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Doc 1ap - Tu do - Hanh phuc

S4: 200000849/PCBA-HN Thanh phé Ha Néi, ngay 11 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 bdé: CONG TY CO PHAN CONG NGHE HADIMED

2. bia chi: S6 2, TT15, Khu d6 thi Van Pht, Phuong Phu La, Quan Ha Dong, Thanh phd Ha Noi
3. S6 van ban dé nghi ctia co sd: 26042020/HDM Ngay: 04/05/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Xe lin dién

Chung loai/ma san pham: WC05904ZTL

Tén co s& san xuat: Henan Cosin Medical Equipment Co.,Ltd

Pia chi co so san xuat: Floor 1, Building 1, No.168, Intersection of Jingnansan road and G107
West Anxiliary road, Economic and Technological Development zone, 450000, Henan Province,
China

Tiéu chuan 4p dung: ISO 13485: 2016
5. Thong tin vé chu s hiru trang thiét bi y té :
Tén chu sé hitu: Henan Cosin Medical Equipment Co.,Ltd

Dia chi chu s¢ hitu: Floor 1, Building 1, No.168, Intersection of Jingnansan road and G107 West
Anxiliary road, Economic and Technological Development zone, 450000, Henan Province, China

6. Thong tin vé co sé bao hanh:

(1) Tén co s: Cong ty cd phan cong nghé Hadimed
Dia chi: S6 2, TT15, Khu dé thi Van Phu, Phuong Pha La, Quan Ha Bong, Thanh phé Ha
Noi
Dién thoai ¢ dinh: 04 66849039 bién thoai di dong:

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 Giay chung nhan dat tiéu chuan quan 1y chat luong 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 méau s6 1 Phy luc 8

N SN | B

Giay ching nhén hop chuan hoac Ban ti€u chuan ma chu sé hitu trang thiét bi 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 dicu
kién theo quy dinh cta phap luat vé danh gia su phi hop cap ddi vai trang thiét bj y té
san xut trong nudc

9 | Tai liéu huéng din sir dung cua trang thiét bi y té

10 | Mau nhén sé& st dung khi lvu hanh tai Viét Nam cua trang thiét bi y té

11 | Gidy ching nhan luu hanh tu do con hi¢u lyc tai thoi di€ém ndp hd so doi voi trang thiét

bi y té nhap khau hozc Phiéu tiép nhan hd so cong bd du dicu kién san xuat trang thiét
biy t€ doi véi TTBYT san xuat trong nudce

NGUOI TIEP NHAN HO SO

Nguyén Minh Hai
Chanh Van phong
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