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F] Ngay ky 20-10-

Wy i i BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Doc lap - Tw do - Hanh phuc
Sb: 561 /QP-QLD Ha Noi, ngay 20 thang 10 nam 2025
QUYET PINH

Vé viéc cong bé Danh muc thude biét duwge goc - Pot 5 nim 2025

CUC TRUONG CUC QUAN LY DUQC

Can cit Ludt Dugc ngdy 06 thang 4 ndam 2016; Ludt sira doi, b6 sung mot
s6 diéu ciia Ludt Duwoc ngdy 21 thang 11 nam 2024,

Can cir 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 chire ciia B Y té;

Can cir Thong tir s6 12/2025/TT-BYT ngay 16 thang 5 nam 2025 cua B9
truong Bo Y té quy dinh viéc ddng ky luu hanh thuoc, nguyén liéu lam thuoc,
Can cu Quyet dinh s6 2386/0D-BYT ngady 22 thang 7 nam 2025 cua B9

trwcong Bo Y té quy dinh chirc nang, nhiem vy, quyén han va co cdu t6 chire ciia
Cuc Quan ly Duoc thuoc Bo Y té;

Theo dé nghi ciia Trieong phong Phong Pdéng ky thuéc - Cuc Quan 1y Duorc.
QUYET PINH:

Diéu 1. Cong bo Danh muc 30 thudc biét duge goc Pot 5 - nam 2025 tai
Phu luc kém theo Quyét dinh nay.

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

Piéu 3. Giam dbc S¢ Y té céc; tinh, thanh phé truc thudc T}'ung uong, cac
co s¢ kinh doanh dl:‘fQC va Gidam doc co s& co thudc néu tai Pi€u 1 chiu trach
nhiém thi hanh Quyét dinh nay./.

Noi nhin: KT. CUC TRUONG

- Nhu Diéu 3; s

- B truong Pao Héng Lan (dé b/c); xE h’!ff’CUC TRUONG

- Thir truéng Nguyén Tri Thirc (d€ b/c); e, e \&

- Cuc truong Vii Tudn Cuong (dé b/c); [ -i":" Az e e A2

- Cuc Quan Y - B9 Québc phong; Cuc Y té - Bd Cong an; Cuc | :If
Y té Giao thong van tai - B Xay dung; Bao hiém X3 hoi Viét

W&\ QUOUC

Nam — B Tai Chinh; Neo~—<a
- B0 Y t€: Vu Phép ché, Cuc QLKCB;
- Cac Vién: KN thuoc TW, KN thuoc TP. HCM; Nguyén Thanh Lim

- Trung tAm mua sam tap trung thudc qudc gia;

- Téong Cong ty Dugc Viét Nam- CTCP;

- Cac co so kinh doanh duogc;

- Cac Bénh vién & Vién c6 givong bénh tryc thuoc Bo Y té;

- Cuc QLD: QLKDD, QLCLT, PCHN, QLGT, VPC, Website;
- Luu: VT, BK (02b).



Phu luc

DANH MUC 30 THUOC BIET DUGC GOC DQT 5 - NAM 2025
(Kem theo Quyeét dinh so 561 /OD-QLD ngay 20 /10 /2025 cua Cuc Quan ly Duoc)

