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34: 200000001/PCBA-KG Tinh Kién Giang, ngay 24 thang 07 nam 2020

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 bdé: CONG TY TNHH PAU TU HOANG HUY PHAT
2. bia chi: S6 29/9 Chi Lang, Phuong Vinh Bao, Rach Gida, Tinh Kién Giang
3. S6 van ban d& nghi ctia co so: 02/2020-HHP/CBA Ngay: 17/07/2020
4. Trang thiét bj y té thudc loai A

Tén trang thiét bi y té: Bo day truyén dich Vchanselab

Chung loai/ma 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: 2016

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

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

Dia chi chu s¢ hitu: Room 705, Yingsheng Buiiding No. 456 Tai"an RD, Southem Business Zone
Yinzhou District, 315199 Ningbo

6. Thong tin vé co sé bao hanh:

7. Thanh phan hd so:

1 | Phu luc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 Giéy chirng nhan dat ti€éu chuan quan 1y chat luong con hi¢u lyc tai thoi diém ndp ho so.

4 | Gidy uy quyén cua chi sé hitu trang thiét b y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tai liu mo ta tom tat ky thuat TTBYT theo mau s6 1 Phu lyc 8

7 | Giay chiing nhan hop chuan hoic Ban tiéu chuan ma cha so hitu trang thiét bi y té cong
bo 4p dung

g | Két qua danh gia cac thong s6 hoa, 1y, vi sinh va cac thong s6 khac do co sé du diéu
kién theo quy dinh cta phap luat vé danh gia su phit hop cap ddi vai trang thiét bj y té
san xut trong nudc

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

10 | Mau nhén sé& sir dung khi lwu hanh tai Viét Nam cua 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
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Hoéng Tuan Diing Tuan Hong

Phé phong ké hoach tai chinh

-~




BANG KE CHI TIET TRANG THIET BI Y TE

TEN TRANG THIET BI| DON V[ | CHONG LoAr | S5Y CACH TENCOSOSAN | TENCOSOCHUSO | 1oy g3 | pra cHI €O SO BAO
STT Y TE | TINH | SANPHAM DONG GOI |XUAT/ HANG, NUOC| HUU/ HANG, NUGC BAO HANH ' HANH
(NEU CO) SAN XUAT CHU SO HU'U
1 [B6 day truyén dich Cai  |YM-D001 500 B/ Thung |Ningbo Yingmed Ningbo Yingmed Cong ty TNHH |29/9 Chi Lang, Phuong

Vchanselab YM-D002 300 Bo/ Thung |Medical Instruments  |Medical Instruments  [Pau tu Hoang | Vinh Bao, TP Rach
YM-D003 100 Bo/ Thung |Co.,Ltd/ Trung Qudc |Co.,Ltd/ Trung Qudc  |Huy Phét Gia, Tinh Kién Giang
YM-D005
YM-DO006

YM-D008
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