong vian s
goi thir cdp va  |dong goi thit cdp | 10946e/QLD-DK  ngay
xuat xuong 16: |va xuat xuong 16: | 20/03/2025 ctua Cyc Quan
Santen 2-14, Shikinami, 1y Duogc vé viéc thay ddi,
Pharmaceutical |Hodatsushimizu- | bd sung dbi voi thude da
Co., Ltd. - Nha |cho, Hakui-gun, duogc cap GPKLH (thay
may Noto Ishikawa, Japan déi co sé dong goi thir

cdp va xudt xieong 16)

2 |Flumetholon |Fluorometholon |Hon Hop 1 Lo x | VN-18452-14 |130/12/2027 |- Co s¢ san - Pia chi co s san |- Quyét dinh sb6 805/QDb-
0,1 5mg/5ml dich nhé | 5ml Xuat: Xuat: QLD ngay 01/11/2023
mét Santen 348-3, Aza-suwa, |cua Cuc Quan ly Duogc vé
Pharmaceutical |Oaza-shide, Taga- |vi¢c cong bd Danh muc
Co., Ltd. - Nha |cho, Inukami-gun, |thudc biét dugc gbc - Pot

may Shiga Shiga, Japan 4 nam 2023
- Co sé dong - bia chi co s¢ - Cong  van s6
goi thr cap va  |dong goi thircap | 10944e/QLD-DPK  ngay
xuat xuong 16: |va xuat xuong 16: | 20/03/2025 ctua Cuc Quan

Santen
Pharmaceutical
Co., Ltd. - Nha
may Noto

2-14, Shikinami,
Hodatsushimizu-
cho, Hakui-gun,
Ishikawa, Japan

1y Duogc vé viée thay doi,
bd sung dbi voi thude da
dugc cap GPKLH (thay
doi co sé déng goi thir
cdp va xudt xueong 16)




STT| Tén thudc | Hoat chit, ham | Dang | Quycach | So dingky | Hiéulwe |Co sé san xuat | Dia chi co sé san Ghi chu
lwong bao ché | déng goi GPKLH xuit
3 |Ketosteril |Acid (RS)-3- Vién Hop 1 tai x | VN-16263-13 [30/12/2027 | Labesfal - Zona Industrial do |- Quyét dinh sé 438/QP-
methyl-2-oxovaleric |[nén bao |5 vi x 20 Laboratodrios Lagedo, Santiago | QLD ngay 21/6/2023 cta
(a-ketoanalogue to | phim vién nén Almiro, S.A de Besteiros, 3465- | Cuc Quan 1y Duoc vé
DL-isoleucin), mudi bao phim 157 - Portugal viéc cong bd Danh muc

calci 67,0mg; Acid
4-methyl-2-
oxovaleric (o-
ketoanalogue to
leucin), mudi calci
101,0mg; Acid 2-
0X0-3-
phenylpropionic (o~
ketoanalogue to
phenylalanin), mudi
calci 68,0mg; Acid
3-methyl-2-
oxobutyric (o-
ketoanalogue to
valin), mudi calci
86,0mg; Acid (RS)-
2-hydroxy-4-
methylthiobutyric
(0-hydroxyanalogue
to DL-methionin),
mudi calci 59,0mg;
L-lysin acetat
105,0mg (tuong
duong voi 75mg L-
lysin); L-threonin
53,0mg; L-
tryptophan 23,0mg;
L-histidin 38,0mg;
L-tyrosin 30,0mg

thudc biét duoc géc - Dot
2 nam 2023

- Cong van s6
35639¢/QLD-DK  ngay
08/10/2025 cua Cuc Quan
Iy Duoc vé viéc thay doi,
bd sung dbi voi thude da
duogc cap GPKLH (thay
doi quy cach déng goi)




