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PHIEU TIEP NHAN

Ho so cong bd tiéu chuin 4p dung ciia trang thiét bi y té thudc loai A

1. Tén co s& cong bé: CONG TY TNHH THIET BI Y TE GIA HIEP

2. bia chi: 38-40 buong s6 21A, p.Binh tri dong b, binh tan, tphcm, Phuong Binh Tri Bong B,
Quan Binh Tan, Thanh phé H6 Chi Minh

3. S6 vin ban dé nghi cta co sé: 050620/VBCB-GH Ngay: 08/06/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Dung cu, dung dich cho may xét nghiém

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuét: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

Tiéu chudn ap dung: EN ISO 13485:2016

5. Thong tin vé chu s hitu trang thiét bi y té :

Tén chu s¢ hiru: Fortress Diagnostics Limited

Dia chi chu s& hitu: Unit 2¢ Antrim Technology Park, Antrim, United Kingdom, BT41 1QS

6. Thong tin vé co sé bao hanh:

7. Thanh phan hd so:

1 | Phu luc chi tiét trang thiét bj y té

2 | Ban phan loai trang thiét bi y té

3 | Giay chung nhén dat ti€u chuan quan 1y chat lugng con hiu luc tai thoi diém ndp ho so.

4 | Gidy tiy quyén cua chu so hitu trang thiét bi y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tai liéu md ta tom tat k¥ thuat TTBYT theo mau s6 1 Phu luc 8

7 | Gidy ching nhan hgp chuan hoic Ban tiéu chuan ma chii s¢ hitu trang thiét bj y té cong
bo 4p dung

8 | Ketqua danh gia cac thong s6 hoa, 1y, vi sinh va cac thong s6 khac do co so du diéu
kién theo quy dinh cua phap luét vé danh gia sy phi hop cap dbi voi trang thiét bi y té
san xuat trong nudc

9 | Tai liéu hudng dan sir dung cua trang thiét bi y té

10 | MAu nhén sé& sir dung khi lvu hanh tai Viét Nam cia trang thiét bi y té




11

Giay chtirng nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so doi1 vai trang thiét
bi y t€ nhap khau hodc Phiéu tiép nhan ho so cong bo du di€u kién san xuat trang thiét
biy t€ doi voi TTBYT san xuat trong nudc

NGUOI TIEP NHAN HO SO
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BANG KE CHI TIET TRANG THIET BI Y TE

HANG/ NUOC SAN

. i : , . . QUY CACH e : TEN CO SO PIA CHI CO SO
STT TEN TRANG THIET Bl Y TE CHUNG LOAI SAN PHAM PONG GOI XUAT; I;IAI?IG/ }\IUOC BAO HANH BAO HANH
CHU SO HUU

