SO Y TE TP HO CHI MINH CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

84: 200001569/PCBA-HCM Tp H6 Chi Minh, ngay 10 thang 09 ndm 2020

PHIEU TIEP NHAN

Ho so cong bd tiéu chuin ap dung ciia trang thiét bi y té thudc loai A

1. Tén co s& cong bé: CONG TY TNHH OTTO BOCK VIET NAM

2. bia chi: L6 D.01, duong Tan Thuan, Khu ché xuat Tan Thuan, Phuong Tan Thuan Dong, Quan
7, Thanh phé H6 Chi Minh

3. S6 vin ban dé nghi cta co sé: 2808/0OT Ngay: 05/09/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Xe lin tay cho nguoi tan tat va phy kién kém theo
Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: ISO 13485: 2016

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

Tén chu s& hitu: Otto Bock Mobility Solutions GmbH,

Dia chi chu s¢ hitu: Lindenstr. 13 07426 Konigsee , Germany

6. Thong tin vé co sé bao hanh:

(1) Tén co so: Cong ty TNHH Otto Bock Viét Nam

bia chi: T?lng trét, tda nha A, Khu Vuon Uom DN, 16 D.01 du(‘)rr}g Tén Thuan, KCN trong
KCX Tan Thuan, , Phuong Tan Thuan Bong, Quan 7, Thanh pho H6 Chi Minh

Dién thoai ¢ dinh: 028-36208619  Pién thoai di dong: 0916918184
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 | Gidy chiing nhan dat tiéu chuan quéan 1y chat lugng con hiéu lyc 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 mau s6 1 Phy lyc 8

N SN | B

Giay chtng nhan hgp chuan hoic Ban tiéu chuan ma chii s¢ hitu trang thiét b y té cong
bo 4p dung




Két qua danh gia cac thong so hoa, 1y, vi sinh va céac thong s6 khac do co so du diéu

’ kién theo quy dinh ctia phap ludt vé danh gia su phu hop cap doi véi trang thict bi y té
san xuat trong nudc

9 | Tai liéu hudng dan sir dung cua trang thiét bi y té

10 | MAu nhan sé& su dung khi luu hanh tai Viét Nam cua trang thiét bi y té

11 | Gidy chimg nhan luyu hanh ty do con hiéu lyc tai thdi diém nop ho so d6i véi trang thiét

bi y té nhap khau hodc Phiéu tiép nhan hd so cong bd du diéu kién san xuat trang thiét
biy té doi voi TTBYT sdn xuat trong nudce

