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PHIEU TIEP NHAN

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

1. Tén co s& cong bé: CONG TY TNHH TM DV HONG HANH

2. Pia chi: 421/3 Su Van Hanh (ni dai), Phuong 12, Quan 10, Thanh phé H6 Chi Minh
3. S6 vin ban dé nghi cta co s¢: 01/2020/HH Ngay: 11/08/2020

4. Trang thiét bj y té thudc loai A

Tén trang thiét bi y té: HOA CHAT CHAY MAY XET NGHIEM HUYET HQC
Chung loai/mé san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

bPia chi co s san xuét: Theo phu luc

Tiéu chuan 4p dung: ISO 13485

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

Tén chu s& hiru: AMEDA Labordiagnostik GmbH

Dia chi chu s¢ hitu: Krenngasse 12, 8010 Graz, Austria

6. Thong tin vé co s¢ bao hanh:

7. Thanh phan hd so:

1 | Phu lyc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 Giéy chuing nhan dat ti€u chuan quan ly chat lugng con hiéu lyc tai thoi diém ndp ho so

Gidy uy quyén cta chu so hiru trang thiét bi y té

Giay xac nhan du di€u ki¢n bao hanh

Tai liéu mo ta tom tat ki thuat TTBYT theo miu s6 1 Phy luc 8

N SN | B

Giay chtng nhan hgp chuan hozic Ban tiéu chuan ma chii s¢ hitu trang thiét bi y té cong
bo 4p dung

g | Két qua danh gia cac théng so hoa, 1y, vi sinh va cac thong s6 khac do co s¢ du diéu
kién theo quy dinh cua phép luat vé danh gid su phu hop cap doi véi 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 luu hanh tai Viét Nam cia trang thiét bi y té
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Giéy chtirng nhan luu hanh ty do con hiéu lyc tai thoi diém nop ho so doi véi trang thiét
bi y té nhap khau hodc Phiéu ti€p nhén ho so cong bo du diéu kién san xuat trang thiét
biy té do1 voi TTBYT san xuat trong nude

NGUOI TIEP NHAN HO SO
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Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE

- > z QUY CACH A P < e A - P P : P
TEN TRANG | CHUNG LOAI SAN |DON VI . . TEN CO SO SAN XUAT/ HANG, TEN CO SO CHU SO HU'U/ HANG, A P P PIA CHI CO SO BAO
STT rHIET BIY TE PHAM TINH I:;)ENS g(;))l NUGC SAN XUAT NUGC CHU SG HU'U LY CO SO IPAD L HANH
HOA CHAT
CHAY MAY | AMP HEMODIL A N N . . < . . < . . Krenngasse 12, 8010
1 XET NGHIEM 5 (HR5320) Thung 20L/Thung AMEDA Labordiagnostik GmbH/Ao | AMEDA Labordiagnostik GmbH/Ao |AMEDA Labordiagnostik GmbH Graz, Austria
HUYET HOC
HOA CHAT
CHAY MAY |AMP HEMODIL A N N . . < . . < . . Krenngasse 12, 8010
2 XET NGHIEM 3 (HR3020) Thung 20L/Thung AMEDA Labordiagnostik GmbH/Ao | AMEDA Labordiagnostik GmbH/Ao |AMEDA Labordiagnostik GmbH Graz, Austria
HUYET HQOC
HOA CHAT
CHAY MAY AMP HEMODIL N N . . ) . . < . . Krenngasse 12, 8010
3 XET NGHIEM AS 5 (HR5010) Thung 10L/Thung AMEDA Labordiagnostik GmbH/Ao | AMEDA Labordiagnostik GmbH/Ao |AMEDA Labordiagnostik GmbH Graz, Austria
HUYET HQOC
HOA CHAT AMP
4 | SHAYMAY e 0 TERGE AS 5| Thung | 10L/Thing | AMEDA Labordiagnostik GmbH/Ao | AMEDA Labordiagnostik GmbH/Ao |AMEDA Labordiagnostik GmbH| enngasse 12, 8010
XET NGHIEM (HR5121) Graz, Austria
HUYET HQC
HOA CHAT AMP
5 CHAY MAY HEMOCLEAN Chai 50mL/Chai | AMEDA Labordiagnostik GmbH/Ao | AMEDA Labordiagnostik GmbH/Ao |AMEDA Labordiagnostik GmbH Krenngasse 12‘.8010
XET NGHIEM (HR5901) Graz, Austria
HUYET HOC
HOA CHAT AMP
6 | CHAYMAY | evioc EANPB | Chai | 50mL/Chai | AMEDA Labordiagnostik GmbH/Ao | AMEDA Labordiagnostik GmbH/Ao [AMEDA Labordiagnostik GmbH| ~ <rénngasse 12, 8010
XET NGHIEM (HR5902) Graz, Austria
HUYET HQC
HOA CHAT AMP
7 CHAY MAY HEMOCLEAN EZ | Chai 50mL/Chai | AMEDA Labordiagnostik GmbH/Ao | AMEDA Labordiagnostik GmbH/Ao | AMEDA Labordiagnostik GmbH Krenngasse 12‘.8010
XET NGHIEM (HR5903) Graz, Austria
HUYET HOC
HOA CHAT
CHAY MAY |PROBE CLEANER . . . . < . . < . . Krenngasse 12, 8010
8 XET NGHIEM (HR5900) Chai 100mL/Chai | AMEDA Labordiagnostik GmbH/Ao | AMEDA Labordiagnostik GmbH/Ao |AMEDA Labordiagnostik GmbH Graz, Austria

HUYET HOC
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