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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap — Tw do — Hanh phic
S6: 151 /QP-QLD Ha Ngi, ngay 28 thang 03 nam 2025
QUYET PINH

Vé viéc cong b6 Danh muc thudc ¢é chirng minh
twong dwong sinh hoc Pgt 3 - 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 Théng tw s6 08/2022/TT-BYT ngay 5 thang 9 nam 2022 cia Bé trurong
BG Y té quy dinh viée dang ky heu han thuéc, nguyén ligu 1am thuac;

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 cua Hoi dong tw véan cdp gidy dang ky leu hanh thudc, nguyén
liéu lam thuéc Bo Y té;

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 3 - Nam 2025 gdém 36 thudc.

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, cic co s¢
kinh doanh dugc va Giam dbc co s& co thude néu tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.
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Phu luc

DANH MUC 36 THUOC CO CHUNG MINH TUONG DUONG SINH HQC DPQT 3 - NAM 2025
(Kem theo Quyét dinh so 151 /OD-QLD ngay 28 /03 /2025 ciia Cuc Quan 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
che

1 | Amloperin Amlodipine 2,5mg (dudi Viénnén | Hop 3 vix 10 vién | 893110106625 | Céngty TNHH L6 EBS, duong s6 19A, Khu

2.5mg/3.5mg | dang Amlodipine besylate DRP Inter cong nghiép Hiép Phudc, Xa
3,4675mg); Hiép Phudc, Huyén Nha Bg,
Perindopril arginine 3,5mg Tp. H6 Chi Minh, Viét Nam
(dudi dang Perindopril
arginine monohydrate
3,605mgQ)

2 | Amloperin Amlodipine Smg (dudi dang | Viénnén | Hop 3 vix 10 vién | 893110106725 | Cong ty TNHH L6 EBS, duong s6 19A, Khu

5 mg/7 mg Amlodipine besylate DRP Inter cong nghi¢p Hiép Phude, Xa
6,935mgQ); Hiép Phudc, Huyén Nha Be,
Perindopril arginine 7mg Tp. H6 Chi Minh, Viét Nam
(dudi dang Perindopril
arginine monohydrate
7,21mg)

3 | Apisicar 5/10 | Amlodipine (tuong duong | Viénnén | Hop 3 vix 10 vién; | 893110051025 | Cong ty c6 phan | Puong N1, cum cong nghiép
6,93mg amlodipine besilate) Hop 5 vi x 10 vién dugc Apimed Pht Thanh — Vinh Thanh, xa
5mg; Vinh Thanh, huyén Nhon
Lisinopril (dudi dang Trach, tinh Pong Nai, Viét Nam
lisinopril dihydrate) 10mg

4 | Asekaido 250 | Azithromycin dihydrat Viénnén | Hop 2 vix 10 vién; | VD-33057-19 | Chi nhanh S6 01 VSIP, duong sb 3, khu
(twong duong Azithromycin | bao phim | Hop 1 vi x 6 vién Resantis Viét cbng nghi¢p Viét Nam -
250 mg) 262 mg Nam - Cong ty Singapore, phuong Binh Hoa,

TNHH mot thanh | thanh phé Thuan An, tinh Binh

vién Duoc Sai
Gon

Duong, Viét Nam
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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
5 | Asekaido 500 | Azithromycin dihydrat Viénnén | Hop 1 vix 10 vién; | VD-33058-19 | Chi nhanh S6 01 VSIP, duong sd 3, khu
(twong duong Azithromycin | bao phim | Hop 1 vi x 3 vién Resantis Viét cong nghi¢p Viét Nam -
500 mg) 524 mg Nam - Cong ty Singapore, phuong Binh Hoa,
TNHH mot thanh | thanh pho Thuan An, tinh Binh
vién Duoc Sai Duong, Viét Nam
Gon
6 | Atasic 200 Cefixim 200mg Viénnang | Hop 3 vix 10 vién; | VD-18938-13 | Congty COphan | L6 B1-10, Pudng D2, KCN
cing Chai 50 vién; Chai US pharma USA | Tay Bac Cua Chi, Tp. HO Chi
100 vién; Chai 200 Minh, Viét Nam
vién
7 | Aumoxtine Amoxicilin (duéi dang Viénnang | Hop 10 vix 10 893110398524 | Chinhanh Cong | Lo 111-18, duong s6 13, KCN
500 Amoxicilin trihydrat) cing vién; Chai 200 vién | (VD-31999-19) | ty c0 phan Dugc | Tan Binh, Phuong Tay Thanh,
500mg pham va Sinh hoc | Quan Tan Pha, TP. H6 Chi
y té Minh, Viét Nam
8 | Avensa LA Nifedipine 30mg Viénnén | Hop 1 thi3 vix 10 | 893110110625 | Cong ty TNHH S6 8, duong TS3, Khu cong
gidi phong | vién dugc pham nghiép Tién Son, xa Hoan Son,
co kiém Vellpharm Viét huyén Tién Du, tinh Bac Ninh,
soat Nam Viét Nam
9 | Bastirizin Cetirizin dihydroclorid Dung dich | Hop 1 chai x 30ml; | 893100092200 | Cong ty CO Phan | T6 dan phé s6 4, P. La Khé, Q.
Img/iml uong Hop 1 chai x 60ml; Dugc Pham Ha Ha Pong, TP. Ha No6i, Viét
Hop 1 chai x 90ml; Tay Nam
Hop 1 chai x 120ml
10 | Celecoxib Celecoxib 100mg Viénnang | Hop 3 vix 10 vién; | VD-35120-21 | Céngty TNHH Sb 40 dai 16 Tu Do, Khu cong
100 mg cing Hop 6 vi x 10 vién; Lién Doanh nghi¢p Viét Nam - Singapore,

