Doc 1ap - Tu do - Hanh phuc

S6: 200001064/PCBA-HCM Tp H6 Chi Minh, ngay 06 thang 07 ndm 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 bé: CONG TY TNHH 3M VIET NAM

2. bia chi: Tang 20, Toa nha Mapletree Business Center, 1060 Pai Lo Nguyén Van Linh, Phuong
Tan Phong, Quén 7, Thanh ph6 Ho6 Chi Minh

3. S6 van ban dé nghi cta co so: 19-20/RA-3M Ngay: 29/06/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y t&: May @ va doc két qua chi thi sinh hoc

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuét: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

Tiéu chuan 4p dung: IEC 61010-1(2010); IEC 61010-2-010(2014); ISO 13485: 2016; IEC 61326-
1; EN 61326-1(2013); ISO 14971; ANSI/AAMI/ISO 62304 (2006); ISO 1041(2008); ISO 15223-
1

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

Tén chu s¢ hiru: 3M Company, 3M Health Care, 3M Center

Dia chi chu s¢ hitu: 2510 Conway Ave., St. Paul, MN 55144 USA
6. Thong tin vé co sé bao hanh:

(1) Tén co so: Cong ty TNHH 3M Viét Nam

Dia chi: Tang 20, Toa nha Mapletree Business Center, 1060 Dai Lo Nguyén Van Linh,
Phuong Tan Phong, Quan 7, Thanh pho H6 Chi Minh

Dién thoai c¢d dinh: +8454160429 bién thoai di dong:
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 Giay chung nhan dat tiéu chuan quan 1y chat luong 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 k¥ thuat TTBYT theo méau s6 1 Phy luc 8

N SN | B

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




8 | Ketqua danh gia cac thong s6 hoa, 1y, vi sinh va cac thong s6 khac do co so du dicu
kién theo quy dinh cta phap luat vé danh gia su phi hop cap ddi vai trang thiét bj y té
san xut trong nudc

9 | Tai liéu huéng din sir dung cua trang thiét bi y té

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

11 | Gidy ching nhan luu hanh tu do con hi¢u lyc tai thoi di€ém ndp hd so doi voi trang thiét

bi y té nhap khau hozc Phiéu tiép nhan hd so cong bd du dicu kién san xuat trang thiét
biy t€ doi véi TTBYT san xuat trong nudce

NGUOI TIEP NHAN HO SO

Ky béi: Pham Thi Thanh
Huyén

Email:
ptthuyen.syt@tphcm.gov.
vn

Co quan: SO Y té, Thanh
pho Ho Chi Minh

Ngay ky: 06-07-2020
11:11:14 +07:00

Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE VA PHU KIEN

Tén Trang thiétbiy | Ponvi | Chingloaisan | Masan Quy cach Co' s6 san xuat _ Coséchiss | Co s bao hanh
Stt % . Z 2 dong goi _ hiru/hang, nwéc cha o
te tinh pham pham (néu co) (Tén, dia chi) sé hitu (Tén, dia chi)
1. | May u va doc két qua | May/hop | 3M™ Attest™ | 390; 390G; Benchmark Electronics | 3M Company, 3M Cong ty TNHH 3M
chi thi sinh hoc Auto-reader 490 Inc. Health Care, 3M Viét Nam

4065 Theurer Blvd.
Winona, MN 55987
USA

Center

2510 Conway Ave.,
St. Paul, MN 55144
USA

Tang 20, Toa nha
Mapletree Business
Center, 1060 Dai
L6 Nguyén Vin
Linh, Phuwong Tan
Phong, Quan 7, TP.
H6 Chi Minh
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