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CUC QUAN LY DUQC Doc 1ap — Tw do — Hanh phic
S6: 814 /QDP-QLD Ha Néi, ngay 29 thang 12 ndm 2025
QUYET PINH

Vé viéc cong bé Danh muc thudc biét duge goc Pot 6 - Nam 2025

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Dwoc ngay 06 thang 4 nam 2016; Ludt sita déi, bé sung mot
s6 diéu ciia Ludt Duwoc ngdy 21 thang 11 nam 2024,

Can cit Nghi dinh 56 42/2025/ND- -CP ngay 27 thang 02 nam 2025 cua Chinh
phii quy dinh chire ndng, nhiém vu, quyén han va co cdu t6 chirc ciia B6 Y té;

Can cir Théng tw s6 12/2025/TT-BYT ngay 16 thing 5 nam 2025 ciia Bé
trieong B Y té quy dinh viéc dang ky lwu hanh thubc, nguyén liéu lam thudc;

Can cir Quyét dinh s6 2386/QP-BYT ngay 22 thing 7 nam 2025 ciia BJ
trwong Bo Y té quy dinh chirc ndng, nhiém vu, quyén han va co cdu to chirc ciia
Cuc Quan ly Duoc thuoc Bo Y té;

Can cir két ludgn cua Hoi dong tw van cdp gidy dang ky luu hanh thuéc,
nguyén liéu lam thuéc Bé Y té dot 55 Vdc xin va sinh pham tai Cong van sé
38/HPTV-VPHD ngay 19/5/2025, dot 218 thuéc héa dwoc trong nwée tai Cong
van s6 51/HPTV-VPHP ngay 01/08/2025, dot 126 thudc héa diege nwée ngodi
tai Cong vin so 61/HPTV-VPHP ngay 01/10/2025, dot 127 thudc héa dirge nuée
ngodi tai Céng van sé 63/HDTV-VPHD ngay 09/10/2025 va dot 128 thudc héa
dwoc nuée ngodi tai Cong van sé 71/HPTV-VPHP ngay 14/11/2025;

Theo dé nghi ciia Truéng phong Pang ky thuoc - Cuc Quan 1y Durgc.

QUYET PINH:

Piéu 1. Cong b6 Danh muc 48 thube Biét duogc géc Dot 6 - Nam 2025 tai
Phuy lyc kém theo Quyét dinh nay.

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 tryc thudc Trung wong va
Giam dbc co sd san xuat va co so dang ky co thude tai Piu 1 chiu trach nhiém
thi hanh Quyét dinh nay./.
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Phu luc

DANH MUC 48 THUOC BIET DUQC GOC PQT 6 - NAM 2025
(Kem theo Quyét dinh so 814 /OD-QLD ngay 29 /12 /2025 cua Cuc Quan ly Duoc)

N £ Hoat chat; Dang bao che; £ 1o , o £ Dia chi co s& sdn xuat/
STT Tén thube Ham lwong/ Nong d9 | Quy cach déng goi S0 ding ky Co'sésiin xuat Nuéc san xuit
1 | Akynzeo Netupitant 300mg; Vién nang cung; 539110089423 |Helsinn Birex Damastown Road,
Palonosetron (dudi Hop 1 vix 1 vién Pharmaceuticals Limited |Damastown Industrial Park,
dang Palonosetron Dublin 15, D15X925, Ireland
hydroclorid) 0,5mg
2 | Amlor Amlodipine (dudi dang | Vién nén; Hop 3 vi x | 893110364225 |Cong ty TNHH S6 40 VSIP II, duong s 6,
Amlodipine besilate) 10 vién Medochemie (Vién Pong) |khu cong nghiép Viét Nam -
Smg Singapore 11, khu lién hop
Cong nghiép - Dich vu - b6
thi Binh Duong, phuong Hoa
Phu, thanh phd Tha Dau Mét,
tinh Binh Duong, Viét Nam
3 | Avelox Moxifloxacin (dudi Vién nén bao phim; | 800115181900 |Bayer Healthcare Via delle Groane, 126-20024
dang Moxifloxacin Hop 1 vix 5 vién Manufacturing S.R.L. Garbagnate Milanese (MI),
hydrochlorid) 400mg Italy
4 | Avelox Moxifloxacin (duoi Dung dich truyén 800115961124 |- Co s san xut ban thanh |- Dia chi co so san xuat ban
dang Moxifloxacin tinh mach; Hop 1 pham, dong goi so cdp va  |thanh pham, dong goi so cap
hydroclorid) chai x 250ml thir cap: va th cap:
400mg/250ml Fresenius Kabi Italia S.R.L |Via Camagre, 41/43 - 37063
- Co sO Xuat xuong: Isola Della Scala (VR), Italy
Bayer AG - Pia chi co sé xuét xudng:
Kaiser-Wilhelm-Allee, 51368
Leverkusen, Germany
5 | Bilaxten Bilastine 10mg Vién nén phan tan 800110016523 |A. Menarini Manufacturing | Via Campo di Pile, 67100
trong miéng; Hop 1 Logistics and Services L’Aquila (AQ), Italy
vix 10 vién, 2 vi X S.r.l
10 vién, 3 vix 10
vién, 5 vi x 10 vién




