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L " BovyTE CONG HOA XA HOI CHU NGHIA VIET NAM
£ "EyC QUAN LY DUGC Poc 1ap — Tw do — Hanh phuc
Sé: 77 /QP-QLD Ha Ngi, ngay 12 thang o2 ndam 2025
QUYET PINH

Vé viéc cong b6 Danh muc thudc ¢é chirng minh
twong dwong sinh hoc Pgt 1 - Nam 2025

CUC TRUONG CUC QUAN LY DUQC

Can cit Ludt Duoc s6 105/2016/QH13 ngay 06 thang 4 niam 2016,
Can cit Ludt sita doi, bé sung mét sé diéu ciia Ludt Dwge ngay 21 thing 11
nam 2024,

Can cir Nghi dinh s6 95/2022/ND-CP ngay 15 thang 11 nam 2022 cua Chinh
phu quy dinh chirc nang, nhiém vu, quyén han va co cau to chirc cua Bo Y té;

Can cir Thong twr s6 08/2022/TT-BYT ngay 05 thang 9 nam 2022 cua Bo
truong Bo Y té quy dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thuoc;

Can cir Quyét dinh s6 1 969/0D-BYT ngay 26/04/2024 ciia Bg truong Bo Y té
quy dinh chirc nang, nhiém vu, quyén han va co cdu 16 chire ciia Cuc Quan 1y dwoc
thudc Bo Y té;

Can cir y kién cua Hoi dong tw van cdp gidy dang ky luu hanh thude, nguyén
liéu lam thuoc Bo Y té;

Theo dé nghi ciia Trudng phong Pang ky thuéc - Cuc Qudn Iy Diege.

QUYET PINH:

Piéu 1. Cong bd kém theo Quyét dinh nay Danh muc thudc ¢0 tai liéu chimg
minh twong duong sinh hoc Dot 1 - Nam 2025 gdém 25 thudc.

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

Piéu 3. Giam dbc S¢' Y té cac tinh, thanh phd truc thudc Trung wong, cic co
s& kinh doanh duoc va Giam doc co sé co thude néu tai Pi€u 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

Noi nhan: KT CUC TRUONG
- Nhu biéu 3; J—

- BT. Pao Hong Lan (dé b/c); Skt O cyc TRUONG
- TT. P Xuan Tuyén (dé b/c); 1o i \-L/:’_jf;j.\
- CT. Vii Tuén Cudng (de b/c); ;’"“’/5 / ~ ” o0 \
- Cyc Quéany - Bo Quédc phong; Cuc Y té - Bo Cong an;” | o -~V )E
- Cuc Y t& GTVT - B Giao thong Van tai; &
- Bao hlem x4 hoi Viét Nam; N o~—=< A

-Bo Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh N .

tra BY; Van phong HDTV cip GDKLH thudc, NLLT; Nguyeén Thanh Lam
- Vién KN thudec TW, Vién KN thuoc TP. HCM,;

- Téng Cong ty Duge Viét Nam — CTCP;

-/Céc Bénh vién, Vién c6 givong bénh truc thuéc Bo Y

te;

- Trung tAim mua sam tap trung thudc qudc gia;

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

Website.

- Luu: VT, BKT (DM).




Phu luc

DANH MUC 25 THUOC CO CHUNG MINH TUONG PUONG SINH HQC PQT 1 - NAM 2025
/OP-QLD ngay 12 /02 /2025 ciia Cuc Quan Iy Dwroc)

