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1 ?f’;; i BOY TE CONG HOA XA HQI CHU NGHiA VIET NAM
CUC QUAN LY DUQC Poc 1ap — Tw do — Hanh phiic
Sb: 396 /QP-QLD Ha Néi, ngay 11 thing 8 ndm 2025
QUYET PINH

Vé viéc cong b6 Danh muc thudc ¢é chirng minh
twong duwong sinh hgoc Dot 8 - Nam 2025

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Dwoc ngay 6 thang 4 nam 2016; Ludt sira doi, bo sung mot sé diéu
cua Luat Duoc ngay 21 thdng 11 nam 2024,

Cdan cit Nghi dinh s6 42/2025/ND-CP ngay 27 thang 2 nam 2025 cua Chinh
phu quy dinh chuc nang, nhiém vy, quyén han va co cau t6 chire ciia B6 Y té;

Can cir Thong tw s6 12/2025/TT-BYT ngay 16 thang 5 nam 2025 ciia B trieong
Bé Y té quy dinh viéc ddng ky luu hanh thuée, nguyén liéu lam thuoc;

Can cuir Quyét dinh s6 2386/Q0D-BYT ngay 22 thang 7 nam 2025 cua B9 truong
B4 Y té quy dinh chirc nang, nhiém vu, quyén han va co cdu t6 chire ciia Cuc Qudn
Iy dwoc thuéc Bo Y té;

Can cir y kién cua Hoi dong tw van cap gidy dang ky luu hanh thudc, nguyen
liu lam thuoc BY Y té cdc dot 218 (phan HS thay doi bé sung) tai Céng van sé
50/HDTV-VPHD ngay 04/08/2025 va so 51/HDTV-VPHD ngay 01/08/2025; dot 125
(phan ho so lan dau) tai Cong van so 29/HPTV-VPHD ngay 25/04/2025 va s6
36/HDTV-VPHD ngay 14/05/2025;

Theo dé nghi ciia Trieong phong Pang ky thuée, Cuc Quan 1y Duorc.
QUYET PINH:

Picu 1. Cong bd kém theo Quyét dinh nay Danh muc thube o tai liéu chimg
minh twong duong sinh hoc Pot 8 - Nam 2025 gdm 23 thudc.

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

Piéu 3. Giam dbc SO 'Y té cac tinh, thanh phd truc thudc Trung wong, cc co s¢
kinh doanh dugc va Gidm doc co s& ¢6 thude néu tai Dicu 1 chju trach nhiém thi
hanh Quyét dinh nay./.

Noi nhin: KT. CUC TRUONG
- Nhu Piéu 3; PHC 8

- BT. Pao Hong Lan (dé ble); * iH‘O cyc TRUONG
- TT. P4 Xuan Tuyén (de b/c); VA2 N 7\
- CT. Vii Tuén Cudng (de b/c); f=/ CUC N\
- Cuc Quéan y - B9 Quédc phong; Cuc Y té - Bo Cong an o o| QUAN LY |
Bao hiém xa hoi Viét Nam - B¢ Tai chinh; \x\ DUOC
-Bo Y té& Vu PC, Cuc QLYDCT, Cuc QLKCB, Vian', .-
phong HDTV cip GDKLH thudc, NLLT; N .

- Vién KN thudc TW, Vién KN thuéc TP. HCM; Nguyén Thanh Lam
- Téng Cong ty Dugc Viét Nam — CTCP;

- Cac Bénh vién, Vién c6 giudng bénh truc thuoec BO Y té;

- Trung tAm mua sim tap trung thudc quoc gia;

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

- Luu: VT, BKT (DM).



Phuy lyc
DANH MUC 23 THUOC CO CHUNG MINH TUONG DUONG SINH HQOC DPQT 8 - NAM 2025
(Kém theo Quyét dinh so 396 /OD-QLD ngay 11 /8 /2025 cua Cuc Quan ly Duoc)

