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ND TiNH KIEN GIANG CONG HOA XA HOI CHU NGHIA VIET NAM

SO Y TE Péc lap - Tu do - Hanh phiic
SSCKLLE vanddid ¢y /SyT-NVYD Kién Giang, ngay A8 thing 3 nam 2024

V/v thu hdi gidy dang ky luu hanh thude
tai Quyet dinh so 168/QD-QLD ngay
12/03/2024 cta Cuc Quan ly Dugce

TRUNG TAM Y TE H. GIONG RIENG-inh guri:

- Céc co quan, don vi thude va tryc thude S& Y té;

A SG’. ....... 56.‘1 ........... o CéC co Sé’ kmh' doanh, Sfl' dung thU6C t[‘én dia bén ﬁnh
DEN nguy: 49,05, [Mo... (Sau ddy goi tét & co quan, don vi)
Chuyén:....... ’ngf")w .......

50vh ky hibu B e ¥ t5nhdn duoc Quyét dinh s 168/QD-QLD ngay 12/03/2024 cia Cuc

Quén 1y Duge v& viée thu hdi gidy dang ky luu hanh thude tai Viét Nam déi véi

thube da duge cip giéy dang ky luu hanh (dinh kém),

SG Y té thong bao, dang tai Quyét dinh s6 168/QD-QLD ngay 12/03/2024

cta Cuc Quan ly Duge néu trén dé cac co quan, don vi biét, thuc hién./. ~2%

Ngil nhér}: KTiGIAM_BO.C
- Nhur trén; D CTIAM DOC
- UBND huyén, thanh pho (dé phdi hop); JHO Glad SO0
- Phong Y té Phu Quoc (dé phoi hop);
- Trang thong tin dién tr SYT;

- Thanh tra SYT;

- VPDT SYT;

- Luu: VT, NVYD, ttloc.
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BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap — Tu do — Hanh phic
S6: 168 /QP-QLD Ha Néi, ngay 12 thdang 03 nam 2024
QUYET PINH

V& viéc thu hdi gidy ding ky luu hanh thudc tai Viét Nam dbi voi thude da
dugc cap gidy diing ky luu hanh

CUC TRUONG CUC QUAN LY DUQC

Can ctr Ludt Duoc sb 105/2016/0H 13 ngay 06/04/2016,

Can cir Nghi dinh 54/2017/ND-CP ngay 08/05/2017 cua Chinh phu quy
dinh chi tiét mét sé diéu vé bién phdp thi hanh Ludt duoc;

Can cir Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 cua Chinh phu sua
doi mét s6 quy dinh lién quan dén diéu kién dau twe kinh doanh thugc pham vi quan
[y nha nudc cua Bo Y té;

Cén cir Nghi dinh sé 95/2022/ND-CP ngav 15/11/2022 cua Chinh phu quy
dinh chirc nang, nhiém vu, quven han va co cau t6 chire ciia Bg Y té;

Can cir Quyét dinh so 1969/0D-BYT ngay 26/4/2023 cua Bo truong Bo Y
té quy dinh chirc nang, nhi¢m vu, quyén han va co cau té chire ciia Cuc Quan Iy
duwoc thuoc Bo Y té;

Cén cir Théng twe s6 08/2022/TT-BYT ngay 05/9/2022 cia B truong Bo Y
té quy dinh viéc dang ky luu hanh Ihuoc nguyén lieu lam thuée;

Can cir don dé nghi thu hoi giay dang ky luu hanh thuoc tai Viét Nam clia
cac co so dang ky thuoc;

Theo dé nghi ciia Trucng phong Phong Dang ky thuéc - Cuc Quan Iy Duoc.

QUYET PINH:
Pidu 1. Thu hdi gidy ding k¥ luu hanh thudc tai Viét Nam déi véi 06 thude
tai phu luc dinh kém Quyét dinh nay.
Ly do: Cac co s¢ dang ky thudc dé nghi tu nguyén thu hoi gidy dang ky
lvu hanh thude tai Viét Nam.

Piéu 2. Thudc nude ngoai da nhap khiu vao Viét Nam trude ngay Quyét
dinh nay c6 hiéu luc dugc phép luu hanh dén hét han dung cua thudc. Co s dang
ky thudc, san xudt thude phdi c6 trach nhiém theo ddi va chiu trach nhi¢ém vé chét
lugng, an toan, hiéu qua cua thudc trong qua trinh luu hanh.

Pidu 3. Quyét dinh ndy c6 hiéu luc ké tir ngay ky ban hanh.



