DNV

EU Quality Management System
Certificate

Certificate no. Final Assessment Report no. Effective date Expiry date
7400GB448230921 7400AUO08F 2023-09-21 2025-11-15

This is to certify that the quality system of

Aesculap AG

Am Aesculap-Platz, 78532 Tuttlingen, Germany
SRN: DE-MF-000005504

For design, production, and final product inspection/testing of
Medical devices/groups of medical devices listed on the following pages

Has been assessed and found to comply with respect to

The conformity assessment procedure described in Annex IX
Chapter | of Regulation (EU) 2017/745 on Medical Devices

Any applicable limitations for certain medical devices are included in the following list or recorded
in the final assessment report. This certification is subject to surveillance by DNV MEDCERT.

Place and date
Hamburg, 2023-09-21
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The certificate is only valid when provided entirely with
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contact info@medcert.de Director Certification Bogy
Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid. 820111 EN Rev. 4 2022.10.17

NOTIFIED BODY 0482: DNV MEDCERT GmbH (previously: MEDCERT Zertifizierungs- und Prifungsgesellschaft fur die Medizin GmbH)
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DNV

Certificate no.: 7400GB448230921
Place and date: Hamburg, 2023-09-21
Preceding certificate

Certificate no. Issue date Identification of changes
Exension by class lla + Intended purpose class IIb,

7400GB448220414 2022-04-14
WO-009751, WO-010862

Sites covered by this certificate
Aesculap AG, Am Aesculap-Platz, 78532 Tuttlingen, Germany

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid. 820111 EN Rev. 4 2022.10.17

NOTIFIED BODY 0482: DNV MEDCERT GmbH (previously: MEDCERT Zertifizierungs- und Prifungsgesellschaft fur die Medizin GmbH)

Pilatuspool 2, 20355 Hamburg, Germany, Tel +49 40 2263325-0, www.med-cert.com, www.dnv.com
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DNV

Certificate no.: 7400GB448230921
Place and date: Hamburg, 2023-09-21

Products covered by this certificate

Class | medical devices

For class | medical devices that are reusable surgical instruments (class Ir), the audit of the quality management system was limited to the aspects relating
to the reuse of the device, in particular cleaning, disinfection, sterilisation, maintenance and functional testing, and the related instructions for use.

Category Class Medical devices/groups of medical devices
MDN 1208 Ir Non-active non-implantable instruments

Class lla medical devices

Category EMDN code Medical devices/groups of medical devices

MDA 0202 2120111 Instruments for operative microscopy

MDN 1208 K010201 Minimally invasive surgery surgical instruments, single-use
MDN 1208 L031205 Orthopaedic surgery trocar, reusable

MDN 1208 L070702 Cardiac dilators and retractors, reusable

MDN 1208 L091099 Osteosynthesis instruments, reusable - other

MDN 1208 L091102 Orthopaedic prostheses reamers and burs, reusable

MDN 1208 L091199 Orthopaedic prosthetics instruments, reusable - other

MDN 1208 L110501 Vertebral surgery spreaders and retractors, reusable

MDN 1208 P091203 Bone fixation wires

MDN 1208 P091303 Orthopaedic implant drill bits, single-use

MDN 1208 P091399 Orthopaedic implant instruments, single-use - other

MDN 1208 V0199 Cutting devices, single-use - other

MDN 1208 7120114 Surgical navigation instruments

MDN 1208 Z120190 Various instruments for general and multidisciplinary surgery
MDN 1208 2120207 Genitourinary endoscopy instruments

MDN 1208 2120209 Neuroendoscopy instruments

MDN 1208 2120211 Orthopaedic endoscopy instruments

MDN 1208 7120290 Various instruments for endoscopy and mini-invasive surgery
MDN 1208 2121305 Motorised orthopaedic surgery system instruments

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid. 820111 EN Rev. 4 2022.10.17

NOTIFIED BODY 0482: DNV MEDCERT GmbH (previously: MEDCERT Zertifizierungs- und Prufungsgeselischaft fur die Medizin GmbH)
Pilatuspool 2, 20355 Hamburg, Germany, Tel +49 40 2263325-0, www.med-cert.com, www.dnv.com
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DNV

Certificate no.: 7400GB448230921
Place and date: Hamburg, 2023-09-21

Class llb medical devices

Category EMDN code Medical devices/groups of medical devices
MDN 1102 P0S0701 Spinal fusion systems

Intended purpose

TAO012095: PEEK Cages are used as follows:

m CeSPACE® PEEK: stabilization of the cervical spine C2-T1 through anterior approach, monosegmental and multisegmental

m PROSPACE® PEEK: stabilization of the lumbar and thoracic spine through posterior approach, monosegmental and multisegmental

m TSPACE® PEEK: stabilization of the lumbar and thoracic spine through transforaminal approach, monosegmental and multisegmental.
TA012353: Titanium cages are used as follows:

m CeSPACE?® Ti: stabilization of the cervical spine C2-T1 through anterior approach, monosegmental and multisegmental

m PROSPACE® Ti PLIF: stabilization of the lumbar and thoracic spine through posterior approach, monosegmental and multisegmental

m PROSPACE?® Ti TLIF: stabilization of the lumbar and thoracic spine through transforaminal approach, monosegmental and multisegmental
m TSPACE?® Ti: stabilization of the lumbar and thoracic spine through transforaminal approach, monosegmental and multisegmental.
TA013625: PLASMAPORE XP® Cages are used as follows:

m CeSPACE® XP: stabilization of the cervical spine C2-T1 through anterior approach, monosegmental and multisegmental

m PROSPACE® XP: stabilization of the lumbar and thoracic spine through posterior approach, monosegmental and multisegmental

m TSPACE® XP: stabilization of the lumbar and thoracic spine through transforaminal approach, monosegmental and multisegmental.
TAO015914: 3D Cages are used as follows:

m CeSPACE® 3D: stabilization of the cervical spine C2-T1 through anterior approach, monosegmental and multisegmental

m PROSPACE® 3D: stabilization of the lumbar and thoracic spine through posterior approach, monosegmental and multisegmental

m PROSPACE® 3D Oblique: stabilization of the lumbar and thoracic spine through transforaminal approach, monosegmental and multisegmental
m TSPACE® 3D: stabilization of the lumbar and thoracic spine through transforaminal approach, monosegmental and multisegmental.

