3\ Ky boi: CUC QUAN
\ LY DUGC

C(yq n: BO Y TE

g ke BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

= 3325“5:%(: QUAN LY DUGC Poc 1ap — Tw do — Hanh phic
S6: 257 /QP-QLD Ha Ngi, ngay 16 thang 05 ndam 2025
QUYET PINH

Vé viéc cong b6 Danh muc thudc ¢é chirng minh
twong dwong sinh hoc Pgt 5 - 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 s0 ' 08/2022/TT-BYT hgay 5 thang 9 nam 2022 cua B truong
Bo Y te quy dinh viéc ddng ky luu hanh thuoc, nguyén liéu lam thuoc;

Can cuir Quyét dinh s6 1969/0P-BYT ngay 26 thang 4 nam 2024 cua B¢ trucng
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 ciia Hoi dong tw van cap gidy dang ky luu hanh thudc, nguyén
lieu lam thuoc Bo Y té cac dot 119 tai Céng van so 28/HDTV-VPHD ngay
04/04/2024; dot 124 phién 1 tai Cong van so 108/HDTV-VPHD ngay 24/12/2024;
dot 124 phién 2 tai Cong van so 109/HDTV-VPHD ngay 24/12/2024; dot 125 thay
doi, bo sung tai Cong van so 27/HDTV-VPHD ngay 16/04/2025;

Theo dé nghi ciia Truéng phong Pang ky thuéc - Cuc Qudn Iy Duoc.
QUYET PINH:

Picu 1. Cong bd kém theo Quyét dinh nay Danh muc thube 6 tai liéu chimg
minh tuwong duong sinh hoc Dot 5 - Nam 2025 gdém 15 thudec.

Piéu 2. Quyét dinh nay c6 hiéu luc ké tir ngay 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 ddc co s¢ ¢ thude néu tai Dieu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

Noi nhn: KT. CUC TRUONG

- Nhu Diéu 3;

- BT. Pao Hong Lan (dé ble); 5 PHO Ccyc TRUONG
- TT. B4 Xuan Tuyén (de b/c); VA SR /\

- CT. Vii Tuan Cuong (de blc); /v /7 cuce
- Cuc Quany - Bo Quédc phong; Cuc Y té - Bo Cong aw QU
Bao hlem x4 hoi Viét Nam - B Tai chinh; \
-Bo Y té: VuPC, Cuc QLYDCT, Cuc QLKCB, Thanh tra\ A%
B¢; Van phong HDTV cap GDKLH thudc, NLLT; NP 74
- Vién KN thudc TW, Vién KN thude TP. HCM; : N guyén Thanh LAm
- Téng Cong ty Dugc Viét Nam — CTCP;
- Cac Bénh vién, Vién c6 giuong bénh tryc thue B6 Y té;
- Trung tam mua sim tap trung thudc quoc gia;
- Cuc QLD: QLKDD, QLCLT, PCHN, QLGT; Website;
- Luu: VT, BKT (DM).




Phu luc

DANH MUC 15 THUOC CO CHUNG MINH TUONG DUONG SINH HQC DPQT 5 - NAM 2025
(Kem theo Quyét dinh so 257 /QP-QLD ngay 16 /05 /2025 ciia Cuc Qudan ly Duoc)

STT Tén thubc Hoat chit, ham lwong Dang bao | Quy cach dong géi S6 ding ky Co sé san xuat Dia chi co sé san xuat
ché
1 | Amlodac-VL | Amlodipin besylat twrong Viénnén | Hop 3 vix 10 vién | 890110009225 | Zydus Kundaim Industrial Estate, Plot
10/160 duong véi amlodipin 10mg; | bao phim Lifesciences No. 203-213 Kundaim, Goa-
Valsartan 160mg Limited 403 116, India
2 | Amlodac-VL | Amlodipine Besylate tuong | Viénnén | Hop 3 vix 10 vién | 890110009325 | Zydus Kundaim Industrial Estate, Plot
5/80 duong véi Amlodipine Smg; | bao phim Lifesciences No. 203-213 Kundaim, Goa-
Valsartan 80mg Limited 403 115, India
3 | Azithromycin | Azithromycin (dudi dang Viénnang | Hop 1 vix 10 vién | 890110180125 | Bharat Parenterals | Survey No. 144&146, Jarod
Capsules Azithromycin dihydrat) cing Ltd. Samlaya Road, Tal-Savli, City:
250 mg 250mg Haripura, Dist. Vadodara,
Guijarat State, India
4 | Azithromycin | Azithromycin (duéi dang Bot pha Hop 1 lo, bot pha 890110180025 | Bharat Parenterals | Survey No. 144 & 146, Jarod
for Oral Azithromycin dihydrat) hon dich 15 ml hon dich Ltd. Samlaya Road, Tal-Savli, City:
Suspension 200mg uong Haripura, Dist. Vadodara,
200mg/5ml Guijarat State, India
5 | Biamlova Amlodipine (dudi dang Viénnén | Hop2vix 14 vién | 868110008725 | Bilim llac Sanayii | Gebze Organize Sanayi
5/160 mg Amlodipine besylate) 5mg; | bao phim Ve Ticaret A. S. Bolgesi 1900 Sokak, No: 1904
Valsartan 160mg 41480 Gebze-Kocaeli, Turkey
6 | Dapzin-10 Dapagliflozin 10mg Viénnén | Hop3vix 10vién | VN3-400-22 Micro Labs 92, Sipcot Industrial complex,
bao phim Limited Hosur-635 126, Tamil Nadu,