. . Fortress Cong ty TNHH Thiét |38-40, Puong 21A, P. Binh Trj
1 |Bitw Demagnetization Beads 1700 Test | iy gnostics/Anh bi Y t Gia Hiép Pong B, Q. Binh Tan, TP.HCM
- S-Coagulation Fortress Cong ty TNHH Thiét |38-40, Puong 21A, P. Binh Tri
) 200X 4T Iress ong N '
2 |Dung cu dung mau benh Reaction Cuvettes 00x4Test | agnostics/Anh  |bi Y € Gia Hiép Pong B, Q. Binh Tan, TP.HCM
x 1A . 1000/khay; |Fortress Cong ty TNHH Thiét |38-40, Puong 21A, P. Binh Tri
3 |Dung cu dung mdu benh Coagulation Cuvettes 6khay/hop | Diagnostics/Anh bi 'Y t Gia Hiép Pong B, Q. Binh Tan, TP.HCM
Dung dich rura, pha loang cho . Fortress Cong ty TNHH Thiét |38-40, Puong 21A, P. Binh Trj
# |may xét nghiem Coagulation Wash Buffer A} 200mLx2 . octics/Anh bi Y t Gia Hiép Pong B, Q. Binh Tan, TP.HCM
Dung dich rira, pha loang cho . Fortress Cong ty TNHH Thiét |38-40, Puong 21A, P. Binh Tri
> |y xét nghiém Coagulation Wash Buffer B - 20mLx12 0 0 octics/Anh bi 'Y t Gia Hiép Pong B, Q. Binh Tan, TP.HCM
Dung dich rura, pha loang cho . . Fortress Cong ty TNHH Thiét |38-40, Puong 21A, P. Binh Trj
® |y xét nghiem Coagulation Sample Diluent]  20mLx12 . octics/Anh bi Y t Gia Hiép Pong B, Q. Binh Tan, TP.HCM
Dung dich rira, pha loang cho . Fortress Cong ty TNHH Thiét |38-40, Puong 21A, P. Binh Tri
7 | méy xét nghiém Reaction Cuvettes 3500 /boxes o anostics/Anh bi 'Y t Gia Hiép Pong B, Q. Binh Tan, TP.HCM
Dung dich rira, pha loang cho Fortress Cong ty TNHH Thiét |38-40, Puong 21A, P. Binh Trj
8 | may xét nghiem Wash buffer 250mb<2 | b gnostics/Anh bi Y t Gia Hiép Pong B, Q. Binh Tan, TP.HCM
Dung dich rtra, pha loang cho Fortress Cong ty TNHH Thiét |38-40, Puong 21A, P. Binh Tri

X ’
9 |y xét nghiém WS Wash Buffer 60ML>2 iy agnostics/Anh bi Y t Gia Hiép Péng B, Q. Binh Tan, TP.HCM
10 Dung dich rira, pha loang cho Substrate Buffer A:500mIx1 |Fortress Cong ty TNHH Thiét |38-40, Puong 21A, P. Binh Trj
may xét nghiém B:500mlx1 |Diagnostics/Anh bi Y t& Gia Hiép Pong B, Q. Binh Tan, TP.HCM
Dung dich rtra, pha loang cho . Fortress Cong ty TNHH Thiét |38-40, Puong 21A, P. Binh Tri

X ’
1 | may xét nghiém Sample Diluent No.1 S0mMLx 2 by agnostics/Anh bi Y té Gia Hiép Péng B, Q. Binh Tan, TP.HCM
Dung dich rira, pha loang cho . Fortress Cong ty TNHH Thiét |38-40, Puong 21A, P. Binh Trj
12 |y xét nghiém Sample Diluent No.2 SOMLX2 | iagnostics/Anh |bi Y  Gia Hiép Pong B, Q. Binh Tan, TP.HCM
Dung dich rtra, pha loang cho . Fortress Cong ty TNHH Thiét |38-40, Puong 21A, P. Binh Tri

X ’
13 | nay xét nghiém Sample Diluent No.3 SOMLX 2 biagnostics/Anh bi Y t Gia Hiép Péng B, Q. Binh Tan, TP.HCM
14 Dl%ng (’hch rg?, pha loang cho Sample Diluent No.4 50mLx 2; F(?rtress - C.ong Iy TNHEI Thict 38:40, Duomg‘21A,AP. Binh Tri
may xét nghiém 60mLx 2 Diagnostics/Anh bi Y té Gia Hiép bong B, Q. Binh Tan, TP.HCM
Dung dich rura, pha loang cho . Fortress Cong ty TNHH Thiét [38-40, Puong 21A, P. Binh Tri
15 | may xét nghiém Cuvette Wash Solution 2000ml | o gnostics/Anh bi Y t Gia Hiép Péng B, Q. Binh Tan, TP.HCM
Dung dich rtra, pha loang cho . Fortress Cong ty TNHH Thiét [38-40, Puong 21A, P. Binh Tri
16 | nay xét nghiem Cuvette Conditioner 1000ml |y gnostics/Anh |bi Y € Gia Hiép Pong B, Q. Binh Tan, TP.HCM
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