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84: 200000955/PCBA-HCM Tp H6 Chi Minh, ngay 12 thang 06 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 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: 12-20/RA-3M Ngay: 26/05/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Bang thun cudn tu dinh y té Coban

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 ap dung: ISO 13485: 2016; ANSI/AAMI/ISO 10993-1:2018; ANSI/AAMI/ISO
10993-5:2009; ANSI/AAMI/ISO 10993-10:2010; ANSI/AAMI/ISO 10993-12:2012; ISO
14971:2012; EN 62366-1:2015; EN 1041:2008; ISO 15223-1:2016; ANSI/AAMI/ISO 11137-
1:2006; ANSI/AAMI/ISO 11137-2:2013

5. Thong tin vé chu s hiru trang thiét bi y té :
Tén chu so hiru: 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 | 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 méau s6 1 Phy luc 8

<N N | B

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

g | Két qua danh gia cic thong s6 hoa, 1y, visinh va cac thong s6 khac do co so du diéu
kién theo quy dinh cta phap luat vé danh gia su phii hop cap ddi véi trang thiét b y té
san xudt trong nudc




9 | Tai liéu hudng din st dung cua trang thiét bi y té
10 | MAu nhén sé& sir dung khi lvu hanh tai Viét Nam cia trang thiét bi y té
11 | Gidy chimmg 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 tiép nhan ho so cong bd du diéu kién san xuét trang thiét
biy t€ do1 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: S&' Y té, Thanh
pho Ho Chi Minh

Ngay ky: 12-06-2020
18:40:50 +07:00

Pham Thi Thanh Huyén




Biing thun cudn tw dinh y té Coban™

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

Quy 8ch | e san wude | CUS8 i SO Cffhsf? Eﬁo
; ] i . 0’ s¢ San xua &u/ha an
STT Tén Trang thiét biy te an v Chung loai san pham déng goi ) hu:umﬁ?gt .
tinh (néu co) (Tén, dia chi) nuot chu So (Tén, dia
hiru chi)
1. 3M™ Coban™ Self-Adherent Wrap | Cuon/hop | 1581, 1581B, 1582, 1582B, 1583, 3M Company 3M Company, Trang thiét
1583A, 1583B, 1583G, 1583N, 3M Health Care, | biy té st
601 22nd Ave. N
1583R, 1583S, 1583W, 1583Y, South Brookings 3M Center dung mot
ggg ﬁggg 1584L., 15845, South Dakota 2510 Conway Iaénu, Ighlj)?)go
’ 57006 Ave., St. Paul, %’anh au ba
2. | 3M™ Coban™ LF Latex-Free Self- | Cuon/hop | 2081, 20815, 2082, 2083, 2083S, USA Mg‘ 25144
Adherent Wrap 2084, 2084L, 2084S, 2086, T
(Tén trén nhan: 3M™ Coban™ NL ggggg’ 22%%1'1% 22%%](;55’ 2082C,
Non-Latex Self-Adherent Wrap) ’ ’
3. 3M™ Coban™ Self-Adherent Wrap | Cudn/hop | 1581, 1581B, 1582, 1582B, 1583, 3M Deutschland

1583R, 1583B, 1583W, 1584,
1584B, 1584L, 1586

GmbH

Edisonstralie 6,
59157 Kamen,
Germany

Trangl/1
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