Category EMDN code Medical devices/groups of medical devices
MDN 1102 P090703 Implantable vertebral stabilisation or fixation systems

Intended purpose

TA009693: The ABC implants are used exclusively for anterior monosegmental and multisegmental stabilization of the cervical spine in the region from C2 to
Thi.

TA011187: The S4 Spinal System Implants are used for dorsal monosegmental and multisegmental stabilization of the lumbar and thoracic spine. They
comprise: m Mono/polyaxial screws m Rods m Hook m Cross connector m Rod connectors — parallel, axial and lateral offset m appropriate fixation elements.
Special instruments must be used for implanting these components, as well as for the distraction, compression and reduction of the lumbar and thoracic
spine.

TA011700: The ABC implants are used exclusively for anterior monosegmental and multisegmental stabilization of the cervical spine in the region from C2 to
Th1.

TA012865: The S4 Spinal System implants are used for dorsal monosegmental and multisegmental stabilization of the lumbar and thoracic spine. The S4
Spinal System — augmentation screw can be fixed with bone cement to increase anchoring stability. In this case, the injection cannula is inserted in the S4
Spinal System — augmentation screw for application of the bone cement. The S4 Spinal System - augmentation screw comprises: m S4 Monoaxial/polyaxial
screws (augmentation screw), supplied in sterile condition m S4 Element monoaxial/polyaxial screws (augmentation screw), supplied in sterile condition m
Cement injection cannula (sterile), see TA013132 m for percutaneous application with S4 Element monoaxial/polyaxial screws (augmentation screws): S4
Element Augmentation instruments, see TA014315.

Note: There are special S4 instruments provided for the implantation of these system components and for the augmentation, distraction, compression, and
reduction of the lumbar and thoracic spine.

TAO013366: The Quintex cervical plating system is used for the anterior monosegmental and multisegmental stabilization of the cervical spine.

TAO013579: Note: The S4 Spinal System — in sterile condition is addressed in general in the operating instructions for the S4 Spinal System —
Lumbar/Deformity TA011187. This information on the sterile-packaged S4 implants supplements the respective information in the instructions for use of the
S4 Spinal System — Lumbar/Deformity. The S4 Spinal System implants are used for dorsal monosegmental and multisegmental stabilization of the lumbar
and thoracic spine. The parallel (closed and open) and axial rod connectors are connected to S4 Spinal System rods in order to connect a rod parallel orin a
line with another rod. The lateral offset connectors are connected to the S4 Spinal System rods in order to place a screw offset. The rod connectors thus
extend the rod to the adjacent spinal column segments. The S4 Spinal System — sterile-packaged comprises: m Rod connector — parallel (closed and open),
axial and lateral offset connectors.

Note: Special S4 instruments must be used for implanting these components, as well as for the distraction, compression and reduction of the lumbar and
thoracic spine.

TAO014887: The Ennovate Spinal System implants are used for dorsal monosegmental and multisegmental stabilization of the lumbar, thoracic and sacral
spine.

TA015555: The ArcadiusXP L Interbody Fusion System is a stand alone device intended to be used with four bone screws if no supplement fixation is used
to stabilize the lumbar spine through an anterior approach. The system contains: m Cages in different heights, angles and footprints m Bone screws in
different lengths.

TA015777: The Ennovate Cervical Spinal System implants are used for the posterior monosegmental and multisegmental stabilization of the occipitocervical
junction and of the cervical and upper thoracic spine. The system consists of: Occiput plates and screws, Rods, Polyaxial screws, Bone screws, Set screws,
Hook, Cross connectors (head-to-head cross connectors, rod-to-rod cross connectors), Other connectors, Laminoplasty plate. The Ennovate Cervical
laminoplasty plate is intended for use in the cervical spine (C3-C6) after a unilateral laminoplasty has been performed. It is fixated to the lamina with the
SecureSpan screws. Surgically installed implants serve to support the normal healing process. They are not supposed to replace normal body structures or
to support permanent loads that occur in cases where healing does not occur. The laminoplasty plate should be used with a stabilization block (by e.g. a
bone graft). Appropriate implant components from Ennovate Spinal System (e.g. rods) can also be used. Special instruments must be used for implanting
these components, as well as for the distraction, compression and reduction of the thoracolumbar spine.

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid. 820111 EN Rev. 4 2022.10.17

NOTIFIED BODY 0482: DNV MEDCERT GmbH (previously: MEDCERT Zertifizierungs- und Prifungsgesellschaft fur die Medizin GmbH)
Pilatuspool 2, 20355 Hamburg, Germany, Tel +49 40 2263325-0, www.med-cert.com, www.dnv.com
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DNV

Certificate no.: 7400GB448230921
Place and date: Hamburg, 2023-09-21

Category EMDN code Medical devices/groups of medical devices
MDN 1102 P090703 Implantable vertebral stabilisation or fixation systems

Intended purpose

TA018000: The ArcadiusXP C spinal system is intended to be used as an intervertebral body fusion cage as a standalone system used with two bone
screws. It is inserted between the vertebral bodies into the disc space from C2 to T1 in skeletally mature patients.