Pitu 4. Giam dbc S¢ Y té cac tinh, thanh phd truc thude Trung uong, cac
co so kinh doanh duogc va Giam ddc co so dang ky, co so san xuét c6 thude néu
tai Diéu 1 chiu trach nhiém thi hanh Quyét dinh nay./.

Noi nhin:

- Nhu Diéu 4

- Bo truong Dao Héng Lan (dé b/e);

- Thir truémg D6 Xuén Tuyén (dc b/c);

- Cuc truong Vi Tuén Cuong (dé ble);

- Cuc Quan Y - Bo Quéc phong; Cuc Y té - Bo Cang an;
Cuc Y té Giao thong van tai - Bo Giao thong vin tai;

- Tong cuc Hai quan - B Tai chinh;

- Bao luém Xi hdi Viét Nam;

-B{ Y té Vu Phap ché, Cuc Quan ly YDCT, Cuc QLKCB
Thanh tra B§; Trung tim mua sam tap trung thude Quéc gia;
- Cée Vién: KN thube TW, KN thude TP. HCM;

- Téng Cong ty Duge Viét Nam — Cong ty ¢b phén;

- Cac Bénh vién & Vién c6 giuong bénh truc thude Bo;

- Cac phong Cuc QLD: QLKDD, QLCLT, QLGT, Website
Cuc QLD;

- Luu: VT, DKT (Trg) (2b).

KT. CUC TRUONG

~PHO CUC TRUONG

“Nguyén Thanh Lam



Phu luc

DANH MUC 06 THUOC THU HOI GIAY PANG KY LUU HANH TAI VIET NAM
(Kem theo Quyét dinh s6 168 /OP-QLD ngay 12 /03 /2024 cia Cuc Quan Iy Dioc)

STT

Tén thude

Hoat chit, ham lwong

Dang bao ché

S6 ding ky

1. Co s¢ ding ky: Cong ty TNHH Dwoc pham Viét - Phip (Dia chi: Tang 20, toa
nha ICON 4, 2434 Dé La Thanh, phwong Lang Thieong, quan Pong Pa, Ha Ngi, Viét

Nam)

Co sé san xuat: Kern Pharma S.L. (Dia chi: Poligon Industrial Colon II. Venus,
72, 08228 Terrassa, Barcelona, Spain)

1 Solifenacine Solifenacin succinat 10mg | Vién nén bao phim | VN-23180-22
Invagen 10mg
2 Solifenacine Solifenacin succinat 20mg | Vién nén bao phim | VN-23181-22
Invagen 20mg
2. Co s¢ dang ky: Cong ty TNHH EVD Dugc phim va Y té (Pia chi: Phong 201,
Toa nha EVD, KCN Hoang Mai, s6 431 dwong Tam Trinh, phuong Hoang Van Thu,
quan Hoang Mai, Ha Noi, Viét Nam)
Co sé san xuat: Tai Yu Chemical & Pharmaceutical Co., Ltd. (Dia chi: No. I,
Alley 13, Lane 11, Yun San Road, Chutung, Hsinchu, Taiwan)
3 Pomulin Glutathione 600mg Bot pha tiém VN-15511-12
3. Co sé ding ky: Egis Pharmaceuticals Private Limited Company (Bja chi: 1106
Budapesf Kereszturi ut 30-38, Hungary)
Co s6 san xuit: Egis Pharmaceuticals Private Limited Company (Dia chi: 9900
Kormend, Matvas lmaly ut 65., Hungary)
4 Erolin Loratadine 120mg/120ml Siro 599100011824
(VN-20498-17)
4. Co so ding ky: GlaxoSmithKline Pte., Ltd. (DPia chi: 23, Rochester Park,
Smgapo;e 139234, Singapore)
Co sé san xuit: GlaxoSmithKline Australia Pty., Ltd. (Pia chi: 1061 Mountain
Highway Boronia Vic 3155., Australia)
3 Flixotide Nebules | Fluticasone propionate Hén dich hit khi VN-18309-14
0.5mg/2ml 0,5mg/2ml dung
5.Co s¢ ding ky: Glenmark Pharmaceuticals Ltd. (Dia chi: B/2, Mahalaxmi
Chambers, 22 Bhulabhai Desai Road, Mumbai — 400 026, India)
Co sé san xuat: Glenmark Pharmaceuticals Ltd. (Pia chi: Plot No. E-37, 39, D-
Road, MIDC, Satpur, Nashik — 422 007, Maharashtra State, India)
6 Momate-S Mometasone furoate 0,1% | Thudc m& boi da VN-14687-12

(kl/kl); Acid Salicylic 5%




