BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

8 HICUCQUAN LY DUQC bic 1ap — Tw do — Hanh phic
o0 &8, 529 /QP-QLD Ha Noi, ngay 24 thdng 07 nam 2023
QUYET PINH

Vé viéc cong bd Danh muc thuéc biét dwec goc Pot 3 — Nim 2023

CUC TRUONG CUC QUAN LY DUQC

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

Can cir Nghi dinh s6 95/2022/ND-CP ngay 15 thdang 11 nam 2022 cia Chinh
phii quy dinh. ¢hire ning, nhiém vy, quyén han va co cau t6 chirc ciia Bg Y té;

Can cir Thong tw s6 08/2022/TT-BYT ngay 05 thang 9 nam 2022 ciia Bé truong
BG Y té quy dinh viéc dang ky heu hanh thuéc, nguyén liéu lam thuac;

Can cir Quyét dinh s6 1969/0D-BYT ngay 26 thang 4 nam 2023 cia Bg trueng
B Y té quy dinh chirc ndng, nhiém vu, quyén han va co cdu té chire ciia Cuc Quan 1y
Duoc thuée Bo Y té;

Can cir y kién ciia Hoi dong tw van cdp gidy dang ky lweu hanh thuoc, nguyén
liéu lam thuoc B Y té;

Theo dé nghi ciia Truéng phong Pdang ky thuoc - Cuc Quan 1y Dugc.

QUYET PINH:
Piéu 1. Cong bd Danh muc 05 thude Biét dugc gbc Dot 3 — Nam 2023 tai Phy
luc kém theo Quyét dinh nay.
Piéu 2. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.
Piéu 3. Giam doc So Y té cac tinh, thanh phé truc thudc Trung wong va Giam
dbc co sé san xuat va co so dang ky ¢ thude tai Biéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.
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Cuc Y té GTVT - B9 Giao thong van tai;
- Téng cuc Hai quan - Bo Tai chinh; ) j
- Bao hiém X4& hoi Vié:[ Nam; N2 v I //E 4
- B0 Y t€: Vu Phap ché, Cuc QLKCB, Thanh tra Bo; Nguyén Thanh Lam
- Cac Vién: KN thuoéc TW, KN thuoc TP. HCM,;

- Trung tAm mua sam tap trung thudc quéc gia;

- Téng Cong ty Dugc Viét Nam- CTCP;

- CA&c co so kinh doanh duoc;

- Céac Bénh vién & Vién c6 giuvong bénh truc thude Bo Y té;
- Cuc QLD: QLKDD, QLCLT, PCTTra, QLGT, VPC,
Website;

- Luu: VT, BK(H) (02b).




Phu luc

DANH MUC 05 THUOC BIET DUQC GOC DQT 3 - NAM 2023
(Kém theo Quyét dinh so 529 /OD-QLD ngay 24 /07 /2023 cua Cuc Qudn ly Duoc)

STT | Tén thudc SO Pang ky Hoat chit; Dang bao ché Co sé san xuat Dia chi co s¢ san xuat/
Ham hrong/ Nong do Quy cach dong goéi Nudrc san xuét

1 | Ciprobay 500 | VN-22872-21 | Ciprofloxacin (dudi dang | Vién nén bao phim; Bayer AG Kaiser-Wilhelm-Allee,
Ciprofloxacin Hop 1 vi x 10 vién nén 51368 Leverkusen, Dtrc
hydrochlorid) 500mg bao phim

2 | Gadovist VN-22297-19 | Gadobutrol 604,72mg Dung dich tiém; Hop 1 | Bayer AG MullerstraBe 178, 13353
tuong duong Immol/ml | bom tiém thay tinh Berlin, Germany

chira 5ml thudc; Hop 1
bom tiém nhua chira
5ml thudc.

3 | Kryxana VN3-318-21 Ribociclib (dudi dang Vién nén bao phim - Co so san xuat: Novartis | - Dia chi co s& san xuat:
Ribociclib succinate) Hop 1 vix 21 vién Singapore Pharmaceutical | 10 Tuas Bay Lane, 637461
200mg Manufacturing Pte. Ltd. Singapore — Singapore

- Co s¢ dong goi va xuat - Pia chi co s& dong goi va
xudng: Novartis Pharma xuat xuong: Oflinger Str.
Produktions GmbH 44, 79664 Wehr —
Germany
4 | Twynsta VN-16589-13 | Telmisartan 40mg; Vién nén; Hop 3 vi x 10 | - Co so san xuat ban thanh | - Dia chi co s san xuat

Amlodipine 5mg (dudi

dang Amlodipine besilate
6,935mg)

vién; Hop 14 vi x 7 vién

pham: M/s Cipla Ltd.

- Co s¢ déng goi va xuit
xudng: Boehringer
Ingelheim Pharma GmbH
& Co. KG

ban thanh pham: Plot No.
L-139 to L-146, Verna
Industrial Estate, Verna-
Goa, India.

- Pia chi co s& dong goi va
Xudt xudng:

Binger Str. 173, 55216
Ingelheim am Rhein,
Germany.




STT | Tén thudc S6 Ping ky Hoat chég; Dang bao ché Co sé san xuat DPia chi co sé sz'in,xu?'lt/
Ham lwgng/ Nong do Quy cach dong goi Nuwéc san xuat
5 | Twynsta VN-16590-13 | Telmisartan 80mg; Vién nén; Hop 3 vi x 10 | - Co so san xudt ban thanh | - Dia chi co s& san xuat

Amlodipine 5mg
(dudi dang Amlodipine
besilate 6,935mg)

vién; Hop 14 vi x 7 vién

pham: M/s Cipla Ltd.

- Co so dong goi va xut
xuong: Boehringer
Ingelheim Pharma GmbH
& Co. KG

ban thanh pham: Plot No.
L-139 to L-146, Verna
Industrial Estate, Verna-
Goa, India.

- Dbia chi co s¢ dong goi va
xuat xuong: Binger Str.
173, 55216 Ingelheim am
Rhein, Germany.
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