Category EMDN code Medical devices/groups of medical devices
MDN 1102 P090803 Hip prostheses acetabular components

Intended purpose

TA013800: The implant is used: m As a component of a human hip endoprosthesis: Hip endoprosthesis cup, consisting of outer cup Plasmafit® Poly or
Plasmafit® Plus, possibly central screw plug, possibly anchoring screws and modular Plasmafit® inserts (standard, asymmetrical or with shoulder) m In
combination with Aesculap hip endoprosthesis components m In combination with implant components explicitly approved by Aesculap m For implantation
without bone cement.

Note: The options of patient-specific care depend on the available implant components. Implant dimensions and any possible combinations in individual
cases can be found in the operating technique instructions for the individual systems.

Category EMDN code Medical devices/groups of medical devices
MDN 1102 P090880 Hip prostheses - accessories

Intended purpose

TA008056: The Centralizer is used as an additional guide when using cemented Aesculap endoprosthesis stems. It acts as a guide for the distal tip of the
prosthesis when inserting the stem into the bone cement. If the correct size has been selected, the Centralizer guarantees a closed and uniform cement
socket.

Different outer diameters are available for centralizers; they are marked on the packaging. The selection of the correct centralizer depends on the Aesculap
hip implant stem used or the Aesculap knee implant component used, and the operative preparation and size of the medullary cavity. Observe the
instructions for use for the Aesculap endoprosthesis components used.

The Centralizer is used with Aesculap Endoprosthesis Centrament, Bicontact, Excia, SLA, Vega and Columbus.

TA009897: The anchoring screws are used in combination with Aesculap acetabular implants. They are used to increase stability in the event of insufficient
primary stability in Plasmacup® and Plasmafit® press fit cups and to secure the Aesculap reconstruction cup and the acetabular Structan® Augment in the
bone. The 6.5 mm anchoring screws may only be used as explained below: m in combination with Aesculap hip endoprosthesis components m in
combination with implant components explicitly approved by Aesculap m in compliance with the instructions for use of the individual implant components m in
the listed implant systems according to their color coding. Color coding of anchoring screws / Permissible use - Yellow oxide layer Plasmacup® and
Aesculap recon ring - Blue oxide layer Plasmafit® and acetabular Structan® Augment. Anchoring screws are available in different lengths. Note: The options
of patient-specific care depend on the available implant components. Implant dimensions and any possible combinations in individual cases can be found in
the operating technique instructions for the individual systems.

TAO012315: For use with a cemented Trilliance or CoreHip hip endoprosthesis stem.
See instructions for use of Trilliance-/CoreHip hip endoprosthesis stems.

TA012526: The implant is used: m as a component part of a human hip endoprosthesis: Locking screw m in combination with Aesculap hip endoprosthesis
stems with locking holes m in combination with implant components explicitly approved by Aesculap m in compliance with the instructions for use of the
individual implant components.

The locking screws are intended for the fixation of above-mentioned implant components that allow distal locking. The operating surgeon decides, depending
on the indication, if and to what degree implant locking is necessary. Note: The options of patient-specific care depend on the available implant components.
Implant dimensions and any possible combinations in individual cases can be found in the operating technique instructions for the individual systems.

TA013723: The implant is used: m as a component of a human hip endoprosthesis: augmentation implant for filling of acetabular bone defects m in
combination with Aesculap hip endoprosthesis components: Plasmafit, Plasmafit Revison, Plasmacup, cemented PE cups m in combination with implant
components explicitly approved by Aesculap m in combination with hip endoprosthesis cups with the same nominal diameter, or one that is a maximum of 4
mm smaller/larger m in combination with bone cement at the interface to the hip cup.

The anchoring screws must only ever be used as follows: m In compliance with the instructions for use of the individual implant components = In the stated
implant systems according to their color coding.

Yellow oxide layer - Plasmacup; Blue oxide layer - Plasmafit Plus, Plasmafit Revision, Structan acetabulum augmentation implant; Pink oxide layer -
Structan acetabulum augmentation implant.

Note: The options for patient-specific care depend on the available implant components. Implant dimensions and any possible combinations in individual
cases can be found in the operating technique instructions for the individual systems.

TA015599: The 4.5 mm anchoring screws are used in conjunction with Aesculap acetabulum implants. It serves to secure the Structan® acetabulum
augmentation in the bone. The 4.5 mm anchoring screws may only be used as follows: m In compliance with the instructions for use of the individual implant
components m In the stated implant systems according to their color coding.

Pink oxide layer - Structan® acetabulum augmentation.

The anchoring screws are available in various lengths.

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid. 820111 EN Rev. 4 2022.10.17

NOTIFIED BODY 0482: DNV MEDCERT GmbH (previously: MEDCERT Zertifizierungs- und Prifungsgesellschaft firr die Medizin GmbH)
Pilatuspool 2, 20355 Hamburg, Germany, Tel +49 40 2263325-0, www.med-cert.com, www.dnv.com
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DNV

Certificate no.: 7400GB448230921
Place and date: Hamburg, 2023-09-21

Category EMDN code Medical devices/groups of medical devices
MDN 1102 P090908 Knee prostheses spacers

Intended purpose
TA016100: The implant is used:

m as a component of a human knee endoprosthesis that consists of a femoral, tibial and meniscal implant component and possibly patella, extension stems
and augment implants

= in combination with implant components explicitly approved by Aesculap

— univation® X

— Columbus®

— e.motion®

— VEGA System®

— EnduRo

= for implantation without bone cement with PLASMAPORE® or PLASMAPORE?® -CaP coated implants and cementless extension stems
m for implantation with bone cement for other knee implants including All-poly tibia implants except meniscal

components.

Note: The options for patient-specific care depend on the available implant components. Implant dimensions and any possible combinations in individual
cases can be found in the operating technique instructions for the individual systems.

