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§§24y1k4y02853° BOY TE' CONG HOA XA HQI CHU NGHIA VIET NAM
¥ "CUC QUAN LY DUQC Poc lap — Tw do — Hanh phc
S6: 689 /QP-QLD Ha Ngi, ngay 08 thdng 10 ndm 2024
QUYET PINH

Vé viéc cong bé Danh muc thudc biét dwoc goc Pot 6 - Nam 2024

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duoc s6 105/2016/QH13 ngay 06 thang 4 nam 2016;

Cdn cit Nghi dinh s6 95/2022/NP-CP ngay 15 thang 11 nam 2022 ciia Chinh
phii quy dinh chire nang, nhiém vu, quyén han va co cdu t6 chirc ciia B6 Y té;

Can cir Théng tir s6 08/2022/TT-BYT ngay 05 thang 9 nam 2022 cia Bé
trieong Bo Y té quy dinh viée dang ky lwu hanh thuoc, nguyén ligu 1am thuéc;

Can cir Quyét dinh s6 1969/0D-BYT ngay 26 thdng 4 nam 2023 cua B
trieong BG Y té quy dinh chirc ndng, nhiém vu, quyén han va co cdu t6 chirc ciia
Cuc Quan ly Duoc thuoc Bo Y té;

Can cir két ludgn cua Hgi dong tw van cdp gidy dang ky luu hanh thuéc,
nguyén liéu lam thuoc - B Y té tai Céng van so 83/HPTV-VPHD ngay
30/09/2024 ciia Viin phong Hoi dong tw vin cdp gidy dang ky luu hanh thudc,
nguyén liéu lam thuéc vé viéc bién ban hop Hoi déng héa duoc nudc ngoai Dot
122 hop ngay 2318/2024 va ngay 27/8/2024;

Theo dé nghi ciia Truéng phong Dang ky thuoc - Cuc Qudn 1y Durge.

QUYET PINH:

Pieu 1. Cong bé Danh muc 15 thudc Biét dugc gbc Dot 6 - Nam 2024 tai
Phu luc kém theo Quyét dinh nay.

biéu 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 thuéc Trung wong va
Giam dbc co sd san xuit va co so dang ky ¢ thudc tai Bidu 1 chiu trach nhiém
thi hanh Quyét dinh nay./.

Not nhén: KT. CUC TRUONG
- Nhu bicu 3;
- B9 truong Pao Hong Lan (dé b/e); PHO CUC TRUONG
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- Bao hiém X4 hoi Viét Nam; \

- B0 Y té: Vu Phap ché, Cuc QLKCB, Thanh tra Bg;

- Cac Vién: KN thuéc TW, KN thudc TP. HCM; 3

- Trung tdm mua sam tap trung thudc qudc gia; T

- Tong Cong ty Dugc Viét Nam - CTCP; - ! A

- Céc co so kinh doanh duoc; Nguyen Thanh Lam

- Cac Bénh vién & Vién c6 givong bénh truc thugc Bo Y té;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT, Website;

- Luu: VT, BK (02b).




Phu luc

DANH MUC 15 THUOC BIET DUQC GOC PQT 6 - NAM 2024
(Kém theo Quyeér dinh so 689 /OD-QLD ngay 08 /10 [/ 2024 cua Cuc Qudn ly Duoc)

STT

Tén thube

Hoat chét;
Ham lwong/ Nong dd

Dang bao ché;
Quy cach dong goi

S6 ding ky

Co s6 san xuat

Dia chi co s& san xuat/
Nuwée san xuat

Betaserc 24mg

Betahistine
dihydrochloride 24mg

Vién nén; Hop 5 vi x
10 vién; Hop 5 vi x
20 vién

300110779724
(VN-21651-19)

Mylan Laboratories S.A.S.