(Kém theo Quyét dinh s677

ST Tén thudc Hoat chat, ham lwong | Dang bao | Quy cach déng géi S6 ding ky Co sé san xuat Pia chi co sé san xuat
T ché
1 | Azikid Azithromycin (duéi Bot pha Hop 1 lo, 890110348600 | Unijules Life Plot No. B-35 & 36, MIDC
dang Azithromycin hdn dich 600mg/15ml Sciences Limited | Industrial Area, Kalmeshwar,
dihydrate) 200mg/sml | ung Nagpur 441501, Maharashtra
State, India
2 | Azi-Nel Azithromycin (dudi Viénnén | Hop 1 vi x 3 vién 520110192900 | One Pharma 60th km N.N.R. Athinon-
dang Azithromycin bao phim Industrial Lamias, Sximatari Voiotias,
dihydrate) 500mg Pharmaceutical 32009, Hy Lap
Company Societe
Anonyme
3 | Azoget Suspension | Azithromycin (dudi Thudc bot | Hop 1 chai 15ml 896110191200 | Getz Pharma 29-30/27, Korangi Industrial
200mg/5ml dang Azithromycin pha hon (Private) Limited | Area, Karachi, Pakistan
dihydrate) 200mg/sml | dich ung
4 | Cefuroxim 250mg | Cefuroxim (duéi dang | Viénnén | Hop 01, 02,03, 05 vi | 893110339700 | Cong ty cd phan | S6 04, duong Tt M, Khu phat
Cefuroxim axetil) bao phim | x 10 vién; lién doanh dugc trién - Khu cong nghiép Qué
250mg Hop 02, 04, 06 vi x phém Eloge Vo, Phuong Phuong Liéu, Thi
05 vién; France Viét Nam | X3 Qué V&, Tinh Bic Ninh,
Hop 02, 04, 06 vi x Viét Nam
07 vién
5 | Cefuroxim 500mg | Cefuroxim (duéi dang | Viénnén | Hop 01, 02,03, 05 vi | 893110339800 | Cong ty co phan | S6 04, duong Tt M, Khu phat
Cefuroxim axetil) bao phim | x 10 vién; lién doanh dugc triéen - Khu cong nghiép Qué
500mg Hop 02, 04, 06 vi x phém Eloge Vo, Phuong Phuong Liéu, Thi

05 vién;
Hop 02, 04, 06 vi x
07 vién

France Viét Nam

X4 Qué V5, Tinh Bic Ninh,
Viét Nam
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ST Tén thudc Hoat chat, ham lwong | Dang bao | Quy cach déng géi S6 ding ky Co sé san xuat Pia chi co sé san xuat
T ché
6 | Cefuroxime Axetil | Cefuroxime axetil Viénnén | Hop 1 vix 10 vién 890110189100 | Maxim Plot No. 11 & 12, Gat No.
Tablets USP (amorphous) USP bao phim Pharmaceuticals | 1251-1261, Alandi-Markal
tuong duong Pvt. Ltd. Road, Markal Khed, Pune
Cefuroxime 500mg 412105, Maharashtra State,
India
7 | CO-AMLESSA Amlodipine besilate Vién nén Hop 3 vix 10 vién 383110184200 | KRKA, d.d., gmarje§ka cesta 6, 8501 Novo
4MG/10MG/1.25MG | 13,87mg twong duong Novo mesto mesto, Slovenia
TABLETS 10mg amlodipine;
Indapamide 1,25mg;
Perindopril tert-
butylamine 4mg tuong
duong 3,34mg
Perindopril
8 | CO-AMLESSA Amlodipine besilate Viénnén | Hop 3 vix 10 vién 383110184300 | KRKA, d.d., Smarjeska cesta 6, 8501 Novo
8MG/10 MG/2.5 MG | 13,87mg tuong duong Novo mesto mesto, Slovenia
TABLETS v6o1 10mg amlodipine;
Indapamide 2,5mg;
Perindopril tert-
butylamine 8mg tuong
duong voi1 6,68mg
perindopril
9 | Cobimet XR 1000 | Metformin Viénnén | Hop 3 vix 10 vién, | 893110332700 | Cong ty co phan | Khu A, S6 18, Pudng Lé Thi
hydrochloride 1000mg | phéng Hop 1 1o x 30 vién dugc pham Reliv | Soc, Ap 2A, Xd Tan Thanh
thich Tay, Huyén Cua Chi, Thanh phé
kéo dai H6 Chi Minh, Viét Nam
10 | Cobimet XR 750 | Metformin Viénnén | Hop 3 vix 10 vién, | 893110332800 | Congty co phan | Khu A, S6 18, Puong Lé Thi
hydrochloride 750mg phéng Hop 1 1o x 30 vién dugc pham Reliv | Soc, Ap 2A, X& Tan Thanh
thich Tay, Huyén Ct Chi, Thanh phd

