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S6: 170001345/PCBA-HCM Tp Ho Chi Minh, ngay11 thang03 nam 2021

PHIEU TIEP NHAN
Picu chinh hé so cong bod
tiéu chuan ap dung ciia trang thiét bi y té thudc loai A
Diéu chinh lan: 2

1. Phiéu tiép nhan ho so cong bd tiéu chuan ap dung trang thiét bi y té loai A dugc cap lan dau so:
170001345/PCBA-HCM, ngay 05/09/2017
2. Thong tin da dang ky:
Tén co so cong bé: CONG TY TNHH 3M VIET NAM
Dia chi: Tang 20, Toa nha Mapletree Business Center, 1060 Pai L6 Nguyén Vian Linh, Phuong
Tan Phong, Quan 7, Thanh phdé H6 Chi Minh
3. Trang thiét bi y té thudc loai A
Tén trang thiét bi y té: 3M™ Microfoam™ Surgical Tape
Tén co s& san xuat: Theo phu luc
Chung loai/ma san pham: Theo phu luc
bia chi co s¢ san xuét: Theo phu luc
Quy céach dong géi(néu c6): Xem phu luc
4. Thong tin vé chu s& hitu trang thiét bi y té :
Tén chu s& hitu: 3M Company, 3M Health Care
bia chi chu s¢ hitu: 2510 Conway Ave St. Paul, MN 55144, USA
Pé nghi dwgc diéu chinh
1. Noi dung xin diéu chinh:
- Thay d6i nhan, thay do6i huéng dan str dung nhung khong thay déi chi dinh.

2. Ly do xin diéu chinh:
Thay d6i nhdn toan cau do Lién minh Chau Au ban hanh quy dinh méi vé trang thiét bi y té
(European Union Medical Device Regulations - EU MDR)

3. Théng tin can cip nhat:
- Théong tin mau nhan, huéng dan str dung: Theo phu luc mau nhan dinh kém
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Stt | Tén san pham Chiing loai | Kich ¢c& Quy cach Nha san xuat Chi sé hiru
(Tén, dia chi) (Tén, dia chi)
1. 3IM™ Microfoam™ 1528-1 1 in. x 5-1/2 yd. 12 cuén/hép Sin xuit: 3M Company,
Surgical Tape (2.5cmx 5 m) 06 hop/thing | 3M Springfield Manufacturing 3M Health Care
Facility 2510 Conway Ave
5 1528-2 2in. x 5-1/2 yd. 06 cudn/hop 3211 E Chestnut Expressway St. Paul, MN 55144,
(5 cm x 5 m) 06 hop/thimg | Springfield, MO 65802-2592 USA
U.S.A.
3. 1528-3 3inx5-12yd. | 04 cudn/hop mﬂmﬂwmuwﬁww%w%e%m
(7.6 cm x 5 m) 06 hop/thiing Facility
601 22nd Ave. South
4. 1528-4 4 in. x 5-1/2 yd. 03 cudén/hdp Brookings, South Dakota 57006,
(10,1 cmx 5 m) 06 hop/thung | U.S.A.

Trang 1/1




Science.
Applied to Life.”

Tp. HCM, ngay 24 thang 02 ndm 2021

S CV di: 10-21/RA-3M
V/v: thay dbi nhén - cho TTBYT loai A

Kinh giri: S& Y Té Thanh phé Hd Chi Minh

Cong ty TNHH 3M Viét Nam trén trong gui 161 chao téi Quy so.

Chiing t6i, cong ty TNHH 3M Viét Nam, co dia chi tai Téng 20, Toa nha Mapletree Business
Center, 1060 Pai L6 Nguy&n Vin Linh, Phudng Tan Phong, Quén 7, Thanh phd 13 Chi Minh,
bang vin ban nay xin duge théng bao vé thay ddi lién quan dén céc Phiéu tiép nhin Hb so céng

bé tiéu chuan ap dung dbi v&i trang thiét bi y té loai A theo danh muyc dinh keém.
Nbi dung thay ddi: thay dbi nhan

Ly do thay ddi: thay doi nhiin toan ciu do Lién minh Chau Au ban hanh quy dinh méi vé trang
thiét b y €. (Furopean Union Medical Device Regulations - EU MDR).

Xin trdn trong cam on Quy s¢.

guyén Thi Thiy Hién
(Giam sat déng ky san pham va Quan ly chat heong

3M Vietnam Lid.,

KO CHI MINH HA, NOI

20" Floor, Mapletree Business Cantra 15" Flggr, Gelex Tower

1080 Nguyen Van Linh, Tan Phong Ward, District 7, HCMC 52 Le Dai Hank, Hai Ba Trung District, Hanaot

P: (+84) 38 5416 0429  F: {(+84) 38 5416 0430 P: (+84) 24 39333780 F:(+84) 24 3933 3775
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Science.
Applied to Life,™

DANH SACH PHIEU TIEP NHAN HO SO CONG BO TIEU CHUAN AP DUNG POI
VOI TRANG THIET BI Y TE LOAT A

STT | $6 Phiéu tiép nhan Ngay cip Tén trang thiét bj y té

1. 170001345/PCBA-HCM | 05/09/20617 | 3M™ Microfoam™ Surgical Tape

2. 180002180/PCBA-HCM | 08/11/2018 | Transpore™ White Surgical Tape

3. 180002183/PCBA-HCM | 09/11/2018 | 3M™ Micropore™ Surgical Tape

4. 170000492/PCBA-HCM | 19/07/2017 | Bing keo lua y t¢ DURAPORE

st 190000366/PCBA-HCM | 23/03/2019 | 3M™ Blenderm™ Surgical Tape

3M™ Steri-Dual™ ECO Pouches and
6. 180000518/PCBA-HCM | 09/03/2018 | Reels (Tui ép (dep/phong) chira dyng cu
y té tiét khuan Steri-Dual™ ECO 3M™)

3M Vietnam ttd.,

HO CHI MINH HA NOI

20" Flagr, Mapletree Business Cantre 15" Floor, Gelex Tawar

1060 Nguyen Van Linh, Tan Phong Ward, District 7, HCMC 52 Le Dai Hanh, Hai Ba Trung District, Hanoi

P: (+84) 38 5416 0429 F: (+84) 38 5418 0430 P: (+84) 24 3933 3780 F: (+84) 24 39333775

www.3m.comvn
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