STT| Tén thudc | Hoat chit, ham | Dang | Quycach | So dingky | Hiéulwe |Co sé san xuat | Dia chi co sé san Ghi chu
lwong bao ché | déng goi GPKLH xuit
4 |Klacid Clarithromycin ~ |Com | Hop 1 chai |800110959124(15/10/2029|AbbVie S.r.l  |S.R. 148 Pontina, |- Quyét dinh s6 814/QD-
125mg/5ml pha hén | x 100ml; Km. 52 SNC- QLD ngay 29/12/2025
dich Hop 1 chai 04011 cua Cuc Quan 1y Dugc vé
ubng x 60ml Campoverde di viéc cong bd Danh muc
Aprilia — LT, Ttaly | thudc biét dugc gbc Dot 6
- Nam 2025

- Cong van s6
3728e/QLD-bDK ngay
24/03/2026 cua Cuc Quan
Iy Duoc vé viéc thay doi,
bd sung dbi voi thude da
duogc cap GPKLH (thay

doi quy cach dong goi)
5 |Procoralan |Ivabradine (dudi |Vién Hop 4 vix [300110526124|19/06/2029 |Les 905 Route de - Quyét dinh s6 724/Qb-
Smg dang Ivabradine [nén bao |14 vién (VN-21893-19) Laboratoires Saran, 45520 Gidy, | QLD ngay 29/10/2024
hydrochloride phim Servier France ctia Cuc Quan 1y Dugc vé
5,390mg) 5mg Industrie viéc cong bd Danh muc

thudc biét duoc géc - bot
7 nam 2024

- Quyét dinh s6 95¢/Qb-
QLD ngay 12/03/2026
cua Cuc Quan ly Duoc vé
viéc sia doi thong tin
thudc dugc cap GDKLH
tai Viét Nam ban hanh
kém theo Quyét dinh cap
GDKLH cua Cuyc QLD
(diéu chinh cach ghi hoat
chat, ham lwong thubc)




STT| Tén thudc | Hoat chit, ham | Dang | Quycach | So dingky | Hiéulwe |Co sé san xuat | Dia chi co sé san Ghi chu
lwong bao ché | déng goi GPKLH xuit

6 |Rabeloc I.V.|Rabeprazole natri |Bot Hop 1 1o 890110443425/ 4/11/2030 |Cadila Plot No. 1389, - Quyét dinh sb 814/QD-
20mg dong (VN-16603-13) Pharmaceuticals | Trasad Road, QLD ngay 29/12/2025
kho pha Ltd. Dholka, City: ctiia Cuc Quan 1y Duoc vé
tiém Dholka-382225, |viéc cong bd Danh muc
Dist: Ahmedabad, |thudc biét duge géc - Dot

Gujarat State, India | 6 nam 2025
- Quyét dinh s6 645/QD-
QLD ngay 04/11/2025
cua Cuc Quan ly Duoc vé
viéc gia han gidy dang ky
lwu hanh thudc (cdp nhdt

s6 dang ky)
7 |Reagila 1.5 |Cariprazine (du6i |Hop 3 vi| Vién nang |599110028225(23/01/2030 | Gedeon Richter |Gydmrdi ut 19-21, |- Quyét dinh s6 371/QP-
mg dang cariprazine |x 10 cung (VN3-369-21) Ple. Budapest, 1103, QLD ngay 26/5/2023 cua
hydrochloride) vién Hungary Cuc Quan 1y Duoc vé
1,5mg viéc cong b6 Danh muc

thudc biét duoc géc bot 1
- Nam 2023

- Quyét dinh s6 64/Qb-
QLD ngay 23/01/2025
cua Cuc Quan 1y Duogc 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 sé dang ky)




STT| Tén thudc | Hoat chit, ham | Dang | Quycach | So dingky | Hiéulwe |Co sé san xuat | Dia chi co sé san Ghi chu
lwong bao ché | déng goi GPKLH xuit
8 |Reagila 3 Cariprazine (duéi |Hop 3 vi| Vién nang |599110028325(23/01/2030 |Gedeon Richter |Gyomrdi ut 19-21, |- Quyét dinh sé 371/QD-
mg dang cariprazine |x 10 cung (VN3-370-21) Plc. Budapest, 1103, QLD ngay 26/5/2023 cua
hydrochloride) vién Hungary Cuc Quéan ly Duoc vé
3mg viéc cong bd Danh muc
thudc biét duoc géc Dot 1
- Nam 2023

