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BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Déc 1ap - Tw do - Hanh phuc
Sb: 297  |QP-QLD Ha Néi, ngay 12 thang 06 nam 2025
QUYET PINH

Vé viéc cong bé6 Danh muc thudc biét dwge goc - Pot 3 nim 2025

CUC TRUONG CUC QUAN LY DUQC

Can civ Ludt Diwge ngay 06 thang 4 nam 2016; Ludt sira doi, bé sung mot
s6 diéu ciia Ludt Duwoc ngdy 21 thang 11 nam 2024,

Can cir Nghi dinh s6 4212025/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 tr s6 08/2022/TT-BYT ngay 05 thang 9 nam 2022 ciia B6
trwong Bé Y té quy dinh viéc ding ky lwu hanh thude, nguyén lidu lam thudc;

Can cir Quyét dinh s6 1969/0P-BYT ngay 26 thang 4 nam 2023 ciia B6
trwomg Bé Y té quy dinh chire ndng, nhiém vu, quyén han va co cdu té chirc cia
Cuc Quan ly Duoc thuoc Bo Y té;

Theo dé nghi ciia Truéng phong Phong Ddang ky thuéc - Cuc Quan Iy Duroc.
QUYET PINH:

Piéu 1. Cong bd Danh muc 46 thude biét duoc géc Pot 3 - nam 2025 tai
Phu luc kém theo Quyét dinh nay.

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

Picu 3. Giam dbc SO Y té cac tinh, thanh phd truc thudc Trung wong, cac
co so kinh doanh duoc va Giam déc co sé c6 thudc néu tai Diéu 1 chiu trach
nhiém thi hanh Quyét dinh nay./.

Noi nhin: KT. CUC TRUONG

- Nhu biéu 3;
- Bo trudng Dao Hong Lan (dé b/c); _ PHO Cyc TRUONG

- Thi truong B Xuan Tuyén (dé b/c);

- Cuc trudng Vil Tudn Cuong (dé blc); o N\

- Cuc Quan Y - B9 Quédc phong; Cuc Y té - Bd Cong an; Cu¢/ <’ 7 CuC \\7\
Y té Giao thong van tai - B Xy dung; Bao hiém X3 hoi Vle’f? 1 QUAN LY
Nam — Bo Tai Chinh; \

-Bo Y té: Vu Phap ché, Cuc QLKCB;

- Céc Vién: KN thuéc TW, KN thudc TP. HCM;

- Trung tim mua sim tap trung thudc qudc gia;

- Téng Cong ty Dugc Viét Nam- CTCP;

- Céc co so kinh doanh duoc;

- Cac Bénh vién & Vién co6 giwong bénh tryc thuéc B Y té;

- Cuc QLD: QLKDD, QLCLT, PCHN, QLGT, VPC, Website;

- Luu: VT, BK (02b).
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Nguyen Thanh Lam



Phu luc

DANH MUC 46 THUOC BIET DUGC GOC PQT 3 - NAM 2025
(Kem theo Quyét dinh so6 297 /OP-QLD ngay 12 /06 /2025 cua Cuc Quan Iy Duwoc)

STT Tén thudc Hoat chat/ Ham Dang bao ché; S6 ding ky Co so san xuat Pia chi co sé san xuat/ Nuéc san
luwgng Quy cach dong goi Xuét
1 |Aclasta MJ3i 100ml chira: Dung dich truyén | 900110171700 |- Co s& san xuat vad |- Dia chi co so san xuit va déng goi
acid zoledronic khan |tinh mach; Hop 1 | (VN-21917-19) |d6ng gbi so cap: SO cap:
(twong rng 5,33mg | chai 100ml Fresenius Kabi Austri |Hafnerstrasse 36, 8055 Graz, Austria
acid zoledronic GmbH - Pia chi co s¢ dong goi thir cap va
monohydrate) 5mg - Co s déng goi thtr  |xuat xuong:
CAp VA Xuat xuong: Verovskova ulica 57, Ljubljana,
Lek pharmaceuticals |1526, Slovenia
d.d.
2 |Aerius Desloratadine Sir6; Hop 1 chai 540100000600 |Organon Heist bv Industriepark 30, Heist-op-den-Berg,
0,5mg/ml 60ml kém thia dong | (VN-22025-19) 2220, Belgium
bang nhya 5ml
3 |Avastin Bevacizumab Dung dich dam dac | 760410111024 | F. Hoffmann-La Wurmisweg, 4303 Kaiseraugst,
400mg/16ml dé pha dung dich  |(QLSP-1011-17) |Roche Ltd. Switzerland
tiém truyeén; Hop 1
lo x 16ml
4 | Avastin Bevacizumab Dung dich dam dac | 760410306524 |F. Hoffmann-La Wurmisweg, 4303 Kaiseraugst,
100mg/4ml dé pha dung dich  |(QLSP-1010-17) |Roche Ltd. Switzerland
tiém truyén; Hop 1
lo x 4ml
5 |Bridion Sugammadex (duéi | Dung dich tiém; 870110207523 |- Co s san xuatva |- Dia chi co s¢ san xuat va va dong goi:

