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144969-19-11-06

certiso EC CERTIFICATE

Full Quality Assurance System
Directive 93 /42 /EEC on Medical devices, Annex Il excluding (4)

CE Certiso Ltd. (NB 2409) certifies that the following manufacturer’s quality
management system concerning to the listed devices and device categories
meets the requirements of the related requirements of the directive.

Name of the manufacturer:

Sanatmetal Ortopédiai és Traumatolégiai
Eszkozoket Gyarto Kft.

Headquarters: 3300 Eger, Faiskola 1t 5.

Sanatmetal CIS |

Manuf: ing plant: ;
i i 249030 Russia, Kaluga region, Obninsk, Kievskoe shosse, 92

Scope:
Knee and Hip implant systems, Ceramic ball head

This certificate is valid only with the annexes, in case of successfully conducted annual
surveillance audits.

ID number of the related audit report: 181-CE-190109

Issue: 1

Issued: 06 November 2019

First issued: 06 November 2019

Start date of certified status: 06 November 2019

Expires:

25 May 2024

CE Certiso Ltd.
H-2092 Budakeszi, Erdé utca 101.

Tel.: +36 23 BBO 830 / info@cecertisohu / www.
NB ID number: 2409 -y E o



144969-19-11-06
certiso Limex 111 |

The certificate covers the following devices:

Description e ' _ ; | Risk
of e devies Type Intended use | Model vl
Sanat Swing -CR and
, -PS primer knee -
knee o v | see
prosthesis DTBSth-GSLS. e o product = IIL*
Sanat Swing - CC arthroplasty '
system list
' revision knee '
prosthesis system
Pannon, Sanat-E,
Sanat-M
hip primer hip Kip see
prosthesis | prosthesis systems | product = IIL*
system Sanat-R 2 oy list
revision hip
prosthesis system
ceramic ball | ceramic ball head ceramic head see s
head ceramic ball head to hip product | 1IL
with adaptor prosthesis list

*In case of devices in Class I1], this certificate independently does not authorize the
manufacturer for the use of CE mark on the devices. Detailed product list was issued as

annex of the relevant design evaluation certificate.

Issue: 1

Issued: 06 November 2019

CE Certiso Ltd.

H-2092 Budakeszi, Erd6 utca 10
Tel.: +36 23 880 830 / info@cecy

NB ID number: 2409




; 144971-19-11-06
C e rt1S Oy pEsiGN-EXAMINATION CERTIFICATE

Directive 93 /42 /EEC on Medical devices, Annex II (4)

CE Certiso Ltd. (NB 2409) certifies that the design of the device concerning to the listed
devices and device categories conforms to the requirements of the directive.

Name of the manufacturer:

Sanatmetal Ortopédiai és Traumatoldgiai
Eszkozoket Gyarto Kift.

Headquarters: 3300 Eger, Faiskola at 5.

Sanatmetal CIS

Manufacturing plant: 249030 Russia, Kaluga region, Obninsk, Kievskoe shosse, 92.

Scope:
Hip implant systems

The certificate covers the following devices:

! D?ci(;r:ip;?;()f Type Intended use | Model SI:SI:
Pannon, Sanat-E,
_ Sanat-M
i primer hip prosthesis hip see
| system e arthroplasty prqduct i
Sanat-R 2 list
revision hip prosthesis
aeem | i

This certlflcate is valid only with the annexes and the system certificate
No. 144969-19-11-06, in case of successfully conducted annual surveillance audits.

ID number of the related design examination report: 181-G1-190109

Issue: 1

Issued: 6 November 2019

First issued: 6 November 2019

Start date of certified status: 6 November 2019

Expires:

25 May 2024

CE Certiso Ltd.
H-2092 Budakeszi, Erdé utca 101.

'N bzuﬂg

\ A\
Tel.: +36 23 880 830 / info@cecertisohu / www.cecertiso.hu \4\/_ é/
NB ID number: 2409 otif; Bg
jed



144971-19-11-06

certiso Annex 35/1

The certificate covers the following devices:

Tétglkéd / Megnevezés Description Méret / Size
ode
410300001 | Centralizator Centralizer
410300008 | Cement dugd Cement restrictor 8 mm
410300010 | Cement dugd Cement restrictor 10 mm
410300012 | Cement dugd Cement restrictor 12 mm
410300014 | Cement dugd Cement restrictor 14 mm
410300016 | Cementdugd Cement restrictor 16 mm
410300018 | Cement dugd Cement restrictor 18 mm
411100000 | SANAT-M protézisszir SANAT-M stem cemented 0
411100001 | SANAT-M protézisszar SANAT-M stem cemented 1
411100002 | SANAT-M protézisszar SANAT-M stem cemented 2
411100003 | SANAT-M protézisszar SANAT-M stem cemented 3
411100004 | SANAT-M protézisszar SANAT-M stem cemented 4
411100005 |SANAT-M protézisszar SANAT-M stem cemented 5
411100006 | SANAT-M protézisszar SANAT-M stem cemented 6
411100007 | SANAT-M protézisszar SANAT-M stem cemented 7
411100008 | SANAT-M protézisszar SANAT-M stem cemented 8
411300000 | SANAT-E protézisszdr SANAT-E stem cemented 0
411300001 |SANAT-E protézisszdr SANAT-E stem cemented 1
411300002 | SANAT-E protézisszar SANAT-E stem cemented 2
411300003 | SANAT-E protézisszar SANAT-E stem cemented 3
411300004 | SANAT-E protézisszar SANAT-E stem cemented 4
411300005 | SANAT-E protézisszar SANAT-E stem cemented 5
411800001 | PANNON-C protézisszar PANNON-C stem cemented 1
411800002 | PANNON-C protézisszir PANNON-C stem cemented 2
411800003 [ PANNON-C protézisszar PANNON-C stem cemented 3
411800004 | PANNON-C protézisszar PANNON-C stem cemented 4
411800005 | PANNON-C protézisszar PANNON-C stem cemented 5
411800006 | PANNON-C protézisszar PANNON-C stem cemented 6
411800007 | PANNON-C protézisszar PANNON-C stem cemented 7
411800008 | PANNON-C protézisszir PANNON-C stem cemented 8
411800009 | PANNON-C protézisszar PANNON-C stem cemented 9
411800010 |PANNON-C protézisszar PANNON-C stem cemented 10
Issue: 1 ' 45;
Issued: 6 November 2019 di'u PAPP, Dr.

CE Certiso Ltd.

H-2092 Budakeszi, Erdé utca 101.

Tel.: +36 23 880 830 / info@cecertiso.hu / www.cecertiso.hu

NB [D number: 2409

Général Manager




certiso

144971-19-11-06
Annex 35/2

The certificate covers the following devices:

Tétg;l:;d / Megnevezés Description Méret / Size
411801003 | PANNON-C REV protézisszar PANNON-C REV stem cemented 3
411801004 | PANNON-C REV protézisszar PANNON-C REV stem cemented 4
411801005 | PANNON-C REV protézisszar PANNON-C REV stem cemented 5
411801006 | PANNON-C REV protézisszdr PANNON-C REV stem cemented 6
411801007 | PANNON-C REV protézisszar PANNON-C REV stem cemented 7
411801008 | PANNON-C REV protézisszdr PANNON-C REV stem cemented 8
411801009 | PANNON-C REV protézisszar PANNON-C REV stem cemented 9
411801010 | PANNON-C REV protézisszar PANNON-C REV stem cemented 10
411804001 | PANNON-LAT-C protézisszar PANNON-LAT-C stem cemented 1
411804002 | PANNON-LAT-C protézisszar PANNON-LAT-C stem cemented 2
411804003 | PANNON-LAT-C protézisszar PANNON-LAT-C stem cemented 3
411804004 | PANNON-LAT-C protézisszar PANNON-LAT-C stem cemented 4
411804005 | PANNON-LAT-C protézisszar PANNON-LAT-C stem cemented 5
411804006 | PANNON-LAT-C protézisszar PANNON-LAT-C stem cemented 6
411804007 | PANNON-LAT-C protézisszar PANNON-LAT-C stem cemented 7
411804008 | PANNON-LAT-C protézisszar PANNON-LAT-C stem cemented 8
411804009 | PANNON-LAT-C protézisszar PANNON-LAT-C stem cemented 9
411804010 | PANNON-LAT-C protézisszar PANNON-LAT-C stem cemented 10
412000220 | Fej Femoral head 22/M (0)
412000222 |Fej Femoral head 22/L (+2)
412000223 | Fej Femoral head 22/L (+3)
412000225 |Fej Femoral head 22/XL (+5)
412000260 | Fej Femoral head 26/M (0)
412000263 | Fej Femoral head 26/L (+3)
412000265 | Fej Femoral head 26/XL (+5)
412000268 | Fej Femoral head 26 /XXL (+8)
412000269 | Fej Femoral head 26/XXXL (+12)
412000280 | Fej Femoral head 28/M (0)
412000283 | Fej Femoral head 28/L (+3)
412000285 | Fej Femoral head ZHLXL_[-i-_'S]
412000288 | Fej Femoral head 28/XXL (+8)
412000289 | Fej Femoral head 28/XXXL (+12)
Issue: 1

