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QUYET PINH

Vé viéc cong b(‘)ﬁDth muc thudc biét dugc gbc c6 diéu chinh, cAp nhit thay
doi, bo sung thong tin thuoc (Dot 5 — Nam 2026)

CUC TRUONG CUC QUAN LY DUQC

Can cwe Ludt Duoc ngay 06/4/2016, Ludt sva doi, b6 sung mot s6 diéu ciia
Luat Duoc ngay 21/11/2024;
Can cir Nghi dinh s6 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 Trieong phong Phong Pdéng ky thuoc - Cuc Quan 1y Duorc.
QUYET PINH:

Piéu 1. Cong bd Danh muc thude biét duge géc c6 diéu chinh, cap nhat
thay ddi, bod sung thong tin thube (Pot 5 - nam 2026), gém 07 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./.

Nﬁnh}gﬂ; X KT. CUC TRUONG
- Nhu biéu 3; T H(
- Thir truéng Nguyen Tri Thire (d€ b/c); ,-T/f N
- Cuc truong (dé b/c); t7 -
-Cyc Quan Y - Bo Qudc phong; Cuc Y té - By Cong an; (
Y t& GTVT - Bé Xay dung; *;
- Bao h1em Xa hoi Viét Nam - B Tai Chinh;
-B0Y te Vu PC, Cuc QLYDCT, Cuc QLKCB, Van phon.{r (7-,\»«---/,:/@///"/
HDTV cap GDKLH thubc, NLLT; N \“ g yen Thanh Lam
_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 07 THUOC BIET DUQC GOC CO PIEU CHINH, CAP NHAT, THAY DOIL, BO SUNG THONG TIN THUOC
, , (DOT 5 - NAM 2026)
(Kem theo Quyét dinh so 548 /QD-QLD ngay 09 /7 /2026 cua Cuc Quan ly Duoc)

STT| Tén Hoat chit, Dang | Quy cich | S6 ding ky | Hiéulwe | Co sé san xuét | Dia chi co sé san Ghi chua
thudc ham lwgng | bao ché dong goi GDKLH xuit
1 |Neupogen |Filgrastim 30 |[Dung | Hop 01 001410323625 | 07/7/2030 | Amgen Road 31 Km. - Quyét dinh s6 297/QD-QLD
MU/0,5ml dich bom tiém ((QLSP-1070-17) Manufacturing |24.6 Juncos, ngay 12/6/2025 cta Cuc Quan
tiém dong sin Limited LLC  |Puerto Rico Iy Duoc vé viée cong bd Danh
0,5ml 00777, Hoa Ky muc thude biét duoc géc - Dot
3 nam 2025;
- Quyét dinh sé 334/Qb-
QLD ngay 07/7/2025 cua Cuc
Quan 1y Duoc vé viéc ban
hanh Danh muc 25 vic xin,
sinh pham dugc cap, gia han
gidy dang ky luu hanh tai Viét
Nam - Dot 56 (cdp nhdt s6
dang ky).
2 |Plavix 75 |Clopidogrel Vién Hop 1 vi | VN-16229-13 |30/12/2027 | Sanofi 1 rue de la - Quyét dinh s6 724/QD-QLD
mg (dudi dang nén bao | x 14 vién Winthrop Vierge, Ambares |ngay 29/10/2024 cua Cuc
hydrogen phim Industrie et Lagrave, 33565 | Quan 1y Duoc vé viéc cong bd
sulphate) 75mg Carbon Blanc Danh muc thudc biét duge goc
Cedex, France - Dot 7 nam 2024,
- Cong van sd 6822¢/QLD-
DK ngay 15/04/2026 cua Cuc
Quan 1y Duoc V/v thay doi,
b sung dbi voi thude da duge
cap GDKLH (thay doi cach
ghi hoat chdt, ham lwong).
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STT| Tén Hoat chit, Dang | Quy cich | S6 ding ky | Hiéulwe | Co sé san xuét | Dia chi co sé san Ghi chua
thudc ham lwgng | bao ché dong goi GDKLH xuit
3 |Puregon |Follitropin beta |Dung | Hop chita | QLSP-0788-14 | Pi dugc |- Co s6 san xuét |- Dia chi Cosé¢ | - Quyét dinh s6 234/QD-BYT
300 1U/0,36 ml |dich 01 éng tich déng ¥ |va dong goi cdp |san xuat va dong | ngay 23/01/2015 cua Bo Y té
tiém cartridge tiép tuc sir | 1: Vetter g6i cap 1: Cong b Danh muc thudc biét
Puregon dung |Pharma - Mooswiesen 2, dugc goc (Dot 12);
va 2 goi X GDbKLH |Fertigung 88214, - Cong van s6 2528/QLD-BK
3 kim GmbH & Co. |Ravensburg, ngay 05/02/2018 cua Cuc
tiém dé KG. Germany Quan ly Dugc vé viéc dinh
dung véi - Co s dong - Piachi Cosé | chinh quyét dinh cip sé ding
but tiém go6i thir cp va  |dong goi thir cap | ky vac xin, sinh pham (diéu
Puregon xuat xuong 16:  |va xuat xuong 16: | chinh théng tin vé vai tro ciia