Hoat chit;

Dang bao ché;

Pia chi co sé san xuat/

STT Ten thuoc Ham lwong/ Nong dd | Quy cach déng géi S0 dang ky Co'sé'sin xuat Nuée sin xuit
6 | Calquence Acalabrutinib (dudi Vién nén bao phim; | 730110980924 |AstraZeneca AB Gartunavagen, Sodertalje, 152
dang Acalabrutinib Hop 6 vix 10 vién 57, Sweden
maleate) 100mg
7 | Canesten Clotrimazol 100mg Vién dat am dao; 400100422923 |- Co s san xuét ban thanh |- Pja chi co s& san xuét ban
Hop 1 vix 6 vién pham: Haupt Pharma thanh pham: Bethelner
dat am dao, kém Wuelfing GmbH Landstrasse 18, 31028
dung cu dit thude - Co s¢ dong goi: GP Gronau/Leine, Germany
Grenzach Produktions - Pia chi co s¢ dong goi:
GmbH Emil-Barell-Strasse 7, 79639
Grenzach-Wyhlen, Germany
8 | Cellcept Mycophenolate mofetil | Vién nén bao phim; | 800114773324 |- Co so san xuit va dong |- Pia chi co s¢ san xuét va
500mg Hop 5 vix 10 vién go01: dong go:
Delpharm Milano S.r.1 Via Carnevale, 1, 20054,
- Co s xuét xudng: Segrate (MI), Italy
F. Hoffmann — La Roche |- Dia chi co s xuat xudng:
AG Grenzacherstrasse 124, 4058
Basel, Switzerland
9 | Complavin Clopidogrel (dudi dang | Vién nén bao phim 300110441923 |Sanofi Winthrop Industrie |1 rue de la Vierge, Ambares
Clopidogrel hydrogen | (chtra vién nhan acid et Lagrave, 33565 Carbon
sulfate 97,88mg) acetylsalicyclic bao Blanc Cedex, France
75mg; Acetylsalicylic | tan trong rudt); Hop
acid 100mg 3 vix 10 vién
10 | Concor Smg Bisoprolol fumarate Vién nén bao phim; | 400110194000 |Merck Healthcare KGaA  |Frankfurter StraBe 250, 64293
Smg Hop 3 vi x 10 vién Darmstadt, Germany
11 | Concor AM Bisoprolol fumarate Vién nén; Hop 3 vi x | 599110779424 |Egis Pharmaceuticals Plc. |1165 Budapest, Bokényfoldi
Smg/10mg 5mg; Amlodipine 10 vién ut 118-120, Hungary

10mg (dudi dang
amlodipine besilate
13,9mg)




Hoat chit;

Dang bao ché;