Issued: 6 November 2019

CE Certiso Ltd.
H-2092 Budakeszi, Erdé utca 101,

Tel.: +36 23 880 830 / info@cecertiso.hu / www.cecertiso.hu

NB ID number: 2409
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certiso

144971-19-11-06

The certificate covers the following devices:

Annex 35/3

Tétg;l;gd / Megnevezés Description Méret / Size
412000320 |Fej Femoral head 32/M (0)
412000323 | Fej Femaoral head 32/L (+3)
412000325 | Fej Femoral head 32/XL (+5)
412000328 | Fej Femoral head 32/XXL (+8)
412000329 | Fej Femoral head 32/XXXL (+12)
412000360 | Fej Femoral head 36/M (0)
412000363 | Fej Femoral head 36/L (+3)
412000365 | Fej Femoral head 36/XL (+5)
412000368 | Fej Femoral head 36/XXL (+8)
412000369 | Fej Femoral head 36/XXXL (+12)
412000400 | Fej Femoral head 40/M (0)
412000403 | Fej Femoral head 40/L (+3)
412000405 |Fej Femoral head 40/XL (+5)
412000408 | Fej Femoral head 40/XXL (+8)
412000409 | Fej Femoral head 40/XXXL (+12)
412002220 |Fej Femoral head 22/S (-2)
412003260 | Fej Femoral head 26/S (-3)
412003280 | Fej Femoral head 28/5 (-3)
412003320 |Fej Femoral head 32/S (-3)
412003360 | Fej Femoral head 36/S (-3)
412003400 | Fej Femoral head 40/S (-3)
412005280 | Fej Femoral head 28/XS (-5)
412005320 | Fej Femoral head 32/XS (-5)
412005360 | Fej Femoral head 36/XS (-5)
412005400 | Fej Femoral head 40/XS (-5)
412010041 | Bipoldris fej Bipolar head 41/28 mm
412010042 | Bipoldris fej Bipolar head 42/28 mm
412010043 | Bipoldris fej Bipolar head 43/28 mm
412010044 | Bipolaris fej Bipolar head 44 /28 mm
412010045 | Bipolaris fej Bipolar head 45/28 mm
412010046 | Bipolaris fej Bipolar head 46/28 mm
412010047 | Bipolaris fej Bipolar head 47/28 mm
Issue: 1

Issued: 6 November 2019

CE Certiso Ltd.

H-2092 Budakeszi, Erd6 utca 101,

Tel.: +36 23 880 830 / info@cecertiso.hu / www.cecertiso.hu

NB ID number: 2409
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144971-19-11-06

Issued: 6 November 2019

CE Certiso Ltd.

H-2092 Budakeszi, Erd6 utca 101.

Tel.: +36 23 880 830 / info@cecertiso.hu / www.cecertiso.hu

NB [D number: 2409

Annex 35/4
The certificate covers the following devices:
Tétglkéd / Megnevezés Description Méret / Size
ode
412010048 | Bipolaris fej Bipolar head 48/28 mm
412010049 | Bipolaris fej Bipolar head 49/28 mm
412010050 | Bipolaris fej Bipolar head 50/28 mm
412010051 | Bipoléaris fej Bipolar head 51/28 mm
412010052 | Bipolaris fej Bipolar head 52/28 mm
412010053 | Bipolaris fej Bipolar head 53/28 mm
412010054 | Bipolaris fej Bipolar head 54/28 mm
412010055 | Bipoldris fej Bipolar head 55/28 mm
412010058 | Bipoléris fej Bipolar head 58/28 mm
412010061 | Bipolaris fej Bipolar head 61/28 mm
412020041 | Bipolaris fej Bipolar head 41/28 mm
412020042 | Bipolaris fej Bipolar head 42/28 mm
412020043 | Bipoldris fej Bipolar head 43/28 mm
412020044 | Bipoléris fej Bipolar head 44/28 mm
412020045 | Bipoldris fej Bipolar head 45/28 mm
412020046 | Bipolaris fej Bipolar head 46/28 mm
412020047 | Bipoldris fej Bipolar head 47/28 mm
412020048 | Bipoldris fej Bipolar head 48/28 mm
412020049 | Bipoldris fej Bipolar head 49/28 mm
412020050 | Bipoldris fej Bipolar head 50/28 mm
412020051 | Bipolaris fej Bipolar head 51/28 mm
412020052 | Bipoldris fej Bipolar head 52/28 mm
412020053 | Bipolaris fej Bipolar head 53/28 mm
412020054 | Bipolaris fej Bipolar head 54/28 mm
412020055 | Bipoldris fej Bipolar head 55/28 mm
412020058 | Bipolaris fej Bipolar head 58/28 mm
412020061 | Bipoldris fej Bipolar head 61/28 mm
412300220 | Fej- CoCr Femoral head - CoCr 22/M (0)
412300222 | Fej- CoCr Femoral head - CoCr 22/L (+2)
412300223 | Fej- CoCr Femoral head - CoCr 22/L(+3)
412300225 | Fej- CoCr Femoral head - CoCr 22/XL (+5)
412300260 | Fej- CoCr Femoral head - CoCr 26/M (0)
Issue: 1
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144971-19-11-06

Annex 35/5
The certificate covers the following devices:
Tétg;l::d / Megnevezés Description Méret / Size
412300263 | Fej - CoCr Femoral head - CoCr 26/L (+3)
412300265 |Fej- CoCr Femoral head - CoCr 26/XL (+5)
412300268 | Fej- CoCr Femoral head - CoCr 26/XXL (+8)
412300269 | Fej- CoCr Femoral head - CoCr 26/XXXL (+12)
412300280 | Fej- CoCr Femoral head - CoCr 28/M (0)
412300283 | Fej- CoCr Femoral head - CoCr 28/L (+3)
412300285 | Fej- CoCr Femoral head - CoCr 28/XL (+5)
412300288 | Fej- CoCr Femoral head - CoCr 28/XXL (+8)
412300289 | Fej- CoCr Femoral head - CoCr 28/XXXL (+12)
412300320 | Fej- CoCr Femaoral head - CoCr 32/M (0)
412300323 | Fej- CoCr Femoral head - CoCr 32/L (+3)
412300325 | Fej- CoCr Femoral head - CoCr 32/XL (+5)
412300328 | Fej - CoCr Femoral head - CoCr 32 /XXL (+8)
412300329 | Fej- CoCr Femoral head - CoCr 32 /XXXL (+12)
412300360 | Fej-CoCr Femoral head - CoCr 36/M (0)
412300363 | Fej - CoCr Femoral head - CoCr 36/L (+3)
412300365 | Fej- CoCr Femoral head - CoCr 36/XL (+5)
412300368 | Fej - CoCr Femoral head - CoCr 36/XXL (+8)
412300369 | Fej- CoCr Femoral head - CoCr 36/XXXL (+12)
412300400 | Fej- CoCr Femoral head - CoCr 40/M (0)
412300403 | Fej- CoCr Femoral head - CoCr 40/L (+3)
412300405 | Fej- CoCr Femoral head - CoCr 40/XL (+5)
412300408 | Fej- CoCr Femoral head - CoCr 40/XXL (+8)
412300409 |Fej- CoCr Femoral head - CoCr 40 /XXXL (+12)
412302220 | Fej- CoCr Femoral head - CoCr 22/5(-2)
412303260 | Fej - CoCr Femoral head - CoCr 26/S (-3)
412303280 | Fej- CoCr Femoral head - CoCr 28/S (-3)
412303320 | Fej- CoCr Femoral head - CoCr 32/5(-3)
412303360 | Fej- CoCr Femoral head - CoCr 36/S(-3)
412303400 | Fej- CoCr Femoral head - CoCr 40/5 (-3)
412305280 | Fej- CoCr Femoral head - CoCr 28/XS (-5)
412305320 | Fej- CoCr Femoral head - CoCr 32/XS(-5)

Issue: 1

Issued: 6 November 2019

CE Certiso Ltd.