STT| Tén thuoc | Hoat chat/ Him Dang bao ché; S6 diing ky Co s6 san xuat Pia chi co sé san xuat/ Nuwéc san
lwgng Quy cach dong goi xuat
1 |Aclasta Moi 100ml chira acid | Dung dich truyén | 900110171700 |- Co s& san xuat va dong - Pia chi co s san xuat va dong goi
zoledronic khan tinh mach; Hop 1 | (VN-21917-19) | g6i so cap: SO cAp:
(twong tng 5,33mg |chai 100ml Fresenius Kabi Austria Hafnerstrasse 36, 8055 Graz, Austria
acid zoledronic GmbH - Pia chi co s¢ dong goi thir cap va
monohydrate) Smg - Co s dong goi thu cap va [xudt xuong:
Xuat xuong: Verovskova ulica 57, Ljubljana,
Lek pharmaceuticals d.d. 1526, Slovenia
2 | Aloxi Mdi lo 5ml chita:  |Dung dich tiém 300110997524 |- Co so san xuét, kiém tra |- Dia chi co s san xuat, kiém tra chat
Palonosetron (dudi  |truyén tinh mach; | (VN-21795-19) |chét luong va dong goi so  |luong va dong goi so cap:
dang Palonosetron |HOp 1 1o Sml cép: Fareva Pau 1, Avenue du Béarn,
hydroclorid) 0,25mg Fareva Pau Idron, 64320, France;
- Co s dong goi thi cap va |- Pia chi co so dong géi thir cip va
Xudt xuong: Xuat xuong:
Helsinn Birex Pharmaceuticals | Damastown Road, Damastown Industrial
Limited Park, Dublin 15, D15X925, Ireland.
3 |Betmiga 25 |Mirabegron 25mg | Vién nén phong 001110042325 |- Co so san xuat: - Pia chi co s¢ san xuét:
mg thich kéo dai; Hop | (VN3-382-22) |Avara Pharmaceutical 3300 Marshall Avenue, Norman, OK,
3 vix 10 vién Technologies Inc. 73072 - USA
- Co s dong goi va xuit - Pia chi co s¢ dong goi va xudt xuong:
xuong: Hogemaat 2, 7942 JG Meppel, The
Delpharm Meppel B.V. Netherlands
4 |Betmiga 50 |Mirabegron 50mg | Vién nén phong 001110012025 |- Co s& san xuét: - Pia chi co s san xuat:
mg thich kéo dai; Hop | (VN3-383-22) | Avara Pharmaceutical 3300 Marshall Avenue, Norman, OK,

3vix 10 vién

Technologies Inc.

- Co s dong goi va xuit
xuong:

Delpharm Meppel B.V.

73072 - USA

- Pia chi co s¢ dong goi va xuét xuong:
Hogemaat 2, 7942 JG Meppel, The
Netherlands
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STT| Tén thubc Hoat chat/ Haim Dang bao ché; S6 ding ky Co sé san xuit Dia chi co sé san xuat/ Nwdc san
lwgng Quy cach dong goi xuat

5 |Daivonex Calcipotriol Thubdc m&; Hop 1 | 539110339325 [Leo Laboratories Limited |285 Cashel Road, Crumlin, Dublin
50microgam/gam tuyp x 30gam (VN-21355-18) 12, D12 E923, Ireland

6 |Diquas Natri diquafosol Dung dich nho mat; | 499110530324 |Santen Pharmaceutical Co., |2-14, Shikinami, Hodatsushimizu-
150mg/5ml Hop 1 Lo x Sml (VN-21445-18) | Ltd. - Nha may Noto cho, Hakui-gun, Ishikawa, Japan

7 |Eliquis Apixaban 5mg Vién nén bao phim; | 539110436323 |- Co s& san xuat: - Co sO san Xuat:

Hop 2 vix 10 vién Pfizer Ireland Little Connell Newbridge,
nén bao phim; Hop Pharmaceuticals Co.Kildare, Ireland
1 vix 20 vién nén - Co s dong goi va xuat - Co s& dong goi va xuat xuong:
bao phim xuong: Mooswaldallee 1, 79108 Freiburg Im
Pfizer Manufacturing Breisgau, Germany
Deutschland GmbH
8 |Eliquis Apixaban 2,5mg Vién nén bao phim; | 539110436423 |- Co so san xuét: - Co sO san Xuét:
Hop 2 vix 10 vién Pfizer Ireland Little Connell Newbridge,
nén bao phim; Hop Pharmaceuticals Co.Kildare, Ireland
1 vi x 20 vién nén - Co s dong goi va xuit - Co s dong goi va xuit xuong:
bao phim Xuong: Mooswaldallee 1, 79108 Freiburg Im
Pfizer Manufacturing Breisgau, Germany
Deutschland GmbH
9 |Fosmicin Fosfomycin calcium |Viénnén; 1 Hop x | VN-15983-12 |Meiji Seika Pharmatech 1056, Kamonomiya, Odawara-shi,
tablets 500 |hydrate 500mg 2 vix 10 Vién Co., Ltd. Kanagawa, Japan
(potency)

10 |lopamiro Iod (dudi dang Dung dich tiém vao| VN-18199-14 |Patheon Italia S.p.A. 2° Trav. SX Via Morolense, 5-03013
Iopamidol khoang ndi tuy, FERENTINO (FR), Italy
612,4mg/ml) dong mach, tinh
300mg/ml mach; Hop 1 chai