Pia chi co sé san xuat/

STT Ten thuoc Ham lwong/ Nong dd | Quy cach déng géi S0 dang ky Co'sé'sin xuat Nuée sin xuit
12 | Concor AM Bisoprolol fumarate Vién nén; Hop 03 vi | 599110194523 |Egis Pharmaceuticals Plc. |1165 Budapest, Bokényfoldi
Smg/5mg Smg; Amlodipine Smg | x 10 vién ut 118-120, Hungary
(dudi dang amlodipine
besilate 6,95mg)
13 | Concor COR | Bisoprolol fumarate Vién nén bao phim; | 400110194100 |Merck Healthcare KGaA  |Frankfurter StraBe 250, 64293
2,5mg Hop 3 vix 10 vién Darmstadt, Germany
14 | Dotarem Acid gadoteric Dung dich tiém; VN-23274-22 |Guerbet 16-24 rue Jean Chaptal 93600
27,932¢/100 mL Hop 1 1o 10ml Aulnay-Sous-Bois, France
15 | Duratocin Carbetocin 100 mcg/ml | Dung dich tiém; VN-19945-16 |- Co s& san xuat: - Pia chi co s& san xut:
Hop 5 1o x 1ml Ferring GmbH Wittland 11, 24109 Kiel,
- Co s¢ dong goi: Germany
Ferring International - Pia chi co s¢ dong goi:
Center SA Chemin de la Vergognausaz
50, 1162 St-Prex, Switzerland
16 | Ebastel 10 mg | Ebastine 10mg Vién nén bao phim; | 840110187300 |Industrias Farmaceuticas |Ctra. de Martorell 41 — 61
Hop 3 vix 10 vién Almirall, S.A 08740 Sant Andreu de la
Barca (Barcelona), Spain
17 | Ebastel 20 mg | Ebastine 20mg Vién nén bao phim; | 840110187400 |Industrias Farmaceuticas |Ctra. de Martorell 41 — 61
Hop 2 vix 10 vién Almirall, S.A 08740 Sant Andreu de la
Barca (Barcelona), Spain
18 | Erleada Apalutamide 60mg Vién nén bao phim; | 001110194023 |- Co s& san xuat ban thanh |- Dia chi co so san xuét ban

Hop 1 1o chtra 120
vién

pham va dong goi so cap:

Janssen Ortho LLC

- Co s déng goi th cap

va xuit xudng:
Janssen-Cilag S.p.A.

thanh phdm va dong goi so
cap:

State Road 933, Km 0.1,
Mamey Ward, Gurabo, Puerto
Rico (PR) 00778, USA

- bia chi co s¢ dong goi tha
cAp va xuit xuong:

Via C. Janssen, Loc. Borgo S.
Michele, 04100 Latina, Italy




N £ Hoat chat; Dang bao che; £ 4o , o £ Dia chi co s& sdn xuat/
STT Ten thuoc Ham lwong/ Nong dd | Quy cach déng géi S0 dang ky Co'sé'sin xuat Nuée sin xuit
19 | Firazyr Mbi ml dung dich Dung dich tiém:; 400110439925 |- Co sd san xudt va dong |- Dia chi co s¢ san xuét va
chtra: Icatibant 10mg Hoép don goi gom 1 201 80 cap: dong goi so cap:
trong duong Icatibant | dng tiém chira sin Vetter Pharma-Fertigung  |Schutzenstrasse 87, 99-101,
acetate 11,38mg thude voi 1 cay kim, GmbH & Co. KG. 88212 Ravensburg, Germany
hodc hop da goi - Co s¢ dong goi thtr cap: |- Pia chi co so dong goi thi
chtra ba hop 6ng DHL Supply Chain cap:
tiém chira sén thudc (Netherlands) B.V. Bijsterhuizen 3142 WIJCHEN,
v6i 3 cay kim - Co s6 xuat xuong: 6604LV, Netherlands
Takeda Pharmaceuticals |- Dia chi co so xuit xudng:
International AG Ireland |Block 2 Miesian Plaza, 50-58
Branch Baggot Street Lower, Dublin
2, D02 HW68, Ireland
20 | Fluimucil Acetylcystein 600mg Vién nén sui; Hop 5 | VN-23097-22 |Zambon Switzerland Ltd | Via Industria 13, 6814
600mg vi x 2 vién Cadempino, Switzerland
21 | Galvus Met Metformin Vién nén bao phim; | 400110771824 |- Co s& san XUAL: - Pja chi co s& san xuét:
50mg/1000mg | Hydrochloride Hop 6 vix 10 vién Novartis Pharma Oflinger Strasse 44, 79664
1000mg, Vildagliptin Produktions GmbH Wehr, Germany
50mg - Co s¢ dong goi va xudt |- Dia chi co s dong goi va
xuong: Xudt xuong:
Lek Pharmaceuticals d.d., Trimlini 2D, Lendava, 9220,
Poslovna enota Slovenia
PROIZVODNJA LENDAVA
22 | Galvus Met Metformin Vién nén bao phim; | 400110348400 |- Co s& san XUuAt: - Pja chi co s& san xuét:
50mg/500mg | Hydrochloride 500mg, | Hop 6 vi x 10 vién Novartis Pharma Oflinger Strasse 44, 79664
Vildagliptin 50mg Produktions GmbH; Wehr, Germany;
- Co s dong goi va xuit |- Dia chi co s¢ dong goi va
xuong: Xuat xudng;
Lek Pharmaceuticals d.d., Trimlini 2D, Lendava, 9220,
Poslovna enota Slovenia