keo dai

HO Chi Minh, Viét Nam
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ST Tén thudc Hoat chat, ham lwong | Dang bao | Quy cach déng géi S6 ding ky Co sé san xuat Pia chi co sé san xuat
T ché
11 | Gliklide MR 60 Gliclazide 60mg Viénnén | Hop 3 vix 10 vién 890110006925 | Sun Village Ganguwala, Paonta
phdng Pharmaceutical Sahib-173025, District
thich bién Industries Limited | Sirmour, Himachal Pradesh,
doi India
12 | Glipiz Glipizide 5mg Viénnén | Hop 10 vix 10 vién | 890110194400 | Micro Labs 92 Sipcot Industrial Complex,
khong bao Limited Hosur- 635 126, Tamil Nadu,
India
13 | Isosorbide Isosorbid Mononitrat Viénnén | Hop 1 vix 14 vién; | 890110972924 | Flamingo Plot No.NPH-1SECTOR
Mononitrate (dudi dang Diluted Hop 2 vi x 14 vién; Pharmaceuticals | Specific Sez Krushnur, MIDC,
Tablets 10 mg Isosorbid Mononitrat) Hop 4 vi x 14 vién; Limited Nanded - (Unitll) Nanded
10mg Hop 10 vi x 10 vién 431709, Maharashtra State,
India
14 | Isosorbide Isosorbid Mononitrat Viénnén | Hop 1 vix 14 vién; | 890110973024 | Flamingo Plot No.NPH-1SECTOR
Mononitrate (dudi dang Diluted Hop 2 vi x 14 vién; Pharmaceuticals | Specific Sez Krushnur, MIDC,
Tablets 20 mg Isosorbid Mononitrat) Hop 4 vi x 14 vién; Limited Nanded - (Unitll) Nanded
20mg Hop 10 vi x 10 vién 431709, Maharashtra State,
India
15 | Isosorbide Isosorbid Mononitrat Viénnén | Hop 1 vix 14 vién; | 890110973124 | Flamingo Plot No.NPH-1SECTOR
Mononitrate (dudi dang Diluted Hop 2 vi x 14 vién; Pharmaceuticals | Specific Sez Krushnur, MIDC,
Tablets 40 mg Isosorbid Mononitrat) Hop 4 vi x 14 vién; Limited Nanded - (Unitll) Nanded
40mg Hop 10 vi x 10 vién 431709, Maharashtra State,
India
16 | Ofulox 250 Cefuroxim (dudi dang | Viénnén | Hop 01, 02, 03, 05 vi | 893110340000 | Cong ty co phan | SO 04, duong Ta M, Khu phat
Cefuroxim axetil) bao phim | x 10 vién; lién doanh duogc trién - Khu cong nghiép Qué
250mg Hop 02, 04, 06 vi x pham Eloge V&, Phuong Phuong Liéu, Thi
05 vién; France Viét Nam | X3 Qué Vo, Tinh Bic Ninh,
Hop 02, 04, 06 vi x Viét Nam
07 vién
17 | Polzycyna 500mg | Azithromycin (dudi Viénnén | Hop 1 vix 3 vién 590110166400 | Adamed Pharma | ul. Marszatka Jozefa
dang Azithromycin bao phim S.A. Pitsudskiego 5, 95-200

dihydrat) 500mg

Pabianice, Poland
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ST Tén thudc Hoat chat, ham lwong | Dang bao | Quy cach déng géi S6 ding ky Co sé san xuat Pia chi co sé san xuat

T ché

18 | Sitomet 50/1000 Metformin hydroclorid | Viénnén | Hop 03 vix 10 vién, | 893110325700 | Cong ty c6 phan | Toa nha sb 2, S6 43, duong sd
1000mg; bao phim | Hop 05 vi x 10 vién, duoc pham 8, khu cong nghi¢p Viét Nam —
Sitagliptin (dudi dang Hop 10 vi x 10 vién Boston Viét Nam | Singapore, phuong Binh Hoa,
sitagliptin phosphat Thanh phé Thuin An, Tinh
monohydrat) 50mg Binh Duong, Viét Nam