Hop 9 vi x 10 vién

Stellapharm - Chi
nhanh 1

Phuong An Pht, Thanh phd
Thuan An, Tinh Binh Duong,
Viét Nam
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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
11 | Celecoxib Celecoxib 200mg Viénnang | Hop 3 vix 10 vién; | VD-35121-21 | Céngty TNHH Sb 40 dai 16 Tu Do, Khu cong
200mg cing Hop 6 vi x 10 vién; Lién doanh nghi¢p Viét Nam - Singapore,
Hop 9 vi x 10 vién Stellapharm - Chi | Phuong An Phu, Thanh phd
nhanh 1 Thuan An, Tinh Binh Duong,
Viét Nam
12 | Ciprofloxacin | Ciprofloxacin (duéi dang | Viénnén | Hop 2 vix 7 vién; | 893115813224 | Cong ty Co phan | SO 27, Pudng 3A, Khu Cong
500 Ciprofloxacin bao phim | Hop 1 chai 100 vién; | (VD-22500-15) | Dugc pham OPV | Nghiép Bién Hoa II, Phudng
hydrochloride) 500mg Hop 10 vi x 10 vién An Binh, Thanh phé Bién Hoa,
Tinh Déng Nai, Viét Nam
13 | Coirbevel Irbesartan 150mg; Viénnén | Hop 2 vix 14 vién; | 893110331423 | Congty TNHH | Puong s6 2, KCN Dong An,
150/12,5mg Hydroclorothiazid 12,5mg bao phim | Hop 10 vi x 14 vién | (VD-28538-17) | Hasan - phuong Binh Hoa, thanh phd
Dermapharm Thuan An, tinh Binh Duong,
Viét Nam
14 | Combizar Hydrochlorothiazide 25mg; | Viénnén | Hop 3 vix 10 vién | 893110302424 | Céng ty TNHH S6 16 VSIP II, duong s6 7, khu
Losartan potassium 100mg | bao phim United cong nghi¢p Viét Nam -
International Singapore II, Khu lién hgp cong
Pharma nghi¢p - dich vu - d6 thi Binh
Duong, phuong Hoa Phu, thanh
phé Thu Dau Mot, tinh Binh
Duong, Viét Nam
15 | Datagalas 10 | Dapagliflozin (dudi dang Viénnén | Hop 03 vix 10 vién | VD-34367-20 | Cong ty co phan | 192 Nguyén Hoi, phuong Phi
Dapagliflozin propanediol bao phim dugc vavattey | Trinh, TP. Phan Thiét, tinh Binh
monohydrat) 10mg té Binh Thuan Thuan, Viét Nam
16 | Deslotid Desloratadine 15mg/30ml | Sird Hop 1 chai x 30ml, | 893100671224 | Cong ty Co phan | SO 27, Puong 3A, Khu Cong
Hop 1 chai x 60ml | (VD-21336-14) | Duogc phém OPV | Nghi¢p Bién Hoa II, Phuong