PROIZVODNJA LENDAVA




Hoat chit;

Dang bao ché;

Pia chi co sé san xuat/

STT Ten thuoc Ham lwong/ Nong dd | Quy cach déng géi S0 dang ky Co'sé'sin xuat Nuée sin xuit
23 | Galvus Met Metformin Vién nén bao phim; | 400110771924 |- Co s& san xuat: - Dia chi co s6 san xuét:
50mg/850mg | Hydrochloride 850mg, | HOop 6 vi x 10 vién Novartis Pharma Oflinger Strasse 44, 79664
Vildagliptin 50mg Produktions GmbH Wehr, Germany
- Co s¢ déng goi va xudt |- Dia chi co s dong goi va
xuong: Xuat xudng:
Lek Pharmaceuticals d.d., Trimlini 2D, Lendava, 9220,
Poslovna enota Slovenia
PROIZVODNJA LENDAVA
24 | Glucophage Metformin Vién nén phong 300110789924 |Merck Sante s.a.s 2 rue du Pressoir Vert, 45400
XR 500 mg hydrochloride 500mg | thich kéo dai; Hop 4 | (VN-22170-19) Semoy, France
vi x 15 vién
25 | Ikervis Ciclosporin Nhii trong nho mit; | 300110447823 |Excelvision 27 Rue de la Lombardiére, Z1
0,3mg/0,3ml Hop 6 tui x 519 x la Lombardiére, 07100
0,3ml Annonay, France
26 | Jardiance Duo | Empagliflozin Smg, Vién nén bao phim; VN3-188-19 |Boehringer Ingelheim Binger Str. 173, 55216
Metformin Hop 3 vix 10 vién Pharma GmbH & Co.KG |Ingelheim am Rhein,
Hydrochloride 1000mg Germany
27 | Klacid Clarithromycin Com pha hon dich 800110959124 |AbbVie S.r.l S.R. 148 Pontina, Km. 52
125mg/5ml ubng; Hop 1 chai x SNC- 04011 Campoverde di
100ml Aprilia — LT, Italy
28 | Lipitor Atorvastatin (dudi Vién nén bao phim; | 893110364325 |{Cong ty TNHH S6 40 VSIP II, duong s 6,

dang Atorvastatin
Hemi calcium 1,5H20;
tén khac Atorvastatin
calcium trihydrate)
10mg

Hop 3 vix 10 vién

Medochemie (Vién Dong)

khu cong nghi¢p Viét Nam -
Singapore II, khu lién hop
Cong nghiép - Dich vu - b6
thi Binh Duong, phuong Hoa
Phu, thanh phé Tha Dau Mat,
tinh Binh Duong, Viét Nam




Hoat chit;

Dang bao ché;

