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

S4: 200001080/PCBA-HCM Tp H6 Chi Minh, ngay 07 thang 07 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 s¢: 3006/2020 OTTO Ngay: 01/07/2020
4. Trang thiét bi y té thudc loai A
Tén trang thiét bi y té: Linh kién tay gia
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 4p dung: ISO 13485: 2016
5. Thong tin vé chu s hitu trang thiét bi y té :
Tén chu s¢ hitu: Ottobock SE & Co. KGaA
Dia chi chu s& hiru: Max - Nader StraBe 15, 37115 Duderstadt
6. Thong tin vé co sé bao hanh:
(1) Tén co so: Chi Nhanh Cong ty TNHH Otto Bock Viét Nam tai Ha Noi
Dia chi:‘Téng’ 1, Toa nha CT2 Trang An Complex, S6 1 Phung Chi Kién, Phuong Nghia Do,
Quan Cau Giay, Thanh ph6 Ha Noi
Dién thoai ¢ dinh: 0942352324 bién thoai di dong:
(2) 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 dudr}g Tan Thuan, KCN trong
KCX Tan Thuan, , Phuong Tan Thuan Bong, Quan 7, Thanh phd H6 Chi Minh

Dién thoai ¢ dinh: 028-36208619  Pién thoai di dong: 0916918184
7. Thanh phan hd so:

1 | Phu luc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 Giéy chirng nhan dat ti€éu chuan quan ly chat luong con hiéu lyc tai thoi diém ndp ho so.

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

5 | Gidy x4c nhan du diéu kién bao hanh




6 | Tai liu mo ta tom tat ky thuat TTBYT theo mau s6 1 Phu lyc 8

7 | Giay chiing nhan hop chuan hoic Ban tiéu chuan ma cha so hitu trang thiét bi y té cong
bo 4p dung

g | Két qua danh gia cac thong s6 hoa, 1y, vi sinh va cac thong s6 khac do co sé du diéu
kién theo quy dinh cta phap luat vé danh gia su phi hop cap ddi vai trang thiét bj y té
san xut trong nudc

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

10 | Mau nhén sé& st dung khi lvu hanh tai Viét Nam cua trang thiét bi y té

11 | Giay chimg nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so d6i véi trang thiét

bi y té nhap khau hozc Phiéu tiép nhan hd so cong bd du dicu kién san xuat 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: 07-07-2020
15:54:14 +07:00

Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET Bl Y TE

- TEN CO SO SAN TEN CO SO CHU SO 3 o . ,
STT TEN TRANG THIET BI Y TE ™M gggg fAI&Oﬁ;N . XUAT/ HANG, NUOC | HUU/ HANG, NUOC TEN CHOASg BAO DI&%H}IIS\?HS Y
SAN XUAT CHU SO HUU
1/ Otto bock Helthcare Products Ottobock SE & Co. 1. Cong ty TNHH Otto Bock Viét|1. Tang trét, toa nha A, Khu
A 4r LA s g s s ~ GmbH; AUSTRIA Nam Vuon Uom DN, 16 D.01
1 |Day déo két n&i khép khuyu tay chir V 16H1 2/ Ottobock SE & Co. KGaa; |KGaA, duong Tan Thun, KCN
GERMANY Puc 2. CN Cong ty TNHH Otto Bock |trong KCX Tan Thuén, P.Tan
. . . 3/ Beijing Otto Bock Viét Nam tai Ha Noi Thuén Péng, Q.7, HCM
2 |Dé&y déo két noi khédp khuyu tay 2 bén 16H2 Orthopaedic. Industries.Co Ltd. ; 2. Ting 1, Toa nha CT2
CHINA Trang An Complex, S6 1
i R 4/0tto Bock HealthCare LP.; Phung Chi Kién, Phuong
3 [Khép nep khuyu tay 16X8 USA Nghia D6, Quin Ciu Gidy,
5/ Otto Bock Healthcare; USA Thanh phé Ha Nbi, Viét Nam
R o 6/0tto Bock Estonia AS;
4 [Pin Lithium chuyén dung cho tay gia dién 757B20 ESTONIA
7/ Otto Bock Healthcare PLC,
_ o ) GREAT BRITAIN
5 [Pai deo tay gia trén khuyu 21A47 8/ Otto Bock Italia SRL; ITALY
9/0ttto Bock Healthcare; USA
s , 10/Orthoservice AG;
6 |Khdp khuyu tay ki€u modul c6 khoa 13R1 SWITZERLAND
11/ Otto Bock Scandinavia AB;
. o SWEDEN
7 |Ban tay dién tré em 8E51 12/ Keyman Management Co.
Ltd.; C/O; TAIWAN
N , ) 13/ Otto Bock France;
8 |Mach diéu khién tay dién tré em 4 trong 1 9E369 FRANCE
9 |Mach diéu khién tay dién tré em 4 trong 1 9E370
10 [Pin ngudn cho tay dién tré em, cé thé thay trong 757B13
11 |B¢ sac pin chuyén dung cho tay di¢n té em 757113
12 |Mach diéu khién tay dién tré em 7 trong 1 9E420
13 |Két ndi khong day Bluetooth MyolinoLink 60X6
14 |Bd pin ngudn cho tay gia tré em 757B35