50ml

11 |Iopamiro Iod (duéi dang Dung dich tiém vao| VN-18200-14 |Patheon Italia S.p.A. 2° Trav. SX Via Morolense, 5-03013
Iopamidol khoang noi tuy, FERENTINO (FR), Italy
755,3mg/ml) dong mach, tinh
370mg/ml mach; Hop 1 chai

50ml
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STT| Tén thubc Hoat chat/ Haim Dang bao ché; S6 ding ky Co sé san xuit Dia chi co sé san xuat/ Nwdc san
lwgng Quy cach dong goi xuat
12 |Keppra Levetiracetam Vién nén bao phim;| 540110185425 |UCB Pharma S.A Chemin du Foriest, Braine 1'Alleud,
250mg 250mg Hop 3 vix 10 vién | (VN-22526-20) 1420, Belgium
13 |Klacid Clarithromycin Cém pha hon dich | 899110399323 |PT. Abbott Indonesia JI. Raya Jakarta- Bogor Km 37, Kel.
125mg/5ml ubng; Hop 1 lo (VN-16101-13) Sukamaju, Kec. Cilodong, Depok,
30ml; Hop 1 lo Jawa Barat, Indonesia
60ml
14 |Losec Mups |Omeprazol (dudi Vién nén khang VN-19558-16 |AstraZeneca AB Gartunavagen, Sodertalje, 152 57,
dang omeprazol dich da day; Hop 2 Sweden
magnesi) 20mg vi X 7 vién
15 |Lucentis Ranibizumab Dung dich tiém; 400410037923 |- Co s& san xuét va dong - Pia chi co s san xuat va dong goi
1,65mg/0,165ml Hop 1 bom tiém (QLSP-1052- |g6i so cap: SO cap:
dong sin thube x 17) Vetter Pharma-Fertigung | Eisenbahnstrasse 2-4, 88085
0,165ml GmbH & Co.KG Langenargen, Germany
- Co s& dong goi tht cap: |- Pia chi co s¢ dong géi thi cap:
Novartis Manufacturing Rijksweg 14, Puurs-Sint-Amands,
NV 2870, Belgium
16 |Luvox Fluvoxamine Vién nén bao phim;| VN-17804-14 |Mylan Laboratories S.A.S |Route de Belleville, Lieu Dit
100mg maleate 100mg Hop 2 vix 15 vién Maillard, Bp 25, Chatillon Sur
Chalaronne, 01400, France
17 |Mabthera Rituximab Dung dich dam dac | 400410198425 |- Co s& san Xuat: - Dia chi co s& san xuat:
500mg/50ml dé pha dung dich (QLSP-0757- |Roche Diagnostics GmbH |Sandhofer Strasse 116, 68305
tiém truyén; Hop 1 13) - Co s¢ dong go: Mannheim, Germany
lo 50ml F. Hoffmann-La Roche - Pia chi co s¢ dong goi:
Ltd., Wurmisweg, 4303 Kaiseraugst,
Switzerland
18 |Mabthera Rituximab Dung dich dam dac | 400410198525 |Co s¢ san xuét: Roche Dia chi co s& san xuit: Sandhofer
100mg/10ml dé pha dung dich (QLSP-0756- |Diagnostics GmbH; Co s¢ |Strasse 116, 68305 Mannheim, Duc;
tiém truyén; Hop 2 13) dong goéi: F. Hoffmann-La |Dia chi co s& dong goi: Wurmisweg,

