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5, Kg boi: CUC QUAN

( SR ) ézf%om BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
o 4 *2ICUC QUAN LY DUQC Doc 1ap — Tw do — Hanh phuc
S6: 290 /QD-QLD Ha Noi, ngay 08 thang 5 nam 2026
QUYET PINH

Vé viéc cong bé Danh muc thude biét dwoe goc (Dot 2 - 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 céu té chire ciia Bo Y té;

Can cir Thong 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 trwong 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 219 tai Cong van sé 68/HPTV-VPHD ngay
06/11/2025, dot 220 tai Céng vin so 51/HPTV-VPHP ngay 03/HPTV-VPHP
ngay 09/01/2026 va dot 129 (GH, TPBS) tai Cong vin s6 08/HPTV-VPHP ngay
02/4/2026;

Theo dé nghi ciia Truéng phong Pang ky thuoc - Cuc Quan 1y Durgc.

QUYET PINH:

Piéu 1. Cong bd kém theo Quyét dinh nay Danh muc thude Biét duoc gbc
Dot 2 - Nam 2026), gom 04 thudc tai Phu lyc kém theo.

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

Pidu 3. Giam ddc S& Y té cac tinh, thanh phé truc thugc Trung vong, cac
co s& kinh doanh duge va Giam déc co s ¢6 thude néu tai Piéu 1 chiu trach
nhiém thi hanh Quyét dinh nay./.

Not nhan: KT. CUC TRUONG
- Nhu biéu 3; , -
- Bo truéng Dao Héng Lan (dé b/c); _ PHO CUC TRUONG

- Tht truéng Nguyen Tri Thac (de b/c); C.aN\

- Cyc truéng Vi Tuén Cuong (dé b/c); VAP )

- Cuc Quan Y - Bd Qudc phong; Cuc Y té - Bd Cong an; Cuc Y te - LUC 0\
GTVT - B6 Xay dung; i | QUAN L '

-Béo hlem Xa hoi Viét Nam — B9 Tai Chinh; \.\ DUC

-BOY te Vu PC, Cyc QLYDCT; Cuc QLKCB; Van phong
HDTV cip GDKLH thudc, NLLT; vy &

- Vién KN thudc TW, Vién KN thubc TP. HCM; —

- Téng Cong ty Dugc Viét Nam - CTCP; A Y 4

- Céc Bénh vién & Vién c6 givong bénh truc thuoe Bo Y té; Nguyen Thanh Lam

- Trung tim mua sdm tap trung thudc qubc gia;

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

- Luu: VT, BK (02b).




(Kém theo Quyét dinh s6 290 /OP-QLD ngdy 08 /5

Phu luc ,
DANH MUC 04 THUOC BIET DUQC GOC
POT 2 - NAM 2026

/2026 cua Cuc Quan ly Duoc)

Tén Hoat chit, Dang | Quy cach £ a4 , A £ . . S £
STT thube Ham lugng | bao ché | dong goi So dang ky Co s6 san xuat Dia chi co s¢ san xuat
1 | Canesten | Clotrimazol Vién dat | Hop 1 vix |400100768324 |- Co s& s§1n Xuét b;in - Dia chi co s;”r san xuét ban }hélnh phém va
1-Day 500mg am dao |1 vién dat thanh pham va kiém soat |kiém soat chat luong san pham:
am  dao chat lugng san pham: Bethelner Landstrasse 18, 31028
kem dunvg Haupt Pharma Wuelfing |Gronau/Leine, Germany
;111 B dat GmbH - Pia chi co s¢ dong goi va xuat xuong:
uoc . ax s X
- Cf’ s6 dong goi va xuat |Emil-Barell-Strasse 7, 79639 Grenzach-
xuong: Wyhlen, Germany
GP Grenzach Produktions
GmbH
2 | Lipitor | Atorvastatin | Vién Hop 3 vix [893110452925 |- Co s¢ sén xuat thude dit|- Dia chi Co s¢ san xuét thudc dat gia cong
(duoi dang nén bao | 10 vién gia cong (ban thanh (ban thanh pham):
Atorvastatin phim pham): Road 689 Km 1.9, Vega Baja, Puerto Rico
Hemi cachlum Viatris Pharmaceuticals  |(PR) 00693, USA
11<i15’H20; ten LLC ’ - bia chi Co s¢ dong goi, xuit xudng thude
Atzf'vastatin - Co s6 dong got, xuat dat gia cong:
calcium xuong thuoc dat gia cong: | Mooswaldallee 1, 79108 Freiburg Im
trihydrate) Pfizer Manufacturing Breisgau, Germany
40mg Deutschland GmbH - Dia chi Co s0'san xuét (Co s& nhén gia cong

