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

Sé: 2301996DKLH/BYT-HTTB Ha Noi, ngay 30thang 12 nam2023

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

Cin ctr Nghi dinh s6 98/2021/ND-CP ngay 08 thang 11 ndm 2021 cta Chinh phu
vé quan ly trang thiét bi y té;

Can ctt Nghi dinh s6 07/2023/ND-CP ngay 03 thang 3 nam 2023 caa Chinh phu
stra doi, bd sung mot sb diéu cua Nghi dinh s6 98/2021/ND-CP ngay 08 thang 11
nam 2021 cta Chinh pht vé& quan 1y trang thiét bi y té.

B0 Y té cap ching nhan dang ky luu hanh cho trang thiét bi y té (mdi 100%) nhu
sau:

1. Tén trang thiét bi y té: Bo theo ddi dudng huyét lién tuc

2. Tén thuong mai (néu cd):

3. Mi Global Medical Device Nomenclature - GMDN (néu ¢6):

4. Loai trang thiét bi y té: TTBYT Loai C

5. Tén, dia chi cua chu s¢ hitu trang thiét bi y té: Abbott Diabetes Care Ltd,
Range Road, Witney, OX29 0YL, UNITED KINGDOM

6. Tén, dia chi ciia chu s& hitu s6 luu hanh: VAN PHONG DAI DIEN

ABBOTT LABORATORIES GMBH TAI THANH PHO HA NOI, Tang 7,

tang 8, thap A, Toa nha Handi Resco, s6 521 Kim M4, Phuong Ngoc Khanh,
Quan Ba Dinh, Thanh phé Ha Noi.

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

8. Thong tin chi tiét trang thiét bi y té (Chung loai; Ma san pham; Quy cach dong
g61; Tén co s san xuit; Dia chi co s& san xuét va Nudce san Xuét): Theo phu luc
dinh kem.

Gidy chtng nhan nay duoc cip theo Quyét dinh sb 4766/Qb-BYT

ngay 29 thang 12 ndm 2023./.

Noi nhn: TUQ. BO TRUONG

- VAN PHONG DAI DIEN ABBOTT CUC TRUONG
LA]?ORAT(?RIES GMBH TAI THANH f ,, rA TANG VA THIET BIY TE
PHO HA NOI; Y N :

- B0 truong (dé b/c);

- TT. D5 Xuén Tuyén (dé b/c);
- Hai quan ctra khau;
- Luu: VT, HTTB.
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PHU LUC PINH KEM

1. Muc dich sir dung:

Khi dugc sir dung voi mot thiét bi twong thich, Bo theo doi duong huyet lién tyc (FreeStyle Libre Flash Glucose Monitoring System) dugc chi dinh
dé do nong do glucose trong dich mé k& o nguoi (tr 4 tudi tré 1én) mac hoic khong mic bénh dai thao duong, ké ca phuy ni mang thai. Cam bién
va thiét bi twong thich dugc thiét ké dé thay thé xét nghiém dudng huyét trong qua trinh ty theo ddi bénh dai thao duong, bao gdm cé viée tiém
insulin. Viéc chi dinh st dung cho tré em (tir 4 dén 12 tudi) phai c6 sy gidm sat ciia ngudi cham soc, it nhat 1a 18 tudi. Ngudi cham soc chiu trach
nhiém xtr Iy hodc hd tro tré sir dung cam bién va thiét bi tuong thich, dong thoi dién giai hodc hd tro dién giai cac chi sd glucose trén cam bién.

2. Tén, dia chi co’ sé bao hanh:

Tén co 86 bio hanh: Cong ty TNHH Phan Phéi Lién Két Quoc Té o

Dia chi co so bao hanh: Tang 2, Ha D6 Airport Building, S6 2 Hong Ha, Phuong 02, Quan Tan Binh, Thanh ph6 H6 Chi Minh
Dién thoai c6 dinh: 028. 3547 3030 Dbién thoai di dong: 1900545552

3. Thong tin chi tiét trang thiét bi y té:

A <X ~ 2 Z Quy cach " . . . .
STT Ten tr.angAthlet Chung loai Ma san plrlam dong goi Tfn co 2o D;aochl co 80 Nudc san xuat
biy te (Néu co) £, san xuat san xuat
(Néu c0)
3-6/F, Building
1, 3B/F, 4/F,
Building 2, and
Flextronics ?WF’ Building
i ‘ FreeStyle Libre Flash Medical Device R’un doneshen
1 |Daudoc camtay |Glucose Monitoring System Manufacturing & £ |CHINA
Industrial Park,
Reader (Shenzhen)
Longzhu,
Co., Ltd. .
Xixiang, Baoan
District, 518126
Shenzhen,
Guangdong
) FreeStyle Libre Flash Flextronics 700 Corporate UNITED
2 | B cam bién Glucose Monitoring System International Grove Drive, STATES
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A <X - x Quy cach " . . . -
STT Ten tl:angithlet Chiung loai Ma e plrlam dong goi T?n co 2o D!afhl €9 80 Nudc san xuat
biy té (Néu co) Ao, san xuat san xuat
(Néu cd)

Buffalo Grove,
Sensor USA, Inc. Ilinois 60089

) FreeStyle Libre Flash Sanmina Rathealy Road,

3 | B0 cam bién Glucose Monitoring System Ireland UC Fermoy, County [IRELAND

Sensor

Cork
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