H-2092 Budakeszi, Erdé utca 101.

Tel.: +36 23 880 830 / info@cecertiso.hu / www.cecertiso.hiu

NB ID number: 2409
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Issued: 6 November 2019

CE Certiso Ltd.

H-2092 Budakeszi, Erd6 utca 101,

Tel.: +36 23 880 830 / info@cecertisohu / www.cecertiso.hu

NB ID number: 2409

Annex 35/6
The certificate covers the following devices:
Tétg{l)l‘;(;d / Megnevezés Description Méret / Size
412305360 | Fej - CoCr Femoral head - CoCr 36/XS (-5)
412305400 | Fej- CoCr Femoral head - CoCr 40/XS (-5)
413104226 |Vipa-N Cup-N cemented 42/26
413104228 | Vapa-N Cup-N cemented 42/28
413104322 |Vipa-N Cup-N cemented 43/22
413104326 |Vipa-N Cup-N cemented 43/26
413104328 | Vapa-N Cup-N cemented 43/28
413104426 |Vapa-N Cup-N cemented 44/26
413104428 [Vapa-N Cup-N cemented 44/28
413104622 |[Vdpa-N Cup-N cemented 46/22
413104626 |Véipa-N Cup-N cemented 46/26
413104628 | Vapa-N Cup-N cemented 46/28
413104826 |Vapa-N Cup-N cemented 48/26
413104828 |Vapa-N Cup-N cemented 48/28
413104832 |vapa-N Cup-N cemented 48/32
413104922 |Vapa-N Cup-N cemented 49/22
413104926 |Vapa-N Cup-N cemented 49/26
413104928 | Vipa-N Cup-N cemented 49/28
413104932 | Vipa-N Cup-N cemented 49/32
413105026 | Vépa-N Cup-N cemented 50/26
413105028 | Vapa-N Cup-N cemented 50/28
413105032 | Vapa-N Cup-N cemented 50/32
413105226 |Vapa-N Cup-N cemented 52/26
413105228 |Vapa-N Cup-N cemented 52/28
413105232 | Vapa-N Cup-N cemented 52/32
413105426 |Vipa-N Cup-N cemented 54/26
413105428 | Vdpa-N Cup-N cemented 54/28
413105432 |Vapa-N Cup-N cemented 54/32
413105526 | Vipa-N Cup-N cemented 55/26
413105528 | vapa-N Cup-N cemented 55/28
413105532 | Vépa-N Cup-N cemented 55/32
413105626 | Vipa-N Cup-N cemented 56/26
Issue: 1
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Annex 35/7
The certificate covers the following devices:
Té?;ﬁ';d / Megnevezés Description Méret / Size
413105628 |Vipa-N Cup-N cemented 56/28
413105632 | Vipa-N Cup-N cemented 56/32
413105826 | Vipa-N Cup-N cemented 58/26
413105828 | Vapa-N Cup-N cemented 58/28
413105832 | Vapa-N Cup-N cemented 58/32
413106028 | Vapa-N Cup-N cemented 60/28
413106032 | Vapa-N Cup-N cemented 60/32
413106128 | Vapa-N Cup-N cemented 61/28
413106132 | Vapa-N Cup-N cemented 61/32
413106228 | Vipa-N Cup-N cemented 62/28
413106232 | Vipa-N Cup-N cemented 62/32
413106432 | Vipa-N Cup-N cemented 64/32
413114226 |Vapa-L Cup-L cemented 42/26/5°
413114228 | Vapa-L Cup-L cemented 42/28/5°
413114322 | Vapa L Cup-L cemented o
413114326 |Vapa-L Cup-L cemented 43/26/5°
413114328 | Vépa-L Cup-L cemented 43/28/5°
413114426 |Vapa-L Cup-L cemented 44/26/5°
413114428 | Vapa-L Cup-L cemented 44/28/5°
413114622 |Vépa-L Cup-L cemented 46/22/5°
413114626 |Vipa-L Cup-L cemented 46/26/5°
413114628 | Vdpa-L Cup-L cemented 46/28/5°
413114826 |Vapa-L Cup-L cemented 48/26/5°
413114828 | Vépa-L Cup-L cemented 48/28/5°
413114832 | Vapa-L Cup-L cemented 48/32/5°
413114922 |Vapa-L Cup-L cemented 49/22/5°
413114926 |Vdpa-L Cup-L cemented
413114928 | Vépa-L Cup-L cemented
413114932 | Vapa-L Cup-L cemented
413115026 |Vapa-L Cup-L cemented
413115028 |Vapa-L Cup-L cemented
413115032 | Vapa-L Cup-L cemented
Issue: 1

Issued: 6 November 2019

CE Certiso Ltd.

H-2092 Budakeszi, Erdé utca 101,

Tel.: +36 23 880 830 / info@cecertiso.hu / www.cecertiso.hu

NB ID number: 2409
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Annex 35/8
The certificate covers the following devices:
Telg;l;(;d / Megnevezés Description Méret / Size
413115226 |Vépa-L Cup-L cemented 52/26/5°
413115228 | Vépa-L Cup-L cemented 52/28/5°
413115232 | Vapa-L Cup-L cemented 52/32/5°
413115426 | Vipa-L Cup-L cemented 54/26/5°
413115428 | Vépa-L Cup-L cemented 54/28/5°
413115432 | Vépa-L Cup-L cemented 54/32/5°
413115526 |Véapa-L Cup-L cemented 55/26/5°
413115528 | Vdpa-L Cup-L cemented 55/28/5°
413115532 | Vipa-L Cup-L cemented 55/32/5°
413115626 |Vdpa-L Cup-L cemented 56/26/5°
413115628 | Vapa-L Cup-L cemented 56/28/5°
413115632 |Vdpa-L Cup-L cemented 56/32/5°
413115826 | Vapa-L Cup-L cemented 58/26/5°
413115828 | Vépa-L Cup-L cemented 58/28/5°
413115832 | Vipa-L Cup-L cemented 58/32/5°
413116028 |Vipa-L Cup-L cemented 60/28/5°
413116032 | Vapa-L Cup-L cemented 60/32/5°
413116128 | Vipa-L Cup-L cemented 61/28/5°
413116132 | Véapa-L Cup-L cemented 61/32/5°
413116228 | Vdpa-L Cup-L cemented 62/28/5°
413116232 | Vépa-L Cup-L cemented 62/32/5°
413116432 | Vapa-L Cup-L cemented 64/32/5°
413124226 |Vapa-L Cup-L cemented 42/26/10°
413124228 | Vapa-L Cup-L cemented 42/28/10°
413124322 | Vipa-L Cup-L cemented 43/22/10°
413124326 | Vépa-L Cup-L cemented 43/26/10°
413124328 | Vipa-L Cup-L cemented 43/28/10°
413124426 |Vépa-L Cup-L cemented 44/26/10°
413124428 |Vipa-L Cup-L cemented 44/28/10°
413124622 | Vipa-L Cup-L cemented 46/22/10°
413124626 |Vipa-L Cup-L cemented 46/26/10°
413124628 | Vipa-L Cup-L cemented 5/28/10°
Issue: 1

Issued: 6 November 2019

CE Certiso Ltd.

H-2092 Budakeszi, Erdé utca 101.

Tel.: +36 23 880 830 / info@cecertiso.hu / www.cecertiso.hu

NB ID number: 2409




144971-19-11-06
certiso

Issued: 6 November 2019

CE Certiso Ltd.

H-2092 Budakeszi, Erd6 utca 101.

