SO Y TE TP HO CHi MINH CQNG HOA XA HQI CHU NGHIA VIET NAM
Doc lap - Tu do - Hanh phic

S6: 210000504/PCBA-HCM Tp Ho Chi Minh, ngay 08 thang 07 ndm 2021

PHIEU TIEP NHAN

Ho6 so cong bd tieu chuén ap dung ciia trang thiét bi y té thudc loai A

1. Tén co s cong bd: CONG TY CO PHAN THIET BI Y TE AU CHAU
2. bia chi: L17-11 Tang 17, Téa nha Vincom Center. S6 72 L& Thanh Ton, Phuong Bén Nghé,
Quan 1, Thanh ph H6 Chi Minh

3. S6 van ban dé nghi ciia co sé: 264/AUCHAU-CBA Ngay: 27/05/2021
4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Dai, nep chinh hinh cac loai (khéng ciy ghép)
Chung loai/ma san pham: Theo phu luc

Tén co s& san xuét: Theo phu luc

Dia chi co s¢ san xuit: Theo phu luc

Tiéu chuan chat lugng san pham ap dung: 93/42/EEC

5. Théng tin vé chi s¢ hitu trang thiét bi y té :

Tén chu sé hitu: BSN Medical GmbH

Dia chi chu s¢ hiru: Quickbornstrasse 24, 20253 Hamburg

6. Thong tin vé co s 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 | Gidy ching nhan dat tiéu chuan quan ly chat lugng con hiéu luc tai thoi diém ndp ho so.

4 | Gidy ity quyén cua chu so hitu trang thiét bi y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tailiéu mo6 ta tom tit k§ thuat TTBYT theo Mau s6 1 (d0i v6i TTBYT thong thudng va
IVD la may, thiét bi...), Mau s6 2 (d6i véi TTBYT IVD la thudc thir, chat hiéu chuan,
vat li¢u ki€m soat in vitro) tai Phu luc 8

7 | Gidy ching nhan hop chuan hoac Ban tiéu chuan ma chu sé hitu trang thiét bi y té€ cong
bo 4p dung

g | Két qua danh gia cac thong so hoa, 1y, vi sinh va cac thong sb khac do co sé du dicu
kién theo quy dinh ctia phép luédt vé danh gia sy phu hop cap doi véi trang thiét bi y t&
san xuat trong nudc

9 | Tai liéu hudng dan sir dung cua trang thiét bi y té
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Mau nhin s& s dung khi luu hanh tai Viét Nam cua trang thiét bi y té

11

Gidy chtng nhan luu hanh ty do con hiéu lyc tai thoi diém nop ho so ddi véi trang thiét
b1 y t€ nhédp khau hodc Phicu tiép nhan ho so cong bo du di€u kién san xuat trang thiét
biy té doi voi TTBYT san xuat trong nudc