Route de Belleville, Lieu
Dit Maillard, Bp 25,
Chatillon Sur Chalaronne,
01400, France

2 | Cresemba Isavuconazole (dudi Vién nang cung; 760110441723 |- Co s& san Xuat: - Pia chi co s san xuit:
dang Isavuconazonium | Hop 2 vi X 7 vién SwissCo Services AG Bahnhofstrasse 14, 4334
sulfate) 100mg - Co s dong goi cap 1, cap |Sisseln, Switzerland

2 VA Xuat xuong: - Pia chi co s¢ dong goi cap
Almac Pharma Services |1, cap 2 va xuit xudng:
Limited Seagoe Industrial Estate,
BT63 S5UA Craigavon, UK
3 | Duphalac Lactulose 10g/15mi Dung dich udng; 870100067323 |Abbott Biologicals B.V Veerweg 12, 8121 AA Olst,
Hop 20 goi x 15ml; | (VN-20896-18) The Netherlands
Chai 200ml, 500ml,
1000ml
4 | Inlyta 1mg Axitinib 1mg Vién nén bao phim; | 400110194723 |Pfizer Manufacturing Betriebsstatte Freiburg
Hop 2 vi x 14 vién Deutschland GmbH Mooswaldallee 1, 79090
Freiburg, Germany
5 | Mavenclad Cladribine 10mg Vién nén; Hop 1 vi x | 800110194423 |- Co s¢ san xuat ban thanh |- Dia chi co s san xuat ban

1vién; Hop 1vix 4
vién; Hop 1 vix 6
Vién

pham va dong goi so cap:
NerPharMa S.R.L.

- Co so dong goi thir cap
VA XUt xudng:

R-Pharm Germany GmbH

thanh pham va dong gbi so
cap:

Viale Pasteur, 10 20014
Nerviano (M), ltaly

- bia chi co s dong goi thir
CAp VA Xuat xudng:
Heinrich-Mack-Strasse 35,
89257 lllertissen, Germany




R £ Hoat chat; Dang bao ché; £ oas , . £ Pia chi co s¢ san xuat/
STT Tén thuoc Ham luwgng/ Ni“)ng do | Quy cach dong goi 50 dang ky Cosésan xuat Nudc san xuét
6 | Mobic Meloxicam 15mg Vién nén; Hop 2 vi x | 400110118824 |- Co sd san xuat va xuat |- Pia chi co s¢ san xuét va
10 vién Xuong: XUAt Xxuong:
Rottendorf Pharma GmbH |Ostenfelder Stral3e 51-61,
- Co s dong goi cap 1va 59320 Ennigerloh, Germany
cap 2: - Pia chi co s¢ dong goi cap
Rottendorf Pharma GmbH |1 va cép 2:
Am Fleigendahl 3 59320
Ennigerloh, Germany
7 | Mobic Meloxicam 7,5mg Vién nén; Hop 2 vi x | 400110118924 |- Co s¢ san Xuat va xuat |- Dia chi co s& san xuat va
10 vién Xudng: XUAt Xuong:
Rottendorf Pharma GmbH |Ostenfelder Stral3e 51-61,
- Co s dong goi cap 1va 59320 Ennigerloh, Germany
cap 2: - bia chi co s& dong goi cap
Rottendorf Pharma GmbH |1 va cap 2:
Am Fleigendahl 3 59320
Ennigerloh, Germany
8 | Olumiant Baricitinib 4mg Vién nén bao phim; | 001110129324 |- Co s& san Xuat: - Pia chi co s san Xuat:

Hop 4 vi X 7 vién

Lilly del Caribe, Inc.,

- Co s& dong goi va xuat
Xuong:

Lilly, S.A.