An Binh, Thanh phd Bién Hoa,
Tinh Pong Nai, Viét Nam
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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
che
17 | Diareli Mr 60 | Gliclazide 60mg Viénnén | Hop 3 vix 10 vién | 893110072325 | Congty cd phan | Khu A, sé 18, dudong Lé Thi
phdng (vi nhom - nhém); dugc pham Reliv | Soc, Ap 2A, X4 Tan Thanh Tay,
thich kéo | Hop 3 vi x 10 vién Huyén Cu Chi, Thanh ph Hb
dai (vi nhom - PVC); Chi Minh, Viét Nam
Hop 1 1o x 30 vién;
Hop 1 1o x 90 vién
18 | Febustad 80 Febuxostat 80mg Viénnén | Hop 3 vix 10 vién; | 893110049523 | Céngty TNHH Sb 40 dai 16 Tu Do, Khu cong
bao phim | Hop 6 vi x 10 vién; Lién doanh nghi¢p Viét Nam - Singapore,
Hop 9 vi x 10 vién Stellapharm - Chi | Phuong An Pha, Thanh phd
nhanh 1 Thuan An, Tinh Binh Duong,
Viét Nam
19 | Fenofibrat Fenofibrat micronized Viénnang | Hop 3 vix 10 vién | 893110319023 | Cong ty Co phan | S6 346 dudong Nguyén Hug,
200 mg 200mg cling (VD-25429-16) | Xuat nhap khau Y | Phuong My Phu, Thanh phd
té Domesco Cao Lanh, Tinh Dong Thap,
Viét Nam
20 | Glucofine XR | Metformin hydroclorid Viénnén | Hop 1 vix 10 vién, | 893110104825 | Cong ty Co phan | S6 346 duong Nguyén Hug,
750 mg 750mg phong Hop 3 vi x 10 vién, Xuat nhap khau Y | Phuong My Phu, Thanh phd
thich kéo | Hop 10 vi x 10 vién té Domesco Cao Lanh, Tinh Ddong Thap,
dai Viét Nam
21 | Greenfixime | Cefixim (twong duong Viénnang | Hop 1 vix 10 vién; | 893110049325 | Chi nhanh Céng | S6 112, duong Tran Hung Dao,
200 Cefixim trihydrat 223,8mg) | ciing Hop 2 vi x 10 vién ty C6 phan phuong Pham Ngii Lao, quén 1,
200mg Armephaco - Xi | thanh phé HO Chi Minh, Viét
nghiép Dugc Nam
pham 150
22 | Ibedis 300mg | Irbesartan 300mg Viénnén | Hop2vix 14 vién | 893110179224 | Cong Ty C6 Phan | 166 — 170 Nguyén Hué, thanh
bao phim (VD-28299-17) | Pymepharco phé Tuy Hoa, tinh Pha Yén,

Viét Nam




5

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
23 | Irbesartan Irbesartan 75mg Viénnén | Hop 3 vix 10 vién | 893110073925 | Cong ty .cé phan | L6 Z01-02-03a, Khu Coéng
75 mg bao phim dugc pham Savi | nghiép trong Khu Ché xuét Tan
(Savipharm J.S.C) | Thuan, Phuong Téan Thuin
bong, Quan 7, Thanh phé Hb
Chi Minh, Vi¢t Nam (day
chuyén EU-GMP)
24 | Litapyl 160 Fenofibrat 160mg Viénnén | Hop 3 vi x 10 vién; | 893110045000 | Cong ty cd phan | Lo sé 51, Khu Cong Nghiép
Hop 10 vi x 10 vién | (VD-29996-18) | S.P.M Tan Tao, Buong S6 2, Phuong
Tan Tao A, Quan Binh Tan,
thanh phd HO6 Chi Minh, Viét
Nam
25 | Perisamlor Amlodipine 10mg (dudi Viénnén | Hop 3 vix 10 vién | 893110107225 | Céngty TNHH L6 EBS, duong s6 19A, Khu
10 mg/10 mg | dang Amlodipine besylate DRP Inter cong nghi¢p Hiép Phude, Xa
13,87mg); Hiép Phudc, Huyén Nha Be,
Perindopril arginine 10mg Tp. H6 Chi Minh, Viét Nam
(dudi dang Perindopril
arginine monohydrate
10,3mg)
26 | Perisamlor Amlodipine Smg (duédi dang | Viénnén | Hop 3 vix 10 vién | 893110107325 | Cong ty TNHH L6 EBS, duong s6 19A, Khu
10 mg/5 mg Amlodipine besylate DRP Inter cong nghi¢p Hiép Phudc, Xa
6,935mQ); Hiép Phudc, Huyén Nha Be,
Perindopril arginine 10mg Tp. H6 Chi Minh, Viét Nam
(dudi dang Perindopril
arginine monohydrate
10,3mg)
27 | Perisamlor Amlodipine 10mg (dudi Viénnén | Hop3 vix 10vién | 893110107425 | Congty TNHH L6 EBS, duong s6 19A, Khu
5 mg/10 mg dang Amlodipine besylate DRP Inter cong nghiép Hiép Phude, Xa

13,87mg);

Perindopril arginine 5mg
(dudi dang Perindopril
arginine monohydrate
5,15mg)

