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34: 200000608/PCBA-HN Thanh phé Ha Néi, ngay 09 thang 04 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 bd: CONG TY CO PHAN PHAT TRIEN HOANG QUAN VIET NAM
2. bia chi: S0 Nha 19 Hém 387/63/6 Vi Tong Phan, Khuong Pinh, Thanh Xuan, Ha Noi, Phuong
Khuong Pinh, Quan Thanh Xuéan, Thanh pho Ha Noi

3. S6 van ban dé nghi cta co sé: 2603/CBPL Ngay: 06/04/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Que lay bénh pham

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chudn ap dung: EN ISO 13485: 2012/AC:2012

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

Tén chu sé hitu: 1.Hangzhou demo medical technology Co.,L.td (Demo Medical/ Huang Yu -
China ) ; 2.Zhejiang Medicines & Health Products I/E CO.,LDT.(ZMC/Huang Yu- Trung Qudc).
Dia chi cht s¢ hitu: 1.303,Building No.6 Zhongce Garden No.8 Str, Hangzhou Eco and Tec Area,
Zhejiang, China ; 2.Tda nha ZMC, s6 101-2, Puong ZHONGSHAN, Hang Chéu, 310003, Trung
Quéc.

6. Thong tin vé co sé bao hanh:

7. Thanh phan hd so:

1 | Phy lyc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 | Giay chung nhan dat ti€éu chuan quan ly chat lugng 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 ki thuat TTBYT theo mau s6 1 Phy lyc 8

<N N | B

Giay chung nhén hop chuan hoac Ban ti€u chuan ma chu sé hitu trang thiét bi y té cong
bo 4p dung

8 | Tailidu hudng din sir dung cua trang thiét bi y té




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

10

Giay chung nhan luu hanh ty do con hiéu luc tai thoi diém ndp ho so doi voi 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 nudce

NGUOI TIEP NHAN HO SO

Nguyén Minh Hai
Chanh Van phong




Que lay bénh pham

Cai

KE CHI TIET TRANG THIET BI Y TE

Rl TEN CO SO SAN XUAT/

G, NUGC SAN

Que liy bénh phdm

GE-1:GE-2: GE-3: GE-4:

GE-5;GE-6; GE-7;
GE-8;GE-9

1.000-2.000 cai/thung

1. Hangzhou demo medical
technology Co.,Litd
(Demo Medical/
Huang Yu - China)

2. Zhejiang Medicines &
Health Products I/E CO.,
LTD.
(ZMC/Huang Yu - Trung
Qubc)

1. Hangzhou demo
medical
technology Co.,Ltd
(Demo Medical/
Huang Yu - China)

2. Zhejiang Medicines &
Health Products I/E CO.,
LTD.
(ZMC/Huang Yu - Trung
Qudbe)
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