dang sugammadex
natri) 200mg/2mi

Hop 10 lo 2ml

(VN-18025-14)

dong goi: N.V.
Organon

- Co s XUat xuong:
Merck Sharp &
Dohme B.V.

Kloosterstraat 6, 5349 AB Oss,
Netherlands (hoac Molenstraat 110,
0SS, 5342CC, Netherlands)

- Pia chi co s¢ Xuat xudng:
Waarderweg 39, Haarlem, 2031 BN,
Netherlands
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STT Tén thudc Hoat chat/ Ham Dang bao ché; S6 diing ky Co so san xuat Pia chi co sé san xuat/ Nuéc san
lwgng Quy cach dong goi xuit

6 |Cebrex Cao kho la Ginkgo | Vién nén bao phim;| 400200133600 |Dr. Willmar Schwabe |Willmar-Schwabe str. 4D-76227
biloba (Extractum Hop 1 vi x 20 vién; | (VN-14051-11) |GmbH & Co. KG Karlsruhe, Germany
Folium Ginkgo Hop 6 vi x 20 vién
biloba Siccus) (35-
67:1) 40mg

7 |Daflon 500mg Phan doan flavonoid | Vién nén bao phim;| 300100032125 |Les Laboratoires 905, route de Saran, 45 520 Gidy,

vi hat tinh ché tng
véi: Diosmin 90%
450mg; Cac flavonoid

Hop 4 vi x 15 vién

(VN-22531-20)

Servier Industrie

France

biéu thi bang
hesperidin 10% 50mg
8 |Depo-Medrol Moi ml chta: Hon dich tiém; 540110991924 |Pfizer Manufacturing |Rijksweg 12, Puurs-Sint-Amands,
Methylprednisolon  |Hop 1 lo 1ml (VN-22448-19) |Belgium NV 2870, Belgium
acetat 40mg
9 |Diflucan Fluconazole 150mg |Vién nang cung; 300110024225 |Fareva Amboise Zone Industrielle, 29 route des Industries
Hop 1vix 1vién |(VN-22185-19) 37530, Poce Sur Cisse, France
10 |Eliquis Apixaban 5mg Vién nén bao phim; | 539110436323 |- Co so san Xuat: - Pia chi co s¢ san xuat:
Hop 2 vi x 10 vién Pfizer Ireland Little Connell Newbridge,
Pharmaceuticals Co.Kildare, Ireland.
- Co so dong goiva |- Pia chi co sé dong goi va xuat
XUAt Xuong: Xudng:
Pfizer Manufacturing |Mooswaldallee 1, 79108 Freiburg Im
Deutschland GmbH | Breisgau, Germany
11 |Eliquis Apixaban 2,5mg Vién nén bao phim;| 539110436423 |- Co s& san Xut: - Pia chi co sé san Xuat:

Hop 2 vi x 10 vién

Pfizer Ireland
Pharmaceuticals

- Co s¢ dong goi va
XUAt Xuong:

Pfizer Manufacturing

Deutschland GmbH

Little Connell Newbridge,
Co.Kildare, Ireland

- bia chi co s¢ dong goi va xuét
Xuong:

Mooswaldallee 1, 79108 Freiburg Im
Breisgau, Germany
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STT Tén thudc Hoat chat/ Ham Dang bao ché; S6 diing ky Co so san xuat Dia chi co s& sén’xuét/ Nuéce san
lwgng Quy cach dong goi xuat
12 |Eraxis Anidulafungin Bt dong kho pha | 001110024425 | Pharmacia & Upjohn | 7000 Portage Road, Kalamazoo,
100mg dung dich truyéen; | (VN3-390-22) |Company LLC Michigan (MI) 49001, USA
Hop 1 lo
13 |Fucidin Acid Fusidic 2% Kem; Hop 1 tuyp x | 539110043025 |Leo Laboratories 285 Cashel Road, Crumlin, Dublin
(wiw) 5 gam; Hop 1 tuyp | (VN-14209-11) |Limited 12, D12 E923, Ireland
x 15 gam
14 |Harnal Ocas Tamsulosin Vién nén bao phim | 870110780724 |Delpharm Meppel Hogemaat 2, 7942 JG Meppel,
0,4mg hydroclorid 0,4mg  |phong thich cham; | (VN-19849-16) B.V. The Netherlands
Hop 3 vi x 10 vién
15 |Humalog Mix Mdi 3ml chua Hon dich tiém:; 300410177600 |- Co s¢ san xuat ong |- Dia chi co s¢ san xuat éng thudc:
50/50 Kwikpen Insulin lispro 300U [HOp 5 bat tiém (QLSP-1087-18) | thuoc: 2 rue du Colonel Lilly, 67640