Tel: +36 23 880 830 / info@cecertiso.hu / www.cecertiso.hu
NB ID number: 2409

} fod

. \_NB2409,/
N

Annex 35/9
The certificate covers the following devices:
Tiasiecd / Megnevezés Description Méret / Size
Code
413124826 |Vépa-L Cup-L cemented 48/26/10°
413124828 | Vapa-L Cup-L cemented 48/28/10°
413124832 | Vapa-L Cup-L cemented 48/32/10°
413124922 |Vapa-L Cup-L cemented 49/22/10°
413124926 |Véapa-L Cup-L cemented 49/26/10°
413124928 | Vipa-L Cup-L cemented 49/28/10°
413124932 |Vépa-L Cup-L cemented 49/32/10°
413125026 | Vépa-L Cup-L cemented 50/26/10°
413125028 | Vapa-L Cup-L cemented 50/28/10°
413125032 |Vépa-L Cup-L cemented 50/32/10°
413125226 |[Vipa-L Cup-L cemented 52/26/10°
413125228 |[Vépa-L Cup-L cemented 52/28/10°
413125232 |[Vépa-L Cup-L cemented 52/32/10°
413125426 |Vépa-L Cup-L cemented 54/26/10°
413125428 |Vapa-L Cup-L cemented 54/28/10°
413125432 | Vapa-L Cup-L cemented 54/32/10°
413125526 |Vapa-L Cup-L cemented 55/26/10°
413125528 | Vépa-L Cup-L cemented 55/28/10°
413125532 |Vépa-L Cup-L cemented 55/32/10°
413125626 |Vépa-L Cup-L cemented 56/26/10°
413125628 |Vapa-L Cup-L cemented 56/28/10°
413125632 |Vapa-L Cup-L cemented 56/32/10°
413125826 |Vdapa-L Cup-L cemented 58/26/10°
413125828 |Vipa-L Cup-L cemented 58/28/10°
413125832 | Vapa-L Cup-L cemented 58/32/10°
413126028 | Vapa-L Cup-L cemented 60/28/10°
413126032 | Vapa-L Cup-L cemented 60/32/10°
413126128 | Vapa-L Cup-L cemented 61/28/10°
413126132 | Vapa-L Cup-L cemented 61/32/10°
413126228 |Vapa-L Cup-L cemented 62/28/10°
413126232 |Vapa-L Cup-L cemented 62/32/10°
413126432 |Vapa-L Cup-L cemented 64/32/10°
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Annex 35/10
The certificate covers the following devices:
Té?lkéd / Megnevezés Description Méret / Size
ode
413134228 | Véapafeltét Cup augment cemented 42/28
413134328 | Vapafeltét Cup augment cemented 43/28
413134428 | Vapafeltét Cup augment cemented 44/28
413134628 | Vapafeltét Cup augment cemented 46/28
413134828 | Vapafeltét Cup augment cemented 48/28
413134928 | Vipafeltét Cup augment cemented 49/28
413135028 | Vdpafeltét Cup augment cemented 50/28
413135228 | Vapafeltét Cup augment cemented 52/28
413135428 | Vapafeltét Cup augment cemented 54/28
413135528 | Vapafeltét Cup augment cemented 55/28
413135628 | Vipafeltét Cup augment cemented 56/28
413135828 | Vapafeltét Cup augment cemented 58/28
413136028 | Vapafeltét Cup augment cemented 60/28
413136128 | Vipafeltét Cup augment cemented 61/28
413136228 | Vépafeltét Cup augment cemented 62/28
413404226 | HXL Vapa-N HXL Cup-N cemented 42/26
413404228 | HXL Vapa-N HXL Cup-N cemented 42/28
413404322 | HXL Véapa-N HXL Cup-N cemented 43/22
413404326 | HXL Vapa-N HXL Cup-N cemented 43/26
413404328 | HXL Vépa-N HXL Cup-N cemented 43/28
413404426 | HXL Vapa-N HXL Cup-N cemented 44/26
413404428 | HXL Vapa-N HXL Cup-N cemented 44/28
413404622 | HXL Vépa-N HXL Cup-N cemented 46/22
413404626 | HXL Vapa-N HXL Cup-N cemented 46/26
413404628 | HXL Vipa-N HXL Cup-N cemented 46/28
413404826 | HXL Vépa-N HXL Cup-N cemented 48/26
413404828 | HXL Vapa-N HXL Cup-N cemented 48/28
413404832 | HXL Vapa-N HXL Cup-N cemented 48/32
413404922 | HXL Vapa-N HXL Cup-N cemented 49/22
413404926 | HXL Vapa-N HXL Cup-N cemented 49/26
413404928 | HXL Vapa-N HXL Cup-N cemented 49/28
413404932 | HXL Vépa-N HXL Cup-N cemented 49/32
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Annex 35/11
The certificate covers the following devices:
bl Megnevezés Description Méret / Size
Code
413405026 | HXL Vipa-N HXL Cup-N cemented 50/26
413405028 | HXL Vipa-N HXL Cup-N cemented 50/28
413405032 | HXL Vapa-N HXL Cup-N cemented 50/32
413405226 | HXL Vépa-N HXL Cup-N cemented 52/26
413405228 | HXL Vépa-N HXL Cup-N cemented 52/28
413405232 | HXL Vépa-N HXL Cup-N cemented 52/32
413405236 | HXL Vapa-N HXL Cup-N cemented 52/36
413405426 |[HXL Vapa-N HXL Cup-N cemented 54/26
413405428 | HXL Vipa-N HXL Cup-N cemented 54/28
413405432 | HXL Vapa-N HXL Cup-N cemented 54/32
413405436 | HXL Vapa-N HXL Cup-N cemented 54/36
413405526 | HXL Vipa-N HXL Cup-N cemented 55/26
413405528 | HXL Vapa-N HXL Cup-N cemented 55/28
413405532 | HXL Vapa-N HXL Cup-N cemented 55/32
413405536 | HXL Vapa-N HXL Cup-N cemented 55/36
413405626 | HXL Vapa-N HXL Cup-N cemented 56/26
413405628 | HXL Vapa-N HXL Cup-N cemented 56/28
413405632 | HXL Véapa-N HXL Cup-N cemented 56/32
413405636 |HXL Vapa-N HXL Cup-N cemented 56/36
413405640 | HXL Vépa-N HXL Cup-N cemented 56/40
413405826 | HXL Vépa-N HXL Cup-N cemented 58/26
413405828 | HXL Vipa-N HXL Cup-N cemented 58/28
413405832 | HXL Vipa-N HXL Cup-N cemented 58/32
413405836 | HXL Vdpa-N HXL Cup-N cemented 58/36
413405840 | HXL Vdpa-N HXL Cup-N cemented 58/40
413406028 | HXL Vapa-N HXL Cup-N cemented 60/28
413406032 | HXL Vépa-N HXL Cup-N cemented 60/32
413406036 |HXL Vapa-N HXL Cup-N cemented 60/36
413406040 | HXL Vépa-N HXL Cup-N cemented 60/40
413406128 | HXL Vapa-N HXL Cup-N cemented 61/28
413406132 | HXL Vapa-N HXL Cup-N cemented 61/32
413406136 | HXL Vdpa-N HXL Cup-N cemented 61/36
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Annex 35/12
The certificate covers the following devices:
g Megnevezés Description Méret / Size
413406140 | HXL Védpa-N HXL Cup-N cemented 61/40
413406228 | HXL Vdpa-N HXL Cup-N cemented 62/28
413406232 | HXL Vépa-N HXL Cup-N cemented 62/32
413406236 | HXL Vapa-N HXL Cup-N cemented 62/36
413406240 | HXL Vipa-N HXL Cup-N cemented 62/40
413406432 [ HXL Vipa-N HXL Cup-N cemented 64/32
413406436 | HXL Vapa-N HXL Cup-N cemented 64/36
413406440 | HXL Vipa-N HXL Cup-N cemented 64/40
413414226 | HXL Vépa-L HXL Cup-L cemented 42/26/5°
413414228 | HXL Vapa-L HXL Cup-L cemented 42/28/5°
413414322 | HXL Vépa-L HXL Cup-L cemented 43/22/5°
413414326 | HXL Vépa-L HXL Cup-L cemented 43/26/5°
413414328 | HXL Vépa-L HXL Cup-L cemented 43/28/5°
413414426 | HXL Vapa-L HXL Cup-L cemented 44/26/5°
413414428 | HXL Vépa-L HXL Cup-L cemented 44/28/5°
413414622 | HXL Vapa-L HXL Cup-L cemented 46/22/5°
413414626 | HXL Vapa-L HXL Cup-L cemented 46/26/5°
413414628 | HXL Vapa-L HXL Cup-L cemented 46/28/5°
413414826 | HXL Vdpa-L HXL Cup-L cemented 48/26/5°
413414828 | HXL Vipa-L HXL Cup-L cemented 48/28/5°
413414832 | HXL Vdpa-L HXL Cup-L cemented 48/32/5°
413414922 | HXL Vapa-L HXL Cup-L cemented 49/22/5°
413414926 | HXL Vdpa-L HXL Cup-L cemented 49/26/5°
413414928 | HXL Vipa-L HXL Cup-L cemented 49/28/5°
413414932 | HXL Vépa-L HXL Cup-L cemented 49/32/5°
413415026 | HXL Vapa-L HXL Cup-L cemented 50/26/5°
413415028 | HXL Vapa-L HXL Cup-L cemented 50/28/5°
413415032 | HXL Vapa-L HXL Cup-L cemented 50/32/5°
413415226 | HXL Vapa-L HXL Cup-L cemented 52/26/5°
413415228 | HXL Vapa-L HXL Cup-L cemented 52/28/5°
413415232 | HXL Vapa-L HXL Cup-L cemented 52/32/5°
413415236 | HXL Vapa-L HXL Cup-L cemented 52/36/5°
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Annex 35/13
The certificate covers the following devices:
Tet&l‘l;:d / Megnevezés Description Méret / Size
413415426 | HXL Vépa-L HXL Cup-L cemented 54/26/5°
413415428 | HXL Vépa-L HXL Cup-L cemented 54/28/5°
413415432 | HXL Vépa-L HXL Cup-L cemented 54/32/5°
413415436 | HXL Vépa-L HXL Cup-L cemented 54/36/5°
413415526 | HXL Vépa-L HXL Cup-L cemented 55/26/5°
413415528 | HXL Vépa-L HXL Cup-L cemented 55/28/5°
413415532 | HXL Védpa-L HXL Cup-L cemented 55/32/5°
413415536 | HXL Védpa-L HXL Cup-L cemented 55/36/5°
413415626 | HXL Vipa-L HXL Cup-L cemented 56/26/5°
413415628 | HXL Vdpa-L HXL Cup-L cemented 56/28/5°
413415632 | HXL Vépa-L HXL Cup-L cemented 56/32/5°
413415636 | HXL Véipa-L HXL Cup-L cemented 56/36/5°
413415640 | HXL Vipa-L HXL Cup-L cemented 56/40/5°
413415826 | HXL Vapa-L HXL Cup-L cemented 58/26/5°
413415828 | HXL Vdpa-L HXL Cup-L cemented 58/28/5°
413415832 | HXL Vdpa-L HXL Cup-L cemented 58/32/5°
413415836 | HXL Vapa-L HXL Cup-L cemented 58/36/5°
413415840 | HXL Vapa-L HXL Cup-L cemented 58/40/5°
413416028 | HXL Vipa-L HXL Cup-L cemented 60/28/5°
413416032 | HXL Vapa-L HXL Cup-L cemented 60/32/5°
413416036 | HXL Vapa-L HXL Cup-L cemented 60/36/5°
413416040 |HXL Vapa-L HXL Cup-L cemented 60/40/5°
413416128 | HXL Vapa-L HXL Cup-L cemented 61/28/5°
413416132 | HXL Vépa-L HXL Cup-L cemented 61/32/5°
413416136 | HXL Vapa-L HXL Cup-L cemented 61/36/5°
413416140 | HXL Vapa-L HXL Cup-L cemented 61/40/5°
413416228 | HXL Vapa-L HXL Cup-L cemented 62/28/5°
413416232 | HXL Vépa-L HXL Cup-L cemented 62/32/5°
413416236 | HXL Vapa-L HXL Cup-L cemented 62/36/5°
413416240 | HXL Vépa-L HXL Cup-L cemented 62/40/5°
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Annex 35/14
The certificate covers the following devices:
Tétglkéd / Megnevezés Description Méret / Size
ode
413416432 | HXL Vapa-L HXL Cup-L cemented 64/32/5°
413416436 | HXL Vapa-L HXL Cup-L cemented 64/36/5°
413416440 | HXL Vapa-L HXL Cup-L cemented 64/40/5°
413424226 | HXL Vipa-L HXL Cup-L cemented 42/26/10°
413424228 | HXL Vépa-L HXL Cup-L cemented 42/28/10°
413424322 | HXL Vapa-L HXL Cup-L cemented 43/22/10°
413424326 | HXL Vdpa-L HXL Cup-L cemented 43/26/10°
413424328 | HXL Vapa-L HXL Cup-L cemented 43/28/10°
413424426 | HXL Vipa-L HXL Cup-L cemented 44/26/10°
413424428 | HXL Vapa-L HXL Cup-L cemented 44/28/10°
413424622 | HXL Vépa-L HXL Cup-L cemented 46/22/10°
413424626 | HXL Vipa-L HXL Cup-L cemented 46/26/10°
413424628 | HXL Vapa-L HXL Cup-L cemented 46/28/10°
413424826 | HXL Vapa-L HXL Cup-L cemented 48/26/10°
413424828 | HXL Vépa-L HXL Cup-L cemented 48/28/10°
413424832 | HXL Vapa-L HXL Cup-L cemented 48/32/10°
413424922 | HXL Vapa-L HXL Cup-L cemented 49/22/10°
413424926 | HXL Vapa-L HXL Cup-L cemented 49/26/10°
413424928 | HXL Vdpa-L HXL Cup-L cemented 49/28/10°
413424932 | HXL Vapa-L HXL Cup-L cemented 49/32/10°
413425026 | HXL Véapa-L HXL Cup-L cemented 50/26/10°
413425028 | HXL Vdapa-L HXL Cup-L cemented 50/28/10°
413425032 | HXL Vapa-L HXL Cup-L cemented 50/32/10°
413425226 | HXL Vipa-L HXL Cup-L cemented 52/26/10°
413425228 | HXL Vapa-L HXL Cup-L cemented 52/28/10°
413425232 | HXL Vapa-L HXL Cup-L cemented 52/32/10°
413425236 | HXL Vépa-L HXL Cup-L cemented 52/36/10°
413425426 | HXL Vépa-L HXL Cup-L cemented 54/26/10°
413425428 | HXL Vapa-L HXL Cup-L cemented 54/28/10°
413425432 | HXL Vépa-L HXL Cup-L cemented 54/32/10°
413425436 | HXL Vépa-L HXL Cup-L cemented 54/36/10°
413425526 | HXL Vépa-L HXL Cup-L cemented 55/26/10°
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The certificate covers the following devices:

Tételkod /

Code Megnevezés Description Méret / Size
413425528 | HXL Vépa-L HXL Cup-L cemented 55/28/10°
413425532 | HXL Vépa-L HXL Cup-L cemented 55/32/10°
413425536 | HXL Vépa-L HXL Cup-L cemented 55/36/10°
413425626 | HXL Vapa-L HXL Cup-L cemented 56/26/10°
413425628 | HXL Vapa-L HXL Cup-L cemented 56/28/10°
413425632 | HXL Vépa-L HXL Cup-L cemented 56/32/10°
413425636 | HXL Vipa-L HXL Cup-L cemented 56/36/10°
413425640 | HXL Vépa-L HXL Cup-L cemented 56/40/10°
413425826 | HXL Vépa-L HXL Cup-L cemented 58/26/10°
413425828 | HXL Vépa-L HXL Cup-L cemented 58/28/10°
413425832 | HXL Véapa-L HXL Cup-L cemented 58/32/10°
413425836 | HXL Vépa-L HXL Cup-L cemented 58/36/10°
413425840 | HXL Vapa-L HXL Cup-L cemented 58/40/10°
413426028 | HXL Vipa-L HXL Cup-L cemented 60/28/10°
413426032 | HXL Vépa-L HXL Cup-L cemented 60/32/10°
413426036 | HXL Vipa-L HXL Cup-L cemented 60/36/10°
413426040 | HXL Vdpa-L HXL Cup-L cemented 60/40/10°
413426128 | HXL Vapa-L HXL Cup-L cemented 61/28/10°
413426132 | HXL Vépa-L HXL Cup-L cemented 61/32/10°
413426136 | HXL Vapa-L HXL Cup-L cemented 61/36/10°
413426140 | HXL Véapa-L HXL Cup-L cemented 61/40/10°
413426228 | HXL Vapa-L HXL Cup-L cemented 62/28/10°
413426232 | HXL Vapa-L HXL Cup-L cemented 62/32/10°
413426236 | HXL Vapa-L HXL Cup-L cemented 62/36/10°
413426240 | HXL Vépa-L HXL Cup-L cemented 62/40/10°
413426432 | HXL Vapa-L HXL Cup-L cemented 64/32/10°
413426436 | HXL Vapa-L HXL Cup-L cemented 64/36/10°
413426440 | HXL Vapa-L HXL Cup-L cemented 64/4_0}-10"
413434228 | HXL vapafeltét HXL Cup augment cemented 4?_[28
413434328 | HXL vapafeltét HXL Cup augment cemented 43/28
413434428 | HXL vapafeltét HXL Cup augment cemented 44/28
413434628 | HXL véapafeltét HXL Cup augment cemented 46/28
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Annex 35/16
The certificate covers the following devices:

Tef;]:;d / Megnevezés Description Méret / Size
413434828 | HXL vapafeltét HXL Cup augment cemented 48/28
413434928 | HXL vapafeltét HXL Cup augment cemented 49/28
413435028 | HXL vapafeltét HXL Cup augment cemented 50/28
413435228 | HXL vapafeltét HXL Cup augment cemented 52/28
413435428 | HXL vapafeltét HXL Cup augment cemented 54/28
413435528 | HXL vapafeltét HXL Cup augment cemented 55/28
413435628 | HXL vapafeltét HXL Cup augment cemented 56/28
413435828 | HXL vapafeltét HXL Cup augment cemented 58/28
413436028 | HXL vapafeltét HXL Cup augment cemented 60/28
413436128 | HXL vapafeltét HXL Cup augment cemented 61/28
413436228 | HXL vapafeltét HXL Cup augment cemented 62/28
511100000 |SANAT-CLM protézisszar SANAT-CLM stem 0
511100001 |SANAT-CLM protézisszar SANAT-CLM stem 1
511100002 | SANAT-CLM pratézisszir SANAT-CLM stem 2
511100003 | SANAT-CLM protézisszar SANAT-CLM stem 3
511100004 [SANAT-CLM protézisszar SANAT-CLM stem 4
511100005 | SANAT-CLM protézisszar SANAT-CLM stem 5
511100006 |SANAT-CLM protézisszar SANAT-CLM stem 6
511100007 | SANAT-CLM protézisszar SANAT-CLM stem 7
511100008 | SANAT-CLM protézisszar SANAT-CLM stem 8
511400011 | SANAT-R - Il csavar SANAT-R - Il fixing bolt

Straight,
511411220 | SANAT-R - Il protézisszar SANAT-R - 1l stem straight 12x120 mm

Straight,
511411225 |SANAT-R - II protézisszar SANAT-R - Il stem straight 12x170 mm

Straight,
511411230 |SANAT-R - Il protézisszar SANAT-R - Il stem straight 12x220 mm

Straight,
511411420 | SANAT-R - II protézisszar SANAT-R - Il stem straight 14x120 mm

S ra :g
511411425 | SANAT-R - Il protézisszar SANAT-R - Il stem straight 14x170 mm
511411430 | SANAT-R - Il protézisszar SANAT-R - II stem straight 14x220 mm

Straight,

511411620 | SANAT-R - Il protézisszar SANAT-R - II stem straight 16x120 mm
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Annex 35/17
The certificate covers the following devices:
Tétgél;(:d / Megnevezés Description Méret / Size
Straight,
511411625 | SANAT-R - Il protézisszar SANAT-R - II stem straight 16x170 mm
Straight,
511411630 | SANAT-R - Il protézisszdr SANAT-R - II stem straight 16x220 mm
Straight,
511411820 | SANAT-R - Il protézisszar SANAT-R - II stem straight 18x120 mm
Straight,
511411825 | SANAT-R - ll protézisszar SANAT-R - Il stem straight 18x170 mm
Straight,
511411830 | SANAT-R - Il protézisszir SANAT-R - Il stem straight 18x220 mm
Straight,
511412020 |SANAT-R - Il protézisszar SANAT-R - 1] stem straight 20x120 mm
Straight,
511412025 | SANAT-R - Il protézisszar SANAT-R - II stem straight 20x170 mm
Straight,
511412030 |SANAT-R - Il protézisszar SANAT-R - Il stem straight 20x220 mm
511420011 |SANAT-R - 11 blokk SANAT-R - Il block 1
511420012 | SANAT-R - 1l blokk SANAT-R - 1l block 2
511420013 | SANAT-R - 1l blokk SANAT-R - 1] block 3
511420014 | SANAT-R - Il blokk SANAT-R - Il black 4
511420015 | SANAT-R - Il blokk SANAT-R - 1l black 5
511420016 | SANAT-R - Il blokk SANAT-R - 11 black 6
511420020 | SANAT-R - Il zr6csavar SANAT-R - Il end-cap
Bent, 12x220
511511230 [SANAT-R - Il protézisszar SANAT-R - Il stem bent mm
Bent, 12x270
511511235 [SANAT-R - Il protézisszar SANAT-R - Il stem bent mm
Bent, 12x320
511511240 |SANAT-R - Il protézisszar SANAT-R - Il stem bent mm
Bent, 14x220
511511430 | SANAT-R - Il protézisszar SANAT-R - Il stem bent mm
Bent, 14x270
511511435 | SANAT-R - Il protézisszar SANAT-R - Il stem bent mm
Bent, 14x320
511511440 |SANAT-R - II protézisszar SANAT-R - Il stem bent mm
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Tét&:‘::d / Megnevezés Description Méret / Size
Bent, 16x220
511511630 |SANAT-R - Il protézisszdr SANAT-R - Il stem bent mm
Bent, 16x270
511511635 | SANAT-R - Il protézisszar SANAT-R - Il stem bent mm
Bent, 16x320
511511640 |SANAT-R - Il protézisszar SANAT-R - Il stem bent mm
Bent, 18x220
511511830 | SANAT-R - Il protézisszar SANAT-R - Il stem bent mm
Bent, 18x270
511511835 | SANAT-R - Il protézisszar SANAT-R - Il stem bent mm
Bent, 18x320
511511840 | SANAT-R - Il protézisszar SANAT-R - Il stem bent mm
Bent, 20x220
511512030 | SANAT-R - Il protézisszar SANAT-R - Il stem bent mm
Bent, 20x270
511512035 |SANAT-R - Il protézisszar SANAT-R - Il stem bent mm
Bent, 20x320
511512040 |SANAT-R - Il protézisszar SANAT-R - Il stem bent mm
511800001 | PANNON-CL protézisszar PANNON-CL stem cementless 1
511800002 | PANNON-CL protézisszar PANNON-CL stem cementless 2
511800003 | PANNON-CL protézisszar PANNON-CL stem cementless 3
511800004 [ PANNON-CL protézisszar PANNON-CL stem cementless 4
511800005 | PANNON-CL protézisszar PANNON-CL stem cementless 5
511800006 | PANNON-CL protézisszar PANNON-CL stem cementless 6
511800007 | PANNON-CL protézisszar PANNON-CL stem cementless 7
511800008 | PANNON-CL protézisszar PANNON-CL stem cementless 8
511800009 | PANNON-CL protézisszar PANNON-CL stem cementless 9
511800010 | PANNON-CL protézisszar PANNON-CL stem cementless 10
511801003 | PANNON-CL REV protézisszir PANNON-CL REV stem cementless 3
511801004 | PANNON-CL REV protézisszdr PANNON-CL REV stem cementless 4
511801005 | PANNON-CL REV protézisszar PANNON-CL REV stem cementless 5
511801006 | PANNON-CL REV protézisszar PANNON-CL REV stem cementless 6
511801007 | PANNON-CL REV protézisszar PANNON-CL REV stem cementless 7
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The certificate covers the following devices:

Tétg;l;gd / Megnevezés Description Méret / Size
511801008 | PANNON-CL REV protézisszar PANNON-CL REV stem cementless 8
511801009 | PANNON-CL REV protézisszar PANNON-CL REV stem cementless 9
511801010 | PANNON-CL REV protézisszar PANNON-CL REV stem cementless 10
511802001 | PANNON-CL-HA protézisszdr PANNON-CL-HA stem cementless 1
511802002 | PANNON-CL-HA protézisszar PANNON-CL-HA stem cementless 2
511802003 | PANNON-CL-HA protézisszar PANNON-CL-HA stem cementless 3
511802004 | PANNON-CL-HA protézisszdr PANNON-CL-HA stem cementless 4
511802005 | PANNON-CL-HA protézisszar PANNON-CL-HA stem cementless 5
511802006 [PANNON-CL-HA protézisszar PANNON-CL-HA stem cementless 6
511802007 | PANNON-CL-HA protézisszar PANNON-CL-HA stem cementless 7
511802008 | PANNON-CL-HA protézisszar PANNON-CL-HA stem cementless 8
511802009 | PANNON-CL-HA protézisszar PANNON-CL-HA stem cementless 9
511802010 | PANNON-CL-HA protézisszar PANNON-CL-HA stem cementless 10
511804001 | PANNON-LAT-HA protézisszar PANNON-LAT-HA stem cementless 1
511804002 | PANNON-LAT-HA protézisszar PANNON-LAT-HA stem cementless 2
511804003 [PANNON-LAT-HA protézisszar PANNON-LAT-HA stem cementless 3
511804004 | PANNON-LAT-HA protézisszar PANNON-LAT-HA stem cementless 4
511804005 | PANNON-LAT-HA protézisszar PANNON-LAT-HA stem cementless 5
511804006 |PANNON-LAT-HA protézisszar PANNON-LAT-HA stem cementless 6
511804007 | PANNON-LAT-HA protézisszar PANNON-LAT-HA stem cementless 7
511804008 | PANNON-LAT-HA protézisszar PANNON-LAT-HA stem cementless 8
511804009 | PANNON-LAT-HA protézisszar PANNON-LAT-HA stem cementless 9
511804010 | PANNON-LAT-HA protézisszar PANNON-LAT-HA stem cementless 10
513203800 |Vapacsésze-S Shell-S 38 mm
513203801 | Rogzitbgylird Locking ring 38 mm
513204000 | Vapacsésze-S Shell-S 40 mm
513204001 |Rogzitbgyird Locking ring 40 mm
513204200 | Vapacsésze-S Shell-S 42 mm
513204201 |Rogzitdgydrid Locking ring 42 mm
513204400 | Vapacsésze-S Shell-S 44 mm
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The certificate covers the following devices:
Tetcelkéd / Megnevezés Description Méret / Size
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513204401 | Rogzitégyitird Locking ring 44 mm
513204600 | Vapacsésze-§ Shell-S 46 mm
513204601 | Rogzit6gyiirii Locking ring 46 mm
513204800 | Vipacsésze-S Shell-S 48 mm
513204801 | Rogzitdgyird Locking ring 48 mm
513205000 | Vipacsésze-S Shell-S 50 mm
513205001 | Régzitégyiird Locking ring 50 mm
513205200 |Vapacsésze-S Shell-S 52 mm
513205201 | Rogzitbgylrd Locking ring 52 mm
513205400 | Vapacsésze-S Shell-S 54 mm
513205401 | Rogzitbgylr( Locking ring 54 mm
513205600 | Vapacsésze-S Shell-S 56 mm
513205601 | Rogzitogytrii Locking ring 56 mm
513205800 | Vapacsésze-S Shell-S 58 mm
513205801 | Roégzitégylril Locking ring 58 mm
513206000 | Vapacsésze-S Shell-S 60 mm
513206001 | Rogzit6gytiri Locking ring 60 mm
513206200 |Vapacsésze-S Shell-S 62 mm
513206201 | RogzitSgyiirii Locking ring 62 mm
513206400 | Vapacsésze-S Shell-S 64 mm
513206401 | Rogzitégyiiri Locking ring 64 mm
513206600 |Vapacsésze-S Shell-S 66 mm
513206601 | RogzitGgylirt Locking ring 66 mm
513206800 | Vapacsésze-S Shell-S 68 mm
513206801 | Rogzitégylird Locking ring 68 mm
513207000 [Vapacsésze-S Shell-S 70 mm
513207001 | Rogzitbgylirid Locking ring 70 mm
513207200 | Vapacsésze-S Shell-S 72 mm
513207201 | Rogzitdgylird Locking ring 72 mm
513207400 | Vipacsésze-S Shell-S 74 mm
513207401 | Rogzitbgyfiri Locking ring 74 mm
513214400 |Vapacsésze-H Shell-H 44 mm
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The certificate covers the following devices:
Tété:l;(:d / Megnevezés Description Méret / Size
513214600 | Vapacsésze-H Shell-H 46 mm
513214800 |Vapacsésze-H Shell-H 48 mm
513215000 |Vapacsésze-H Shell-H 50 mm
513215200 |Vapacsésze-H Shell-H 52 mm
513215400 |Vapacsésze-H Shell-H 54 mm
513215600 | Vapacsésze-H Shell-H 56 mm
513215800 | Vapacsésze-H Shell-H 58 mm
513216000 |Vapacsésze-H Shell-H 60 mm
513216200 |Vapacsésze-H Shell-H 62 mm
513216400 |Vapacsésze-H Shell-H 64 mm
513216600 |Vapacsésze-H Shell-H 66 mm
513216800 | Vapacsésze-H Shell-H 68 mm
513217000 |Vapacsésze-H Shell-H 70 mm
513217200 |Vapacsésze-H Shell-H 72 mm
513217400 |Vapacsésze-H Shell-H 74 mm
513223822 | Vapabetét-N Liner-N 38/22 mm
513224022 | Vapabetét-N Liner-N 40/22 mm
513224222 |Vapabetét-N Liner-N 42/22 mm
513224428 | Vapabetét-N Liner-N 44/28 mm
513224628 |Vapabetét-N Liner-N 46/28 mm
513224828 | Vapabetét-N Liner-N 48/28 mm
513224832 | Vapabetét-N Liner-N 48/32 mm
513225028 | Vapabetét-N Liner-N 50/28 mm
513225032 | Vapabetét-N Liner-N 50/32 mm
513225228 | Vapabetét-N Liner-N 52/28 mm
513225232 | Vapabetét-N Liner-N 52/32 mm
513225428 |Vapabetét-N Liner-N 54/28 mm
513225432 | Vapabetét-N Liner-N 54/32mm
513225628 | Vapabetét-N Liner-N 56/28 mm
513225632 | Vapabetét-N Liner-N 56/32 mm
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The certificate covers the following devices:
Tétglkod / Megnevezés Description Méret / Size
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513225828 | Vapabetét-N Liner-N 58/28 mm
513225832 | Vapabetét-N Liner-N 58/32 mm
513226028 | Vapabetét-N Liner-N 60/28 mm
513226032 | Vapabetét-N Liner-N 60/32 mm
513226228 | Vipabetét-N Liner-N 62/28 mm
513226232 | Vapabetét-N Liner-N 62/32 mm
513226428 | Vapabetét-N Liner-N 64/28 mm
513226432 | Vapabetét-N Liner-N 64/32 mm
513226628 |Vapabetét-N Liner-N 66/28 mm
513226632 | Vapabetét-N Liner-N 66/32 mm
513226828 | Vipabetét-N Liner-N 68/28 mm
513226832 [Vapabetét-N Liner-N 68/32 mm
513227028 | Vapabetét-N Liner-N 70/28 mm
513227032 | Vapabetét-N Liner-N 70/32 mm
513227228 | Vapabetét-N Liner-N 72/28 mm
513227232 | Vapabetét-N Liner-N 72/32 mm
513227428 | Vapabetét-N Liner-N 74/28 mm
513227432 | Vapabetét-N Liner-N 74/32 mm
513244428 | Vapabetét-L Liner-L 44/28 mm /10°
513244628 | Vapabetét-L Liner-L 46/28 mm /10°
513244828 | Vapabetét-L Liner-L 48/28 mm /10°
513244832 | Vapabetét-L Liner-L 48/32 mm /10°
513245028 | Vapabetét-L Liner-L 50/28 mm /10°
513245032 | Vépabetét-L Liner-L 50/32 mm /10°
513245228 | Vapabetét-L Liner-L 52/28 mm /10°
513245232 | Vapabetét-L Liner-L 52/32 mm /10°
513245428 | Vapabetét-L Liner-L 54/28 mm /102
513245432 | Vapabetét-L Liner-L 54/32 mm /10°
513245628 | Vapabetét-L Liner-L 56/28 mm /10°
513245632 | Vapabetét-L Liner-L 56/32 mm /10°
513245828 | Véapabetét-L Liner-L 58/28 mm /10°
513245832 | Vapabetét-L Liner-L
Issue: 1

Issued: 6 November 2019

CE Certiso Ltd.