NGUOI TIEP NHAN HO SO

Ky béi: Pham Thi Thanh
Huyén

Email:
ptthuyen.syt@tphcm.gov.
vn

Co quan: S6'Y té, Thanh
pho HO6 Chi Minh

Ngay ky: 10-09-2020
17:50:01 +07:00

Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET Bl Y TE

. o TEN CO SO
- . TEN CO SO SAN it . . . .
TEN TRANG THIET . X s P . .| CHUSOGHUU/ | TENCOSO | DIA CHi COSO
STT B Y TE CHUNG LOAI /MODEL/ MA HANG XUA”;/A I;A}l;l&iglfo’c HANG, NUGC | BAO HANH BAOG HANH
CHU SO HU'U
I |Xelan tay cho ngwoi tan tit va phu kién kém theo 1/ Otto bock Helthcare Otto Bock 1. Cong ty TNHH]| 1. Tang trét, toa nha
Products GmbH; Mobility Solutions| Otto Bock Viét | A, Khu Vuon Uom
. . AUSTRIA GmbH, Nam DN, 16 D.01 duong
| [Xelantay chonguoi | g st 10101/10102/10103/10104/10105_(CT) 2/ Ottobock SE & Co. Ditc Tén Thuan, KCN
tan tat Start B2 KGaA; GERMANY 2.CNCéngty | trong KCX Tan
3/ Otto Bock (China) TNHH Otto Bock| Thuan, P.Tan Thuan
Industries.Co Ltd. ; Viét Nam tai Ha | Dong, Q.7, HCM
480F74=20101/20102/20103/20104/20105/20106_(CT/HUB), CHINA Noi 2. Tang 1, Toa nha
Xe I3n tay cho nguai | 180F74=20201/20202/20203/20204/20205/20206_(CT/HUB), 4/ Ofto Bock HealthCare CT2 Trang An
2 [, 480F74=20301/20302/20303/20304/20305/20306_(CT/HUB), LP.; USA Complex, S0 1
tan tat Start M1 |4 00F74=00401/20402/20403/20404/20405/20406_(CT/HUB), 5/ Otto Bock Healtheare; Phung Chi Kién,
480F74=20501/20502/20503/20504/20505/20506 (CT/HUB), USA Phuong Nghia Do,
6/0tto Bock Estonia AS; Quan Cau Giay,
ESTONIA Thanh phb Ha Nai,
480F74=30101/30102/30103/30104/30105/30106_(CT/HUB), 7/ Otto Bock Healthcare Viét Nam
480F74=30201/30202/30203/30204/30205/30206_(CT/HUB), PLC, GREAT BRITAIN
3 [¥elan tay cho nguoi |480F74=30701/30702/30703/30704/30705/30706_(CT/HUB), bl Bock Talia SRL:
tan tat Start M2S  |480F74=30801/30802/30803/30804/30805/30806_(CT/HUB), 0/0ttto Bock Healthare:
480F74=30901/30902/30903/30904/30905/30906 (CT/HUB), USA
480F74=31001/31002/31003/31004/31005/31006/31007_(CT/HUB) |0/0sthoservice AG:
Xe lan tay cho ?ygffgi‘iND
4 |nguoi tan tat Start |480F74=4 C Scandinavia AB:
M2 SWEDEN
12/ Keyman Management
Co. Ltd.; C/O; TAIWAN
476C00, 13/ Otto Bock France;
476C00:F, FRANCE
5 |Pém ngéi xelan  [476C00=SK, 14/ Otto bock Mobility
476C00=SK100, Solutions GmbH;
476C00=SK350 GERMANY
6 |Tay ga hd tro 436A2




Tay g ho trg cing

7 tay don 436A3
s s
9 |D& tay tiéu chuan  [436A4
10 |D& tay tron 436A5
11 [TAm diéu chinh 436H1
12 [Pém ho tro ban tay [436P2
13 |Dém do ban tay 436P3
14 |Dém 40 ban tay 436P4
15 |Dém do ban tay 436P5
16 |Pém d5 cang tay  |436S1
17 |B6 xoay cang tay  [476E52
18 [Pém d& co, ddu  |430C1
19 |Dém d5 o, ddu  [430C2
20 |Pém dd cd, ddu  |430C3
21 |Pém d& ¢, ddu  [430C4
22 |Pém d5 dau 430H1
23 |Pém d& dau 430H2
24 Thang do 4_76D52=§K015/=SK025/=SK035/=SK045/=SK055/=SK065/=SK085
/=SK090/=SK091
25 |Pém dau 4761L.49=SK020
‘ 476152,
26 |Thanh d& dau 4761.52=SK015,
476L52=SK025,
27 [Ngoam d& 477L52=SK055




28 [Pém d6 ban chan |440C2

29 |Pém d& cing chan [440P2

30 [Gia 46 ban chan  [440R9
476B52,

31

Gia do ban chan

476B52=SK010,
476B52=SKO015,
476B52=SK020,
476B52=SK030

32 |Pém mét ca 476P52=SK030/=SK031/=SK032/=SKSK033/=SK034
33 |Pém mit ca 446C1=1-7

o 473K00,
34 |Dai thin 473K00=SK027/=SK028/=SK029
35 [BO ddy deongue .o,

khong dém

36 |Dai hong 446B1, 446B10,473K00=SK020/=SK021/=SK022
37 |Pai than 473K00=ST033
38 |Pai xuong chau 47300,

473N00=SK012/=SK013/=SK014

39 |Pai héng 476P52=SK001/=SK003/=SK005/=SK006
40 [Pai 476P52=SK002/=SK004

. A , 476P52=SK009/=SK010/=SK011/=SK012/=SK015=/SK016=/SK017/
41 |Pai than trudce

=SK025/=SK026/=SK027

42 |bai vai trudc 476P52=SK020/=SK021/=SK022
43 |Pai hong 481C08=SKO079

44 |bai hong 481C17=SK020

45 |Gia do tiéu chuan  |434F1

46 |Gia do kéo dai 434F2

47 |Gia d& dich chuyén [434F3




48 |Gia do c6 dau tron |434F4

49 |Kep 434H1

50 |Pém 3o than 434P1

51 |Cum chinh d& than [471D71

52 [Thanh @& than 476D52=SK090/=SK091/=SK095
53 [Kep 477D52

54 |Ban tap 481E00

55 |Tam do dém ngdi  |442Q1=1
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