12.6 km 65th Infantry Road,
Carolina, 00985, Puerto
Rico

- Dia chi co s dong goi va
XUAt xudng:

Avda. de la Industria, 30,
Alcobendas, 28108 Madrid,
Spain




Hoat chét;

Dang bao ché;

Dia chi co s& san xuat/

STT Tén thuoc Ham luwgng/ Ni“)ng do | Quy cach dong goi 50 dang ky Cosésan xuat Nudc san xuét
9 | Olumiant Baricitinib 2mg Vién nén bao phim; | 001110129224 |- Co s& san Xuat: - Pia chi co s san Xut:
Hop 4 vi X 7 vién Lilly del Caribe, Inc., 12.6 km 65th Infantry Road,
- Co s dong goi va xuat  |Carolina, 00985, Puerto
xuong: Rico
Lilly, S.A. - Dia chi co s dong gobi va
XUAt xuong:
Avda. de la Industria, 30,
Alcobendas, 28108 Madrid,
Spain
10 | Revolade Eltrombopag olamine Vién nén bao phim; | 840110351324 |Siegfried Barbera, S.L. Ronda de Santa Maria, 158,
25mg 31,9mg (twong duong | HOp 2 vi X 7 Vién; 08210 Barbera del Valles
25mg Eltrombopag) Hop 4 vi X 7 vién (Barcelona), Spain
11 | Serc 8mg Betahistine Vién nén; Hop 4 vi x | VN-17207-13 | Mylan Laboratories S.A.S. |Route de Belleville, Lieu
dihydrocloride 8mg 25 vién Dit Maillard, Bp 25,
Chatillon Sur Chalaronne,
01400, France
12 | Seroquel XR | Quetiapin (dudi dang | Vién nén phéng VN-22283-19 |- Co s& san Xuat: - Pia chi co s san xut:

Quetiapin fumarat)
200mg

thich kéo dai; Hop 3
vi X 10 vién

AstraZeneca
Pharmaceuticals LP.

- Co s dong goi:
AstraZeneca UK Limited

587 Old Baltimore Pike,
Newark, Delaware 19702,
USA

- bia chi co s¢ dong goi:
Silk Road Business Park,
Macclesfield, Cheshire,
SK10 2NA, UK




R £ Hoat chat; Dang bao ché; £ e , . £ Dia chi co s6 san xuat/
STT Ten thuoc Ham luwgng/ Ni“)ng do | Quy cach dong goi S0 ding ky Cosésan xuat Nudc san xuét
13 | Seroquel XR | Quetiapin (dudi dang | Vién nén phéng VN-22284-19 |- Co s San Xuat: - Pia chi co s san Xut:
Quetiapin fumarat) thich kéo dai; Hop 3 AstraZeneca 587 Old Baltimore Pike,
300mg vi x 10 vién Pharmaceuticals LP. Newark, Delaware 19702,
- Co s dong goi: USA
AstraZeneca UK Limited |- Bia chi co s& dong goi:
Silk Road Business Park,
Macclesfield, Cheshire,
SK10 2NA, UK
14 | Seroquel XR | Quetiapin (dudi dang | Vién nén phéng VN-22285-19 |- Co s san Xuat: - Pia chi co s san xut:
Quetiapin fumarat) thich kéo dai; Hop 3 AstraZeneca 587 Old Baltimore Pike,
50mg vi X 10 vién Pharmaceuticals LP. Newark, Delaware 19702,
- Co s¢ dong goi: USA
AstraZeneca UK Limited |- Bia chi co s& dong goi:
Silk Road Business Park,
Macclesfield, Cheshire,
SK10 2NA, UK
15 | Zavicefta Ceftazidime (duéi dang | Bot pha dung dich | 800110440223 |- Co s san Xuat: - Pia chi co sé san xuat:
ceftazidime dam dic dé pha ACS Dobfar S.P.A Via A. Fleming, 2-37135
pentahydrate) 2g; dung dich tiém - Co so tron bot trung gian: |Verona (VR), Italy
avibactam (dudi dang | truyén; Hop 10 lo ACS Dobfar S.P.A - bia chi co s tron bot
avibactam sodium) trung gian:
0,59 V. Le Addetta 2a/12-3/5-
20067 Tribiano (M), Italy
Ghi chu:

- S6 dang ky 12 ky tw 14 s6 dang ky dweoc cap méi hodc gia han theo quy dinh 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 liéu 1am thuoc.
- S6 dang ky da cdp (dwoc ghi trong ngodc don) 1 sé dang ky da dwoc cdp trieéc khi thude dieoc gia han.
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