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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 CONG NGHE QUOC TE PHU MY
2. bia chi: K1A Buu Long, Cu x4 Bac Hai, Phuong 15, Quan 10, H6 Chi Minh, Phuong 15, Quan
10, Thanh phé H6 Chi Minh

3. S6 vin ban dé nghi cta co sé: 209 Ngay: 29/08/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Hoa chat nhuém lam latex

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: TTBYT loai A

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

Tén chu sé hiru: VEDALAB

Dia chi chu s¢ hitu: ZAT du Londeau, Rue de I'Expansion, Ceris¢, B.P. 181,61006 Alencon cedex,
France

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 k¥ thuat TTBYT theo mau s6 1 Phuy lyc 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 thong sb hoa, 1y, visinh va cac thong s0 khac do co so du diéu
kién theo quy dinh cua phap luat vé danh gia sy phu hop cap dbi voi trang thiét bi y té
san xudt 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




11

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 CHI TIET TRANG THIETBI Y TE

Pon

Quy

Tén co sé san

Tén co sé chi s&

. L.k . . . 2 g xuét/hang hitu/Hang . U Pia chi co sé bio
STT | Tén trang trang thiét biy te VI; Ching loai san pham ca}ch |, nwéc san , nwéc chii si Tén co sé bao hanh hanh
tinh doéng goi XUkt hitu
e Latex ASLO /ASO | VedaLab - , CONG TY TNHH CONG K1A Biru Long, Cu xé
1 Hoa chat nhuom lam latex Test Direct Latex Test/goi Phap Vedalab - Phép NGHE QUOC TE PHU MY Béc Hai. TP.HCM
, Hoa chat nhugm lam latex et | Latex PCR/CRPDirect | - . | Vedalab- VedaLah - phgo | CONGTY TNHHCONG | K1A Bitu Long, Cur xé
Latex g Phap P | NGHE QUOC TEPHUMY | Béc Hai, TP.HCM
Héa chit nhuém lam latex - A ] .
i : .. | VedalLab - . CONG TY TNHH CONG K1A Btru Long, Cu x4
T hCG Direct L T Vedalab - Ph > 1Y TNAR CONS 1A Bu ’
3 est CG Direct Latex 300 est/goi Phép edalab ap NGHE QUOC TE PHU MY Bic Hai, TP.HCM
. Hoa chat nhugm lam latex et | MRBC resyag | VedaLab- Vedalab - phgo | CONG TY TNHH CONG K1A Biru Long, Cur xé
Hemagglutination) g Phap P | NGHE QUOC TE PHUMY | Béc Hai, TP.HCM
. Héa chat nhugm lam latex Togt | LEEXIM/ IM Direct et | VedaLab- Vedalab - phag | CONG TY TNHHCONG | K1A Biru Long, Cu xd
Latex 9 1 phap P | NGHE QUOC TEPHUMY | Béc Hai, TP.HCM
] Hoa chat nhugm lam latex ot | Latex FR/ RF Direct resyas | VedaLab- Vedalab - prgo | CONG TY TNHH CONG K1A Biru Long, Cur xé
Latex 9 1 phap P | NGHE QUOC TE PHUMY | Béc Hai, TP.HCM
Hoa chat nhuom lam latex .. | VedaLab - ) CONG TY TNHH CONG K1A Biru Long, Cu x4
7 Test | FR Waaler / RF Waaler Test/goi Phap Vedalab - Phép NGHE QUOC TE PHU MY Béc Hai, TP.HCM
Hoa chat nhugm lam latex RPR Charbon / RPR VedaLab CONG TY TNHH CONG K1A Biru Long, C
arbon . edalab - . uu Long, Cu xa
T T VedaLab - Ph > LY AR LONS B
8 &t | Carbon esUg0l | phap edalab-Phap | \GHE QUOC TE PHU MY | Bic Hai, TP.HCM
Héa chit nhuém lam latex A A , ,
: . | VedaLab - , CONG TY TNHH CONG K1A Biu Long, Cu xé
9 Test TPHA Syphilis Test/goi Phap Vedalab - Phap NGHE QUOC TE PHU MY Béc Hai. TP.HCM
Héa chat nhuom lam latex Antigefnee VDRL
Mono-Resactif (MR) / .| VedaLab - ) CONG TY TNHH CONG K1A Biru Long, Cu x4
10 Test | pRL Antigen Mono | TEV90 | phap Vedalab-Phap | \aHe QUOC TE PHU MY | Béc Hai, TP.HCM

Reagent
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