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EC Certificate TUVRheinland
Directive 93/42/EEC Annex Hl, excluding Section 4
Full Quality Assurance System
Medical Devices

Registiation No.: HD 60148793 §001

Report No.: 21227915 032
Manufacturer: Kénigsee Implantate GmbH
Am Sand 4

07426 Allendorf
Deutschland

Products: Non-active orthopaedic implants
Non-active orthopaedic instruments

(see attachment for products included)

Replaces Certificate, Regilstration No.: HD 60097612 0001

Expiry Date: 2024-05-26

The Notified Body hereby declares that the requirements of Annex I, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established

and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex i,
section 5 of the aforementioned directive. For placing on the market of class lil devices covered by

this certificate an EC design-examination certificate according to Annex I, section 4 is requirad.
- 5‘3

Notified Body

Effective Date: 2020-04-23
7
Date: 2020-04-17 \é_
Dr g~

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg
TOV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197,
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TUVRheinland

TOV Rheinland boe. 1/1. Rev. 0
LGA Products GmbH
Tillystrafle 2, 90431 Niirnberg

Attachment to
Certificate

Registration No.: HD 60148793 0001

Report No.: 21227915 032

Manufacturer: Koénigsee Implantate GmbH
Am Sand 4

07426 Allendorf
Deutschland

Products included:

- Orthopaedic fixation plate

- QOrthopaedic bone screw

- Orthopaedic bone pin

- Orthopaedic bore wire

- Bone stapie

- Orthopaedic bone washer

- Hip internal fixation system
- Interlocking nail

- Cerclage wire, cable

~ Orthopaedic Instrument

For the following devices the scope covers only
the aspects of manufacture concerned with conformity

of the products with the metrological reguirements:

- Orthepaedic instruments with measuring function

Notified Body

Date: 2020-04-17
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EC Certificate UVRheinland

Directive 93/42/EEC Annex I, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60144470 0001
Report No.: 26300276 011

—

Manufacturer: MEDGAL Sp. z 0.0.
ul. Niewodnicka 26 A ’
16-001 Ksiezyno
Poland

Products: (see attachment for products included)

Replaces EC Certificate, Registration No.: HD 60113494 0001

Expiry Date: 2024-05-26

The Notified Body hereby declares that the requirements of Annex Ii, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established

and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex i,
section 5 of the aforementioned directive. For placing on the market of class Il devices covered by

this certificate an EC design-examination certificate according to Annex i, section 4 is required.

T
Notified Bo/dz’%,w?"ﬁm’ﬁ%\f\

Effective Date: 2019-12-20

Date: 2019-12-20 . ' ’

p &
Z‘%M@%\M/

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90331‘N(rnberg

TOV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.

LU h UG ® EUV, TUEV and TUV atn rogistancd tademerks, Utiiualicn and spalication raquiroa ot approvat.




Attachment to
Certificate
Registration No.:
Report No.:

Manufacturer:

" ®
TUVRheinland

Doc. 1/2, Rev. 0

TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

HD 60144470 0001
26300276 011

MEDGAL Sp. z o0.0.

Non-~sterile
Non-~gterile
Non-sterile
Non-sterile
Non-sterile
Non-sterile
Non-gterile
Non-gterile
Non-sterile
Non-sterile
Non-sterile
Non-sterile
Non-sterile
Non-sterile
Non-sterile

Date: 2019-12-20

ul. Niewodnicka 26 A
16-001 Ksiezyno
Poland

Products included:

and sterile bone nails

bone nails DLC coated

bone nalls Si-DLC coated

and sterile fixation device, internal, wires
fixation device, internal, wires DLC coated
and sterile bone pins

fixation device, internal, wires Si-DLC coated
bone pins DLC coated

bone pins Si-DLC coated

and sterile bone staples

bone staples DLC coated

and sterile bone screws

bone staples 8i-DLC coated

bone screws DLC coated

bone screws Si-DLC coated

&

RGN 0ASE B TV, TUEY and TUV aro mgistered todamarks. Utkisation and snpficotion 1ccuiny prior appiaval,
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TUVRheinland

TUV Rheinland poc. 2/2, Rev. 0
LGA Products GmbH
TillystraBBe 2, 90431 Niirnberg

Attachment to

Certificate
Registration No.: HD 60144470 0001
Report No.: 26300276 011
|
Manufacturer: MEDGAL Sp. z o.0. ﬁ

ul. Niewodnicka 26 A
16-001 Ksiezyno
Poland

Products included:

- Non-sterile and sterile fixation device, internal, washers

- Non-sterile fixation device, internal, washers DLC coated

- Non-sterile fixation device, internal, washers Si-DLC
coated

Non-sterile
Non-sterile
Non-sterile
Non-gtexrile
hip, plate,
Non-sterile
compresgion
Non~sterile
compression
Non-sterile

and sterile

bone plates

bone plates DLC coated

bone plates Si-DLC coated

and sterile fixation device, internal,
compression

fixation device, internal, hip, plate,
DLC coated

fixation device, internal, hip, plate,
Si~- DLC coated

and sterile fixation device,

maxillofacial plates

Non-sterile
Non-gsterile

and sterile modular hemi hip joint prostheses
orthopaedic surgical instruments connected

to active medical devices

Date: 2019-12-20

100208 04.08 & TOV. TUEV and TUV are tegisteind

. ilisarian and application roquits prioc sppoval,




EC-CERTIFICATE

(Full quality assurance system) /

This is to certify that the company

Auxein Medical Pvt Ltd

PlotNo.168,169,

170 Phase-lV,Sector 57, Kundli Industrialarea,
HSIIDC Sonepat- 131028 Haryana

India

has implemented and maintains a full quality assufance system whish: }vhes to the products
at every stage from design to final controls. A\ / /
“h* ,//::b /;/
Through an audit, documented in a report, performe %@@Q@f@@eﬁﬁiﬁprodukte GmbH,
it was verified that the management system fulfills the requirements of