Pia chi co sé san xuat/

STT Ten thuoc Ham lwong/ Nong dd | Quy cach déng géi S0 dang ky Co'sé'sin xuat Nuée sin xuit
29 | Lipitor Atorvastatin (duéi Vién nén bao phim; | 893110364425 |Céng ty TNHH Sb 40 VSIP II, duong sb 6,
dang Atorvastatin Hop 3 vix 10 vién Medochemie (Vién Pong) |khu cong nghiép Viét Nam -
Hemi calcium 1,5H20; Singapore II, khu lién hop
tén khac Atorvastatin Cong nghiép - Dich vu - b6
calcium trihydrate) thi Binh Duong, phuong Hoa
20mg Ph, thanh phd Tha Dau Moét,
tinh Binh Duong, Viét Nam
30 | Maxitrol Moi gram thude md Thudc mé tra mat; 540110522824 |Novartis Manufacturing Rijksweg 14, Puurs-Sint-
chtra: Dexamethason Hop 1 tuyp 3,5¢ NV Amands, 2870, Belgium
Img; Neomycin sulfat
3500 IU; Polymyxin B
sulfat 6000 TU
31 | Maxitrol Mobi ml chira: Hon dich nho mat; 540110024025 |Novartis Manufacturing Rijksweg 14, Puurs-Sint-
Dexamethason 1mg; Hop 1 lo dém giot (VN-21435-18) [NV Amands, 2870, Belgium
Neomycin sulfat 3500 | 5ml
IU; Polymyxin B sulfat
6000 IU
32 | Mucosta Rebamipid 100mg Vién nén bao phim; | 499110142023 |Otsuka Pharmaceutical 13 Minami, Shishitoki,
Tablets 100mg Hop 10 vi x 10 vién Co., Ltd. Tokushima Itano |[Matsutani, Itano-cho, Itano-
Factory gun, Tokushima 779-0195,
Japan
33 | Nimotop Nimodipin 30mg Vién nén bao phim; | 400110961024 |- Co s& san xudt ban thanh |- Dia chi co s san xuét ban

Hop 3 vix 10 vién

pham va xuat xudng;
Bayer AG

- Co s¢ dong gbi so cap va

thir cap:
Haupt Pharma Miinster
GmbH

thanh pham va xuit xuong:
Kaiser-Wilhelm-Allee, 51368
Leverkusen, Germany

- Bia chi co s dong goi so
cap va thu cap:
Schleebriiggenkamp 15,
48159 Miinster, Germany




Hoat chit;

Dang bao ché;

Pia chi co sé san xuat/

STT Ten thuoc Ham lwong/ Nong dd | Quy cach déng géi S0 dang ky Co'sé'sin xuat Nuée sin xuit
34 | Pletaal OD Cilostazol 100mg Vién nén tan trong 499110079523 |Otsuka Pharmaceutical 224-18, Hiraishi Ebisuno,
Tablets 100mg miéng; Hop 1 tii Co., Ltd. Second Kawauchi-cho, Tokushima-
nhom x 10 vix 10 Tokushima Factory shi, Tokushima 771-0182,
vién Japan

35 | Rabeloc I.V. Rabeprazole natri Bot dong kho pha VN-16603-13 |Cadila Pharmaceuticals Plot No. 1389, Trasad Road,

20mg tiem; Hop 1 lo Ltd. Dholka, City: Dholka-
382225, Dist: Ahmedabad,
Gujarat State, India

36 | Relvar Ellipta | Mdi liéu chua phong Bot hit phan liéu; 500110089323 |Glaxo Operations UK Ltd |Priory street, Ware,
thich chtra fluticasone | Hop chtra 1 dung cu (trading as Glaxo Hertfordshire, SG12 0DJ,
furoate 100mcg; 30 liéu hit Wellcome Operations) United Kingdom
vilanterol (dudi dang
vilanterol trifenatate)
25meg; mdi liéu phong
thich chtra fluticasone
furoate 92mcg;
vilanterol (du¢i dang
vilanterol trifenatate)
22mcg

37 | Saizen Somatropin Dung dich tiém:; 800410048025 |- Co s& san xuat ban thanh |- Dia chi co sd san xuat ban
6mg/1,03ml Hop gom 1 dng chira ph?lm, dong goi so gép, thanh pham, dong goi so cp,

1,03ml

kiém nghiém va xuat
xuong 16:

Merck Serono S.p.A.

