i ™ BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
+°@UC QUAN LY DUQC Péc 1ap — Tw do — Hanh phuc
S6: 545 /QDP-QLD Ha Ngi, ngay 09 thdang 7 nam 2026
QUYET PINH

Vé viéc cong bé Danh muc thude biét dwoe goc (Dot 4 - Niim 2026)

CUC TRUONG CUC QUAN LY DUQC

Can cwr Ludt Duoc ngay 06/4/2016, Ludt sva doi, bo sung mot s6 diéu ciia
Luat Duoc ngay 21/11/2024;

Can cit Nghi dinh s6 42/2025/ND-CP ngay 27/02/2025 ciia Chinh phii quy
dinh chirc nang, nhiém vy, quyén han va co cau t6 chire ciia Bo Y té;

Can cir Théng tw s6 12/2025/TT-BYT ngay 16/5/2025 ciia Bé trudng Bé Y
té quy dinh viéc ding ky lwu hanh thudc, nguyén lidu lam thudc;

Can cir Quyét dinh s6 2386/0P-BYT ngay 22/7/2025 ciia B triwong Bé Y
té quy dinh chirc néing, nhiém vu, quyén han va co cau té chire ciia Cuc Qudn Iy
Dugc thuée Bo Y té;

Can cir két ludgn cua Hoi dong tw van cdp gidy dang ky luu hanh thuéc,
nguyén liéu lam thuoc Bo Y té dot 129 (LP) tai Cong vin sé 15/HDTV-VPHD
ngay 19/5/2026;

Theo dé nghi ciia Truéng phong Pdng ky thuoc - Cuc Qudan 1y Duroc.

QUYET PINH:

Piéu 1. Cong bd danh muc thude Biét duoc géc (Pot 4 - Nam 2026), gém
08 thudc tai Phu luc kém theo Quyét dinh nay.

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

Picu 3. Giam doc SO Y té céc tinh, thanh phd tryc thudc Trung uong, cic
co s& kinh doanh duge va Giam déc co s ¢6 thudc néu tai Piéu 1 chiu trach
nhiém thi hanh Quyét dinh nay./.

Noi nhn: KT. CUC TRUONG

- Nhu Diéu 3;
- B9 trudng Pao H(“)ng Lan (dé b/c); PHO CUC TRUONG

- Thur trudng Nguyen Tri Thuc (de b/c);

- Cuc truong Vii Tuin Cuong (dé blc); )/\< e

- Cuc Quan Y - Bd Qudc phong; Cuc Y té - Bo Cong an; Cuc/, 7V ?
GTVT - B6 Xay dung; ;‘ ol [ A

- Bao hlem Xa hoi Viét Nam — Bo Tai Chinh; i ¢ \ a

-BoY te Vu PC, Cuc QLYDCT; Cuc QLKCB; Van phong |
HPTV ciap GPKLH thudc, NLLT;

- Vién KN thube TW, Vién KN thuéc TP. HCM,;

- Téng Cong ty Dugc Viét Nam - CTCP;

- Cac Bénh vién & Vién c6 givong bénh truc thuoe BO Y té;

- Trung tim mua sdm tap trung thudc qubc gia;

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

- Luu: VT, BK (02b).




Phu luc

DANH MUC 08 THUOC BIET DUQC GOC (POT 4 - NAM 2026)
(Kem theo Quyeét dinh so 545 /OP-QLD ngay 09 /7 /2026 cua Cuc Quan ly Duoc)

