BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phic

Sé: 2402613DKLH/BYT-HTTB Ha Ngi, ngay 30thdng 09 nim 2024

GIAY CHUNG NHAN PANG KY LUU HANH
THIET BI Y TE THUQC LOAI C, D

Can clr Nghi dinh s6 98/2021/ND-CP ngay 08 thang 11 nim 2021 cta Chinh phu vé
quan 1y thiét bi y té;

Can ctr Nghi dinh s 07/2023/ND-CP ngay 03 thang 3 ndm 2023 ctia Chinh phu sira
d6i, bd sung mot s6 diéu cuia Nghi dinh s6 98/2021/NP-CP ngay 08 thang 11 nam 2021
ctia Chinh phu vé& quan 1y thiét bi y té;

Can ctr Nghi dinh sé 96/2023/ND-CP ngay 30 thang 12 nam 2023 ctia Chinh phu
quy dinh chi tiét mot s6 diéu cua Luat Kham bénh, chira bénh.

B0 Y té cap chimng nhan dang ky luu hanh cho thiét bi y té (mé&i 100%) nhu sau:

1. Tén thiét bi y té: Hé thong do duong huyét ca nhan

2. Tén thuong mai (néu cé):

3. M4 Global Medical Device Nomenclature - GMDN (néu c6):

4. Loai thiét bi y té: TTBYT Loai C

5. Tén, dia chi ciia chii s¢ hitu thiét bi y té: Biochemical Systems International

S.p.A, Dia chi dang ky kinh doanh (Registered place of business): Galleria San

Babila, 4B — 20122 — Milano. Pia chi co s¢ hoat dong (Operative site): Localita

Palazzo del Pero, 23 - 52100 - Arezzo, ITALY

6. Tén, dia chi cia cht s& hitu s6 luu hanh: CONG TY CO PHAN THIET Bl Y

SINH, 89 Tran Vin Du, Phudng 13, Quan Tan Binh, Thanh phé H6 Chi Minh.

7. Muc dich str dung; Tén, dia chi co s& bao hanh: Theo phu luc dinh kem.

8. Thong tin chi tiét thiét bi y té (Chung loai; Ma san pham; Quy cach dong goi; Tén

co' SO san xuét; Dia chi co s6 san xuit va Nudc san xuﬁt): Theo phu luc dinh kem.

Gidy chtng nhan nay duoc cap theo Quyét dinh s6 2892/Qb-BYT

ngay 30 thang 09 ndm 2024./.

Noinhgn: _ TUQ. BQ TRUONG

- CONG TY CO PHAN THIET BI Y CUC TRUONG

SINH; ‘7 CUC CESGHA TANG VA THIET BI Y TE
- B0 trudng (dé b/c); b T

- TT. B3 Xuén Tuyén (dé b/c);
- Hai quan ctra khau;
- Luu: VT, HTTB.
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1. Muc dich sir dung:

PHU LUC PINH KEM

Hé théng do dudng huyét ca nhan OGCare dugc st dung dé do nong d6 duong trong mau toan phan tuoi duoc lay tir dau ngon tay, long ban tay,
canh tay, khong st dung mau méau duoc 13y tir dong mach. Hé thong do duong huyét ca nhan OGCare dugc thiét ké st dung bén ngoai co thé
(chan doan in vitro), 1a cong cu hd tro hiru hiéu trong viéc theo doi1 duong huyet danh cho bénh nhan dai thao duong tu sur dung tai nha hoac danh
cho céc chuyén vién y té kiém tra nhanh cho bénh nhan tai cac co s y té; khong ding cho tré so sinh. Khong sir dung Hé théng do duong huyét ca
nhan OGCare nham muc dich chan doan bénh dai thao duong, viéc chan doan va diéu trj bénh can tuan theo chi dinh cia céc chuyén vién y té.

2. Tén, dia chi co sé bao hanh:

Tén co sé bao hanh: Cong ty C6 phan Thiét Bi Y Sinh

Dia chi co s¢ bao hanh: 89 Tran Van Du, Phuong 13, Quan Tan Binh, Thanh phé H6 Chi Minh

Dién thoai ¢ dinh: (028) 62775538

3. Thong tin chi tiét thiét bi y té:

bién thoai di dong:

x = Z Quy cach n . co .
STT| Tén thiét biy té Chiing loai Ma anp l,lam dong goi Ttm o P o D!avChl cg i Nuwée san xuat
(Néu cd) £, san xuat san xuat
(Néu ¢o)
Hop 1 b6 (May
) do; But lay
H¢ thong do mau; Kim lay Biochemical .
. I . A Localita Palazzo
dudng huyét ca OGCare mau; 2 vién pin | Systems
1 N L . del Pero 23, ITALY
nhan CR2032; Tai International
. 52100 Arezzo
dung; Huéng Sp.A
dan su dung;
Phiéu bao hanh)
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