BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

R E%&%U@“QUAN LY DUQC Péc 1ap — Tw do — Hanh phic
S 86 690 /QP-QLD Ha Ni, ngay 21 thang 11 ndm 2025
QUYET PINH

Vé viéc cong bé Danh muc thudc ¢é chirng minh
twong duwong sinh hoc Dot 12 - Nam 2025

CUC TRUONG CUC QUAN LY DUQC

Can cit Ludt Dwoc ngay 6 thang 4 ndm 2016, Ludt sika doi, bé sung mot sé diéu
cua Ludt Duwoc ngay 21 thang 11 nam 2024,

Can cir Nghi dinh sé 42/2025/NP-CP ngay 27 thang 2 nam 2025 cia Chinh
phii quy dinh chire ndng, nhiém vu, quyén han va co cdu té chirc ciia B 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 dang ky luu hanh thudc, nguyén liéu lam thudc;

Can cir Quyét dinh s6 2386/0D-BYT ngay 22 thang 7 nam 2025 cua Bo truong
B$ Y té quy dinh chirc nang, nhiém vu, quyén han va co cau 16 chike ciia Cuc Qudn
ly dwoc thuoc Bo Y té;

Can cir két ludn cia Hpi dong tw van cdp gidy dang ky luu hanh thubc, nguyén
liéu lam thuéc - Bé Y té dot 128 tai bién ban kém theo Céng vin s6 71/HPTV-VPHD
ngay 14/11/2025; dot 127 tai bién bdan kém theo Cong vin sé6 63/HPTV-VPHD ngdy
09/10/2025; dot 126 tai bién ban kém theo Céng vin s6 60/HPTV-VPHD ngay
23/9/2025 va s6 61/HPTV-VPHP ngay 01/10/2025; dot 123.1 tai bién ban kém theo
Céng vin sé 92/HPTV-VPHP ngay 24/10/2024; dot 220 tai bién bdan kém theo Cong
van s6 72/HPTV-VPHP ngay 14/11/2025; dot 219 tai bién bdn kém theo Céng vain sé
70/HDTV-VPHD ngay 14/11/2025; dot 218 tai bién ban kem theo Cong van 51/HPTV-
VPHD ngay 01/08/2025 ciia Vin phong Héi dong tw van cap GPKLH thudc, nguyén
liéu lam thudc;

Theo dé nghi ciia Truéng phong Bdang ky thudce, Cuc Quan Iy Duoc.

QUYET PINH:
Picu 1. Cong bd kém theo Quyét dinh nay Danh muc thudc c6 chimg minh
tuong duong sinh hoc Dot 12 - Nam 2025 gém 41 thudc.
Piéu 2. Quyét dinh nay c6 hiéu luc ké tir ngdy ky ban hanh.
Picu 3. Giam doc SO Y té cac tinh, thanh phd truc thudc Trung wong, cac 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 nhgn: KT. CUC TRUONG
- Nhu Diéu 3; v \ r:m CUC TRUONG

- BT. bao Hong Lan (d¢ b/c); AT
- TT. Nguyén Tri Thirc (de b/c); P ‘
- CT. Vii Tudn Cudng (de b/c); [[5 A e LYzl
- Cyc Quany - Bo Quédc phong; Cuc Y té - Bo Cong an : i
Bao hiém xa hoi Viét Nam - B Tai chinh; \ \ ewl

- BO Y t& Vu PC, Cuc QLYDCT, Cuc QLKCB, Vin N5~
phong HDTV gép GDbKLH thuoc, NLLT; —_—— 3
- Vién KN thudec TW, Vién KN thuoc 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;

- Cyc QLD: QLKDD, QLCLT, PCHN, QLGT; Website;
- Luu: VT, BKT (DM).



