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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 bé: CONG TY TNHH VAT TU THIET BI Y TE THINH PHAT
2. Pia chi: 1105 Tran Hung Pao, Phuong My Binh, Long Xuyén, Tinh An Giang
3. S6 van ban dé nghi ctia co so: 02/CBA - TP Ngay: 10/08/2020

4. Trang thiét bj y té thudc loai A

Tén trang thiét bi y té: Ong dat noi khi quan khong bong dung mét lan
Chung loai/ma san phém: Endotraccheal tube for single use - size 2.0, size 2.5, size 3.0, size 3.5,
size 3.5, size 4.0, size 4.5, size 5.0, size 5.5, size 6.0, size 6.5, size 7.0, size 7.5, size 8.0, size 8.5,
size 9.0, size 9.5, size 10.0, size 11.0

Tén co s san xuat: Jiangxi Hongda Medical Equiypment Group Ltd.-China

Dia chi co so san xuat: 39 South Shengli rd, Jinxain Country 331700 Nanchang city, Jiangxi
Province, China

Tiéu chuan 4p dung: 13485:2016
5. Thong tin vé chu so hiru trang thiét bi y té :

Tén chu s¢ hiru: Jiangxi Hongda Medical Equiypment Group Ltd.-China

Dia chi chu s¢ hiru: 39 South Shengli rd, Jinxain Country 331700 Nanchang city, Jiangxi
Province, China

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 uy quyén cta chi s 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 Gjéy chtmg nhan hop chuan hoic Ban tiéu chuan ma chi sé hiru 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 lwu hanh tai Viét Nam cia trang thiét bi y té

11

Gidy chtng nhan luu hanh tu do con hiéu luc tai thoi diém ndp ho so ddi vai trang thiét
bi y té nhap khau hodc Phiéu ti€p nhan ho so cong bo du diéu kién san xuat trang thiét
biy t€ do1 vé1 TTBYT san xuat trong nudce
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