15 |Day két ni sac pin ngudn cho tay gia tré em 757L35
16 |Khdp khuyu tay gia té em Myolino 12K12
17 1:)1@11 cuc cho tay gid dung cho socket hut &p suat 13E202
am
18 |Dién cuc cho tay gia 13E200
19 Gang ta%y gia silicon dung cho tay dién sinh hoc 85711
Bebionic
20 [Céng tic kéo chuyén ddi diéu khién tay gia 9X50
21 |Cong tac kéo chuyén d6i 4 nic diéu khién tay gia 9X51
22 |Bo cong tic kéo chuyén doi diéu khién tay gia 9X52
93 Bo cong tac kéo chuyén doi 4 nac diéu khién tay 9X53
gia
24 [Bo diéu khién dién xoay co tay 13E205
25 [Khép xoay co tay dién 10817
26 |Khop khuyu tay dién DynamicArm Plus 12K110N
27 [Mach diéu khién khép khuyu tay dién 13E100
28 |Ong van dung cho 6 socket tay gia 12V10
29 |Ong dan van dung cho socket tay gia 99B13
30 |Cong tic dai kéo 9X14
31 |Cong tic day kéo 9X18




32 [Céng tic bap bénh 9X25
33 [Céng tic ép luc 9X37
34 [Cum két néi thir cho tay dién 757TM11
35 |Ban tay gia di¢n sinh hoc Michelangelo 8ES00
36 ?}?:t?;/tiijodlii%;ilclg gc;c Michelangelo dung 8E550
37 |Ban tay moc kep di¢n Axon 8E600
38 |Khdp cb tay xoay banh coc ngin 10V30
39 |Khdp cb tay xoay banh coc dai 10V8
40 |Xoay cb tay dién Axon 9S503
41 |Cum nbi xoay co tay dién Axon, xoay thu dong 9S501
42 |Bo Pin ngudn cho tay gia dién Axon 757B501
43 |Pin xac Li ion 757B500
44 |Xac pin 757L500
45 |Piéu khién trung tim 13E500
46 |Ban tay gia dién 8E44
47 |Ban tay gia dién 8E38
48 |Ban tay gia dién 8E39




49 |Ban tay gia dién 8E41
50 [Khép vai gia 1256
51 [Khép khuyu dién 12K41
52 |[Khép khuyu dién 12K 100N
53 [B6 ndi tay gia dién 8R1
54 |B6 diéu khién tay gia 9E373
55 |Bo diéu khién tay gia 9E374
56 [Sac tay gia trén 6 t0 757B15
57 |Khay sac pin 757114
58 |Nip Pin 757B21
59 [Tay gia dudi khuyu dién 8K500
60 |Lop boc bao vé trong ban tay 8X14
61 |Gang tay gia tham my Myolino Skin 8S20N
62 |Gang tay gia thim my 8520
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