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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 bo: CONG TY CO PHAN TRANG THIET BI VA PHAT TRIEN DU AN Y
TE VIET NAM
2. bia chi: S0 90 ngd 164 Vuong Thura Vi, Phuong Khuong Trung, Quan Thanh Xuan, Thanh

phé Ha Noi, Viét Nam, Phuong Khuong Trung, Quan Thanh Xuén, Thanh phé Ha Noi
3. S6 van ban dé nghi cta co sé: 002-SYT/2020/MDV  Ngay: 28/10/2020

4. Trang thiét bj y té thudc loai A

Tén trang thiét bi y t&: Dung dich kich hoat phat quang; Dung dich rira; Cong dung bénh pham;
Dung dich kiém tra sang; Dung dich lam sach 6ng; Ti dung chat thai

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

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

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

Tén chu s& hitu: Shenzhen New Industries Biomedical Engineering Co., Ltd

Dia chi chu s¢ hitu: Snibe building, No. 23 Jinxiu East Road, Pingshan New District, Shenzhen,
b518122 P.R. 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

Gidy uy quyén cta chu so hiru trang thiét bi y té

Giay xac nhan du di€u ki¢n bao hanh

Tai liéu mo ta tom tat k¥ thuat TTBYT theo mau s6 1 Phuy lyc 8

N SN | B

Giay chtng nhan hgp chuan hozic 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 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

NGUOI TIEP NHAN HO SO

e

Nguyén Minh Hai
Chéanh Van phong




BANG KE CHI TIET TRANG THIET Bl Y TE

srr| TENTRANG | DONVI [ CHONG LOAL gg;g‘:%: TEN CO SO SAN XUAT/ T]i&;g SISU%}::UCS&I;%U/ TEN COSGBAO | PIA CHI CO SO BAO
THIETBIYTE | TINH SAN PHAM . - | HANG, NUOC SAN XUAT s HANH HANH
(NEU CO) HUU

Dung dich kich hoat . 2x230ml; ) Sher'lzhen Néw Igduslries ‘ Sher}zhen Néw Igduslries Cong ty o phan Trang Sf”; 90 ~ngé 164 Vuong

1 hat quan Hop Starter  1+2 2x450ml Biomedical Engmeer}ng Co., Ltd,|Biomedical Engmeer}ng Co., Ltd, | thiét bi va phat trién dy an | Thira Vi, Khuong Trung,
phat quang Trung Quoc Trung Quoc y t& Viét Nam Thanh Xuan, Ha Noi
Shenzhen New Industries Shenzhen New Industries Cong ty cd phan Trang S6 90 ngd 164 Vuong

2 Dung dich ria Hop Wash concentrate 1x714ml Biomedical Engineering Co., Ltd,|Biomedical Engineering Co., Ltd, | thiét bi va phat trién dy 4n | Thira Vi, Khwong Trung,
Trung Qudc Trung Qudc y té Viét Nam Thanh Xuan, Ha Noi
Céng dung benh Shenzhen New Industries Shenzhen New Industries Cong ty ¢ phan Trang S6 90 ngod 164 Vuong

3 phlfim i Hop Reaction Modules 6x64 cong  |Biomedical Engineering Co., Ltd,|Biomedical Engineering Co., Ltd, | thiét bi va phat trién dy an | Thira Vi, Khuong Trung,
Trung Quoc Trung Quoc y té Viét Nam Thanh Xuan, Ha Noi
Dung dich kiém tra Shenzhen New Industries Shenzhen New Industries C,(")ng ty b phén)Trang $6 90 ngd 164 Vuong

4 ééng Hop Light Check 5x2ml Biomedical Engineer,ing Co., Ltd,|Biomedical Engineer,ing Co., Ltd,| thiét bi Vz:l phat trién dy an | Thira Vi, Khuong Trung,
Trung Quoc Trung Quoc y té Viét Nam Thanh Xuan, Ha Noi
L . Shenzhen New Industries Shenzhen New Industries Cong ty o phan Trang S6 90 ngd 164 Vuong

5 Dung dlc;h fam sach Hop Syst-em Tubm_g 1x500ml Biomedical Engineering Co., Ltd,| Biomedical Engineering Co., Ltd, | thiét bi va phat trién dy an | Thira Vi, Khuong Trung,
ong Cleaning Solution Trung Qubc Trung Qubc y & Viét Nam Thanh Xuan, Ha Noi
Shenzhen New Industries Shenzhen New Industries Cong ty cd phan Trang S6 90 ngd 164 Vuong

6 Tai dung chét thai Hop Waste Bag 50 thi Biomedical Engineering Co., Ltd,|Biomedical Engineering Co., Ltd, | thiét bi va phat trién dy 4n | Thira Vi, Khwong Trung,

Trung Qudc

Trung Qudc

y té Viét Nam

Thanh Xuan, Ha Noi
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