Phu luc

DANH MUC 41 THUOC CO CHUNG MINH TUONG PUONG SINH HQC POT 12 - NAM 2025

(Kém theo Quyét dinh s6 690 /OP-QLD ngay 21 /11 /2025 ciia Cuc Quan Iy Duoc)

ST Tén thubc Hoat chit, ham Dang bao Quy cach dong S6 ding ky | Co so san xuat Dia chi co sé san xuit
T lwgng ché goi
1 | Abiratred Abiraterone acetate Viénnén | Hop 1 1o x 120 vién | 890114086523 | Dr. Reddy's Formulation Unit — VII, Plot No.
250mg bao phim (VN3-121-19) | Laboratories Ltd P1 to P9, Phase — III, VSEZ,
Duvvada, Visakhapatnam
District - 530046, Andhra
Pradesh, India
2 | Acyclovir Stella | Acyclovir 400mg Viénnén |Hop 7 vi x 5 vién; | 893110504224 | Cong ty TNHH Lién | S6 40 dai 16 Tu Do, Khu cong
400mg Hop 10 vix 5 vién | (VD-21528-14) | doanh Stellapharm - | nghi¢p Viét Nam-Singapore,
Chi nhanh 1 Phuong An Pha, Thanh phd
Thuan An, Tinh Binh Duong,
Viét Nam
3 | Afatin 40 Afatinib (twong duong | Viénnén | Hop 6 vix 10 viéen | 890110193923 | Hetero Labs Limited | Unit-V, Sy. No. 439, 440, 441 &
v6i Afatinib dimaleate | bao phim 458, TSIIC Formulation SEZ,
(Form H3) 59,120mg) Polepally Village, Jadcherla
40mg Mandal, Mahaboobnagar
District, Telangana State, India
4 | Antivic 75 Pregabalin 75mg Vién nang | Hop 2 vi, 3 vi, 5 vi, | 893110277023 | Cong ty Cb phan | 314 Bong Sao, phudng 5, quan 8,
climg 10 vi x 10 vién; Dugc pham An Thién | Tp. H6 Chi Minh, Viét Nam
Hop 1 chai x 30
vién, 60 vién, 100
vién
5 | Anvo-Gefitinib Gefitinib 250mg Viénnén | Hop 3 vix 10 vién | 840114192923 | Synthon Hispania, c/Castello, 1, 08830 Sant Boi de
250mg bao phim S.L. Llobregat (Barcelona), Spain
6 | AZITROKERN Azithromycin ~ (dudi | Viénnén | Hop 1 vi x 3 vién 840110421625 | Kern Pharma S.L. Venus, 72. Poligono Industrial
500 MG dang  Azithromycin | bao phim Colon II., 08228 Terrasa
TABLETS dihydrat) 500mg (Barcelona), Spain
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ST Tén thubc Hoat chit, ham Dang bao Quy cach dong S6 ding ky | Co sé san xuat Dia chi co sé san xuat
T lwgng ché goi
7 | BIDIAB Glibenclamide 2,5mg; | Vién nang | Hop 100 vi x 5 vién | 594110423925 | S.C Arena Group S.A. | 54 Dunarii Blvd., Voluntari City,
Metformin cung [lfov county, code 077190,
hydrochloride 400mg Romania
8 | Biginol 2.5 Bisoprolol fumarat | Viénnén | Hop 3 vix 10 vién | 893110359924 | Céng Ty CO6 Phan | Lo B2 - B3, Khu cong nghiép
2,5mg bao phim Duoc Hau Giang - Chi | Tan Phu Thanh - giai doan 1, xa
nhanh nha may duogc | Tan Phi Thanh, huyén Chau
pham DHG tai Hau | Thanh A, tinh Hau Giang, Viét
Giang Nam
9 | Biginol 5 Bisoprolol fumarat | Viennén | Hop 3 vix 10 vién | VD-35650-22 | Cong ty co phén dugc | L6 B2 - B3, KCN Tan Pht Thanh
Smg bao phim Hau Giang - Chi | - giai doan 1, xa Tan Phu Thanh,
nhédnh nha méy dugc | Huyén Chau Thanh A, Tinh Hau
pham DHG tai Hau | Giang, Viét Nam
Giang
10 | Cefalexin 250mg | Mdi 1,5g bot chira | Thude bot | Hop 12 goi x 1,5¢ | 893110135725 | Chinhanh 3 - Cong ty | SO 22, dudong sd 2, khu cong
cephalexin (dué6i dang | pha  hodn Co phan Duoc pham | nghiép Viét Nam - Singapore II,
Cephalexin dich Imexpharm tai Binh | phudng Hoa Phi, thanh phd Thu
monohydrat powder) Duong Dau Mot, tinh Binh Duong, Viét
250mg Nam
11 | Cefpodoxim Cefpodoxim (dudi | Viennén | Hop 3 vix 10 vién | 893110056200 | Cong ty c6 phan US | L6 B1-10, Puong D2, Khu cong
200-HV dang Cefpodoxim | bao phim Pharma USA nghiép Tay Bic Cu Chi, ap Bau
proxetil 260,89mg) Tre 2, xa Tan An Ho1, Huyén Cu
200mg Chi, Thanh phé H6 Chi Minh,
Viét Nam
12 | CO-AMLESSA Amlodipine  besilate | Viénnén | Hop 3 vix 10 vién | 383110420925 | Krka, D.D., Novo | Smarjeska cesta 6, 8501 Novo
AMG/5MG/1.25 6,935mg tuong duong Mesto mesto, Slovenia
MG TABLETS Amlodipine 5mg;