Hi¢ép Phuéc, Huyén Nha Be,
Tp. HO6 Chi Minh, Viét Nam
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che
28 | Pidocar Clopidogrel (dudi dang Viénnén | Hop 1 vix 14 vién; | 893110549924 | Cong ty ¢ phan | 166-170 Nguyén Hué, phuong
Clopidogrel bisulfat) 75mg | bao phim | Hop 2 vix 14 vién | (VD-30708-18) | Pymepharco 7, thanh phd Tuy Hoa, tinh Phi
Yén, Viét Nam
29 | Prusenza Perindopril arginine (dudi Viénnén | Hop 3 vix 10 vién, | 893110223623 | Cong ty TNHH L6 EBS, dudng s 19A, Khu
10 mg dang perindopril arginine Hop 6 vi x 10 vién, DRP Inter cong nghiép Hi€p Phudc, Xa
monohydrate 10,3mg) 10mg Hop 10 vi x 10 vién Hi¢p Phude, Huyén Nha Bg,
Tp. H6 Chi Minh, Viét Nam
30 | Prusenza 5 mg | Perindopril arginine (dudi Viénnén | Hop 3 vix 10 vién, | 893110223723 | Cong ty TNHH L6 EBS, duong sé6 19A, Khu
dang perindopril arginine Hop 6 vi x 10 vién, DRP Inter cong nghiép Hi¢p Phude, Xa
monohydrate 5,15mg) 5mg Hop 10 vi x 10 vién Hi¢p Phudc, Huyén Nha Be,
Tp. H6 Chi Minh, Viét Nam
31 | Rotorlip 10 Rosuvastatin (dudi dang Viénnén | Hop3vix 10vién | VD-24017-15 | Congty Co Phan | L6 B2 - B3, Khu cong nghiép
Rosuvastatin calci) 10mg bao phim Duoc Hau Giang | Tan Pha Thanh - Giai doan 1,
- Chi nhanh nha xa Tan Phu Thanh, huyén Chau
may duogc phém Thanh A, tinh Hau Giang, Viét
DHG tai Hau Nam
Giang
32 | Soli-medon | Methylprednisolon 16mg Viénnén | Hop 3 vix 10 vién; | VD-23144-15 | Cong ty c6 phan | 498 Nguyén Thai Hoc, P.
16 Hop 10 vi x 10 vién Dugc - Trang Quang Trung, TP. Qui Nhon,
thiét bi y té Binh | Binh Pinh, Viét Nam
Dinh (Bidiphar)
33 | Spamoin 200 | Trimebutine maleate 200mg | Viénnén | Hop 2 vix 10 vién | VD-26229-17 | Congty Co phan | SO 27, Pudng 3A, Khu Cong
bao phim Dugc pham OPV | Nghiép Bién Hoa II, Phuong
An Binh, Thanh phé Bién Hoa,
Tinh Déng Nai, Viét Nam
34 | Tenofovir Tenofovir alafenamide Viénnén | Hop 1 vix 10 vién; | 893110576824 | Cong ty co phan | Khu A, S6 18, Pudng Lé Thi
Alafenamide (dudi dang Tenofovir bao phim | Hop 3 vi x 10 vién; dugc pham Reliv | Soc, Ap 2A, Xa Tan Thanh
25 alafenamide fumarate) Hop 6 vi x 10 vién; Tay, Huyén Cu Chi, Thanh phé

25mg

Hop 1 chai x 30
vién

HO Chi Minh, Viét Nam
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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
35 | Visdazul Metformin hydroclorid Viénnén | Hop 6 vix 10 vién | 893110081525 | Cong ty cd phan | Thon Thach Ldi, xa Thanh
50mg/1000mg | 1000mg; bao phim dugc phdm trung | Xuan, Huyén So6c Son, Thanh
Vildagliptin 50mg uong I — pho Ha Noi, Viét Nam
Pharbaco
36 | Yacapen XR Metformin HCI 1000mg; Viénnén | Hop 3 vix 10vién | 893110107625 | Congty TNHH L6 EBS, duong s6 19A, Khu
50 mg/1000 mg | Sitagliptin phosphate bao phim DRP Inter cong nghiép Hié¢p Phude, Xa
monohydrate (twrong duong | gidi phong Hiép Phudce, Huyén Nha Be,
50mg Sitagliptin) 64,25mg | cham Tp. HO6 Chi Minh, Viét Nam
Ghi chu:

- S6 dang ky 12 ky t 1a 86 dang ky durot cap méi hodc gia han theo quy dinh tai Phu luc VI Thong nr 08/2022/TT-BYT ngady 05/09/2022 ciia Bg trwong Bg Y té quy
dinh viéc dang ky luu hanh thuoc, nguyén ligu lam thuoc. Pai véi so dang ky dwroc cap tir thir tyr 10.000 Ciia nam 2024, 2 chir so Ky hiéu cua nam la "00" va 4 chir so ky

hiéu cua thir tuw cap bt dau tir "0001".
- S6 ddang ky da cdp (dwoc ghi trong ngodc don) la s6 dang ky da dwoc cap trueée khi thude duwoc gia han.
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