- Co s6 san xuat (Co s6
nhan gia cong c6 chuyén
giao cong nghé san xuat
thude):

Cong ty TNHH
Medochemie (Vién Dong)

c6 chuyén giao cong nghé san xuat thudc):

S6 40 VSIP II, duong sé 6, khu cong nghiép
Viét Nam -Singapore 11, khu lién hop Cong
nghi¢p - Dich vu - D6 thi Binh Duong,
phuong Hoa Phi, thanh phd Thu Dau Mot,
tinh Binh Duong, Viét Nam




STT Tel;l H‘oz}t chat, l‘)ang; Ql,ly cac’l‘l S6 ding ky Co s san xuat Pia chi co sé san xuat
thuoc Ham lwgng | bao ché | dong goi :
3 | Lusefi 2.5 | Luseogliflozin | Vién Hop 1 ti [893110023026 |- Co sé san xuat thubc |- Pia chi Co so san xuat thudc trude chuyén
mg film- | (dudi dang nénbao |[x3vix10 trude chuyén giao cong  |giao cong nghé:
coated Luseogliflozin | phim vién, hop ngh¢: 403, Yoshino-cho 1-chome, Kita-ku,
tablet hydrate) 2,5mg lqmi x 10 Taisho Pharmaceutical ~ |Saitama-shi, Saitama, 331-9520 Japan
viox 10 Co., Ltd. Omiya Factory |- Pja chi Co s¢ nhan chuyén giao cong nghé
\llletrll’l" hoz - Co sé nhan chu}{én giao |san xudt thudc:
vix ; inén cong nghé san xuat thude: |6 B2 - B3, Khu cong nghiép Tan Phi
Cong ty C6 phan Dugc | Thanh - Giai doan 1, xa Tan Pht Thanh,
Hau Giang - Chi nhanh  |huyén Chéau Thanh A, tinh Hau Giang, Vié¢t
nha may dugc pham Nam
DHG tai Hau Giang
4 | Lusefi5 | Luseogliflozin | Vién Hop 1 ti [893110023126 |- Co sé san xuat thudc |- Dia chi Co so san xuat thude trude chuyén
mg film- | (dudi dang nénbao |[x3vix10 trudc chuyén giao cong  |giao cong nghé:
coated Luseogliflozin | phim vién, hop nghé: 403, Yoshino-cho 1-chome, Kita-ku,
tablet hydrate) Smg lotl'li x 10 Taisho Pharmaceutical ~ |Saitama-shi, Saitama, 331-9520 Japan
viox 10 Co., Ltd. Omiya Factory |- Pja chi Co s¢ nhan chuyén giao cong nghé
\1/1er,1,. hQE - Co so nhan chu}{én gia}o san xuat thudc:
i f{”; inén cong nghé san xuat thude: |6 B2 - B3, Khu cong nghiép Tan Phi
Cong ty C6 phan Dugc | Thanh - Giai doan 1, xa Tan Pht Thanh,
Hau Giang - Chi nhanh  |huyén Chau Thanh A, tinh Hau Giang, Viét
nha may duoc pham Nam
DHG tai Hau Giang
Ghi chu:

- 86 dang ky 12 ky tw la s6 dang ky dwoc cdp méi hodc gia han theo quy dinh tai Phy luc V Théng tw 12/2025/TT-BYT ngay 16/5/2025 ciia Bo

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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