Indapamide 1,25mg;
Perindopril tert-
butylamine 4mg tuong
duong perindopril
3,34mg
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ST Tén thubc Hoat chit, ham Dang bao Quy cach dong S6 ding ky | Co sé san xuat Dia chi co sé san xuat
T lwgng ché goi
13 | CO-AMLESSA Amlodipine besilate | Viennén | Hop 3 vix 10 viéen | 383110421025 | Krka, D.D., Novo gmarjeéka cesta 6, 8501 Novo
8MG/5MG/2.5MG | 6,935mg tuong duong Mesto mesto, Slovenia
TABLETS v6i amlodipine 5mg;
Indapamide 2,5mg;
Perindopril tert-
butylamine 8mg tuong
duong perindopril
6,68mg
14 | Conoges 100 Celecoxib 100mg Vién nang | Hop 03 vix 10 vién, | 893110480424 | Cong ty c6 phan dugc | S6 43 duong s6 8, khu cong
cung Hop 05 vix 10 vién, | (VD-31607-19) phém Boston Viét | nghi¢p Viét Nam - Singapore,
Hop 10 vi x 10 vién Nam Phuong Binh Hoa, Thanh phd
Thuan An, Tinh Binh Duong,
Viét Nam
15 | Emexa Powder Azithromycin dihydrate | Bot pha | Hop 1 lo 055110438525 | Xepa-Soul Pattinson | 1-5, Cheng Industrial Estate,
for Oral 209,64mg/5ml (twong | hdn dich (Malaysia) Sdn. Bhd. | 75250 Melaka, Malaysia
Suspensi()n duong véi Azithromycin uéng
200mg/5ml 200mg/5ml)
16 | Gabaneutril Gabapentin 300mg Vién nang | Hop 3 vi, 6 vi, 10 vi | 893110909124 | Cong ty c¢6 phan US | L6 B1-10, Puong D2, Khu cong
cling x 10 vién; chai 100 | (VD-33804-19) | Pharma USA nghiép Tay Bac Cu Chi, 4p Bau
vién, 150 vién, 200 Tre 2, xa Tan An Hoi, huyén Cu
vién Chi, Thanh phé HO Chi Minh,
Viét Nam
17 | Gefitinib tablets Gefitinib 250mg Viénnén | Hop 1 chai 30 vién, | 890114000000 | Natco Pharma Pharma Division, Kothur
250mg bao phim | Hop 3 vi x 10 vién Limited (CT)(V), Kothur M),
Rangareddy (Dist.), 509228
Telangana State, India
18 | Hepbest Tenofovir alafenamide | Viénnén | Hop 1 19 30 vién 890110087223 | Mylan Laboratories Plot No. 11, 12 & 13, Indore
25mg bao phim (VN3-251-19) | Limited Special Economic Zone, Pharma