STT Te? Hoat chat, Ham DangP a0 Qt,ly cac’l} S6 ding ky Co s san xuat Pia chi co sé san xuit
thuoc lwgng che dong goi :
1 | Ceclor Cefaclor (dudi Vién nén Hop 1 vi |800110046026 |ACS Dobfar S.P.A Via Laurentina km 24, 730 00071
dang cefaclor bao phim | x 10 vién Pomezia (Roma), Italy
monohydrate gidi phong
392,3mg) cham
2 | Efexor Venlafaxine (dudi | Viénnang | Hop 2 vi |539110067226 |- Co sd san xuat ban thanh |- Dia chi co s& san xuat ban thanh
XR dang Venlafaxine | cing giai | x 14 vién pham: pham:
HCI) 150 mg phong kéo | nang Pfizer Ireland Pharmaceuticals | Little Connell, Newbridge, W12,
dai cung Unlimited Company HX57, Ireland
- Co s dong goi va xuat - Pia chi co s¢ dong goi va xuat
xuong: xuong:
Pfizer Manufacturing Mooswaldallee 1, 79108 Freiburg Im
Deutschland GmbH Breisgau, Germany.
3 | Efexor Venlafaxine (dudi | Viénnang | Hop 1 vi |539110067326 |- Co sd san xudt ban thanh |- Dia chi co s& san xudt ban thanh
XR dang Venlafaxine | cung gidi | x 7 vién pham: pham:
HCI) 37,5 mg phong kéo | nang Pfizer Ireland Pharmaceuticals | Little Connell, Newbridge, W12,
dai cung Unlimited Company HX57, Ireland
- Co s dong goi va xuat - Pia chi co s¢ dong goi va xuat
xudng: xuong:
Pfizer Manufacturing Mooswaldallee 1, 79108 Freiburg Im
Deutschland GmbH Breisgau, Germany
4 | Koselugo | Selumetinib (duéi | Viénnang | Hop 11o |[001110081326 |- Co s& san xuat: - Pia chi co s san xuat:
dang Selumetinib | cung x 60 vién Patheon Pharmaceuticals 2110 East Galbraith Road, Cincinnati,
hydrogen sulfate nang Incorporated OH, 45237-1625, USA
30,25 mg) 25 mg cung - Co s¢ dong goi: - Bia chi co s¢ dong goi:
AstraZeneca UK Limited Silk Road Business Park, Macclesfield,

Cheshire SK10 2NA, United Kingdom.




STT Te? Hoat chat, Ham DangP a0 Ql,ly cac’l.1 S6 ding ky Co s6 san xuat Dia chi co sé san xuit
thuoc lwgng ché dong goi

5 | Koselugo | Selumetinib (dudi | Viénnang | Hop 11o |001110081426 |- Co sé san xuat: - Pia chi co s¢ san xuét:
dang Selumetinib | cing x 60 vién Patheon Pharmaceuticals 2110 East Galbraith Road, Cincinnati,
Hydrogen Sulfate nang Incorporated OH, 45237-1625, USA
12,1mg) 10 mg cung - Co s¢ dong goi: - Pia chi co s¢ dong goi:

AstraZeneca UK Limited Silk Road Business Park, Macclesfield,
Cheshire SK10 2NA, United Kingdom.

6 | Lokelma | Sodium zirconium | B4t pha Hop 30 001110081126 | AstraZeneca 588 Old Baltimore Pike, Newark, DE
cyclosilicate 10 hdn dich g01 Pharmaceuticals LP 19702, USA
gam ubng

7 | Lokelma | Sodium zirconium | Bot pha Hop 30 001110081226 | AstraZeneca 587 Old Baltimore Pike, Newark, DE
cyclosilicate 5 hon dich g61 Pharmaceuticals LP 19702, USA
gam ubng

8 | Skudexa | Dexketoprofen Vién nén Hop 1 vi |400111080726 |Menarini - Von Heyden Leipziger Strasse 7-13, 01097
trometamol bao phim | x 15 vién; GmbH Dresden, Germany
36,90mg (tuong Hop 2 vi
duong voi x 10 vién
dexketoprofen
25mg); Tramadol
hydrochloride
75mg

Ghi chu:

- 6 dang ky 12 ky tw la s6 dang ky dwoc cap méi hodc gia han theo quy dinh tai Phy luc V Théng tw 12/2025/TT-BYT ngay 16/5/2025 ciia B6
trucng B Y té quy dinh viéc dang ky heu hanh thudc, nguyén liéu lam thubc.

- 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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