N.V. Organon

Kloosterstraat 6,
5349 AB Oss,
Netherlands

cdc co so tham gia qua trinh
san xucft);

- Coéng van s6 11608/QLD-
DK ngay 21/6/2018 cua Cuc
Quan 1y Dugc vé viéc thay doi
co s& dong goi thtr cap va xuat
xuong, thay d6i miu nhin
(thay doi co sé déng goi thir
cdp va xudt xuong);

- Quyét dinh sé 370/Qb-
QLD ngay 18/6/2021 cua Cuc
Quan 1y Dugc vé viéc ban
hanh Danh muc 14 vic xin,
sinh pham duoc gia han gidy
dang ky luu hanh tai Viét Nam
- Dot 41 (gia han Gidy ding
ky luu hanh),

- Quyét dinh s6 140e/QP-
QLD vé viéc stra doi thong tin
GbKLH ngay 07/6/2024
(diéu chinh théng tin vé quy
cdch dong goi va dia chi cac
co SO san xudt).
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STT| Tén Hoat chit, Dang | Quy cich | S6 ding ky | Hiéulwe | Co sé san xuét | Dia chi co sé san Ghi chua
thudc ham lwgng | bao ché dong goi GDKLH xuit
4 |Puregon |Follitropin beta |Dung | Hop chira | QLSP-0789-14 | 17/6/2027 |- Co s& san xuit |- Dia chi Cosd |- Quyét dinh s6 234/QD-BYT
600 IU/0,72 ml |dich 1 éng va déng goi cap [san xudt va dong | ngdy 23/01/2015 cua BO Y té
tiém cartridge 1: g6i cap 1: Cong b Danh muc thudc biét
Puregon Vetter Pharma - |Mooswiesen 2, dugc goc (Dot 12);
va 2 goi X Fertigung 88214, - Cong van s6 2528/QLD-BK
3 kim GmbH & Co. |Ravensburg, Ptic | ngay 05/02/2018 cua Cuc
tiém dé KG. -biachi Cosé |Quan ly Duoc vé viée dinh
dung véi - Co s dong dong goi cap 2 va | chinh quyét dinh cap s6 ding
but tiém goi cap 2 va Xuat Xuong: ky vac xin, sinh pham (diéu
Puregon Xudt xuong: Kloosterstraat 6, | chinh théng tin vé vai tro ciia
N.V. Organon |5349 AB Oss, Ha | cdc co so tham gia qua trinh

Lan

san xucft);

- Cong van sb6 15843/QLD-
DK ngay 10/8/2018 cua Cuc
Quan 1y Dugc vé viéc thay doi
co s& dong goi thtr cap va xuat
xudng (thay doi co sé dong
g6i thir cdp va xudt xwong);
- Quyét dinh sé6 317/Qb-
QLD ngay 17/6/2022 cua Cuc
Quan 1y Duoc vé viéc ban
hanh Danh muc 32 vic xin,
sinh phém duoc céip, gia han
gidy dang ky luu hanh tai Viét
Nam - Dot 44 (gia han Gidy
dang ky luu hanh).
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STT| Tén Hoat chit, Dang | Quy cich | S6 ding ky | Hiéulwe | Co sé san xuét | Dia chi co sé san Ghi chua
thudc ham lwgng | bao ché dong goi GDKLH xuit