(twong duong
10,5mg) (trong do
50% la dung dich
insulin lispro va 50%
1a hon dich insulin
lispro protamine)

bom sin thudc x 3
ml

Lilly France

- Co s lap rap, dong
goi but tiém
Kwikpen:

Eli Lilly and
Company

Fegersheim, France

- Pia chi co s¢ lap rap, dong goi bat
tiem Kwikpen:

Lilly Corporate Center, Indianapolis,
IN 46285, USA

16 |Ibrance 100mg Palbociclib 100mg | Vién nang cung; 400110024325 |Pfizer Manufacturing |Mooswaldallee 1, 79108 Freiburg Im
Hop 1vi,3vix7 | (VN3-295-20) |Deutschland GmbH |Breisgau, Germany
vién
17 |Lipanthyl NT Fenofibrate Vién nén bao phim;| 539110009825 |- Co s& san Xuat: - bia chi co sé san Xuat:
145mg (Nanoparticules) Hop 3 vi x 10 vién | (VN-21162-18) |Fournier Laboratories | Anngrove, Carrigtwohill, Co.Cork,

145mg

Ireland Limited

- Co s¢ dong goi va
XUAt Xuong:

Astrea Fontaine

Ireland

- bia chi co s¢ dong goi va xuét
Xuong:

Rue des Pres Potets 21121, Fontaine
les Dijon, France
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STT Tén thudc Hoat chat/ Ham Dang bao ché; S6 diing ky Co so san xuat Dia chi co s& sén’xuét/ Nuéce san
lwgng Quy cach dong goi xuat
18 |Lixiana Edoxaban tosilate Vién nén bao phim;| 400110017825 |Daiichi Sankyo LuitpoldstralRe 1, 85276 Pfaffenhofen,
(dudi dang edoxaban |HOp 2 vi x 14 vién | (VN3-366-21) |Europe GmbH Germany
30mg) 40,410mg
19 |Lixiana Edoxaban tosilate Vién nén bao phim;| 400110017925 |Daiichi Sankyo LuitpoldstralRe 1, 85276 Pfaffenhofen,
(dudi dang edoxaban |Hop 1 vi x 14 vién | (VN3-365-21) |Europe GmbH Germany
15mg) 20,205mg
20 |Lixiana Edoxaban tosilate Vién nén bao phim;| 400110018025 |Daiichi Sankyo LuitpoldstralRe 1, 85276 Pfaffenhofen,
(dudi dang edoxaban |HOp 2 vi x 14 vién | (VN3-367-21) |Europe GmbH Germany
60mg) 80,820mg
21 |Mabthera Rituximab Dung dich dm déc | QLSP-0757-13 |- Co s¢ san Xuat: - Pia chi co s& san Xut:
500mg/50ml de pha dung dich Roche Diagnostics Sandhofer Strasse 116, 68305
tiém truyén; Hop GmbH Mannheim, Germany
chua 01 lo x 50ml - Co s¢ dong go: - bia chi co s¢ dong goi:
F.Hoffmann-La Wurmisweg, CH-4303 Kaiseraugst,
Roche Ltd. Switzerland
22 |Medrol Methylprednisolone |Vién nén; Hop 3 vi | 800110991824 |Pfizer Italia S.R.L Localita Marino del Tronto — 63100
16mg x 10 vién (VN-22447-19) Ascoli Piceno (AP), Italy
23 |Natrilix SR Indapamide 1,5mg [ Vién nén bao phim | 300110032225 |Les Laboratoires 905, route de Saran, 45 520 Gidy,
giai phong kéo dai; | (VN-22164-19) |Servier Industrie France
Hop 3 vi x 10 vién
24 Dung dich tiém; Amaen
Neulastim Pegfilgrastim Hop chira 1 bom 001410180100 Mar?ufacturin State Road 31 Kilometer 24.6 Juncos,
6,0mg/0,6ml tiém cha san (QLSP-1132-18)|, . . g Puerto Rico 00777, USA
X Limited LLC
thuoc x 0,6ml
25 . . Dung dich tiém; Amgen
Filgrastim n ' A . Road 31 Km. 24.6 Juncos, Puerto
Neupogen 30MU/0,5ml H9p Olcborm tiem | QLSP-1070-17 I\/!an_ufacturmg Rico 00777, USA
dong san 0,5 ml Limited LLC
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STT Tén thudc Hoat chat/ Ham Dang bao ché; S6 diing ky Co so san xuat Dia chi co s& sén’xuét/ Nuéce san
lwgng Quy cach dong goi xuat
26 |Nevanac Nepafenac Img/ml  |H6n dich nho mat; | VN-17217-13 |Novartis Rijksweg 14, Puurs-Sint-Amands,
Hop 1 1o 5 ml Manufacturing NV 2870, Belgium
27 |Norditropin® Somatropin Dung dich tiém; 570410109224 |Novo Nordisk A/S Novo Alle 1, DK-2880 Bagsvaerd,
NordiFlex® 5 mg/ |3,3mg/ml Hop chira 1 bat tiém | (QLSP-844-15) Denmark