- Co s déng goi thir cap:
Merck Serono S.A.

kiém nghiém va xuit xuong
16:

Via delle Magnolie 15 (loc.
Frazione Zona Industriale)
70026 Modugno (BA), Italy
- bia chi co s¢ dong goi tha
cap:

Succursale d’Aubonne, Zone
Industrielle de 1'Ouriettaz,
1170 Aubonne, Switzerland




Hoat chit;

Dang bao ché;

Pia chi co sé san xuat/

STT Ten thuoc Ham lwong/ Nong dd | Quy cach déng géi S0 dang ky Co'sé'sin xuat Nuée sin xuit
38 | Sybrava Inclisiran 284mg (dudi | Dung dich ti€m; 900110197100 |Novartis Pharmaceutical |Biochemiestralie 10, 6336
dang Inclisiran natri Hop 1 bom tiém Manufacturing GmbH Langkampfen, Austria
300mg)/ 1,5ml dong san 1,5ml
39 | Tasigna 150mg | Nilotinib (dudi dang Vién nang cung; 760114430623 |- Co s& san xuat: - Dia chi co s6 san xuét:
Nilotinib hydrochloride | Hop 7 vi x 4 vién Novartis Pharma Stein AG |Schaffhauserstrasse, 4332
monohydrate) 150mg - Co s¢ dong goi va xudt  [Stein, Switzerland
Xuong: - Bia chi co s¢ dong goi va
Lek d.d., Pe Proizvodnja  |xuét xudng:
Lendava Trimlini 2D, Lendava, 9220,
Slovenia
40 | Trajenta Linagliptin S5Smg Vién nén bao phim, | 400110766824 |Dragenopharm Apotheker |GollstraBe 1, 84529
hop 3 vi x 10 vién Piischl GmbH Tittmoning, Germany
41 | Trelegy Ellipta | Mbi liéu chua phong Thudc bot hit phan 500110439823 |Glaxo Operations UK Ltd |Priory street, Ware,
thich chira 100mcg lidu; Hop c6 1 dung (trading as Glaxo Hertfordshire, SG12 0DJ,

fluticasone furoate;
62,5mcg umeclidinium
(twong duong véi
74,2mcg umeclidinium
bromide) va 25mcg
vilanterol (dang
trifenatate). Liéu nay
twong tmg voi liéu
phong thich (lidu di ra
khoi dau ngam cua dung
cu hit) chira 92mcg
fluticasone furoate;
55mcg umeclidinium
(twong duong véi 65meg
umeclidinium bromide)
va 22mcg vilanterol
(dang trifenatate)

cu hit chira 30 liéu
hit

Wellcome Operations)

United Kingdom




Hoat chit;

Dang bao ché;

Pia chi co sé san xuat/

STT Ten thuoc Ham lwong/ Nong dd | Quy cach déng géi S0 dang ky Co'sé'sin xuat Nuée sin xuit
42 | Twynsta Telmisartan 80mg; Vién nén; Hop 14 vi | 890110085723 |- Co s& san xudt ban thanh |- Dia chi co s san xuét ban
Amlodipine (dudi dang | x 7 vién pham: M/s Cipla Ltd.; thanh pham: Plot No. L-139
Amlodipine besilate) - Co s dong goi va xuit  |to L-146, Verna Industrial
10mg xuong: Boehringer Estate, Verna-Goa, India
Ingelheim Pharma GmbH | - Dia chi co s& dong goi va
& Co. KG xuat xudng: Binger Str. 173,
55216 Ingelheim am Rhein,
Germany
43 | Twynsta Amlodipine 5mg (dudi | Vién nén; Hop 14 vi | 890110961624 |- Co sé san xuat ban thanh |- Dia chi co s san xuat ban
dang Amlodipine x 7 vién; Hop 3 vi x pham: thanh pham:
besilate), Telmisartan 10 vién M/s Cipla Ltd. Plot No. L-139 to L-146,
80mg - Co s¢ déng goi so cap va |Verna Industrial Estate,
thir cap: Verna-Goa, India
Rottendorf Pharma GmbH |- Dia chi co sé dong goi so

- C,(Y s& chiu trach nhi€ém
xuat xudng 16:
Rottendorf Pharma GmbH

cap va thir cap:

Am Fleigendahl 3 59320
Ennigerloh, Germany

- Pia chi co so chiu trach
nhiém xuat xudng 16:
Ostenfelder Strafle 51-61
59320 Ennigerloh, Germany
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Hoat chit;

Dang bao ché;