- Quyét dinh s6 64/Qb-
QLD ngay 23/01/2025 vé
viéc ban hanh danh muyc
390 thuoc nudc ngoai
dugc cép, gia han gidy
dang ky Iuu hanh tai Viét
Nam - Dot 124.2 (cdp

nhdt so dang ky)
9 |Reagila 4.5 |Cariprazine (dudi |[Hop 3 vi| Vién nang |599110028425|23/01/2030|Gedeon Richter |Gyomréi ut 19-21, |- Quyét dinh sd 371/QP-
mg dang cariprazine |x 10 cung (VN3-371-21) Ple. Budapest, 1103, QLD ngay 26/5/2023 cua
hydrochloride) vién Hungary Cuc Quéan 1y Duoc vé
4,5mg viéc cong bd Danh muc

thude biét duoc géc bot 1
- Nam 2023

- Quyét dinh s6 64/QP-
QLD ngay 23/01/2025 vé
viéc ban hanh danh muc
390 thuoc nudc ngoai
dugc cdp, gia han gidy
dang ky Iuu hanh tai Viét
Nam - Dot 124.2 (cap
nhdt sé dang ky)




STT| Tén thudc | Hoat chit, ham | Dang | Quycach | So dingky | Hiéulwe |Co sé san xuat | Dia chi co sé san Ghi chu
lwong bao ché | déng goi GPKLH xuit

10 |Reagila 6 Cariprazine (duéi |Hop 3 vi| Vién nang |599110028525(23/01/2030 |Gedeon Richter |Gyomrdi ut 19-21, |- Quyét dinh sé 371/QD-
mg dang cariprazine |x 10 cung (VN3-372-21) Plc. Budapest, 1103, QLD ngay 26/5/2023 cua
hydrochloride) vién Hungary Cuc Quéan ly Duoc vé
6mg viéc cong bd Danh muc
thudc biét duoc géc Dot 1

- Nam 2023
- Quyét dinh s6 64/Qb-
QLD ngay 23/01/2025 vé
viéc ban hanh danh muc
390 thudc nudc ngoai
dugc cép, gia han gidy
dang ky Iuu hanh tai Viét
Nam - Dot 124.2 (cdp

nhdt so dang ky)

11 |Taflotan Tafluprost Dung Hop 1 Lo x | VN-20088-16 |11/05/2027 |- Co s& san - Pia chi co s san |- Quyét dinh s6 805/QP-
0,0375mg/2,5ml |dich nhé | 2,5 ml Xuat: Xuat: QLD ngay 01/11/2023
mét Santen 348-3, Aza-suwa, |cua Cuc Quan ly Duogc vé
Pharmaceutical |Oaza-shide, Taga- |vi¢c cong bd Danh muc
Co., Ltd. - Nha |cho, Inukami-gun, |thudc biét dugc gbc - Pot

may Shiga Shiga, Japan 4 nam 2023
- Co sé dong - bia chi co s¢ - Cong  van s6
go6i thir cdp va  |dong goi thit cdp | 10941e/QLD-PK  ngay
xuat xuong 16:  |va xuat xuong 16: | 20/03/2025 ctua Cuc Quan

Santen
Pharmaceutical
Co., Ltd. - Nha
may Noto

2-14, Shikinami,
Hodatsushimizu-
cho, Hakui-gun,
Ishikawa, Japan

1y Duogc vé viée thay doi,
bd sung dbi voi thude da
duogc cap GPKLH (thay
doi co sé déng goi thir
cdp va xudt xieong 16)




