& Ky boi: Cuc Quan
1y Dugc

) | Coquan: By Y té
5 Ngay ky: 23-11-

) BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Déc 1ap — Tw do — Hanh phuc
Sb: 8718 /QP-QLD Ha Ngi, ngay 23  thang 11 nam 2023
QUYET PINH

Vé viéc cong bé Danh muc thuéc biét dwec goc Pot 5 - Nam 2023

CUC TRUONG CUC QUAN LY DUQC

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

Cén 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 Bo 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 liéu 1am thuéc;

Can cir Quyét dinh s6 1969/0D-BYT ngay 26 thdng 4 nam 2023 cua B
triwong Bo 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 ciry kién ciia Hoi dong twr van cdp gidy dang ky lwu hanh thuoc, nguyén
liéu lam thuoc B Y té;

Theo dé nghi ciia Truéng phong Pdng ky thuoc - Cuc Qudan 1y Dugc.

QUYET PINH:

Piéu 1. Cong b Danh muc 18 thudc Biét dugc gbc Dot 5 - Nam 2023 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 xuat va co s dang ky co6 thudc tai Biéu 1 chiu trach nhiém
thi hanh Quyét dinh nay./.

Noi nhin: KT. CUC TRU()NG

- Nhu Diéu 3;
- B6 trudng Dao Hong Lan (dé b/c); ‘PJ_IO CUC TRUONG

- Thtr truong D6 Xuan Tuyén (de b/c);
- Cuc truong Vi Tuan Cucmg (de b/c);

- Tong cuc Hai quan - Bo Tai chlnh

- Bao h1em X4a hoi Viét Nam;

-Bo Y té: Vu Phap ché, Cuc QLKCB, Thanh tra Bo;
- Céc Vién: KN thuéec TW, KN thuée TP. HCM;

- Trung tAm mua sam tap trung thudc quéc gia;

- Téng Céng ty Duoc Viét Nam - CTCP;

- C&c co s kinh doanh duoc;

- Cac Bénh vién & Vién c6 givong bénh truc thudec Bo 'Y té;
- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT,
Website;

- Luu: VT, DK (Trg) (01b).

Nguyén Thanh Lam



Phu luc )
DANH MUC 18 THUOC BIET DUQC GOC PQT 5 - NAM 2023
(Kém theo Quyeér.dinh so878 /OD-QLD ngay 23 /11 /2023 cua Cuc Qudn Iy Duoc)

" P Hoat chat; Dang bao ché; A = , o £ Dia chi co s6 san xuét/
STT Ten thube Ham luong/ Nong @6 | Quy cz’lgch dong goi S0 ding ky Co'so'sin xuat Nuwde san xuat
1 | Bifril Zofenopril calci 15mg | Vién nén bao phim; | VN3-33-18 |- Co s& san xuat: - bia chi co sé san xuat:
Hop 1 vi x 14 vién; A.Menarini Manufacturing|Via Campo di Pile, 67100
Hop 2 vi x 14 vién Logistics and Services S.r.I |L'Aquila (AQ), Italy.
- Co s& kiém soat 16: - Pia chi co s& kiém soét 16:
Dompe' Farmaceutici SPA |Via Campo di Pile, 67100
L'Aquila, Italy.
2 | Bifril Zofenopril calci 30mg | Vién nén bao phim; | VN3-34-18 |- Co s& San xuat: - Pia chi co sé san xuat:
Hop 1 vi x 14 vién; A.Menarini Manufacturing|Via Campo di Pile, 67100
Hop 2 vi X 14 vién Logistics and Services S.r.I [L'Aquila (AQ), Italy.
- Co s6 kiém soat 16: - Pia chi co s& kiém soéat 16:
Dompe' Farmaceutici SPA |Via Campo di Pile, 67100
L'Aquila, Italy.
3 | Brilinta Ticagrelor 60 mg Vién nén bao phim; | VN-23103-22 |AstraZeneca AB Gartunavagen,  SE-15185
Hop 6 vi x10 vién Sodertalje - Sweden
4 | Cataflam 50 Diclofenac kali 50 mg | Vién nén bao duong; | VN-18617-15 |Novartis Saglik Gida Ve|Yenisehir Mahallesi Ihlara
Hop 1 vi x 10 vién Tarim Urunleri San. ve|Vadisi Sokak No. 2, Pendik,
Tic.A.S Istanbul, TR 34912, Turkey
5 | Celebrex Celecoxib 200mg Vién nang cung; VN-23247-22 |- Co s& san Xuat: - bia chi co s¢ san Xuat:

Hop 3 vi x 10 vién

Pfizer Pharmaceuticals LLC

- Co so déng goi va xuat
xuong:
Pfizer Manufacturing

Deutschland GmbH;

Km 1.9, Road 689, Vega
Baja, Puerto Rico (PR)
00693 -USA.

- bia chi co s dong goi va
XUAt xudng:
Betriebsstatte
Mooswaldallee 1,
Freiburg, Germany

