UBND TINH HA TINH CONG HOA XA HOQI CHU NGHIA VIET NAM

SOY TE Poc 1ap — Tu do — Hanh phic
Sb: 2002 /SYT- NVD Ha Tinh, ngay 05thang 6 nam 2023

VI thu hoi Gidy dang ky luu hanh
thuoc tai Yiét Nam doi1 véi 02 thudce
duogc cap giay dang ky luu hanh

Kinh gui:
- Cac co s& kham chira bénh trong tinh;
- UBND cac huyén, thi x4, thanh phd;
- Cac cong ty, chi nhanh duoc trong tinh.

Cén cir Quyét dinh sb 354/Qb-QLD ngay 25/5/2023 ctiia Cuc Quan ly dugce
-Bo Y té vé viéc thu hoéi Gidy dang ky luu hanh thude tai Viét Nam dbi vai 02
thudc dugc cap gidy dang ky luu hanh;

1. SO Y té thong bao:

- Thu héi Gidy dang ky luu hanh thudce tai Viét Nam d6i voi 02 thude tai
Phu luc kém theo Cong van nay.

L)'/ do thu héi: Co SO’ san Xult va co so dang ky thudc, nguyén liéu 1am
thudc dé nghi thu hoi gidy dang ky luu hanh thudc, nguyén li¢u lam thude tai
Viét Nam (theo quy dinh tai Piém g, Khoan 1 Dleu 58 Luat Dugc sd
105/2016/QH13 va Khoan 5 Diéu 40 Thong tu sé 08/2022/TT-BYT ngay
05/9/2022 ctia Bo trudng Bo Y té quy dinh viéc dang ky luu hanh thube, nguyén
liéu 1am thudc).

- Thubc da nhap khau vao Viét Nam trudc ngay Quyét dinh s6 354/QD-
QLD ctia Cuc Quan Iy dugc 6 hiéu luc (ngdy 25/5/2023) tiép tuc duoc phép luu
hanh dén hét han dung cua thude.

2. Bé dam bao an toan cho ngudi st dung, SO Y té dé nghi:

- C&c co s6 kham chira bénh théng bao rong rai cho can bg, vién chirc, cac
khoa phong, bo phan duoc biét.

- UBND céc huyén, thi x4, thanh phd: Théng bao cho cac nha thudc, quiy
thudc, tram y té xa, phudng, thi tran, cac co s¢ hanh nghé y tu nhan trén dia ban
duoc biét.

- Cac Cong ty dugc thong bao cho cac chi nhanh, quay thude, dai 1y trong
hé théng phan phdi ciia minh dugc biét,

S Y té thong bao cho cac don vi duge biét va thuc hién./.

Noi nhdn:

- Nhu trép;

- Giam doc S¢ (b/c);

- Thanh tra sé; )

- Trung tdm KN Thuoc, MP,TP;

- Trung tam Kiém soat béph tat Ha Tinh;
- Website SYT, muc Thuoc va TTGT;

- Luu: VT, NVD.
GUi van ban giay va dién ta.




Phu luc

DANH MUC 02 THUOC THU HOI GIAY PANG KY LUU HANH TAI VIET NAM
(Ban hanh kém theo Cong vdin s6

ISYT-NVD ngay

/

12023)

1. Co sé dang ky: Novartis (Singapore) Pte Ltd (Dia chi: 10 Collyer

Quay, # 10-01, Ocean Financial Centre Singapore (049315), Singapore)

1.1. Co s san xuat:
Co sé san xuat va déng goi: Lek Pharmaceuticals d.d. Pia chi:
Kolodvorska cesta 27, 1234 Menges, Slovenia)
Co s& xudt xwong: Lek Pharmaceuticals d.d. (Pia chi: Verovskova 57,
1526 Ljubljana, Slovenia)

ST | Tén thuoc Hoat chit chinh - [Dang bao ché| Tudi Tiéu Quy S6 ding ky
T Ham lugng tho chuin | cichdong
goi
1 Actobim | Bot Lebenin Vién 24 TCCS | Hop2vix [SP3-1182-20
280 mg nang thang 8 vién
(1,2x107 CFU cing

vi khuan séng
sinh acid lactic
dong kho
(Lactobacillus
acidophilus (sp.
L.gasseri);
Bifidobacterium
infantis;
Enterococcus
faecium))

2. Co s¢ dang ky: Diethelm & Co., Ltd (Pia chi: Wiesenstrasse 8, 8008
Zurich, Thuy Sy)

2.1. Co sé san xuit: China Chemical & Pharmaceutical Co., Ltd.
Hsinfong Plant (Dja chi: 182-1, Keng Tze Kou, Hsinfong, Hsinchu, Pai Loan,

R.0.C)
ST | Tén thude Hoat chét chinh - [Dang bao ché| Tudi Tiéu Quy S6 ding ky
T Ham luwong tho chuin cachdong
goi
2 | UrokinaseGr| Urokinase B4t dong 42 TCCS | Hop 101o |SP-1186-20
een 60000 1U kho pha thang X
Cross Inj. tiém 60000




60000 IU

1U/1o
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