STT| Tén thudc | Hoat chit, ham | Dang | Quycach | So dingky | Hiéulwe |Co sé san xuat | Dia chi co sé san Ghi chu
lwong bao ché | déng goi GPKLH xuit
12 | Tebonin Cao kho 14 Bach | Vién Hop 1 vix [400200407625(29/08/2030 | Dr. Willmar Willmar-Schwabe- | - Quyét dinh sb 814/QD-
qua (Extractum  |nén bao |20 vién; (VN-17335-13) Schwabe Str. 4, D-76227 BYT ngay 10/03/2014
Folii Ginkgo phim | Hop 2 vi x GmbH & Co. |Karlsruhe, cia BO Y té vé viéc cong
siccus) 120mg 15 vién KG Germany bd Danh muc biét duogc
gbc (Dot 10)
- Quyét dinh sb 419/QD-
QLD ngay 29/08/2025 vé
viéc ban hanh danh muc
05 thudc nude ngoai duoc
cap, gia han gidy dang ky
luvu hanh tai Viét Nam —
Pot 125 thudc duge liéu
(diéu chinh cach ghi hoat
chat, bé sung quy cdch
doéng goi va cdp nhdt s6
dang ky)
13 |Temodal Temozolomide Vién Hop 11905 | VN-17530-13 |30/12/2027 |- Co s¢ san - Pia chi co s san |- Quyét dinh s6 287/QP-
capsule 100mg nang vién; HOp 5 xuét: Orion Xuat: QLD ngay 03/5/2024 cua
cung g6i x 1 vién Corporation Tengstrominkatu 8, | Cuc Quan 1y Duoc vé
-Coso dong | Turku, 20360, viéc cong bd Danh muc
g61i: Organon | Finland thude biét duoc géc - Dot
Heist bv - Dia chi co so 3 nam 2024
- Co 6 xudt dong goi: - Cong vin s
xuong: Merck | Industriepark 30, |2347¢/QLD-DK  ngay
Sharp & B2220 Heist-op- | 03/03/2026 vé viéc thay
Dohme B.V. den-Berg, Belgium | doi, b sung d6i véi thude

- Pia chi co s&
Xuét xuong:
Waarderweg 39,
Haarlem, 2031 BN,
Netherlands

dad duoc cip GPKLH
(thay doi co so xuat
xuong thuoc)




STT| Tén thudc | Hoat chit, ham | Dang | Quycach | So dingky | Hiéulwe |Co sé san xuat | Dia chi co sé san Ghi chu
lwong bao ché | déng goi GPKLH xuit
14 |Ultravist Iopromide Dung Hop 10 Chai {400110021024|03/01/2027 | Bayer AG Mbllerstrape 178, |- Quyét dinh sb 297/Qb-
300 623,4mg/ml dich x 50ml 13353 Berlin, QLD ngay 12/6/2025 cua
(tuong g véi tiém (Hoac: Hop Germany Cuc Quan 1y Duoc vé
300mg lod) hoac 10 lo dung vi¢c cong bd Danh muc
tiém tich 50ml); thudc biét duoc géc - Dot
truyén | Hop 10 Chai 3 nim 2025
x 100ml - Cong van s6
(Hoac: Hop 2687e¢/QLD-bK ngay
10 lo dung 11/3/2026 cta Cuc Quan
tich 100ml); Iy Duogc vé viéc thay ddi,
Hop 1 chai x bd sung d6i voi thude da
500ml dugc cap GPKLH (diéu
(Hoac Hop 1 chinh cach ghi quy cach
lo dung tich dong goi)
500ml)
15 |Ultravist lopromide Dung Hop 10 Chai [400110021124]03/01/2027 |Bayer AG Mbllerstrape 178, |- Quyét dinh sé 297/QP-
370 768,86mg/ml dich x 50ml 13353 Berlin, QLD ngay 12/6/2025 cua
(twong img vo1 tiém (Hoac: Hop Germany (Cach Cuc Quéan ly Duoc vé
370mg lod) hodc 10 1o dung ghi Khac: viéc cong bd Danh muc
tiém tich 50ml); Miillerstrasse 178, |thudc biét duge géc - bot
truyén | Hop 10 Chai 13353 Berlin, 3 nim 2025
x 100ml Germany) - Cong van s6
(Hoac: Hop 42075¢/QLD-bDK  ngay
10 1o dung 18/12/2025 cua Cuc Quan

tich 100ml);
Hop 1 chai x
500ml
(Hoac Hop 1
lo dung tich
500ml)