NGUOI TIEP NHAN HO SO

Ky boi: Pham Thi Thanh
Huyén

Email:
ptthuyen.syt@tphcm.gov.
vn

Co quan: SO Y té, Thanh
pho H6 Chi Minh

Neay ky: 08-07-2021
15:25:53 +07:00

Pham Thi Thanh Huyén




DANH MUC PiNH KEM

STT

Tén trang thiét bi y

Chiing loai/ Mi sian phim

Hang, nuwéc san xuat

Hang, nuwdc chi s¢

te Chiing loai Ma sin phim hiru
.2 Actimove® . . . Yangzhou Juli Sports Articles Co., BSN Medical
1 |Nep khop co tay SPORTS Actimove® Wrist Support, Adjustable Ltd. P.R.China GmbH. Germany
L EDITION ) . . Yangzhou Juli Sports Articles Co., BSN Medical
2 |Nep khoép cb tay Actimove® Wrist Support, Elastic Wrap Around Ltd, P.R.China GmbH. Germany
3 |Nep khop cb ta Actimove® Wrist Stabilizer, Removable Metal Yangzhou Juli Sports Articles Co., BSN Medical
°P p Y Stay Ltd, P.R.China GmbH, Germany
, . . Yangzhou Juli Sports Articles Co., BSN Medical
4 |Nep ngon tay Actimove® Thumb Stabilizer, Extra Stays Ltd. P.R.China GmbH. Germany
e . . Yangzhou Juli Sports Articles Co., BSN Medical
5 |Nep khop goi Actimove® Patella Strap, Adjustable Ltd. P.R.China GmbH. Germany
e . . Yangzhou Juli Sports Articles Co., BSN Medical
6 |Nep khop goi Actimove® Dual Knee Strap, Adjustable Ltd. P.R.China GmbH, Germany
e . Yangzhou Juli Sports Articles Co., BSN Medical
7 |Nep khop goi Actimove® Knee Support, Closed Patella Ltd. P.R.China GmbH. Germany
e . Yangzhou Juli Sports Articles Co., BSN Medical
8 |Nep khop goi Actimove® Knee Support, Open Patella Ltd. P.R.China GmbH. Germany
e Actimove® Knee Support, Open Patella Yangzhou Juli Sports Articles Co., BSN Medical
9 |Nep khop goi . .
Adjustable Ltd, P.R.China GmbH, Germany
e Actimove® Knee Stabilizer, Adjustable Horseshoe | Yangzhou Juli Sports Articles Co., BSN Medical
10 |Nep khop goi .
and Stays Ltd, P.R.China GmbH, Germany
11 |Nep khen o6i Actimove® Knee Brace, Wrap Around, Simple Yangzhou Juli Sports Articles Co., BSN Medical
P P e Hinges, Condyle Pads Ltd, P.R.China GmbH, Germany
12 |Nep khép obi Actimove® Knee Brace, Wrap Around, Yangzhou Juli Sports Articles Co., BSN Medical
P P Polycentric Hinges, Condyle Pads Ltd, P.R.China GmbH, Germany
13 |Neo khép obi Actimove® Knee Brace, Adjustable Horseshoe, Yangzhou Juli Sports Articles Co., BSN Medical
P PE Simple Hinges, Condyle Pads Ltd, P.R.China GmbH, Germany
14 |Nep khon o6i Actimove® PF Knee Brace, Lateral Support, J- Yangzhou Juli Sports Articles Co., BSN Medical
P Pe shaped Buttress, Simple Hinges, Condyle Pads Ltd, P.R.China GmbH, Germany
15 |Nep khop cé chan Actimove® Ankle Support Yangzhou Juli Sports Articles Co., BSN Medical

Ltd, P.R.China

GmbH, Germany
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Nep khép cb chan

17

Nep khép ¢b chan

Actimove® Ankle Support, Adjustable

Yangzhou Juli Sports Articles Co.,
Ltd, P.R.China

BSN Medical
GmbH, Germany

Actimove® Ankle Support, Elastic Wrap Around

Yangzhou Juli Sports Articles Co.,
Ltd, P.R.China

BSN Medical
GmbH, Germany

Yangzhou Juli Sports Articles Co.,

BSN Medical

18 |Nep khop co chan Actimove® Ankle Stabilizer, Criss-Cross Straps Ltd. P.R.China GmbH, Germany
19 |Pai nep 1un Actimove® Back Support, 4 Stays, Adjustable Yangzhou Juli Sports Articles Co., BSN Medical

°p g Double Layer Compression Ltd, P.R.China GmbH, Germany

°P & Y & Y Ltd, P.R.China GmbH, Germany

System

. , . Yangzhou Juli Sports Articles Co., BSN Medical

21 [Nep khép khuyu tay Actimove® Elbow Strap, Hot/Cold Pack Ltd. P.R.China GmbH. Germany
. , . . Yangzhou Juli Sports Articles Co., BSN Medical

22 |Nep khop khuyu tay Actimove® Elbow Support, Adjustable Ltd. P.R.China GmbH, Germany
23 | Bainep ba vai Actimove® Shoulder Support, Extra Pocket for | Yangzhou Juli Sports Articles Co., BSN Medical

P Optional Hot/Cold Pack Ltd, P.R.China GmbH, Germany
. .. . . . Yangzhou Juli Sports Articles Co., BSN Medical