1,5 ml

bom san x 1,5ml

28 |[NovoMix® 30 Insulin aspart biphasic | Hon dich tiém; 570410038023 |[Novo Nordisk A/S Novo Alle 1, DK-2880 Bagsvaerd,
FlexPen® (rDNA), 3ml hon dich |Hop 5 bat tiém (QLSP-0793-14) Denmark
chira 300 U cua bom sén thuoc x
insulinasparthoa ~ |3ml
tan/insulin aspart ket
tinh vai protamine
theo ty 1€ 30/70 (twong
duong 10,5 mg)
29 |NovoRapid® Insulin aspart Hon dich tiém; Hop | 570410305424 | Novo Nordisk A/S Novo Alle 1, DK-2880 Bagsvaerd,
Flexpen® 300U/3mi 5 but ti€ém bom san | (QLSP-0674-13) Denmark
thuoc x 3ml
30 |Prograf 0.5mg Tacrolimus 0,5mg | Vién nang cang; 539114011925 |Astellas Ireland Co., |[Killorglin, Co. Kerry, V93 FC86,
Hop 5 vi x 10 vién | (VN-22057-19) | Ltd. Ireland
31 |Remeron 30 Mirtazapine 30mg | Vién nén bao phim;| 500110036225 |Organon Pharma Shotton Lane, Cramlington
Hop 1 vi x 10 vién; | (VN-22437-19) | (UK) Limited Northumberland, NE23 3JU, United
Hop 3 vi x 10 vién Kingdom
32 |Sandimmun Ciclosporin 50mg/ml | Dung dich dam dic | 760110171600 |- Co s san Xuét: - bia chi co sé san Xuat:

dé pha truyén tinh
mach; Hop 10 ong
Iml

(VN-21922-19)

Novartis Pharma
Stein AG

- Co s¢ dong goi tha
CAp VA Xuit xuong:
Delpharm Dijon

Schaffhauserstrasse 4332 Stein,
Switzerland

- Dia chi co s¢ déng goi thir cap va
XUAt Xuong:

6 boulevard de L'Europe, Quetigny,
21800, France
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STT Tén thudc Hoat chat/ Ham Dang bao ché; S6 diing ky Co so san xuat Dia chi co s& sén’xuét/ Nuéce san
lwgng Quy cach dong goi xuat
33 |[Sandimmun Ciclosporin Dung dich uéng; 300114023725 |Delpharm Huningue |26 Rue de la Chapelle, F 68330
Neoral 100mg/mi Hop 1 chai 50ml (VN-18753-15) |S.A.S Huningue, France
34 | Tobradex Mdi gam chua: M& tra mat; Hop 1 | 540110132524 |Novartis Rijksweg 14, Puurs-Sint-Amands,
Tobramycin 3mg, tuyp 3,59 (VN-21629-18) |Manufacturing NV 2870, Belgium
Dexamethasone 1mg
35 |Tobradex 1 ml chura: Hbn dich nhé mét; | VN-20587-17 [Novartis Rijksweg 14, Puurs-Sint-Amands,
Dexamethasone 1mg;|Hop 1 lo 5 ml Manufacturing NV 2870, Belgium
Tobramycin 3mg
36 |Tobrex Tobramycin 3 mg/ml | Dung dich nho mat; | VN-19385-15 |Novartis Rijksweg 14, Puurs-Sint-Amands,
Hop 1 Lo x 5ml Manufacturing NV 2870, Belgium
37 |Travatan Travoprost Dung dich thudc nho | 540110031923 | Novartis Rijksweg 14, Puurs-Sint-Amands,
0,04mg/ml mat; Hop 1 lo 2,5ml | (VN-15190-12) | Manufacturing NV |2870, Belgium
38 |Trileptal Oxcarbazepine Vién nén bao phim;| 800114023925 |Novartis Farma Via Provinciale Schito 131, 80058
300mg Hop 5 vi x 10 vién | (VN-22183-19) |S.p.A. Torre Annunziata (NA), Italy
39 |Ultravist 300 lopromide Dung dich tiém 400110021024 |Bayer AG Mbllerstrafe 178, 13353 Berlin,
623,4mg/ml (twong |hoac tiém truyen; | (VN-14922-12) Germany
ung véi 300mg lod) [Hop 10 lo dung
tich 50ml; Hop 10
lo dung tich 100ml,;
Hop 1 lo dung tich
500ml
40 |Ultravist 370 lopromide Dung dich tiém 400110021124 |Bayer AG Mbllerstrafe 178, 13353 Berlin,