India
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STT Tén thubc Hoat chit, ham lwong Dang bao | Quy cach dong géi S6 ding ky Co s san xuat Dia chi co sé san xuat
ché
7 | Fenopanthyl Fenofibrate 160mg Viénnén | Hop 10 vix 10 vién | 890110015823 | Athena Drug Plot no. A-1to A-5, MIDC,
160 Delivery Chemical Zone, Ambernath
Solutions Pwvt. (W), Thane 421501,
Ltd. Maharashtra State, India
8 | Keday XR Quetiapin (dudi dang Viénnén | Hop3vix 10vién | 868110181525 | Nobel ilag Sancaklar Mah. Eski Akgakoca
200mg quetiapin fumarat) 200mg phéng Sanayii ve Ticaret | Cad. No: 299 81100 DUZCE,
thich kéo AS. Turkiye
dai
9 | Olmedipin Amlodipine Besilate Viénnén | Hop 2 vix 14 vién | 383110009425 | KRKA, d.d., Smarjeska cesta 6, 8501 Novo
20 mg/5 mg 6,94mg tuong duong vaoi bao phim Novo mesto mesto, Slovenia
5mg Amlodipine;
Olmesartan Medoxomil
20mg
10 | Olmedipin Amlodipine Besilate Viénnén | Hop2vix 14vién | 383110009625 | KRKA, d.d., Smarjeska cesta 6, 8501 Novo
40 mg/10 mg 13,88mg tuong duong voi bao phim Novo mesto mesto, Slovenia
10mg Amlodipine;
Olmesartan Medoxomil
40mg
11 | Olmedipin Amlodipine Besilate Vién nén Hop 2 vix 14 vién | 383110009525 | KRKA, d.d., Smarjeéka cesta 6, 8501 Novo
40 mg/5 mg 6,94mg tuong duong vai bao phim Novo mesto mesto, Slovenia
5mg Amlodipine;
Olmesartan Medoxomil
40mg
12 | Tafnext Tenofovir alafenamide Viénnén | Hop 1 lo 30 vién 890110441023 | Hetero Labs Unit-V, Sy. No. 439, 440, 441
25mg (dudi dang tenofovir | bao phim Limited & 458, TSIIC Formulation

alafenamide hemifumarate
28,043mgq)

SEZ, Polepally Village,
Jadcherla Mandal,
Mahaboobnagar District,
Telangana State, India
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STT Tén thubc Hoat chit, ham lwong Dang bao | Quy cach déng go6i | SO ding ky Co s san xuat Dia chi co sé san xuat
ché
13 | Telma 20 Telmisartan 20mg Viénnén | Hop2vix 14 vién | 890110013623 | Glenmark Plot No. S-7, Colvale Industrial
bao phim Pharmaceuticals | Estate, Colvale, Bardez, Goa-

Ltd. 403 513, India

14 | Ticagrelor Ticagrelor 90mg Viénnén | Hop 1vix 10vién | VN-22870-21 | Alkem Village Thana, Baddi, Dist.
Alkem 90mg bao phim Laboratories Ltd. | Solan. (H.P.), India

15 | Vizimtex Azithromycin (dudi dang Viénnén | Vi6 vién, Hop 1 vi, | 520110002325 | Anfarm Hellas 61st km NAT. RD. Athens-
Azithromycin dihydrat bao phim | hop 6 vi S.A. Lamia, Schimatari Viotias,

262,02mg) 250mg 32009, Greece

Ghi chu:

So dang ky 12 ky tw 1& 36 déng ky dwoc cap méi hodc gia han theo quy dinh tai Phu luc VI Thong tw 08/2022/TT-BYT ngay 05/09/2022 ciia Bg truong B4 Y té quy dinh
viée dang ky luu hanh thuoc, nguyén ligu lam thuac.
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