24 |Dbainep dui Actimove® Thigh Support, Adjustable Ltd. P.R.China GmbH. Germany
25 |Nep khép cb t Actimove® |Actimove® Wrist Stabilizer Carpal, Pre-shaped Yangzhou Juli Sports Articles Co., BSN Medical

°p KWOp co tay EVERYDAY |Metal Stay Ltd, P.R.China GmbH, Germany
, . SUPPORTS ) . I-Ming Sanitary Materials Co., BSN Medical

26 |Nep khop goi Actimove® Mild Knee Support Ltd. Taiwan (R.0.C) GmbH. Germany
.z . Yangzhou Juli Sports Articles Co., BSN Medical

27 |Nep khép goi Actimove® Knee Support, Closed Patella Ltd. P.R.China GmbH. Germany
e . Yangzhou Juli Sports Articles Co., BSN Medical

28 |Nep khop goi Actimove® Knee Support, Closed Patella, 2 Stays Ltd. P.R.China GmbH, Germany
e . Yangzhou Juli Sports Articles Co., BSN Medical

29 |Nep khop goi Actimove® Knee Support, Open Patella, 4 Stays Ltd. P.R.China GmbH. Germany
T U . . I-Ming Sanitary Materials Co., BSN Medical

30 [Nep khop co chan Actimove® Mild Ankle Support Ltd, Taiwan (R.0.C) GmbH. Germany
31 [Nep khép cé chan Actimove® Ankle Support Yangzhou Juli Sports Articles Co., BSN Medical

Ltd, P.R.China

GmbH, Germany




Actimove® Back Support, High-Density Foam

Yangzhou Juli Sports Articles Co.,

BSN Medical

32 |Painep lung Panel, Adjustable Double Layer Compression Ltd, P.R.China GmbH, Germany
, , . 3 I-Ming Sanitary Materials Co., BSN Medical

33 |Nep khop khuyu tay Actimove® Mild Elbow Support Ltd. Taiwan (R.0.C) GmbH, Germany
, ) . Yangzhou Juli Sports Articles Co., BSN Medical

34 |Nep khop khuyu tay Actimove® Elbow Support Ltd. P.R.China GmbH. Germany
. , . Yangzhou Juli Sports Articles Co., BSN Medical

35 [Nep khop khuyu tay Actimove® Elbow Support, Pressure Pads, Strap Ltd. P.R.China GmbH. Germany
o Actimove® . ) I-Ming Sanitary Materials Co., BSN Medical

36 |Nep khdp co tay ARTHRITIS |Actimove® Wrist Support Ltd, Taiwan (R.0.C) GmbH, Germany
Gang tay chong CARE . . Yangzhou Juli Sports Articles Co., BSN Medical

37 viém khop Actimove® Arthritis Gloves Ltd, P.R.China GmbH, Germany
. s . I-Ming Sanitary Materials Co., BSN Medical

38 [Nep khop goi Actimove® Knee Support Ltd. Taiwan (R.0.C) GmbH. Germany
- X . I-Ming Sanitary Materials Co., BSN Medical

39 [Nep khdp co chan Actimove® Ankle Support Ltd. Taiwan (R.0.C) GmbH, Germany
, ) . [-Ming Sanitary Materials Co., BSN Medical

40 |Nep khop khuyu tay Actimove® Elbow Support Ltd. Taiwan (R.0.C) GmbH. Germany
.z Actimove® [Actimove® Wrist Stabilizer, Removable Metal Yangzhou Juli Sports Articles Co., BSN Medical

41 |Nep khop cob tay . .

KIDS Stay, Left or Right Ltd, P.R.China GmbH, Germany
e . Yangzhou Juli Sports Articles Co., BSN Medical

42 |Nep khop goi Actimove® Knee Support, Open Patella Ltd. P.R.China GmbH, Germany
.24 ! Yangzhou Juli Sports Articles Co., BSN Medical

43 |Nep khop cd chan Actimove® Ankle Support Ltd, P.R.China GmbH. Germany
. . Y h li Articl . BSN Medical
44 |Nep khép khuyu tay Actimove® Elbow Support, Adjustable angzhou Juli Sports Articles Co., g0 Medica

Ltd, P.R.China

GmbH, Germany
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