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QUYET PINH

Vé viéc cong bé Danh muc thudc biét dwoc goc Pot 2 - Nam 2025

CUC TRUONG CUC QUAN LY DUQC

Can civ Ludt Duge ngdy 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 56 42/2025/ND- -CP ngay 27 thang 02 nam 2025 cua Chinh
phu quy dinh churc nang, nhlem vu, quyén han va co cdu té chirc ciia Bo Y té;

Can cit Théng tw s6 08/2022/TT-BYT ngay 05 thing 9 nam 2022 cua B
treong Bé Y té quy dinh viéc déing ky lieu hanh thuéc, nguyén liéu 1am thuéc;

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

Can cir két ludn cia Hoi dong tw van cdp gidy dang ky luu hanh thuéc,
nguyén liu lam thuéc - B6 Y té tai Céng van so 109/HPTV-VPHP ngay
07/01/2025 vé viéc Bién ban hop Hoi déng hoa duwoc nuoc ngoai dot 124 (phién
2) va Céng vin s6 06/HPTV-VPHP ngay 20/01/2025 vé viéc Bién ban hop Hpi
dong vic xin sinh pham dot 53 ciia Vin phong Hoi dong tw véin cdp gidy ding ky
lurw hanh thuéc, nguyén lidu lam thuoc;

Theo dé nghi ciia Trudong phong Pdng ky thudc - Cuc Quan Iy Duorc.

QUYET PINH:

Piéu 1. Cong bé Danh muc 07 thudc Biét dugc gbc Dot 2 - 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 d6c So Y té cac tinh, thanh phd tryc thuoc Trung wong va
Giam dbc co sd san xuit va co so dang ky ¢ thudc tai Biéu 1 chiu trach nhiém
thi hanh Quyét dinh nay./.
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DANH MUC 07 THUOC BIET DUQC GOC PQT 2 - NAM 2025

Phu luc

(Kém theo Quyér dinh sé 130 /OD-QLD ngay 21 /03 /2025 ciia Cuc Qudn 1y Duot)

R £ Hoat chat; Dang bao ché; £ 4w , - £ Pia chi co s¢ san xuat/
STT Tén thuoc Ham lwong/ Néng @6 | Quy czigch déng goi So dang ky Co s6 san xuat Nuée sin xuit
1 | Betaserc Betahistine Vién nén; VN-17206-13 |Mylan Laboratories Route de Belleville, Lieu
16mg dihydrochloride Hop 3 vi x 20 vién S.AS. Dit Maillard, Bp 25,
16mg Chatillon Sur Chalaronne,
01400, France
2 | Invega Trinza | 312 mg palideridone | Hon dich tiém 540110445623 |Janssen Pharmaceutica |Turnhoutseweg 30, B-

palmitate/mL (tuong
duong 200 mg
paliperidone/mL)

phdng thich kéeo
dai;

Hop chira 1 bom
tiém dong san
thudc va 2 kim
tiém

- M6i bom tiém
dong san 0,875 mL
chua 273 mg
paliperidone
palmitate tuong
duong vai 175 mg
paliperidone.

- M&i bom tiém
dong san 1,315 mL
chura 410 mg
paliperidone
palmitate tuong
duong véi 263 mg
paliperidone

N.V.

2340 Beerse, Belgium




STT

Tén thubde

Hoat chét;
Ham lwgng/ Nong do

Dang bao ché;
Quy cach dong goi

S6 ding ky

Co s6 san xuat

DPia chi co s& san xuat/
Nudc san xuat

- Méi bom tiém
dong san 1,750 mL
chura 546 mg
paliperidone
palmitate tuong
duong vai 350 mg
paliperidone.

- M&i bom tiém
dong san 2,625 mL
chua 819 mg
paliperidone
palmitate tuong
duong véi 525 mg
paliperidone.

Jasugrel

Prasugrel (dudi dang
prasugrel
hydroclorid) 10mg

Vién nén bao
phim, Hop 2 vi X
14 vién

VN3-397-22

Daiichi Sankyo Europe

GmbH

Luitpoldstrasse 1, 85276
Pfaffenhofen, Germany




R £ Hoat chit; Dang bao ché; £ 2o , A £ Pia chi co' s san xuit/
STT Tén thuoc Ham luwgng/ Nﬁng do | Quy cach dong goi S0 dang ky Cos6 sin xuat Nudc san xuit
4 | Ninlaro M&i vién nang cang | Vién nang cang; 400110195323 |- Co s6 san xuat: - bia chi Co s¢ san xuat:
2.3mg chua: 2,3mg Hop 1 vi x 1 vién; Haupt Pharma Amareg |Donaustaufer Strasse 378,

Ixazomib (tuong g
3,3mg Ixazomib
citrate)

Hop chira3vix 1
Vvién

GmbH

- Co so dong gbi so cap:
AndersonBrecon (UK)
Limited

- Co s¢ dong goi thir cap:
AndersonBrecon (UK)
Limited

- Co s& XUat xudng:
Takeda Ireland Ltd.
(Grange Castle)