TT Tén thubc Hoat chit, ham Dang bao Quy cach S6 ding ky Co s san xuat Dia chi co sé san xuat
lwgng ché dong goi
1 | Allergex Acrivastine 8mg Viénnang | Hop 5vix 10 vien | 893110669524 | Cong ty c6 phan duge | S6 27, Puong 3A, Khu Cong
clng (VD-26969-17) | pham OPV Nghiép Bién Hoa II, Phuong An
Binh, Thanh phé Bién Hoa, Tinh
Dé)ng Nai, Viét Nam
2 | Antivic 50 Pregabalin 50mg Viénnang | Hop 2 vi, 3 vi, 5 vi, | 893110202125 | Cong ty c6 phan dugc | L6 C16, Puong s6 9, khu cong
cing 10 vi x 10 vién; (VD-26108-17) | pham An Thién nghiép Hiép Phudc, Xa Hiép Phude,
Hop 1 chai 30 vién, Huyén Nha B¢, Thanh phé Ho Chi
60 vién, 100 vién Minh, Viét Nam
3 | Bivilizid Glipizid 5mg Viénnén | Hop 3 vix 10 vién, | 893110695924 | Cong ty c6 phan dugc | Dia chi: Khu A, s6 18, dudong Lé Thi
Hop 6 vix 10 vién, | (VD-30210-18) | pham Reliv Soc, 4p 2A, xd Tan Thanh Tay,
Hop 10 vi x 10 vién huyén Cu Chi, Thanh phd H6 Chi
(vi nhém - nhom Minh, Viét Nam
hodc nhém - PVC);
Hop 1 chai x 100
vién
4 | Cilexkand Candesartan Viénnén | Hop 3 vix 10vién, | 893110164823 | Cong ty TNHH DRP | L6 EBS, duong s6 19A, Khu cong
16 mg cilexetil 16mg Hop 6 vi x 10 vién, Inter nghiép Hiép Phudc, Xa Hiép Phude,
Hop 10 vix 10 vién Huyén Nha B¢, Tp. H6 Chi Minh,
Viét Nam
5 | Doxlox Doxorubicin Thudc Hop 01 lo, 25ml 890114310125 | Natco Pharma Limited | Pharma Division, Kothur (CT)(V),
hydrochloride tiém Kothur (M), Rangareddy (Dist.), Pin
50mg/25ml liposome code 509228, Telangana, India
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6 | Exnortan F.C. | Amlodipine (du6¢i | Viénnén | Hop 2 vi x 14 vién 471110324725 | Aupa Biopharm Co., | No.l, Kwang-Fu Rd., Huko,
Tablets 5/80mg | dang Amlodipine bao phim Ltd. Hsinchu County, Taiwan (R.O.C.)
besilate) Smg;
Valsartan 80mg

7 | Forbizin 10mg | Dapagliflozin (dudi | Viénnén | Hop 03 vi x 10 vién; | 893110208223 | Céng ty C6 phan 498 Nguyén Thai Hoc, phuong
dang dapagliflozin | bao phim | Hop 10 vi x 10 vién Duoc - Trang thiét bi | Quang Trung, thanh phé Quy Nhon,
propanediol y té Binh Dinh tinh Binh Pinh, Viét Nam
monohydrate) (BIDIPHAR)
10mg

8 | Forbizin Smg | Dapagliflozin (duéi | Viénnén | Hop 03 vix 10 vién; | 893110208323 | Cong ty Co phan 498 Nguyén Thai Hoc, phuong
dang dapagliflozin | bao phim | Hop 10 vi x 10 vién Dugc - Trang thiét bi | Quang Trung, thanh phé Quy Nhon,
propanediol y té Binh Pinh tinh Binh Dinh, Viét Nam
monohydrate) Smg (BIDIPHAR)

9 | Jarbizin 25mg | Empagliflozin Viénnén | Hop 3 vix 10 vién; | 893110464323 | Cong ty C6 phan 498 Nguyén Thai Hoc, phuong
25mg bao phim | Hop 10 vi x 10 vién Dugc - Trang thiét bi | Quang Trung, thanh phé Quy Nhon,

y té Binh Pinh tinh Binh Dinh, Viét Nam
(BIDIPHAR)

10 | Levomaz 25 Levomepromazin | Viénnén | Hop 4 vi x 25 vién; | 893110448423 | Cong ty c6 phan Dugc | 253 Diing Si Thanh Khé, phudng
(dudi dang bao phim | Hop 1 lo x 100 vién Danapha Thanh Khé Tay, quan Thanh Khé,
levomepromazin TP. Pa Nang, Viét Nam
maleat 33,78mg)
25mg

11 | Lipcor 50 Losartan kali 50mg | Viénnén | Hop 3 vi x 10 vién VD-22369-15 | Cong ty C6 phan L6 B2 - B3, Khu cong nghi¢p Tan

bao phim Duoc Hau Giang - Chi | Phti Thanh - Giai doan 1, xa Tan Phu
nhanh nha may dugc Thanh, huyén Chau Thanh A, tinh
pham DHG tai Hau Hau Giang, Viét Nam

Giang




12 | Lyronat 75mg | Pregabalin 75mg Vién nang | Hop 3 vi x 10 vién; 893110127823 | Cong ty C6 phan 498 Nguyén Thai Hoc, phuong
cung Hop 10 vi x 10 vién Duoc - Trang thiét bi | Quang Trung, thanh phé Quy Nhon,
y té Binh Dinh tinh Binh Dinh, Viét Nam
(BIDIPHAR)