lo 10ml

Roche Ltd.,

4303 Kaiseraugst, Switzerland
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STT| Tén thubc Hoat chat/ Haim Dang bao ché; S6 ding ky Co sé san xuit Dia chi co sé san xuat/ Nwdc san
lwgng Quy cach dong goi xuat
19 |Navelbine |Vinorelbine (duoi Vién nang mém; 300110185525 |Fareva Pau 1 Avenue du Béarn, 64320 Idron,
20mg dang vinorelbine Hop 1 vix1vién |(VN-15588-12) France
ditartrate) 20mg
20 |Navelbine |Vinorelbine (duoi Vién nang mém; 300110185625 |Fareva Pau 1 Avenue du Béarn, 64320 Idron,
30mg dang vinorelbine Hop 1 vix 1vién |(VN-15589-12) France
ditartrate) 30mg
21 |NovoRapid |Insulin aspart Dung dich tiém; 300410198625 |Novo Nordisk Production |45 Avenue d‘Orléans, F-28002
FlexPen (rDNA) 300U/3ml  |Hop 5 but tiém (QLSP-963-16) |S.A.S Chartres, France
chira sin thude x
3ml
22 | Singulair Montelukast (duéi | Vién nén nhai; Hop| VN-20318-17 |Organon Pharma (UK) Shotton Lane, Cramlington, NE23
4mg dang montelukast 4 vix 7 vién; HOp Limited 3JU, United Kingdom
natri) 4mg 2 vix 14 vién
23 |Singulair Montelukast (du¢1 | Vién nén nhai; Hop| VN-20319-17 |Organon Pharma (UK) Shotton Lane, Cramlington, NE23
Smg dang montelukast 2 vix 14 vién Limited 3JU, United Kingdom
natri) Smg
24 |Singulair Montelukast (duéi | Vién nén bao phim;| 500110412923 |Organon Pharma (UK) Shotton Lane, Cramlington, NE23
dang montelukast Hop 2 vix 14 vién | (VN-21065-18) |Limited 3JU, United Kingdom
natri) 10mg
25 |Solu-Medrol |Methylprednisolon |Bot dong kho pha | 540110032623 | Pfizer Manufacturing Rijksweg 12, Puurs-Sint-Amands,
(dudi dang tiém; Hop 1 lo bot | (VN-20331-17) |Belgium NV 2870, Belgium
Methylprednisolon |dong kho 500mg
natri succinat) va 1 lo dung moi
500mg pha tiém 7,8ml
26 |Solu-Medrol | Methylprednisolon |Bot dong kho pha | VN-20330-17 |Pfizer Manufacturing Rijksweg 12, Puurs-Sint-Amands,
(dudi dang tiém; Hop 1 lo Act- Belgium NV 2870, Belgium
Methylprednisolon |O-Vial 1ml; Hop

natri succinat) 40mg

10 lo Act-O-Vial
Iml
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STT| Tén thubc Hoat chat/ Haim Dang bao ché; S6 ding ky Co sé san xuit Dia chi co sé san xuat/ Nwdc san
lwgng Quy cach dong goi xuat
27 | Tamiflu Oseltamivir (dudi Vién nang cung; 800110994624 |- Co s& san xuat: - bia chi co s san xuit:
dang Hop 1 vix 10 vien |(VN-22143-19) | Delpharm Milano S.r.l Via Carnevale, 1, 20054, Segrate
oseltamivir - Co so dong goi va xuat | (MI), Italy
phosphat) Xuong: - Dia chi co s¢ dong goi va xuit
75mg F. Hoffmann-La Roche Xuong:
Ltd. Wurmisweg, CH-4303 Kaiseraugst,
Switzerland
28 |Tazocin Piperacillin (dudi B4t dong kho pha | 800110074023 | Wyeth Lederle S.r.l Via Franco Gorgone Zona Industriale,
dang piperacillin tiém; Hop 1 lo (VN-20594-17) 95100 Catania, Italy
natri) 4g;
Tazobactam (dudi
dang tazobactam
natri) 0,5g
29 |Vastarel OD | Trimetazidin Vién nang cung 599110347225 |- Co so san xuat: - Pia chi co s¢ san xuét:
80mg dihydrochloride giai phong kéo dai; | (VN-389-22) |Egis Pharmaceuticals PLC |Production site of Kérmend H-9900
80mg Hop 3 vix 10 vién - Co s¢ dong goi: Kormend Matyas Kiraly u 65,
Egis Pharmaceuticals PLC |Hungary
- Pia chi co s¢ dong goi:
Production site of Bokényfold, H-
1165 Budapest Bokényfoldi at 118-
120, Hungary
30 |Zyvox Linezolid Dung dich truyén; | VN-19301-15 |HP Halden Pharma AS Svinesundsveien 80, Halden, 1788,
600mg/300ml Hop 10 tai dich Norway
truyén 300ml
Ghi chu:

- 86 dang ky 12 ky tw la s6 ding ky dwoc cap mdi hodc gia han theo quy dinh tai Phu luc V Théng tw 12/2025/TT-BYT ngay 16/5/2025 ciia B6
trucng B Y té quy dinh viéc dang ky heu hanh thudc, nguyén liéu lam thubc.

- 86 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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