Category EMDN code Medical devices/groups of medical devices
MDN 1102 P090980 Knee prostheses - accessories

Intended purpose
TA016100: The implant is used:

m as a component of a human knee endoprosthesis that consists of a femoral, tibial and meniscal implant component and possibly patella, extension stems
and augment implants

m in combination with implant components explicitly approved by Aesculap

— univation® X

— Columbus®

— e.motion®

— VEGA System®

— EnduRo

m for implantation without bone cement with PLASMAPORE® or PLASMAPORE® u-CaP coated implants and cementless extension stems
m for implantation with bone cement for other knee implants including All-poly tibia implants except meniscal

components.

Note: The options for patient-specific care depend on the available implant components. Implant dimensions and any possible combinations in individual
cases can be found in the operating technique instructions for the individual systems

Category EMDN code Medical devices/groups of medical devices
MDN 1104 H030102 Singular clips for open surgery

Intended purpose
TA013486: The DS titanium ligation-clips are used for the ligation of vessels and hollow organs and for marking anatomical structures

Class lll custom-made implantable medical devices

Category Medical devices/groups of medical devices
MDN 1102 Non-active osteo- and orthopaedic implants
Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid. 820111 EN Rev. 4 2022.10.17

NOTIFIED BODY 0482: DNV MEDCERT GmbH (previously: MEDCERT Zertifizierungs- und Prifungsgesellschaft fur die Medizin GmbH)
Pilatuspool 2, 20355 Hamburg, Germany, Tel +49 40 2263325-0, www.med-cert.com, www.dnv.com
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DNV

Certificate no.: 7400GB448230921
Place and date: Hamburg, 2023-09-21

Class Ill medical devices

For placing on the market of class Ill medical devices covered by this certificate, an additional EU Technical Documentation Assessment Certificate
according to Annex IX Chapter Il of Regulation (EU) 2017/745 is required, which also contains the exact determination of medical devices covered by
certification.

Category Medical devices/groups of medical devices
MDA 0312 Other active non-implantable surgical devices
MDN 1101 Non-active cardiovascular, vascular and neurovascular implants
MDN 1102 Non-active osteo- and orthopaedic implants
MDN 1202 Non-active non-implantable devices for administration, channelling and removal of substances,
including devices for dialysis
MDN 1208 Non-active non-implantable instruments
Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid. 820111 EN Rev. 4 2022.10.17

NOTIFIED BODY 0482: DNV MEDCERT GmbH (previously: MEDCERT Zertifizierungs- und Prifungsgesellschaft fur die Medizin GmbH)
Pilatuspool 2, 20355 Hamburg, Germany, Tel +49 40 2263325-0, www.med-cert.com, www.dnv.com
Page 70of7
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ES kokybes valdymo sistemos
sertifikatas

Sertifikato nr. Galutinio vertinimo ataskaitos nr.  |sigaliojimo data Baigia galioti
7400GB448230921 7400AU08F 2023-09-21 2025-11-15

Siuo dokumentu patvirtinama, kad

Aesculap AG

kokybés sistema
Am Aesculap-Platz, 78532 Tuttlingen, Vokietija
SRN: DE-MF-000005504

Medicinos jtaisy ir (arba) medicinos jtaisy grupiy, iSvardyty Siuose puslapiuose,
projektavimui, gamybai ir galutinio gaminio tikrinimui ir (arba) bandymams.

Jvertinta ir nustatyta, kaip atitinkanti
Reglamento (ES) 2017/745 dél medicinos jtaisy IX priedo | skyriuje
aprasSyta atitikties vertinimo procedira.

Bet kokie tam tikriems medicinos jtaisams taikomi apribojimai jtraukiami j toliau
pateikiamag sarasa arba jraSomi j galutine vertinimo ataskaitg. Sj sertifikavimg priziari
DNV MEDCERT.

Vieta ir data ISduodanciajam biuruie
Hamburgas, 2023-09-21 DNV ME ERT GmbH- Notifikuotoji jstaiga 0482 Pilatuspool 2,

20355 KVV\ ")klet!ja _ '

B 'iK renge Zentralstelle der Lander -a fir Gesundheitsschutz
1 %%é seind Medizinprodukten
L SUTI BS-MDR-096
X 5 K

Sertifikatas galioja tik tada, kai jis pateikiamas su visais jo puslapiais. Norédami patikrinti Sio
sertifikato galiojima, kreipkités adresu info@medcert.de.
Nejvykdzius sertifikavimo sutartyje nustatyty salygy, Sis sertifikatas gali bati pripazintas negaliojanciu. Lorenz Runge
NOTIFIKUOTOJI |STAIGA 0482: DNV MEDCERT GmbH (seniau: MEDCERT Zertifizierungs- und Sertifikavimo
Priifungsgesellschatft fiir die Medizin GmbH) jstaigos direktorius
Pilatuspool 2, 20355 Hamburgas, Vokietija, Tel +49 40 2263325-0, www.med-cert.com, www.dnv.com

Ankstesnis sertifikatas
Sertifikato nr. ISdavimo data

7400GB448220414 2022-04-14

820111 EN Versija 4 2022.10.17

Puslapis 1of7
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Sertifikato nr.: 7400GB448230921
Vieta ir data: Hamburgas, 2023-09-21

Vietoves, kurioms taikomas $is Pasikeitimy identifikavimas

sertifikatas Pratesimas pagal lla klase + Paskirtis IIb klasé, WO-

009751, WO-010862

Aesculap AG, Am Aesculap-Platz, 78532 Tuttlingen, Vokietja

@
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DNV

Sertifikato nr.: 7400GB448230921
Vieta ir data: Hamburgas, 2023-09-21

Produktai, kuriems galioja sertifikatas

| klasés medicininiai jtaisai

| klasés medicinos jtaisy, kurie yra daugkartinio naudojimo chirurginiai instrumentai (Ir klase), kokybées valdymo sistemos auditas
apsiriboja aspektais, susijusiais su pakartotiniu jtaiso naudojimu, ypa¢ valymu, dezinfekavimu, sterilizavimu, technine prieziara ir
funkciniais bandymais bei susijusiomis naudojimo instrukcijomis.