Annex Il — excluding Section 4 of Council Directive 93/42/EEC
concerning medical devices

with respect to the following medical devices:

Nail Systems- non sterile and Bone Screw & Plate Systems - non sterile according to annex

The manufacturer is subject to surveillance according to Annex I, Section 5. The CE marking
with the Notified Body Identification Number (0297) may be affixed on the devices listed in the
certificate. An EC Design Examination Certificate according to Annex |l, Section 4 is required
for class Il devices covered by this certificate. The certificate is in the case of class I(s) devices
(I(s) = class | products placed on the market in sterile conditions) limited to the aspects of
manufacture concerned with securing and maintaining sterile conditions. The certificate is in
the case of class |(m) devices (I(m) = class | devices with a measuring function) limited to the
aspects of manufacture concerned with the conformity of the products with the metrological
requirements.

Certificate registration no. 543473 MR2

Certificate unique ID 170753735

Effective date 2020-05-11

Expiry date 2024-05-26

Frankfurt am Main 2020-05-11

DQS Medizinprodukte GmbH

ianaging Lirector Heag or Ceruncation Boay

August-Schanz-Stralle 21, 60433 Frankfurt am Main,
Tel. +49 (0) 69 95427-300, medical.devices@dgs-med.de

DQS Medizinprodukte GmbH is a Notified Body according to Council Directive 93/42/EEC
concerning medical devices with the Identification Number 0297. 1/2

411.20 Version 1.0




Annex to certificate

Certificate registration No.: 543473 MR2
Certificate unique ID: 170753735
Effective date: 2020-05-11

Auxein Medical Pvt Ltd

PlotNo.168,169,
170 Phase-IV,Sector 57,Kundli Industrialarea,
HSIIDC Sonepat- 131028 Haryana

India
Device Family Device
Nail Systems PFNA nailing system
Femur Nailing system 63875 lib
47875
56643
Humerus nailing system 63875 lb
47875
56644
Tibia Nailing system 63875 b
47875
56645
Bone Screw & DCP plate system 61574 ib
Plate Systems 56642
clavicle system 61574 lb
56642
DHC-DCS plate system 61574 Ib
56642
Wrist system 61574 IIb
56642
Hand and Foot system 61574 llb
56642
Cannulated bone screw 56642 Iib
Small and large fragment 61574 lIlb
system locking 56642
Small and large fragment 61574 Ib
system non locking 56642

This annex is only valid in connection with the above-mentioned certificate.
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Product Service

EU Quality Management System Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and I
(Class lla and Class lIb Devices)

No. G10 052763 0027 Rev. 00

Manufacturer: Orthofix S.r.l.
Via delle Nazioni, 9
37012 Bussolengo - VR
ITALY

The Certification Body of TUV SUD Product Service GmbH certifies that the manufacturer has
established, documented and implemented a quality management system as described in

Article 10 (9) of the Regulation (EU) 2017/745 on medical devices. Details on device categories
covered by the quality management system are described on the following page(s).

The Report referenced below summarises the result of the assessment and includes reference to
relevant CS, harmonized standards and test reports. The conformity assessment has been carried
out according to Annex IX Chapter | and Il of this regulation with a positive result.

The quality management system assessment was accompanied by the assessment of technical
documentation for devices selected on a representative basis.

The certified quality management system is subject to periodical surveillance by TUV SUD Product
Service GmbH. The surveillance assessment shall also include an assessment of the technical
documentation for the device or devices concerned on the basis of further representative samples.
All applicable requirements of the testing and certification regulation of TUV SUD Group have to be
complied with.

For details and certificate validity see: www tuvsud.com/ps-cert?g=cert:G10 052763 0027 Rev. 00

Report No.: ITA1502855
valid from: 20210217
Valid until: 2025-11-26
7D~
Issue date: 2021-02-17 Head of Certification/Notified Body
Page 10of 2

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH - Certification Body « Ridlerstraflte 65 » 80339 Munich = Germany
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ZERTIFIKAT e CERTIFICATE

‘ﬁ% 'ﬁ‘ ‘&ﬁ'% Benannt dureh Designnted by
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e Y ) her Arzneimitteln und
%ﬁ% %?W Medizuprodukien 2
K g % BS-MDR-099

Product Service

EU Quality Management System Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and Il}
(Class lla and Class llb Devices)

No. G10 052763 0027 Rev. 00

Classification: Ib

Device Group: P09120503 - OSTEOSYNTHESIS SCREW-PLATE SYSTEMS

Intended Purpose: Plates intended to provide bone fixation

Classification: lla

Device Group: 212139099 - VARIOUS ORTHOPEDIC AND TRAUMATOLOGY
INSTRUMENTS - OTHERS

Intended Purpose: /

The validity of this certificate /
depends on conditions and/or
is limited to the following:

Page 2 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH -« Certification Body + RidlerstraRe 65 « 80339 Munich » Germany TOV®




