
BOYTE CONG HoA xA HOI CHU NGHiA VI~T NAM
D<}cl~p - TI! do - Hanh phiic

S6: IQD-BYT Ha N(Ji,ngay thang ndm 2022

QUYETDJNH
V~ vi~c thu hBi sA lffu himh trang thi~t b] y t~

BO TRUONG BO Y TE

Can ctr Nghi dinh s6 75120171ND-CPngay 201612017cua Chinh phu quy dinh
chuc nang, nhiem v¥, quyen han va co cdu t6 chirc cua B(JY d;

Can ctr Nghi dinh. s6 98120211ND-CPngay 08111/2021 cua Chinh phu v~quan
If;trang thiit bi y d;

Can ctr Cong van s6 00061221RVngay 051412022cua Cong ty TNHH Roche Viet
Nam v~ viec xin rut gidy phep luu hanh trang thiit bi y d;

Xet d~ nghi cua V¥ truong V¥ Trang thiet va Cong trinh y Ii
QUYETDJNH:

Di~u 1.Thu h6i So luu hanh trang thiet bi y tS 2100505DKLHIBYT-TB-CT (B9 Y tS
cap ngay 3111212021),cu thS nhir sau:

1. Chu sa hiru s6luu hanh: Cong ty TNHHRoche Vi¢tNam, Tang 27, ToanhaPearl
Plaza, 561A Dien Bien Phu, Phuong 25, Qudn Binh Thanh, Thanhph6 H6 ChiMinh.

2. Ten, dia chi chu sa hfiu trang thiSt bi y tS: Roche Diagnostics GmbH,
Sandhofer Strasse 116, 68305 Mannheim, Duc.

3. Ten, dia chi cua cO'sa san xu~t: EKF Life Sciences, 1814 Leer Drive, Elkhart
IN 46514, My.

4. Ten trang thiSt bi y tS: Chdt hi¢u chudn xii nghi¢m dinh IU(Yflgn6ng d(Jgay
d(Jccua salicylate; Chung lo~i: Salicylate Calibrator; Mil san ph~m: 20759198122.

Ly do: Chu sa hfiu s6 luu hanh tv nguy~n thu h6i s6 lUll hanh theo KhOM 13,
Dieu 38, Nghi dinh s6 98/2021IND-CP dS C?Pnh?t Uti li~u va thu tl,lc dang kYo

Di~u 2. QuySt dinh c6 hi~u l\!,ckS illngay kY ban hanh.
Di~u 3. Oic ong (ba): Chanh Van phong B9 Y tS; Giam d6c Sa Y tS cac tinh, thanh

ph6 trvc thu9C Trung uang; Cong ty 1NHH Roche Vi~t Nam va cac dan vi lien quan chiu
trach nhi~m thi hanh QuySt diM nay.!.

Nui nhijn:
- Nhu Di~u 3;
- Cac D/c Tht'r trucmg;
- T6ng CI,!CHili quan - B9 Tili chinh;
- VI,!Phap ch~, CI,!CYTDP, CI,!CQLKCB, Thanh
tra B9;
- Vi~n KDQG VX&SPYT, Vi~n VSDTTW,
Vi~n VSDT Tay Nguyen, Vi~n Pasteur Nha
Trang, Vi~n Pasteur TPHCM;
- Cac B~nh vi~n tnlc thu9C B9;
- So' Y t~ cac tinh, thilnh ph6;
- H~ th6ng dich V\) c6ng nvc tuy~n quan ly TTBYT;
- Luu: VT, TB-CT.
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DB Xuan Tuyen
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