19 | Sitomet 50/500 Metformin hydroclorid | Viénnén | Hop 03 vix 10 vién, | 893110325800 | Cong ty c6 phan | Tda nha s6 2, S6 43, dudng sb
500mg; bao phim | Hop 05 vi x 10 vién, dugc phdm 8, khu cong nghi¢p Viét Nam —
Sitagliptin (dudi dang Hop 10 vi x 10 vién Boston Viét Nam | Singapore, phuong Binh Hoa,
sitagliptin phosphat Thanh phd Thuin An, Tinh
monohydrat) 50mg Binh Duong, Viét Nam

20 | Sitomet 50/850 Metformin hydroclorid | Viénnén | Hop 03 vix 10 vién, | 893110325900 | Congty ¢ phan | Toa nha s6 2, S6 43, duong s6
850mg; bao phim | Hop 05 vi x 10 vién, dugc pham 8, khu cong nghiép Viét Nam —
Sitagliptin (dudi dang Hop 10 vi x 10 vién Boston Vi¢t Nam | Singapore, phuong Binh Hoa,
sitagliptin phosphat Thanh phd Thuin An, Tinh
monohydrat) 50mg Binh Duong, Viét Nam

21 | Tafsafe Tenofovir alafenamide | Viénnén | Hop 1 Chai x 30 890110415023 | RV Lifesciences | Plot No. H-19, M.IL.D.C,,
(dudi dang Tenofovir bao phim | vién; (VN3-250-19) | Limited Waluj, Chhatrapati
alafenamide fumarate) Hop 3 vi x 10 vién Sambhajinagar 431133,
25mg Maharashtra State, India

22 | Taglin 50mg Tablet | Vildagliptin 50mg Viénnén | Hop 4 vi x 14 vién 868110003925 | Nobel llag Sancaklar Mah. Eski Akcakoca

Sanayii Ve Cad. No: 299 81100 DUZCE,
Ticaret A.S. Turkiye

23 | Tormeg EZ 10 + 10 | Atorvastatin calcium Viénnén | Hop 3 vix 10 vién 520110193700 | Elpen Marathonos Ave. 95, Pikermi
trinydrate 10,845mg bao phim Pharmaceutical Attiki, 19009, Hy Lap
tuong duong Co., Inc.
Atorvastatin
10mg;

Ezetimibe 10mg
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ST Tén thudc Hoat chat, ham lwong | Dang bao | Quy cach déng géi S6 ding ky Co sé san xuat Pia chi co sé san xuat

T ché

24 | Tormeg EZ 20 + 10 | Atorvastatin calcium Viénnén | Hop 3 vix 10 vién 520110193800 | Elpen Marathonos Ave. 95, Pikermi
trihydrate 21,69mg bao phim Pharmaceutical Attiki, 19009, Hy Lap
tuong duong Co., Inc.
Atorvastatin
20mg;
Ezetimibe 10mg

25 | Usanfex Cefuroxime Axetil Viénnén | Hop 1vix 10vién; | 890110189200 | Maxim Plot No. 11 & 12, Gat No.
(amorphous) USP bao phim | Hop 2 vi x 10 vién Pharmaceuticals | 1251-1261, Alandi-Markal
tuong duong véi Pvt. Ltd. Road, Markal Khed, Pune
Cefuroxime 500mg 412105, Maharashtra State,

India
Ghi chu:

- S6 dang ky 12 ky t 1a 6 dang ky durot cap méi hodc gia han theo quy dinh tai Phy luc VI Thong nr 08/2022/TT-BYT ngay 05/09/2022 ciia Bg trwong B Y té quy
dinh vi¢e dang ky luu hanh thuoc, nguyén lieu lam thuoc. Doi Véi so dang ky duoc cap tir thir i 10.000 ciia nam 2024, 2 chit s6 Ky hi¢u cua nam la "00" va 4 chir so
ky hiéu cua thi tir cap bat dau ter "0001".

- S6 ddang ky di cdp (dwoc ghi trong ngodc don) la s6 dang ky da dwoc cap trueée khi thude duoc gia han.
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