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

S4: 200001466/PCBA-HN Thanh phé Ha Néi, ngay 20 thang 08 nim 2020

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 CONG NGHE HTB VIET NAM
2. bia chi: Boi 1, Xa Ngoc Hbi, Huyén Thanh Tri, Thanh phé Ha Noi

3. S6 van ban dé nghi ctia co so: 0220/CBTC_HTB Ngay: 17/08/2020

4. Trang thiét bj y té thudc loai A

Tén trang thiét bi y té: Hoa chét xét nghiém ding cho méay phan tich sinh hoa
Chung loai/ma san phém: Theo phu luc

Tén co s& san xuat: Theo phu luc

bPia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485

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

Tén chu s& hitu: Suzhou Coming Chengye Medical Technology Co., Ltd

Dia chi chu s¢ hitu: No.258 Huajin Road, High & New Technology Development Zone, Suzhou
215153

6. Thong tin vé co sé bao hanh:

7. Thanh phan hd so:

1 | Phu luc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 Giéy chirng nhan dat ti€éu chuan quan ly chat luong con hiéu lyc tai thoi diém ndp ho so.

4 | Gidy uy quyén cua chi sé hitu trang thiét b y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tai liu mo ta tom tat ky thuat TTBYT theo mau s6 1 Phu lyc 8

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

g | Két qua danh gia cac thong s6 hoa, 1y, vi sinh va cac thong s6 khac do co sé du diéu
kién theo quy dinh cta phap luat vé danh gia su phit hop cap ddi vai trang thiét bj y té
san xut 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 cua trang thiét bi y té
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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

Nguyén Minh Hai
Chanh Van phong




BANG KE CHI TIET TRANG THIET BI Y TE
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THIET BI Y TE TINH PHAM HANG, NUOC SAN XUAT ’ HUU

1 Concentrate Detergent

2 W1 Solution

3 W2 Alkaline Solution

4 A " W2 Acid Solution Suzhou Coming Chengye Suzhou Coming Chengye

5 H?a chat xt nghl?m Cuvette Wash Solution Medical Technology Co., Ltd | Medical Technology Co., Ltd
dung cho may phan Lo — X 14

6 tich sinh héa Cuvette Conditioner Trung Qudc Trung Qudc

7 Reagent Probe Wash 1

8 Reagent Probe Wash 2

9 Reagent Probe Wash 3

=
o

Incubation Bath Oil
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