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36 :170001137/PCBA-HN Thanh phé Ha Néi, ngay 23 thang 08 nim 2017

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 CO PHAN Y TE VAN HOA

2. bia chi: S6 B10, ngd 23, phd P& Quang, to 14, Phuong Trung Hoa, Quan Cau Giay, Thanh phd
Ha Noi

3. S6 van ban dé nghi ctia co so : 03A-VH/HSCBA-HN Ngay: 15/08/2017

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Vat tu tiéu hao, hoa chit rira, hoa chét pha lodng, hoa chat nén dung cho
may xét nghiém mién dich
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 chuan 4p dung: 1ISO13485: 2003; JIS Q 13485: 2005

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

Tén chu s& hiru: TOSOH Corporation

Dia chi chu s¢ hitu: TOSOH Corporation, # 3-8-2 Shiba, Minato-ku, Tokyo, 105-8623, Nhat Ban

6. Thong tin vé co sé bao hanh:

7. Thanh phan hd so:

1 | Vin ban cong b tiéu chuan ap dung cta trang thiét bi y té thudc loai A

Gidy chung nhan dat tiéu chuan quan 1y chat luong

Phu luc chi tiét trang thiét bi y té

Ban phan loai trang thiét bi y té

Nl ] W] N

Phiéu tiép nhan ho so cong bd du diéu kién san xuat trang thiét bi y té hoic Gidy chung
nhan dat tiéu chuan quan 1y chat luong con hiéu lyc tai thoi diém ndp ho so cong bo doi
voi trang thiét bi y t€ nhap khau.

6 | Gidy iy quyén ciia chu s hitu trang thiét bi y té

7 | Gidy x4c nhan du diéu kién bao hanh

8 | Tailiu mé ta tom tit ky thuat trang thiét bj y té




Giay chimg nhan hop chuan hoic Ban tiéu chuan ma chi so hitu trang thiét bi y té cong

9 )
bo 4p dung
10 | Tai liéu huéng dan st dung cua trang thiét b y té
11 | Mau nhén sé& st dung khi luu hanh tai Viét Nam cia trang thiét bi y té

NGUOI TIEP NHAN HO SO

Nguyén Dtic Tuin
Chanh Van phong




BANG KE CHI TIET TRANG THIET BI Y TE

QUY TEN CO SG SAN TEN CO SO CHU
TEN TRANG THIET BI [PON VI . . . CACH b e SO HU'U/ HANG, |TEN CO SO BAO| DIA CHI CO SO
STT Y TE TINH CHUNG LOATSAN PHAM PONG GOI Nég‘éTs/;;AgggT NUGC CHU SO HANH BAO HANH
(NEU CO) HUU
1 |Vat tu tiéu hao may xét hop |AIA-PACK DETECTOR TOSOH Corporation,| TOSOH Corporation,|Cong ty C6 phan y [S6 B10, ngd 23, phd
nghiém mién dich STANDARDIZATION TEST CUP Japan Japan té Van Hoa D Quang, t6 14,
2 | Vat tu tiéu hao may xét hép |AIA-PACK SAMPLE TREATMENT TOSOH Corporation,| TOSOH Corporation, Phuong Trung Hoa,
nghiém mién dich CuUP Japan Japan Quan Cau Gidy, Tp.
3 |Hoba chat rira ding chomay | hop |AIA-PACK WASH CONCENTRATE TOSOH Corporation,| TOSOH Corporation, Ha Noi
xét nghiém mién dich Japan Japan
4 |Héa chét pha lodng dung hop [AIA-PACK DILUENT TOSOH Corporation,| TOSOH Corporation,
cho may xét nghiém mién CONCENTRATE Japan Japan
dich
5 [Hoa chat nén ding cho may | hop |AIA-PACK SUBSTRATE SET II TOSOH Corporation, [ TOSOH Corporation,
xét nghiém mién dich Japan Japan
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