13 | Nifin 200 Tabs | Cefpodoxim (dudi | Viénnén | Hop 2 vi x 10 vién 893110270323 | Cong Ty C6 Phan L6 B2 - B3, Khu cong nghi¢p Tan
dang Cefpodoxim | bao phim (VD-26601-17) | Dugc Hau Giang — Phu Thanh - Giai doan 1, xa Tan Phu
proxetil) 200mg Chi nhanh nha may Thanh, huyén Chau Thanh A, tinh

duoc phém DHG tai Hau Giang, Vi¢t Nam
Hau Giang
14 | Nudipyl 800 Piracetam 800mg Viénnén | Hop 4 vix 15 vién 893110343123 | Cong ty Co phan 498 Nguyén Thai Hoc, phuong
bao phim (VD-28240-17) | Dugc - Trang thiét bi | Quang Trung, thanh phé Quy Nhon,
y té Binh Pinh tinh Binh Dinh, Viét Nam
(BIDIPHAR)
15 | Risperstad 1 Risperidone 1mg Viénnén | Hop 2 vi x 10 vién; 893110096924 | Cong ty TNHH Lién S6 40 Pai Lo Tu Do, khu cong
bao phim | Hop 4 vix 10 vién; | (VD-18853-13) | Doanh Stellapharm — | nghiép Viét Nam - Singapore,
Hop 6 vi x 10 vién; Chi nhéanh 1 phudng An Phii, thanh phd Thudn
Hop 1 chai x 50 An, tinh Binh Duong, Vi¢t Nam
vién;
Hop 1 chai x 100
vién;
Hop 10 vi x 10 vién
16 | Risperstad 2 Risperidone 2mg Viénnén | Hop2vix 10 vién; | 893110697824 | Congty TNHH Lién | S6 40 Pai Lo Tu Do, khu cong
bao phim | Hop 4 vix 10 vién; | (VD-18854-13) | Doanh Stellapharm — | nghi¢p Viét Nam - Singapore,
Hop 6 vi x 10 vién; Chi nhénh 1 phuong An Phu, thanh phd Thuan

Hop 1 chai x 50
vién;

Hop 1 chai x 100
vién;

Hop 10 vi x 10 vién

An, tinh Binh Duong, Viét Nam
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17 | Ronaline Empagliflozin Viénnén | Hop 3 vi x 10 vién VD3-194-22 Cong ty TNHH DRP | L6 EBS, dudng sb 19A, Khu cong
10 mg 10mg bao phim Inter nghiép Hi€p Phudc, Xa Hiép Phudc,
Huyén Nha Bé, Tp. H5 Chi Minh,
Viét Nam
18 | Roximcz-500 Cefuroxim Axetil Viénnén | Hop 1 vix 10 vién. 890110334325 | Zeiss Pharma Ltd. Unit II IGC Phase 11, Samba, Jammu
601,42mg tuong bao phim | Hop 16n chira 10 hop & Kashmir, 184121, India
duong cefuroxim nho
500mg
19 | Sudagon 50 Vildagliptin 50mg | Viénnén | Hop 3 vix 10 vién; | 893110576624 | Cong ty c¢6 phan duge | Khu A, S6 18, Puong Lé Thi Soc,
Hop 6 vi x 10 vién phém Reliv Ap 2A, Xa Téan Thanh Tay, Huyén
Cu Chi, Thanh phé H6 Chi Minh,
Viét Nam
20 | Telassmo 6,94 mg Viénnén | Hop 4 vix 7 vién 383110326825 | KRKA, D.D., Novo Smarjeéka cesta 6, 8501 Novo
40 mg/5 mg Amlodipine Mesto mesto, Slovenia
besilate tuong
duong voi
amlodipine S5mg;
Telmisartan 40mg
21 | Telassmo 6,94mg Vién nén Hop 4 vix 7 vién 383110326925 | KRKA, D.D., Novo Smarje§ka cesta 6, 8501 Novo
80 mg/5 mg Amlodipine Mesto mesto, Slovenia
besilate tuong
duong voi
amlodipine 5mg;
Telmisartan 80mg
22 | Trinopast 50 Pregabalin 50mg Viénnang | Hop 1 vix 10 vién, | 893110143500 | Cong ty c6 phan duoc | S6 27, Puong 3A, Khu Cong
cing Hop 3 vix 10 vién, pham OPV Nghiép Bién Hoa II, Phuong An

Hop 5 vix 10 vién

Binh, Thanh phé Bién Hoa, Tinh
bong Nai, Viét Nam




23 | Vartel 20mg Trimetazidin.2HC] | Viénnén | Hop 2 vi x 30 vién, 893110073324 | Cong ty ¢6 phan dugc | S6 27, Nguyén Chi Thanh, Khom 2,
20mg bao phim | nhom —nhdém: Hop | (VD-25935-16) | pham TV.Pharm Phuong 9, Thanh pho Tra Vinh,
3 vix 10 vién Tinh Tra Vinh, Viét Nam

Ghi chu:

- 86 ding ky 12 ky tw la s6 dang ky duwoc cdp méi hodc gia han theo quy dinh tai Phy luc VI Thong tw 12/2025/TT-BYT ngay 16/05/2025 cua B¢ truong Bo Y 1é quy
dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thuoc.

- S6 dang ky da cdp (dwoc ghi trong ngodc don) la sé dang ky da dwoe cap tride khi thude dwoe gia han.
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