SO Y TE HA NOI CONG HOA XA HQI CHU NGHIiA VIET NAM
Doc 1ap - Tu do - Hanh phuc

S4: 210000262/PCBA-HN Thanh phé Ha Néi, ngay 09 thang 03 nim 2021

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 bd: CONG TY TNHH XUAT NHAP KHAU NGOQC THUY NHI
2. Pia chi: S6 149, phd Yén Phy, Phuong Yén Phu, Quan Tay Ho, Thanh phd Ha Noi
3. S6 vian ban dé nghi cta co s6: 6.3.2021/VBCB1 Ngay: 08/03/2021

4. Trang thiét bj y té thudc loai A

Tén trang thiét bi y té: Cang ctru thuong

Chung loai/ma san pham: A65, A65-03, A65-05, A66

Tén co s& san xuat: Hebei ErYou Medical Devices Co.,Ltd

Dia chi co s san xuit: West side of Xihuan Road, North of Yongxing Road, Jizhou District,
Hengshui City, Hebei Province

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 s& hitu: Hengshui Kanghao Medical Technology Co.,Ltd

Dia chi chu s¢ hiru: Room 1106, 11th Floor, Tengda Building, No. 12 Shengli West Road,
Taocheng District, Henghui City, Hebei Province

6. Thong tin vé co s¢ bao hanh:
(1) Tén co s6: CONG TY TNHH XUAT NHAP KHAU NGQC THUY NHI

Dia chi: S6 149 phd Yén Phy, phuong Yén Phu, quan Tay Ho, thanh phd Ha Noi, Viét Nam ,
Phuong Yén Phuy, Quan Tay HO, Thanh pho Ha Noi

Dién thoai c¢b dinh: 02435766366 bién thoai di dong: 0933669268
7. Thanh phan hd so:

1 | Phu luc chi tiét trang thiét bj y té

2 | Ban phan loai trang thiét bi y té

3 Giéy chtirng nhén dat tiéu chuan quan ly chat luong con hi€u lyc tai thoi diém ndp ho so,

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

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tai liéu md ta tom tat k¥ thuat TTBYT theo mau s6 1 Phu luc 8

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




Két qua danh gia cac thong so hoa, 1y, vi sinh va céac thong s6 khac do co so du diéu

’ kién theo quy dinh ctia phap ludt vé danh gia su phu hop cap doi véi trang thict bi y té
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 | Gidy chimg nhan luyu hanh ty do con hiéu lyc tai thdi diém nop ho so d6i véi trang thiét

bi y té nhap khau hodc Phiéu tiép nhan hd so cong bd du diéu kién san xuat trang thiét
biy té doi voi TTBYT sdn xuat trong nudce

NGUOI TIEP NHAN HO SO

o

Nguyén Minh Hai
Chanh Van phong
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