93055 Regensburg,
Germany

- bia chi co s& dong goi
S0 cap:

Unit 1, Talgarth Business
Park, Trefecca Road,
Talgarth, Brecon, LD3
OPQ, United Kingdom

- bia chi co sé dong goi
thir cap:

Units 2-7, Wye Valley
Business Park, Brecon
road, Hay-on-Wye,
Hereford, HR3 5PG,
United Kingdom

- Pia chi co s& xuat
xuong:

Grange Castle Business
Park, Nangor road, Dublin
22, D22 XR57, Ireland




R £ Hoat chit; Dang bao ché; £ 2o , A £ Pia chi co' s san xuit/
STT Tén thuoe Ham luwgng/ Nﬁng do | Quy cach dong goi S0 dang ky Cosé'sin xuat Nuée san xuét
5 | Ninlaro 3mg | Mdi vién nang cang | Vién nang cang; 400110442423 |- Co s¢ san xuat: - bia chi Co so san xuat:

chura: 3mg Ixazomib
(tuong rng 4,3mg
Ixazomib citrate)

Hop chiralvix 1
vién nang cung;
Hop chira3vix 1
vién nang cung

Haupt Pharma Amareg
GmbH

- Co so dong gbi so cap:
AndersonBrecon (UK)
Limited

- Co s¢ dong goi thir cap:
AndersonBrecon (UK)
Limited

- Co s& XUat xudng:
Takeda Ireland Ltd.
(Grange Castle)

Donaustaufer Strasse 378,
93055 Regensburg,
Germany

- bia chi co s& dong goi
S0 cap:

Unit 1, Talgarth Business
Park, Trefecca Road,
Talgarth, Brecon, LD3
OPQ, United Kingdom

- bia chi co sé dong goi
thir cap:

Units 2-7, Wye Valley
Business Park, Brecon
road, Hay-on-Wye,
Hereford, HR3 5PG,
United Kingdom

- Pia chi co s& xuat
xuong:

Grange Castle Business
Park, Nangor road, Dublin
22, D22 XR57, Ireland




R £ Hoat chit; Dang bao ché; £ 2o , A £ Pia chi co' s san xuit/
STT Tén thuoe Ham lwong/ Nong dé | Quy cach déng goi S0 dang ky Co'so'san xuat Nudc san xuit
6 | Ninlaro 4mg | M&i vién nang cang | Vién nang cang; | 400110195423 |- Co s& san XUat: - bia chi co s& san Xuat:

chua: 4mg Ixazomib
(twong rng 5,7mg
Ixazomib citrate)

Hop 1 vi X 1 vién;
Hop chira3vix 1
Vién

Haupt Pharma Amareg
GmbH

- Co s¢ dong goi so cap:
AndersonBrecon (UK)
Limited

- Co s& dong goi thit cap:
AndersonBrecon (UK)
Limited

- Co s& XUat xudng:
Takeda Ireland Ltd.
(Grange Castle)

Donaustaufer Strasse 378,
93055 Regensburg,
Germany

- bia chi co sé dong goi
SO cAp:

Unit 1, Talgarth Business
Park, Trefecca Road,
Talgarth, Brecon, LD3
OPQ, United Kingdom

- bia chi co s& dong goi
thir cap:

Units 2-7, Wye Valley
Business Park, Brecon
road, Hay-on-Wye,
Hereford, HR3 5PG,
United Kingdom

- Pia chi co s xuat
Xuong:

Grange Castle Business
Park, Nangor road, Dublin
22, D22 XR57, Ireland




R £ Hoat chat; Dang bao ché; £ ax , ) P Pia chi co s¢ san xuat/
STT Tén thuoc Ham luwgng/ Ni“)ng do | Quy czigch dong goi S0 dang ky Cos6 sin xuat Nudc san xuit
7 | Stelara Ustekinumab Dung dich tiém; 001410175800 |- Co s& san Xuat: - bia chi co s¢ san Xuat:
45mg/0,5ml Hop 1 bom tiém (QLSP-1153-19) |Baxter Pharmaceutical 927 South Cury Pike,
chaa san 0,5ml Solutions LLC Bloomington, IN 47403,
- Co s& dong goi va xuat |Hoa Ky
xudng: - bia chi co sé dong goi
Cilag AG Va XUit xuong:
Hochstrasse 201, 8200
Schaffhausen, Thuy Sy
Ghi chu:

- S6 dang ky 12 ky tw 14 s6 dang ky dweoc cdp méi hodc gia han theo quy d@inh tai Phy luc VI Théng tw 08/2022/TT-BYT ngay 05/09/2022 cia Bé
trueng B Y té quy dinh Viée ding ky luu hanh thuéc, nguyén ligu 1am thuac.
- S6 ding ky da cdp (dwoc ghi trong ngodc don) la sé dang ky da dwoc cdp triedc khi thuée dwoc gia han.
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