Zone, Phase-1I,  Sector-III,
Pithampur 454775, Dist. Dhar,
Madhya Pradesh, India
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ST Tén thubc Hoat chit, ham Dang bao Quy cach dong S6 ding ky | Co sé san xuat Dia chi co sé san xuat
T lwgng ché goi
19 | Mesabi Itopride hydrochloride | Viénnén | Hop 2 vix 10 vién | 893110752624 | Cong ty c6 phan duoc | Khu céng nghiép Quang Minh,
50mg bao phim pham Sao Kim thi trin Quang Minh, huyén Mé
Linh, thanh phd Ha Néi, Viét
Nam
20 | Narisom Linagliptin Smg Viénnén | Hop 3 vix 10 vién | 893110753824 | Cong ty TNHH DRP | L6 EBS, duong s6 19A, Khu
bao phim Inter cong nghi¢p Hi¢p Phudc, Xa
Hiép Phudce, Huyén Nha Be, Tp.
H6 Chi Minh, Viét Nam
21 | Nexipraz 20 Esomeprazol  (dudi | Vién nang | Hop 2 vi x 7 vién, | 893110362924 | Cong ty cd phan Dugc | S6 43 dudng sd 8, khu cong
dang vi hat bao tan | ciing chira | Hop 4 vi x 7 vién, phém Boston Viét | nghi¢p Viét Nam - Singapore,
trong  rudt  chua | vihatbao | Hop 5 vix 7 vién Nam Phuong Binh Hoa, Thanh phd
esomeprazol magnesi | tan trong Thuan An, Tinh Binh Duong,
trihydrat) 20mg rudt Viét Nam
22 | Nothrombi 15 Rivaroxaban 15mg Viénnén | Hop 3 vix 10vién | 890110349200 | Inventia Healthcare | F1-F1/1-F75/1, Additional
bao phim Limited Ambernath M.L.D.C.,
Ambernath (East), Thane
421506 Maharashtra State, India
23 | Oratane Isotretinoin Smg Vién nang | Hop 6 vix 10 vién | 760110170500 | - Co s& san xuat: |- DPia chi co sO san xuit:
mém (VN-21386-18) | Swiss  Caps  AG | Husenstrasse 35, Kirchberg, CH-
- Co s& dong goi va | 9533, Switzerland.
xuat xuong: Douglas | - Dia chi co sé dong goi va xuét
Manufacturing Ltd. xuodng: Corner Te Pai Place and
Central Park Drive, Lincoln,
Auckland 0610, New Zealand.
24 | Oratane 10mg Isotretinoin 10mg Viénnang | Hop 4 vix 15 viéen | 940110009023 | - Co s¢ dong gbi va | - Dia chi co s& dong goi va chiu
mém chju trach nhiém xuét | trach nhiém xuét xuong 16 thubc:

xuong 10 thude:
Douglas Manufacturing
Limited

- Co s6 san xuat dang
bao ché cudi cung:
SWISS CAPS AG

Corner Te Pai Place and Central
Park Drive, Lincoln, Auckland
0610, New Zealand.
- Pia chi co s san xuat dang bao
ché cubi cing: Husenstrasse 35,
Kirchberg 9533, Switzerland.
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ST Tén thubc Hoat chit, ham Dang bao Quy cach dong S6 ding ky | Co sé san xuat Dia chi co sé san xuat

T lwgng ché goi

25 | Oratane 20mg Isotretinoin 20mg Viénnang | Hop 4 vix 15 vién | 940110009123 | - Co s¢ dong goi va | - Dia chi co s& dong goi va chiu

mém chiu trach nhiém xuét | trach nhiém xuét xudng 16 thudc:
xuong 16 thudc: | Corner Te Pai Place and Central
Douglas Manufacturing | Park Drive, Lincoln, Auckland
Limited . 0610, New Zealand.
- Co s¢ san xuat dang | - Pia chi co s san xuét dang bao
bao ché cubi cung: | ché cudi cung: Husenstrasse 35,
SWISS CAPS AG Kirchberg 9533, Switzerland.