MDN 1208 712130
Kategorija  Klasé 5

MDN 1208 I

Kategorija EMDN
kodas Medicininiai italsal / medlcmlnlq jtaisy grupes

MDA 0202 7120111

MDN 1208 1<01020
1

MDN 1208 Lo31zos L

MDN 1208 L070702

MDN 1208 L09109
9 Operacinés mikroskopijos priemonés

MDN 1208 LO91 Minimaliai invazinés chirurgijos chirurginiai instrumentai, vienkartiniai

102 Ortopedinés chirurgijos troakaras, daugkartinio naudojimo
MDN 1208 LO91 N . L . .. .
199 Sirdies dilatatoriai ir retraktoriai, daugkartinio naudojimo

MDN 1208 L1 10501 Baug::art?n?o naugoj?mo osteos(ijrltezés instrurr:gntai -_k_iti .
MDN 1208 P09120 aug ar.'Flnlo naudojimo qrtope ijos protezq p e§tl_1va| ir grz.;%zta| N
Ortopedijos protezavimo instrumentai, daugkartinio naudojimo - Kiti

MDN 1208 :;,09130 Stuburo slanksteliy chirurgijos pléstuvai ir retraktoriai, daugkartinio naudojimo
3 Kauly fiksacijos vielos

MDN 1208 P09139 Vienkartiniai ortopediniy implanty graztai
9 Vienkartiniai ortopedijos implanty instrumentai, kiti

MDN 1208 \/0199 Vienkartiniai pjovimo jtaisai, kiti

MDN 1208 2120114 Chirurginés navigacijos instrumentai

MDN 1208 Z12019 Jvairts bendrosios ir daugiadalykes chirurgijos instrumentai
0 Lyties ir Slapimo taky endoskopijos instrumentai

MDN 1208 212020 Neuroendoskopijos instrumentai
7 Ortopedinés endoskopijos instrumentai

MDN 1208 2120209 Jvairs endoskopijos ir miniinvazinés chirurgijos instrumentai

MDN 1208 7120211 Motorizuotos ortopedinés chirurgijos sistemos instrumentai

MDN 1208 2120290

Vs 04 SHMIZA 0482: DNV MEDCERT GmbH (anks€iau: MEDCERT Zertifizierungs- und Prufungsgesellschaﬁ far die Medlzm GmbH) Pilatuspool 2, 20355
\\'\&Jﬂaﬁ’burgas Vokietija, tel. +49 40 2263325-0, www.med-cert.com, www.dnv.com Puslapis 3 i 6



DNV

Sertifikato nr.: 7400GB448230921
Vieta ir data: Hamburgas, 2023-09-21

Il b klasés medicininiai jtaisai

Kategorija EMDN kodas Medicininiai jtaisail medicininiy jtaisy grupés
MDN 1102 P090701 Stuburo suliejimo sistemos
Paskirtis
TA012095: PEEK narveliai naudojami taip:
CeSPACE@ PEEK: kaklinés stuburo dalies C2-T1 stabilizavimas priekiniu badu, monosegmentinis ir multisegmentinis
PROSPACE@ PEEK: juosmenines ir kratininés stuburo dalies stabilizavimas per uzpakalinj priéjima, monosegmentinis ir multisegmentinis
TSPACE@ PEEK: juosmeninés ir kratininés stuburo dalies stabilizavimas per transforaminalinj priéjimg, monosegmentinis ir multisegmentinis.
TA012353: Titano narveliai naudojami taip:
CeSPACE@ Ti: kaklinés stuburo dalies C2-T1 stabilizavimas per priekinj prigjima, monosegmentinis ir multisegmentinis
PROSPACE@ Ti PLIF: juosmeninés ir kratininés stuburo dalies stabilizavimas uzpakaliniu badu, monosegmentinis ir multisegmentinis
PROSPACE@ Ti TLIF: juosmeninés ir kratininés stuburo dalies stabilizavimas per transforaminalinj priéjima, monosegmentinis ir multisegmentinis
TSPACE@ Ti: juosmeninés ir kratininés stuburo dalies stabilizavimas per transforamininj priéjima, monosegmentinis ir multisegmentinis.
TAOI 3625: PLASMAPORE narveliai naudojami taip:
CeSPACE@ XP: kaklinés stuburo dalies C2-T1 stabilizavimas priekiniu badu, monosegmentinis ir multisegmentinis.

PROSPACE@ XP: juosmenineés ir kratinés lastos dalies stabilizavimas per uzpakalinj priéjima, monosegmentinis ir multisegmentinis
TSPACE@ XP: juosmeninés ir kratinines stuburo dalies stabilizavimas per transforaminalinj priéjima, monosegmentinis ir multisegmentinis.
TA015914: 3D narveliai naudojami taip:

CeSPACE@ 3D: kaklines stuburo dalies C2-T1 stabilizavimas priekiniu bddu, monosegmentinis ir multisegmentinis.

PROSPACE@ 3D: juosmeninés ir kratininés stuburo dalies stabilizavimas per uZpakaling prieiga, monosegmentinis ir multisegmentinis
PROSPACE@ 3D Oblique: juosmeninés ir kratininés stuburo dalies stabilizavimas transforaminiu badu, monosegmentinis ir multisegmentinis
TSPACE O 3D : juosmeninés ir kratininés stuburo dalies stabilizavimas transforaminiu badu, monosegmentinis ir multisegmentinis.