Freiburg,
79090




R £ Hoat chat; Dang bao ché; F. , A £ Pia chi co' s san xuit/
STT Tén thuoc Ham luwgng/ Ni“)ng do | ' Quy cach dong goi S0 ding ky Cos6 sin xuat Nudc san xuit
6 | Cellcept Mycophenolate mofetil | Vién nén bao phim; | VN-23030-22 |- Co s& san xut: - bia chi co s& san xuat:
500mg Hop 5 vi x 10 vién Delpharm Milano S.r.l Via Carnevale, 1, 20090,
- Co sO dong goi: Segrate (MI) - Italy
F. Hoffmann-La Roche Ltd |- Dia chi co s¢ dong goi:
Wurmisweg, 4303-
Kaiseraugst, Switzerland
7 | Cialis Tadalafil 5mg Vién nén bao phim; | VN-23126-22 |- Co so san xut: - bia chi co s¢ san Xuat:
Hop 2 vi x 14 vién Lilly del Caribe Inc. 12.6 Km 65th Infantry Road,
- Co s dong goi so cAp va|Carolina, 00985, Puerto
the cip; kiém soat chat|Rico.
luong va xuat xusng 16: |- Dia chi co s dong goi so
Lilly S.A. cap va tht cap; kiém soat
chat lwong va xuat xuéng 16:
Avda. de la Industria 30,
28108, Alcobendas, Madrid,
Spain
8 | Daflon 500mg | Phan doan flavonoid vi | Vién nén bao phim; | VN-22531-20 |Les Laboratoires Servier|905, Route de Saran, 45520
hat tinh ché ung vaéi: Hop 60 vién; Hop 4 Industrie Gidy, France
Diosmin 90% 450mg; | vi X 15 vién
Céc flavonoid biéu thi
bang hesperidin 10%
50mg
9 | Hyperium Rilmenidine Vién nén; Hop 2 vi x | VN-22573-20 |Les Laboratoires Servier|905, Route de Saran, 45520
dihydrogen phosphate | 15 vién Industrie Gidy, France
1,544mg tuong duong
Rilmenidine 1mg
10 | Lixiana Edoxaban (dudi dang Vién nén bao phim; | VN3-365-21 |Daiichi Sankyo Europe|Luitpoldstrasse 1, 85276
Edoxaban tosilat) 15mg | Hop 01 vi x 14 vién GmbH Pfaffenhofen, Germany




R £ Hoat chat; Dang bao ché; F. , A £ Pia chi co' s san xuit/
STT Tén thuoc Ham luwgng/ Ni“)ng do | ' Quy cach dong goi S0 ding ky Cos6 sin xuat Nudc san xuit
11 | Lixiana Edoxaban (dudi dang Vién nén bao phim; | VN3-366-21 |Daiichi Sankyo Europe|Luitpoldstrasse 1, 85276
Edoxaban tosilat) 30mg | Hop 02 vi x 14 vién GmbH Pfaffenhofen, Germany
12 | Lixiana Edoxaban (dudi dang Vién nén bao phim; | VN3-367-21 |Daiichi Sankyo Europe|Luitpoldstrasse 1, 85276
Edoxaban tosilat) 60mg | Hop 02 vi x 14 vién GmbH Pfaffenhofen, Germany
13 | Noxafil Posaconazole 40mg/ml | H3n dich udng; Hop | VN-22438-19 |- Co so san xuat va dong goi|- Dia chi co s& san xuat va
1 chai 105ml cap 1: dong goi cap 1:
Patheon Inc. 111  Consumers  Drive,
- Co s déng goi tht cap:  |Whitby, Ontario, LIN 5Z5,
Organon Heist bv Canada.
- Pia chi co sé dong goi tha
cap:
Industriepark 30, Heist-op-
den-Berg, 2220, Belgium
14 | Remeron 30 Mirtazapine 30mg Vién nén bao phim | VN-22437-19 |Organon Pharma (UK)|Shotton Lane, Cramlington
Limited Northumberland, NE23 3JU,
United Kingdom
15 | Trileptal Oxcarbazepine 300mg | Vién nén bao phim; | VN-22183-19 |Novartis Farma S.p.A. Via Provinciale Schito 131,
Hop 5 vi x 10 vién 80058 Torre Annunziata
(NA) - Italy
16 | Vastarel OD Trimetazidin Vién nang ctiing giai | VN3-389-22 |- Co s san Xuat: - bia chi co sé san xuat:
80mg dihydrochloride 80mg | phong kéo dai; Hop Egis Pharmaceuticals PLC; |Production site of Kérmend

3 vi x 10 vién

- Co s dong goi:
Egis Pharmaceuticals PLC

H-9900 Kormend Matyas
Kiraly u 65, Hungary
- bia chi co s¢ dong goi:

Production site of
Bokényfold, H-1165
Budapest Bokenyfoldi at

118-120, Hungary




R £ Hoat chat; Dang bao ché; Fgn. , ) P Pia chi co s¢ san xuat/
STT Tén thuoc Ham lu’(.):ng/ Nﬁ,ng do Quy. cz’lgch dong goi S0 ding ky Cos6 sin xuat Nudc san xuit
17 | Voltaren 25 Diclofenac natri 25mg | Vién nén bao tan VN-21539-18 |Novartis Saglik Gida Ve|Yenisehir Mahallesi lhlara
trong rudt; Hop 10 Tarim Urunleri San. ve|Vadisi Sokak No. 2, Pendik,
vi X 10 vién Tic.A.S Istanbul, TR 34912, Turkey
18 | Zerbaxa Ceftolozane (dudi dang | Bot pha dung dich | VN3-215-19 |- Co s& San Xuat: - Pia chi co s san Xuat:

Ceftolozane Sulfate)
1000mg; Tazobactam
(dudi dang Tazobactam
Natri) 500mg

dam dic dé pha
dung dich tiém
truyéen; Hop 10 lo

Steri-Pharma, LLC

- Co s¢ dong goi cap 2 va
XUAt xuong:

FAREVA Mirabel

- Co so san xuat san pham
trung gian Ceftolozane:
ACS Dobfar S.p.A

429 S.  West  Street,
Syracuse, NY 13202, USA.
- Pia chi co s¢ dong goi cap
2 Va Xuat xuong:

Route de Marsat-Riom,
63963 Clermont Ferrand
Cedex 9, France

- Pia chi co s& san xuét san
pham trung gian Ceftolozane:
V.LE Addetta 2a/12-3/5,
20067 Tribiano (M), Italy
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