Doc 1ap - Tu do - Hanh phuc

84: 200000727/PCBA-HCM Tp H6 Chi Minh, ngay 08 thang 05 nim 2020

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 bd: CONG TY TNHH TRANG THIET BI Y TE HOANG KIM

2. bia chi: 383 T6 Hién Thanh, Phuong 14, Quan 10, TP H6 Chi Minh, Phuong 14, Quan 10,
Thanh phd H6 Chi Minh

3. S6 vin ban dé nghi ctia co sé: 4520 Ngay: 06/05/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Ampu gitp tho

Chung loai/ma san pham: Resuscitator/ GT012-300

Tén co s san xuat: Ningbo Greetmed Medical Instruments Co.,Ltd

Dia chi co s¢ san xuat: 1803, NO.1 BUILDING, WANTE BUSINESS CENTRE NINGBO,
CHINA.

Tiéu chuan ap dung: ISO 13485:2003

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

Tén chu sé hitu: Ningbo Greetmed Medical Instruments Co.,Ltd

Dia chi chu s¢ hitru: 1803, NO.1 BUILDING, WANTE BUSINESS CENTRE NINGBO, CHINA.

6. Thong tin vé co sé bao hanh:

7. Thanh phan hd so:

1 | Phy lyc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 | Giay chung nhan dat ti€éu chuan quan ly chat lugng con hiéu luc tai thoi diém ndp ho so,

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

Giay xac nhan du diéu kién bao hanh

Tai liéu mo ta tom tat k¥ thuat TTBYT theo mau s6 1 Phy lyc 8

<N N | B

Giay chung nhén hop chuan hoac Ban ti€u chuan ma chu sé hitu trang thiét bi y té€ cong
bo 4p dung

g | Két qua danh gia cic thong so hoa, 1y, vi sinh va cac thong s6 khic do co s¢ du diéu
kién theo quy dinh cta phap luat vé danh gia su phu hop cap doi vdi trang thict bi y t&
san xuat trong nudc

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

10 | MAu nhan sé& su dung khi luu hanh tai Viét Nam cua 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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Pham Thi Thanh Huyén
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