26 | Pacfon 200 Cefpodoxim (duéi | Viénnén | Hop 1 vi, 2 vi, 3 vi, | 893110245600 | Cong ty c6 phan US | Lo B1-10, Puong D2, Khu cong
dang Cefpodoxim | bao phim | 10 vi x 10 vién (VD-21253-14) | Pharma USA nghiép Tay Bic Cu Chi, 4p Bau
proxetil) 200 mg Tre 2, xa Tan An Hoi, Huyén Cu

Chi, Thanh Phé H6 Chi Minh,
Viét Nam
27 | Pamidstad 1.5 Indapamide 1,5mg Vién nén | Hop 3 vi x 10 vién, | 893110397925 | Cong ty TNHH Lién S6 40 dai 160 Tu Do, Khu cong
bao phim | Hop 10 vi x 10 vién Doanh Stellapharm - | nghi¢p Viét Nam - Singapore,
giai phong Chi nhénh 1 Phuong An Phu, Thi xa Thuén
c6 kiém An, Tinh Binh Duong, Vi¢t Nam
soat

28 | Pantogas 40 Pantoprazol (Dudi | Vién nén | Hop 2 vi x 10 vién, | VD-35982-22 | Céng ty CO phan | Lo B2-B3, Khu Cong nghiép Tan
dang Pantoprazol natri | bao phim | hdp 3 vi x 10 vién, Dugc Hau Giang - Chi | Pht Thanh - Giai doan 1, xa Tan
sesquihydrat) 40mg tan trong | hop 5 vi x 10 vién nhédnh nha méy dugc | Phi Thanh, huyén Chau Thanh

rudt pham DHG tai Hau | A, tinh Hau Giang, Viét Nam
Giang

29 | Rostat-10 Rosuvastatin (duoi Viénnén | Hop 16n chira 10 VN-21288-18 | Global Pharma | Third Floor, 2A Ganga Nargar,
dang Rosuvastatin bao phim | hop nho x 1 vix 10 Healthcare Pvt., Ltd. | Fourth Street, Kodambakkam,
calci) 10mg vién Chennai, Tamil Nadu, 60024, An

bo

30 | Rosuvastatin Smg | Rosuvastatin (dudi Viénnén | Hop 3 vix 10 vién | 893110251725 | Cong ty c6 phan duoc | L6  Z01-02-03a, Khu Céng
dang rosuvastatin bao phim pham Savi | nghiép trong Khu ché xuat Tan
calcium) 5mg (Savipharm J.S.C) Thuan, Phuong Tan Thuan

Pong, Quan 7, Thanh phd Ho
Chi Minh, Viét Nam
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ST Tén thubc Hoat chit, ham Dang bao Quy cach dong S6 ding ky | Co sé san xuat Dia chi co sé san xuat
T lwgng ché goi
31 | Tacrolimus Tacrolimus (dudi dang | Vién nang | Hop 1 goi x 3 vi x | 383114349800 | - Co sé san xuat: Lek | - Co sé san xudt: Verovskova
Sandoz tacrolimus cung giai | 10 vién; Hop 1 goi Pharmaceuticals d.d. | ulica 57, Ljubljana, 1526,
monohydrat) 1mg phéong kéo | x 5 vi x 10 vién; - Co s¢ dong goi va | Slovenia
dai Hop 2 goi x 5 vi x xudt xudng: Lek | - Co s& dong gbi va xuat xudng:
10 vién Pharmaceuticals d.d. | Trimlini 2D, Lendava, 9220,
Slovenia
32 | Tacrolimus Tacrolimus (dudi dang | Vién nang | Hop 1 goi x 3 vi x | 383114349900 | - Co sé san xuat: Lek | - Co s& san xudt: Verovskova
Sandoz tacrolimus cung gidi | 10 vién; Hop 1 goi Pharmaceuticals d.d. | ulica 57, Ljubljana, 1526,
monohydrat) Smg phong kéo | x 5 vi x 10 vién; - Co s¢ dong goi va | Slovenia
dai Hop 2 goi x 5 vi x xuat xuong: Lek | - Co so dong goi va xuat xudng:
10 vién Pharmaceuticals d.d. | Trimlini 2D, Lendava, 9220,
Slovenia
33 | Tacrolimus Tacrolimus (dudi dang | Vién nang | Hop 1 g6i x 3 vi x | 383114350000 | - Co s& san xuat: Lek | - Co so san xuat: Verovskova
Sandoz tacrolimus cung gidi | 10 vién; Hop 1 goi Pharmaceuticals d.d. | ulica 57, Ljubljana, 1526,
monohydrat) 0,5mg phong kéo | x 5 vi x 10 vién; - Co s& dong goi va | Slovenia
dai Hop 2 goi x 5 vi x xuat xuong: Lek | - Co so dong goi va xuat xudng:
10 vién Pharmaceuticals d.d. | Trimlini 2D, Lendava, 9220,
Slovenia
34 | Tadalafil Tadalafil 20mg Vién nén | Hop 1 vix 2 vién 893110338923 | Cong Ty TNHH Lién | S6 40 dai 16 Tu Do, khu cong
STELLA 20 mg bao phim (VD-25483-16) | Doanh Stellapharm - | nghiép Viét Nam - Singapore,
Chi nhanh 1 Phuong An Pha, Thanh phd
Thuan An, Tinh Binh Duong,
Viét Nam
35 | Tafsafe Tenofovir alafenamide | Vién nén | Hop 1 chai x 30 | 890110415023 | RV Lifesciences | Plot No. H-19, M.I.D.C., Waluj,
(dudi dang Tenofovir | bao phim | vién; Hop 3 vi x 10 | (VN3-250-19) | Limited Chhatrapati Sambhajinagar
alafenamide fumarate) vién 431133, Maharashtra State, India
25mg
36 | Telma 80 H Plus | Telmisartan 80mg; | Viennén | Hop 16n chtra 10 | VN-22406-19 | Glenmark Plot No. 2, Phase II, Pharma
Hydrochlorothiazid hop nho x 1 vi x 10 Pharmaceuticals Ltd. | Zone, SEZ, Pithampur, District
25mg vién Dhar, Madhya Pradesh, IN 454