Kategorija EMDN kodas  Medicininiai jtaisai/l medicininiy jtaisy grupés
MDN 1 102 P090703 Implantuojamos slanksteliy stabilizavimo arba fiksavimo sistemos
Paskirtis

TA009693: ABC implantai naudojami tik priekinei monosegmentinei ir multisegmentinei kaklinés stuburo dalies stabilizacijai srityje nuo C2 iki Thi.
TA011187: S4 stuburo sistemos implantai naudojami juosmeninés ir kratininés stuburo dalies juosmeninés ir kritininés stuburo dalies nugarinei
monosegmentinei ir multisegmentinei stabilizacijai. Juos sudaro: mono/poliaksiniai sraigtai Strypai Kablys KryZzminé jungtis Strypy jungtys -
lygiagretds, asiniai ir oniniai pasislinke atitinkami tvirtinimo elementai. Siems komponentams implantuoti, taip pat juosmeninés ir kratininés stuburo
dalies distrakcijai, kompresijai ir redukcijai turi bati naudojami specialls instrumentai.

TA011700: ABC implantai naudojami tik priekinei monosegmentinei ir multisegmentinei kaklinés stuburo dalies stabilizacijai srityje nuo C2 iki Thi
TA012865: S4 Spinal System" implantai naudojami juosmeninés ir kratininés stuburo dalies juosmeninés ir kratininés stuburo dalies nugarinei
monosegmentinei ir multisegmentinei stabilizacijai.

Spinal System - augmentacijos sraigtas gali bati tvirtinamas kauliniu cementu, siekiant padidinti jtvirtinimo stabiluma. Tokiu atveju injekciné kaniulé
jvedama | S4 Spinal System - augmentacijos sraigta, kad baty galima naudoti kaulinj cementa. S4 Spinal System - augmentacijos sraigta sudaro: S4
monoasiniai / poliaSiniai sraigtai (augmentacijos sraigtas), tiekiami sterilis S4 Element monoaSiniai / poliaSiniai sraigtai (augmentacijos sraigtas),
tiekiami sterilas

Cemento injekciné kaniulé (sterili), Zzr. TA013132, skirta perkutaniniam naudojimui su S4 Element monoaSiniais / poliaSiniais sraigtais (augmentacijos
sraigtais): S4 Element Augmentation instruments, zr. TA014315.

Pastaba: Siy sistemos komponenty implantavimui, juosmeninés ir kratininés stuburo dalies augmentacijai, distrakcijai, kompresijai ir redukcijai yra
specialds S4 instrumentai.

TA013366: "Quintex" gimdos kaklelio plokstelés sistema naudojama priekinei monosegmentinei ir multisegmentinei kaklinés stuburo dalies stabilizacijai.
TA013579: Pastaba: S4 stuburo sistema - sterilios baklés, bendrai aptariama S4 stuburo sistemos naudojimo instrukcijoje.

Juosmens / deformacijos TA011187. Si informacija apie steriliai supakuotus S4 implantus papildo atitinkamg S4 Spinal System - Lumbar/Deformity
naudojimo instrukcijoje pateiktg informacija. Stuburo sistemos S4 implantai naudojami juosmeninés ir kratininés stuburo dalies juosmens ir kritinés
lastos dalies viengubai ir daugiasegmentinei stabilizacijai. Lygiagrecios (uZdaros ir atviros) ir aSinés strypy jungtys jungiamos prie S4 Spinal System
strypy, siekiant sujungti strypa lygiagrec€iai arba vienoje linijoje su kitu strypu. Soninio poslinkio jungtys jungiamos prie S4 Spinal System strypy, kad baty
galima uZzdeti sraigto poslinkj. Tokiu badu strypo jungtys pratesia strypa iki gretimy stuburo segmenty. Steriliai supakuota stuburo sistema S4 sudaro:
strypy jungtis - lygiagre€ios (uzdaros ir atviros), asinés ir Soninés kompensacines jungtys.

Pastaba: Siems komponentams implantuoti, taip pat juosmenineés ir kratininés stuburo dalies distrakcijai, kompresijai ir redukcijai turi bati naudojami
specialds S4 instrumentai.

TA014887: "Ennovate Spinal System" implantai naudojami juosmeninés, kratinines ir kryZmeninés stuburo dalies juosmens, kratininés ir kryzmenines
stuburo dalies viengubai ir daugiasegmentinei stabilizacijai.

TA015555: "ArcadiusXP L Interbody Fusion System" yra atskiras prietaisas, skirtas naudoti su keturiais kauliniais sraigtais, jei nenaudojama papildoma
fiksacija, siekiant stabilizuoti juosmenine stuburo dalj priekiniu badu. Sistema sudaro: skirtingo auks¢io, kampo ir peédos formos narveliai skirtingo ilgio
kauliniai sraigtai.

TA015777: Ennovate Cervical Spinal System implantai naudojami uzpakalinei monosegmentinei ir multisegmentinei pakausio ir kaklo jungties, kaklinés
l(virSutinés kratininés stuburo dalies stabilizacijai. Sistema sudaro: pakauSio plokstelés ir sraigtai, strypai, daugiaaSiai sraigtai, kauliniai sraigtai,
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plokstelé. Laminoplastiné plokStelé "Ennovate Cervical" skirta naudoti kaklinéje stuburo dalyje (C3-C6) po atliktos vienpuseés laminoplastikos. Ji prie
laminos tvirtinama "SecureSpan" varZtais. Chirurginiu badu jtvirtinti implantai tarnauja normaliam gijimo procesui palaikyti. Jie neturi pakeisti normaliy
kano struktary ar palaikyti nuolatiniy apkrovy, kurios atsiranda tais atvejais, kai gijimas nevyksta. Laminoplastiné plokstelé turéty bati naudojama kartu
su stabilizavimo bloku (pvz., kauliniu transplantatu). Taip pat galima naudoti atitinkamus "Ennovate Spinal System" implanty komponentus (pvz.,
strypus). Siems komponentams implantuoti, taip pat kratininés-juosmenineés stuburo dalies distrakcijai, kompresijai ir redukcijai turi bati naudojami
specialls instrumentai.