1y Duogc vé viée thay doi,
bd sung d6i voi thube da
dugc cap GDKLH (diéu
chinh cach ghi quy cdch
dong goi)




STT| Tén thudc | Hoat chit, ham | Dang | Quycach | So dingky | Hiéulwe |Co sé san xuat | Dia chi co sé san Ghi chu
lwong bao ché | déng goi GPKLH xuit
16 |Xofluza Baloxavir Vién nén | Hop 2 vién, [499110129524 |28/02/2027 |- Co s& san xuét: |- Dia chi co s san | - Quyét dinh sb 814/Qb-
Marboxil 20mg hop 4 vién Shionogi Xudt: QLD ngay 29/12/2025 cua
Pharma Co., 5-1, Mishima 2- Cuc Quan ly Duoc veé viée
Ltd., Settsu chome, Settsu, Osaka | cong bd Danh muc thude biét
Plant 566-0022, Japan duoc géc - Bot 6 nam 2025
- Co s¢ dong - Pia chi co so - Cong van s6
g0i so cip va dong gbi so cAp va |34615¢/QLD-DK  ngay
thir cap: thir cap: 28/11/2024 cta Cuyc Quan
Sharp Packaging |22-23 Carland Rd., |1y Duogc vé viéc thay ddi,
Services, LLC |Conshohocken, PA |bd sung ddi véi thude da
- Co sO xuét 19428, USA duoc cap GPKLH (thay
xuong 16: - Pia chi co so xuit| doi dia chi co sé xudt
F.Hoffman-La |xudng 16: xuong o)
Roche Ltd. Grenzacherstrasse
124, 4058 Basel,
Switzerland
17 |Xospata Gilteritinib Viénnén|Hop 4 vix |499110779224 | 12/08/2027 |- Co s& san xuit |- Dja chi co sé san |- Quyét dinh s 814/QP-
fumarate 44,2mg | bao 21 vién ban thanh phdm: | xuat ban thanh QLD ngay 29/12/2025 clia
(twong duong vé1 | phim Astellas Pharma |pham: Cuc Quan Iy Dugc vé viée
Gilteritinib 40mg) Inc. Yaizu 180 Ozumi, Yaizu- | cong b6 Danh myc thudc biét
Technology shi, Shizuoka 425- | duoc gdc - Dot 6 nam 2025
Center 0072, Japan - Cong b6 noi dung thay
- Co s¢ dong - Pia chi co s dong | ddi tén co sé san xuit duoc
g0i va xuét g06i va xudt xuong | ding tai trén hé thong dich
xuong 16: 16: Hogemaat 2, vu cong Cuc Quan 1y Duoc
Delpharm 7942 JG Meppel, ngay 12/07/2025, ma hd
Meppel B.V. The Netherlands s0: 130128/TT91 tiép nhan
ngay 23/05/2025 (thay doi
tén co sé dong goéi va xudt
xuong lo)
Ghi chi:

-S6 dang ky 12 ky tr la s6 dang ky dwoc cdp maoi hodc gia han theo quy dinh tai Phu luc V Thong tw 12/2025/TT-BYT ngay 16/5/2025 cua B
truong Bo Y te quy dinh viéc dang ky luu hanh thuéc, nguyen liéu lam thuoc.
- 86 dang ky da cdp (dwoc ghi trong ngodc don) la s6 dang ky da dwoc cdp trude khi thude dwoc gia han.
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