5 |Tarceva |Erlotinib Vién Hop 3 vi | VN-17940-14 | 29/4/2027 |- Co s& san - Dia chi co so - Quyét dinh s 724/QD-QLD

hydrochloride |nén bao |x 10 vién Xuét: san xuAt: ngay 29/10/2024 cua Cuc
163,93mg phim Delpharm Via Carnevale, 1, | Quan 1y Duogc vé viéc cong bd
(twong duong Milano S.r.l., 20054, Segrate Danh muc thudc biét duoc géc
voi 150mg - Co s6 xuét (MI), Italy - Bot 7 nam 2024;
Erlotinib) Xuong: - Pia chi co so - Cong vin s 1473/QLD-DK
F. Hoffmann-La |xuit xuong: ngay 16/2/2023 ctia Cuc Quan
Roche AG Grenzacherstrasse | Iy Dugc dong y thay doi cach
124, 4058 Basel, |ghi dia chi co sO& san Xuat
Switzerland thudc thanh pham (thay doi
dia chi co so san xucft);
- Cong vin s6 13767¢/QLD-
DK ngay 17/6/2024 cua Cuc
Quan Iy Duoc dong ¥ thay doi
co sO xuat xuong (thay doi co
SO Xudt xuong).

6 |Vastarel |Trimetazidin |Vién Hop 3 vi | 599110347225 | 14/8/2030 |- Co s& san - Dia chi co s¢ - Quyét dinh s6 561/QD-QLD
OD dihydrochloride |nang x 10 vién Xuat: san xuat: ngady 20/10/2025 cua Cuc
80mg 80mg cung Egis Production site of | Quan 1y Duoc vé viée cong bd

giai Pharmaceuticals K@:)rmend H',9900 Danh muc thudc biét duoc gbc

phong PLC Kérmend Matyas | _pot 5 nam 2025;

kéo dai - Cosodong | Kirdlyu6s, - Quyét dinh s 401/QP-QLD

. Hungary . A oA
goi: _ Pia chi co s& ngay 14/08/2025 vé viéc ban
Egis déne obi: hanh danh muc 226 thuc}c
. g gor: . . : X

Pharmaceuticals | p, o 4ction site of | BWOC ngoai dugce gia hgn giay
PLC dang ky luu hanh tai Viét Nam

Bokényfold, H-
1165 Budapest
Bokeényfoldi at
118-120,
Hungary

- Dot 125 (cdp nhdt sé ding
ky).
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STT| Tén Hoat chit, Dang | Quy cich | S6 ding ky | Hiéulwe | Co sé san xuét | Dia chi co sé san Ghi chua
thudc ham lwgng | bao ché dong goi GDKLH xuit
7 | Viacoram |Perindopril Vién Hop 1 lo VN3-47-18 | 29/4/2027 |Servier Moneylands, - Quyét dinh s 594/QD-QLD
7mg/5mg |(tuong ing nén x 30 vién (Ireland) Gorey road, ngay 13/8/2024 cua Cuc Quan
7mg Industries Ltd. AT_kIOW Co. 1y Duge vé viée cong bd Danh
perindopril Wicklow - muc thudc biét duge gbc Dot
arginine) Ireland 5 - Nam 2024;
4,756mg; - Quyét dinh s6 232/QD-QLD
Amlodipine ngay 29/4/2022 cua Cuc Quan
(twong Gng voi ly Duoc vé viéc ban hanh
6,935mg danh muc 133 thubc nuéc
Amlodipine ngoai dugc cép, gia han gidy
besylate) Smg dang ky luu hanh tai Viét Nam
- Dot 108.1 (thay déi cich ghi
hoat chat).
Ghi chu:

-S6 dang ky 12 ky tr la so  ding ky dwoc cdp mai hodc gia han theo quy dinh tai Phy luc V Thong tw 12/2025/TT-BYT ngay 16/5/2025 cua B
truong Bo Y te quy dinh vi¢c dang ky lwu hanh thuéc, nguyen liéu lam thuoc.
- 86 dang ky da cdp (dwoc ghi trong ngodc don) la sé dang ky da dwoc cdp trude khi thube dwoe gia han.
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