Kategorija EMDN kodas Medicininiai jtaisail medicininiy jtaisy grupés
MDN 1102 P090703 Implantuojamos slanksteliy stabilizavimo arba fiksavimo sistemos
Paskirtis

TA018000: stuburo sistema "ArcadiusXP C" skirta naudoti kaip tarpslankstelinio kino sintezés narvelis, kaip atskira sistema, naudojama su dviem
kauliniais sraigtais. Jis jterpiamas tarp slanksteliy kiiny  disko tarpa nuo C2 iki Tl skeletiSkai subrendusiems pacientams.

Kategorija EMDN kodas Medicininiai jtaisail medicininiy jtaisy grupés
MDN 1102 P090803 Klubo sgnario endoprotezai acetabulinés dalys
Paskirtis

TA013800: Naudojamas implantas: Kaip Zmogaus klubo sanario endoprotezo komponentas: klubo sgnario endoprotezo kauselis, sudarytas i$ iSorinio
kauSelio Plasmafit@ Poly arba Plasmafit@ Plus, galimai centrinio sraigtinio kams¢io, galimai inkariniy sraigty ir moduliniy Plasmafit@ jdékly
(standartiniy, asimetriniy arba su petimi) Kartu su Aesculap klubo sgnario endoprotezo komponentais; Kartu su Aesculap aiSkiai patvirtintais implanto
komponentais; Implantavimui be kaulinio cemento.

Pastaba: Pacientui pritaikytos priezidros galimybés priklauso nuo turimy implanto komponenty. Implanty matmenis ir visus galimus derinius atskirais
atvejais rasite atskiry sistemy naudojimo technikos instrukcijose.

Kategorija EMDN kodas Medicininiai jtaisail medicininiy jtaisy grupés
MDN 1102 P090880 Klubo protezai - priedai
Paskirtis

TA008056: Centralizatorius naudojamas kaip papildoma kreipian¢ioji naudojant cementuotus "Aesculap” endoprotezy kotus. Jis veikia kaip kreipiklis
distaliniam protezo galui, kai stiebas jterpiamas j kaulinj cementa. Pasirinkus tinkama dydj, centralizatorius uztikrina uzdarg ir vienoda cemento lizda.
Centralizatoriai gali bati skirtingy iSoriniy skersmeny; jie pazymeti ant pakuotés. Tinkamo centralizatoriaus pasirinkimas priklauso nuo naudojamo
"Aesculap” klubo sanario implanto koto arba "Aesculap” kelio sanario implanto komponento, taip pat nuo operacinio paruosimo ir medialinés ertmés
dydZio. Laikykites naudojamy "Aesculap“ endoprotezy komponenty naudojimo instrukcijy.

Centralizatorius naudojamas su "Aesculap" endoprotezais "Centrament", "Bicontact", "Excia", SLA, "Vega" ir "Columbus".

TA009897: Teigiama, kad tvirtinimo sraigtai naudojami kartu su “Aesculap” acetabuliniais implantais. Jie naudojami siekiant padidinti stabiluma, jei
pirminis Plasmacup@ ir Plasmafit@ Press Fit@ kauSeliy stabilumas yra nepakankamas, taip pat siekiant jtvirtinti “Aesculap” rekonstrukcine taurele ir
acetabulinj Structan@ Augment | kaulg. 6,5 mm tvirtinimo varztus galima naudoti tik taip, kaip paaiSkinta toliau: kartu su "Aesculap" klubo sgnario
endoprotezy komponentais; kartu su “"Aesculap" aiSkiai patvirtintais implanty komponentais, laikantis atskiry implanty komponenty naudojimo
instrukcijy iSvardytose implanty sistemose pagal jy spalvinj Zymejima. Inkaravimo varzty spalvinis kodavimas / Leistinas naudojimas - Geltonas oksido
sluoksnis Plasmacup@ ir Mélynas oksido sluoksnis Plasmafit@ ir acetabulinis Structan@ Augment. Ankeriniai varztai gali bati skirtingo ilgio. Pastaba:
Pacientui pritaikytos priezidros galimybes priklauso nuo turimy implanto komponenty. Implanty matmenis ir visus galimus derinius atskirais atvejais
rasite atskiry sistemy naudojimo technikos instrukcijose.

TA012315: Trilliance arba CoreHip klubo sanario endoprotezo stiebas. Zr. klubo sgnario endoprotezy "Trilliance-/CoreHip" stieby naudojimo instrukcija.
TA012526: Implantas naudojamas: kaip sudétiné Zmogaus klubo sanario endoprotezo dalis: “Aesculap” klubo sanario endoprotezy stiebai su fiksavimo
angomis kartu su “Aesculap” aiSkiai patvirtintais implanto komponentais, laikantis atskiry implanto komponenty naudojimo instrukcijy.

Blokavimo varztai skirti pirmiau minétiems implanto komponentams, leidZiantiems distalinj fiksavima, fiksuoti. Operuojantis chirurgas, priklausomai nuo
indikacijy, sprendzia, ar reikia implanto fiksavimo ir kokiu laipsniu. Pastaba: Pacientui pritaikytos priezidros galimybés priklauso nuo turimy implanto
komponenty. Implanty matmenis ir visus galimus derinius atskirais atvejais rasite atskiry sistemy operacinés technikos instrukcijose.