768,86mg/ml (tuong
ung vai 370mg lod)

hoic tiém truyén;
Hop 10 lo dung
tich 50ml; Hop 10
lo dung tich 100ml,;
Hop 1 lo dung tich
500ml

(VN-14923-12)

Germany (Cach ghi Khac:
Muillerstrasse 178, 13353 Berlin,
Germany)
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STT Tén thudc Hoat chat/ Ham Dang bao ché; S6 diing ky Co so san xuat Dia chi co s& sén’xuét/ Nuéce san
lwgng Quy cach dong goi xuat
41 |Viagra Sildenafil (dudi dang [ Vién nén bao phim;| VN-21099-18 |Fareva Amboise Zone Industrielle, 29 route des
Sildenafil citrat) Hop 1 vi x 1 vién; Industries 37530, Poce Sur Cisse,
50mg Hop 1 vi x 4 vién France
42 |Vigamox Moxifloxacin (duéi | Dung dich nho 001115023625 |Alcon Research, LLC {6201 South Freeway, Fort Worth,
dang Moxifloxacin  |mat; Hop 1 lo X (VN-22182-19) Texas 76134, USA
hydrochlorid) 5mg/ml | 5ml
43 |Voltaren Diclofenac natri Vién dan; Hop 1 vi | 300110023825 |Delpharm Huningue |26 Rue de la Chapelle, F 68330
100mg X 5 vién (VN-16847-13) |S.A.S Huningue, France
44 | Xarelto Rivaroxaban 10mg |Vién nén bao phim;| 400110017425 |Bayer AG Kaiser-Wilhelm-Allee, 51368
Hop 1 vi x 10 vién | (VN-21680-19) Leverkusen, Germany
45 | Xtandi 40mg Enzalutamide 40mg |Vién nang mém; 001110129924 |- Co s& San Xuat: - Co & San Xuat:
Hop 4 vi dang vi x | (VN3-255-20) |Catalent Pharma 2725 Scherer Drive, St. Petersburg,
28 vién Solutions, LLC FL 33716 - USA ,
- Co s dong goiso |- Co s¢ dong goi so cap:
cap: 4545 Assembly Drive, Rockford, IL
AndersonBrecon Inc. 61109, USA , ’
- Co s¢ dong goi tha |- Co s dong goi thir cap va xuat
cap va xuat xuong:  |xuong:
Delpharm Meppel Hogemaat 2, 7942 JG, Meppel, The
B.V. Netherlands
46 | Zitromax Azithromycin (du6i | Bot pha hon dich | 800110991624 |Haupt Pharma Latina |Borgo San Michele S.S 156 Km
dang Azithromycin |uong; Hop, 1 lo (VN-21930-19) |S.r.l 47,600 — 04100 Latina (LT), Italy
dihydrat) 200mg/5ml |600mg/15ml
Ghi chu:

- S6 dding ky 12 ky tw 14 86 dding ky dwoc cap méi hogc gia han theo quy d@inh tai Phy luc VI Théng tw 08/2022/TT-BYT ngay 05/09/2022 cua Bé
trweng B Y té quy dinh viée dang ky luu hanh thudc, nguyén liéu lam thuac.

- S6 dang ky di cdp (dwoc ghi trong ngodc don) la sé dang ky da dwoc cdp truéc khi thude diroc gia han.
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