775, An Do
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ST Tén thubc Hoat chit, ham Dang bao Quy cach dong S6 ding ky | Co sé san xuat Dia chi co sé san xuat
T lwong ché goi
37 | Telma H Telmisartan 40mg; | Viennén | Hop 16n chira 10 | VN-22407-19 | Glenmark Plot No. 2, Phase II, Pharma
Hydrochlorothiazid hop nho x 1 vix 10 Pharmaceuticals Ltd. | Zone, SEZ, Pithampur, District
12,5mg vién Dhar, Madhya Pradesh, IN 454
775, An Do
38 | Tridjantab Linagliptin Smg Vién nen | Hop 3 vix 10 vién; | 893110131325 | Chi nhanh Cong ty accl) buong Vi Trong Phung, Khém
bao phim | Hop 6 vi x 10 vién; | (VD-34107-20) | phan dugc  pham | Thanh An, P. My Théi, TP. Long
Hop 10 vi x 10 vién Agimexpharm-Nha Xuyén, An Giang, Viét Nam
méy san xuat duoc
pham Agimexpharm
39 | Ursochol 250 mg | Acid ursodeoxycholic | vién nang | Hop 50 vién 800110026325 | ABC  Farmaceutici | Via Cantone Moretti, 29 (Loc.
250mg cung (VN-22135-19) | S.P.A. Localita’ San Bernardo)— 10015
Ivrea (To) Italy
40 | Ursosan Ursodeoxycholic acid | Vién nang | Hop 3 vi x 10 vién; | 859110191923 | PRO.MED.CS Praha | Tel¢ska 377/1, 140 00 Praha 4 —
250mg cung Hop 5 vi x 10 vién; a.s. Michle, Czech Republic
Hop 10 vi x 10 vién
41 | Ursosan Forte Ursodeoxycholic acid | Vién nén | Hop 5 vi, 10 vix 10 | 859110015723 | Pro.Med.CS Praha a.s | Tel¢skd 377/1, 140 00, Praha 4 —
500mg bao phim | vién Michle, Czech Republic

Ghi chu:

- §6 dang ky 12 ky tr la s6 ding ky dwoc cdp méi hodc gia han theo quy dinh tai Phu luc VI Thong tw 08/2022/TT-BYT ngay 05/09/2022 ciia B truong B Y té quy

dinh viéc dang ky luu hanh thudc, nguyén liéu lam thudc.

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