TA013723: Implantas naudojamas: kaip Zmogaus klubo sanario endoprotezo sudedamoji dalis: augmentacinis implantas acetabulinio kaulo defektams
uzpildyti kartu su “Aesculap” klubo sanario endoprotezo komponentais: Plasmafit, Plasmafit Revison, Plasmacup, cementuotomis PE taurelémis kartu su
“Aesculap” aiskiai patvirtintais implanto komponentais kartu su klubo sanario endoprotezo taureléemis, kuriy nominalus skersmuo yra toks pat arba ne
daugiau kaip 4 mm mazesnis / didesnis, kartu su kauliniu cementu ties sgsaja su klubo sanario taurele.

Ankeriniai varZtai visada turi bati naudojami tik taip: Laikantis atskiry implanty komponenty naudojimo instrukcijy nurodytose implanty sistemose pagal jy
spalvinj Zymeéjima.

Geltonas oksido sluoksnis - "Plasmacup”; mélynas oksido sluoksnis - "Plasmafit Plus", "Plasmafit Revision", "Structan" acetabulum augmentacijos
implantas; rausvas oksido sluoksnis "Structan" acetabulum augmentacijos implantas.

Pastaba: konkretaus paciento priezidros galimybes priklauso nuo turimy implanto komponenty. Implanty matmenis ir visus galimus derinius atskirais
atvejais rasite atskiry sistemy naudojimo technikos instrukcijose.

TA015599: 4,5 mm tvirtinimo varztai naudojami kartu su "Aesculap” acetabulum implantais. Jis skirtas "Structan@ acetabulum" augmentacijai pritvirtinti
kaule. 4,5 mm inkaravimo varztus galima naudoti tik taip, kaip nurodyta toliau: Laikantis atskiry implanty komponenty naudojimo instrukcijy Nurodytose
implanty sistemose pagal jy spalvinj Zyméjima,.

Rozinis oksido sluoksnis - Structan@ acetabulum augmentacija.

Ankeriniai varztai yra jvairiy ilgiy.
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Kategorija EMDN kodas
MDN 1102 P090908
Paskirtis

TA016100: Implantas naudojamas

grupés
Kelio sgnario protezy tarpinés

kaip Zmogaus kelio sgnario
endoprotezo, kurj sudaro Slaunikaulio,
blauzdikaulio ir menisko implanto
komponentas ir, galbat, patella,
prailginimo stiebai ir augmentiniai
implantai kartu su “Aesculap” aiSkiai
patvirtintais implanty komponentais,
sudedamoji dalis.

- univation@ X

- Columbus@

- e.motion@

- VEGA System@

- "EnduRo",

skirtas implantuoti be kaulinio

cemento su PLASMAPORE@ arba
PLASMAPORE@ g-CaP dengtais
implantais, ir becementiniai

prailginimo Kkoteliai, skirti implantuoti

su kauliniu cementu kitiems kelio
sgnario implantams, jskaitant visy tipy
blauzdikaulio implantus, iSskyrus
menisko komponentus.

Pastaba: konkretaus paciento prieZitros
galimybés priklauso nuo turimy implanty
komponenty. Implanty matmenis ir visus
galimus derinius atskirais atvejais rasite atskiry
sistemy naudojimo technikos instrukcijose.

Kategorija EMDN kodas
medicininiy jtaisy grupés
MDN 1 102 P090980
priedai

Paskirtis

TA016100: Implantas haudojamas:

kaip Zmogaus kelio sgnario endoprotezo, Kkurj
sudaro Slaunikaulio, blauzdikaulio ir menisko
implanto komponentas ir, galbat, patella,
prailginimo stiebai ir augmentiniai implantai
kartu su Aesculap aiSkiai patvirtintais implanty
komponentais, sudedamaoji dalis.

- univation@ X

- Columbus@

- e.motion@

- VEGA system@
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- EnduRo,

skirtas implantuoti be kaulinio cemento su PLASMAPORE@ arba
PLASMAPORE@ g-CaP dengtais implantais, ir becementiniai prailginimo
koteliai, skirti implantuoti su kauliniu cementu kitiems kelio sgnario
implantams, jskaitant All-poly tibia implantus, iSskyrus menisko
komponentus.

Pastaba: konkretaus paciento priezidros galimybes priklauso nuo turimy
implanty komponenty. Implanty matmenis ir visus galimus derinius
atskirais atvejais rasite atskiry sistemy naudojimo technikos instrukcijose

Kategorija EMDN kodas Medicininiai jtaisail medicininiy
jtaisy grupés

MDN 1 104 H030102 Atskiri atviros chirurgijos spaustukai
Paskirtis

TA013486: DS titano raiS€iy spaustukai naudojami kraujagysléms ir
tuSciaviduriams organams ligatuoti bei anatominéms struktiroms zymeéti.

Il klases pagal uzsakymag pagaminti
implantuojami medicinos prietaisai
Kategorija  Medicininiai |

MDN 1102 Neaktyvus osteo ir ortopediniai implantai

Il klasés medicininiai jtaisai

Norint pateikti rinkai Ill klasés medicinos jtaisus, kuriems taikomas
Sis sertifikatas, pagal Reglamento (ES) 2017/745 IX priedo Il skyriy
reikalingas papildomas ES techninés dokumentacijos jvertinimo

Kelio sanayiitfipa@ieZ&uriame taip pat tiksliai nustatomi medicinos jtaisai,
kuriems taikomas sertifikatas.

Kategorija Medicininiai jtaisai/l medicininiy jtaisy grupés

MDA 0312 Kiti aktyvas neimplantuojami chirurginiai jtaisai

MDN 1101 Neaktyvis Sirdies ir kraujagysliy, kraujagysliy ir neurovaskuliniai implantai
MDN 1102 Neaktyvas osteo ir ortopediniai implantai

MDN 1202 Neaktyvls neimplantuojami jtaisai, skirti medziagoms jvesti, nukreipti ir pas
MDN 1208 Neaktyvls neimplantuojami instrumentai
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