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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 bdé: CONG TY TNHH KY THUAT THUONG MAI VA DAU TU BAC HAI
2. bia chi: s6 11 ngach 260/40 Cau Giay, t6 28-TT Van Céng, Phuong Quan Hoa, Quéan Cau
Gidy, Thanh ph6 Ha Noi

3. S6 vin ban dé nghi cua co sé: 11.11.2020/VBCB Ngay: 13/11/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Phim X-quang kho

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

Dia chi co s& san xuat: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485:2016

5. Thong tin vé chu s hitu trang thiét bi y té :
Tén chu so hiru: Shenzhen Kenid Medical Devices Co., LTD

Dia chi chu s¢ hiru: 201, Building E, No.33, Ping’an Avenue, Xinnan Community, Pinghu Street,
Longgang District, Shenzhen China 518111

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

4 | Gidy iy quyén cua chu so hitu trang thiét bi y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tailiéu mo ta tom tat ki thuat TTBYT theo mau s6 1 Phu luc 8

7 | Gidy ching nhan hop chuan hoic 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

o

Nguyén Minh Hai
Chanh Van phong




BANG KE CHI TIET TRANG THIET BI

STT | TEN PON VI CHUNG TEN COSO | TENCO SO | TEN CO SO | PIA CHI CO SO
TRANG TINH LOAISAN | SANXUAT/ | CHUSO | BAOHANH | BAO HANH
THIET BI PHAM HANG, HOU/

Y TE NUOC SAN HANG,
XUAT NUOC CHU
SO HUU
1 Phim X- KND-A 8*%10 | Shenzhen Shenzhen Cong ty S6 11 ngéch 260/40
quang khd inch; KND-A | Kenid Kenid TNHH ky Cau Giay, 16 28, TT
10*12 inch; Medical Medical thuat thuong | Van Cong, phuong
KND-A 10*14 | Devices Co., Devices Co., mai va dau tu | Quan Hoa, quan
inch; KND-A | LTD/ Trung | LTD/ Trung | Bic Hai Cau Giay, Ha Noi.
11*14inch; Quéc Quéc
KND-A 14*17
inch
KND-F 8*10
inch; KND-F
10*12 inch;
KND-F 10*14
inch; KND-F
11*14inch;
KND-F 14*17

inch
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