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84: 190001591/PCBA-HCM Tp H6 Chi Minh, ngay 26 thang 12 nim 2019

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 bdé: 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, Quan 7, Thanh phdé H6 Chi Minh

3. S6 van ban dé nghi cua co so: 52-19/RA - 3M Ngay: 17/12/2019
4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y t&: Goi thir kiém soat chit lwong tiét khuan
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 4p dung: ISO 13485:2016; ISO 11138:2017

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

Tén chu sé hitu: 3M Company, 3M Health Care, 3M Center

Dia chi chu s& hitu: 2510 Conway Ave., St. Paul, MN 55144 U.S.A.

6. Thong tin vé co sé 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 | Giay chung nhan dat ti€éu chuan quan ly chat lugng con hi¢u luc tai thoi diém ndp ho so,

4 | Gidy uy quyén cta chi s hitu trang thiét bi y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tailiéu mo ta tom tat ki thuat TTBYT theo mau s6 1 Phu luc 8

7 | Gidy chung nhan hop chuan hodc Ban ti€u chuan ma chu so hitu trang thiét bi y t€ cong
bo 4p dung

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

9 | Mau nhan s& su dung khi luu hanh tai Viét Nam cua trang thiét bi y té




10

Giay chtirng nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so doi1 vai trang thiét
bi y t€ nhap khau hodc Phiéu tiép nhan ho so cong bo du di€u kién san xuat trang thiét
biy t€ doi voi TTBYT san xuat trong nudc

NGUOI TIEP NHAN HO SO
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Pham Thi Thanh Huyén




Goi thir kiém soat chat lwgng tiét khuan

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

Stt | Tén Trang thiét biy té Pon vi tinh Chiing loai Quy cach | Co sé san xuit Co sé chii s¢ hitu/ | Co sé bao hanh
san pham dong go6i (Tén, dia chi) hing, nwoc cha sé | (Tén, dia chi)
(néu co) hitu
1. | 3M™ Attest™ Steam Plus Pack Goi/hop/thung 41380 3M Company 3M Company, 3M Trang thiét bi y té su
— Health Care, 3M dung mot lan, khéng
2. | 3M™ Attest™ Steam Pack Géi/hdp/thung 1276, 1276F 500 Rt. 202 North Center yéu cAu bao hanh
Flemington, New
- —— - Jersey 08822, 2510 Conway Ave
3. | 3M™ Attest™ Rapid 5 Steam-Plus Test Goi/hop/thung 41382, 41382F USA St. Paul, MN 55144
Pack
U.S.A.
4. | 3M™ Comply™ SteriGage™ Steam Goi/hop/thung 41360
Chemical Integrator Test Pack
5. | 3M™ Attest™ Rapid Readout Steam Pack | Goéi/hdp/thung 1296, 1296F
6. | 3M™ Attest™ Super Rapid Readout Goi/hop/thung 1496V, 1496VF
Steam Challenge Pack
7. | 3M™ Attest™ Super Rapid 5 Steam-Plus | Goéi/hp/thung 41482V, 41482VF
Challenge Pack
8. | 3M™ Attest™ EO Pack Goi/hop/thung 1278, 1278F
9. | 3M™ Attest™ Rapid Readout EO Pack Goi/hop/thung 1298, 1298F
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