Pia chi co sé san xuat/

STT Ten thuoc Ham lwong/ Nong dd | Quy cach déng géi S0 dang ky Co'sé'sin xuat Nuée sin xuit
44 | Twynsta Amlodipine 5mg (du6i | Vién nén; Hop 14 vi | 890110961724 |- Co sd san xudt ban thanh |- Dia chi co s san xuét ban
dang Amlodipine x 7 vién; HOp 3 vi x pham: thanh pham:
besilate), Telmisartan 10 vién M/s Cipla Ltd.; Plot No. L-139 to L-146,
40mg - Co s déng goi so cap va |Verna Industrial Estate,
thir cap: Verna-Goa, India
Rottendorf Pharma GmbH; | - Pia chi co s& dong goi so
- Co s6 chiu trach nhiém  |cap va thir cap:
xuat xuong 16 Am Fleigendahl 3 59320
Rottendorf Pharma GmbH |Ennigerloh, Germany;
- Dia chi so sé chiu trach
nhiém xuat xudng 16:
Ostenfelder Strafle 51-61
59320 Ennigerloh, Germany
45 | Xofluza Baloxavir Marboxil Vién nén; Hop 2 499110129524 |- Co sé san xuat: - bia chi co s& san xuat:

20mg

vién, hop 4 vién

Shionogi Pharma Co., Ltd.,
Settsu Plant

- Co s& dong goi so cap va
thir cap:

Sharp Packaging Services,
LLC

- Co s& xuat xuong 16:
F.Hoffman-La Roche Ltd.

5-1, Mishima 2-chome,
Settsu, Osaka 566-0022,
Japan

- Pia chi co s¢ dong goi so
cap va thir cap:

22-23 Carland Rd.,
Conshohocken, PA 19428,
USA

- Pia chi co s xuét xudng 16:
Viaduktstrasse 33, 4051
Basel, Switzerland
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Hoat chit;

Dang bao ché;

Pia chi co sé san xuat/

STT Ten thuoc Ham lwong/ Nong dd | Quy cach déng géi S0 dang ky Co'sé'sin xuat Nuée sin xuit
46 | Xospata Gilteritinib fumarate Vién nén bao phim; | 499110779224 |- Co s& san xudt ban thanh |- Dia chi co s san xuét ban
44,2mg (twong duong | Hop 4 vi x 21 vién pham: thanh pham:
voi Gilteritinib 40mg) Astellas Pharma Inc. Yaizu [180 Ozumi, Yaizu-shi,
Technology Center Shizuoka 425-0072, Japan
- Co s¢ dong goi va xudt |- Pia chi co so dong goi va
xuong 16: xuat xudng 16:
Astellas Pharma Europe Hogemaat 2, 7942 JG
B.V. Meppel, The Netherlands
47 | Zinforo Ceftaroline fosamil B4t pha dung dich 800110144223 |- Co so san xuat: - Pia chi co s¢ san xuat:
(du6i dang Ceftaroline | dam dic dé pha ACS Dobfar S.p.A. Viale Addetta, 2a/12 — 3/5,
fosamil acetic acid dung dich truyén, - Co s¢ déng goi cap 1, cap [20067 Tribiano, Milano, Italy
solvate monohydrate) | Hop 10 lo 2 va xuét xudng: - Pia chi co s¢ dong goi cap
600mg ACS Dobfar S.p.A. 1, cap 2 va xuit xuong:
Nucleo Industriale S. Atto
(loc. S. Nicolo' A Tordino) -
64100 Teramo (TE), Italy
48 | Zometa M&i 100ml dung dich | Dung dich truyén 800110978424 |Fisiopharma S.r.1. Nucleo Industriale — 84020
chtra: Zoledronic acid | tinh mach; Hop 1 Palomonte (SA), Italy
(Duo1 dang Zoledronic | chai x 100ml
acid monohydrate
4,264mg) 4mg
Ghi chu:

- 86 dang ky 12 ky tw la s6 dang ky dwoc cdp méi hodc gia han theo quy dinh tai Phy luc V Théng tw 12/2025/TT-BYT ngay 16/5/2025 ciia Bo
trucng B Y té quy dinh viéc ding ky heu hanh thudc, nguyén liéu lam thubc.
- §6 dang ky da cdp (dwoc ghi trong ngodc don) la sé dang ky da dwoc cdp trude khi thude dwoc gia han.
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