H-2092 Budakeszi, Erd® utca 101,
Tel.: +36 23 880 830 / info@cecertiso.hu / www.cecertiso.hu
NB 1D number: 2409




certiso

144971-19-11-06

Annex 35/23

The certificate covers the following devices:

Té?:;gd / Megnevezés Description Méret / Size
513246028 | Vapabetét-L Liner-L 60/28 mm /10°
513246032 | Vapabetét-L Liner-L 60/32 mm /10°
513246228 | Vapabetét-L Liner-L 62/28 mm /10°
513246232 | Vapabetét-L Liner-L 62/32 mm /10°
513246428 | Vapabetét-L Liner-L 64/28 mm /10°
513246432 | Vapabetét-L Liner-L 64/32 mm /10°
513246628 | Vapabetét-L Liner-L 66/28 mm /10°
513246632 | Vapabetét-L Liner-L 66/32 mm /10°
513246828 | Vapabetét-L Liner-L 68/28 mm /10°
513246832 | Vapabetét-L Liner-L 68/32 mm /10°
513247028 | Vapabetét-L Liner-L 70/28 mm /10°
513247032 | Vapabetét-L Liner-L 70/32 mm /10°
513247228 | Vapabetét-L Liner-L 72/28 mm /10°
513247232 | Vapabetét-L Liner-L 72/32 mm /10°
513247428 | Vapabetét-L Liner-L 74/28 mm /10°
513247432 | Vapabetét-L Liner-L 74/32 mm /10°
513256515 | Vapa csavar onv. Self-tapping cancellous shell screw 6.5x15 mm
513256520 | Vapa csavar 6nv. Self-tapping cancellous shell screw 6.5x20 mm
513256525 | Vapa csavar énv. Self-tapping cancellous shell screw 6.5%25 mm
513256530 | Vapa csavar onv. Self-tapping cancellous shell screw 6.5x30 mm
513256535 | Vapa csavar onv. Self-tapping cancellous shell screw 6.5x35 mm
513256540 | Vdpa csavar onv. Self-tapping cancellous shell screw 6.5x40 mm
513256545 | Vapa csavar énv. Self-tapping cancellous shell screw 6.5x45 mm
513256550 | Vapa csavar dnv. Self-tapping cancellous shell screw 6.5x50 mm
513256555 | Vapa csavar énv. Self-tapping cancellous shell screw 6.5x55 mm
513256560 | Vapa csavar énv. Self-tapping cancellous shell screw 6.5x60 mm
513256565 | Vapa csavar énv. Self-tapping cancellous shell screw 6.5x65 mm
513256570 | Vapa csavar onv. Self-tapping cancellous shell screw 6.5x70 mm
513256575 | Vapa csavar onv. Self-tapping cancellous shell screw 6.5%x75 mm
513256580 | Vapa csavar énv. Self-tapping cancellous shell screw 6.5%x80 mm
513274428 | Vapabetét-L Liner-L 44/28 mm /20°
513274628 | Vapabetét-L Liner-L 46/28 mm /20°
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The certificate covers the following devices:
Tétglkéd / Megnevezés Description Méret / Size
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513274828 | Vapabetét-L Liner-L 48/28 mm /20°
513274832 | Vapabetét-L Liner-L 48/32 mm /20°
513275028 | Vapabetét-L Liner-L 50/28 mm /20°
513275032 | Vapabetét-L Liner-L 50/32 mm /20°
513275228 | Vapabetét-L Liner-L 52/28 mm /20°
513275232 | Vapabetét-L Liner-L 52/32 mm /20°
513275428 | Vapabetét-L Liner-L 54/28 mm /20°
513275432 | Vapabetét-L Liner-L 54/32 mm /20°
513275628 | Vapabetét-L Liner-L 56/28 mm /20°
513275632 | Vipabetét-L Liner-L 56/32 mm /20°
513275828 | Vapabetét-L Liner-L 58/28 mm /20°
513275832 | Vapabetét-L Liner-L 58/32 mm /20°
513276028 | Vipabetét-L Liner-L 60/28 mm /20°
513276032 [ Vapabetét-L Liner-L 60/32 mm /20°
513276228 | Vapabetét-L Liner-L 62/28 mm /20°
513276232 | Vdpabetét-L Liner-L 62/32 mm /20°
513276428 | Vapabetét-L Liner-L 64/28 mm /20°
513276432 | Vapabetét-L Liner-L 64/32 mm /20°
513276628 | Vapabetét-L Liner-L 66/28 mm /20°
513276632 | Vapabetét-L Liner-L 66/32 mm /20°
513276828 | Vapabetét-L Liner-L 68/28 mm /20°
513276832 | Vapabetét-L Liner-L 68/32 mm /20°
513277028 | Vapabetét-L Liner-L 70/28 mm /20°
513277032 | Vapabetét-L Liner-L 70/32 mm /20°
513277228 | Vapabetét-L Liner-L 72/28 mm /20°
513277232 |Vapabetét-L Liner-L 72/32 mm /20°
513277428 | Vapabetét-L Liner-L 74/28 mm /20
513277432 | Vipabetét-L Liner-L 74/32 mm /20°
513280001 | Csavar-R Screw-R '
513280002 | Fiil - I Flange - | 4H
513280003 |Fiil-L Flange - L 1+2H
513280004 |Fiil-T Flange - T 1+1H
513280005 | Fiil - F Flange - F 1H
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The certificate covers the following devices:

Tételkéd /

Code Megnevezés Description Méret / Size
513280006 | Fil-V Flange - V 2+2H
513280007 | Fiil - K Flange - K
513284002 | Vapagyiirii-R kdnnyitett Shell ring-R low contact 40 mm
513284003 | Vapagyiiri-R extra kénnyitett Shell ring-R extra low contact 40 mm
513284202 | Vépagyliri-R konnyftett Shell ring-R low contact 42 mm
513284203 | Vapagyiirii-R extra konnyitett Shell ring-R extra low contact 42 mm
513284400 | Vapacsésze-R Shell-R 44 mm
513284402 | Vapagyiirii-R kénnyitett Shell ring-R low contact 44 mm
513284403 | Vapagyiirii-R extra konnyitett Shell ring-R extra low contact 44 mm
513284600 |Vapacsésze-R Shell-R 46 mm
513284602 | Vapagyiir(i-R konnyitett Shell ring-R low contact 46 mm
513284603 | VApagyiirii-R extra kdnnyitett Shell ring-R extra low contact 46 mm
513284800 |Vapacsésze-R Shell-R 48 mm
513284802 | Vapagylir(-R konnyitett Shell ring-R low contact 48 mm
513284803 | Vapagyiirii-R extra konnyitett Shell ring-R extra low contact 48 mm
513285000 | Vapacsésze-R Shell-R 50 mm
513285002 | Vapagylri-R kénnyftett Shell ring-R low contact 50 mm
513285003 | Vépagyiirii-R extra konnyitett Shell ring-R extra low contact 50 mm
513285200 [ Vapacsésze-R Shell-R 52 mm
513285202 | Vépagyfirii-R kénnyitett Shell ring-R low contact 52 mm
513285203 | Vapagyirii-R extra kinnyitett Shell ring-R extra low contact 52 mm
513285400 |Vipacsésze-R Shell-R 54 mm
513285402 | Vapagyfir(i-R kénnyitett Shell ring-R low centact 54 mm
513285403 | Vapagyiirii-R extra konnyitett Shell ring-R extra low contact 54 mm
513285600 | Vapacsésze-R Shell-R 56 mm
513285602 | Vapagyiirl-R konnyitett Shell ring-R low contact 56 mm
513285603 | Vapagyiiri-R extra kénnyitett Shell ring-R extra low contact 56 mm
513285800 | Vapacsésze-R Shell-R 58 mm
513285802 | Vapagyliri-R kénnyitett Shell ring-R low contact 58 mm
513285803 | Vapagyiirii-R extra kinnyitett Shell ring-R extra low contact 58 mm
513286000 | Vapacsésze-R Shell-R 60 mm
513286002 | Vipagyiirii-R kinnyitett Shell ring-R low contact 60 mm
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The certificate covers the following devices:

Tételkéd /

B Megnevezés Description Méret / Size
513286003 | Vapagyiirii-R extra konnyitett Shell ring-R extra low contact 60 mm
513286200 | Vapacsésze-R Shell-R 62 mm
513286202 | Vapagyiiri-R konnyftett Shell ring-R low contact 62 mm
513286203 | Vapagyiiri-R extra kdnnyitett Shell ring-R extra low contact 62 mm
513286400 | Vipacsésze-R Shell-R 64 mm
513286402 | Vapagyiir(i-R konnyitett Shell ring-R low contact 64 mm
513286403 | Vapagyiirii-R extra konnyitett Shell ring-R extra low contact 64 mm
513286600 |Vipacsésze-R Shell-R 66 mm
513286602 | Vipagyiir(i-R kénnyitett Shell ring-R low contact 66 mm
513286603 | Vapagyiirii-R extra konnyitett Shell ring-R extra low contact 66 mm
513286800 |Vdipacsésze-R Shell-R 68 mm
513286802 | Vapagy(rii-R kénnyitett Shell ring-R low contact 68 mm
513286803 | Vapagyiirii-R extra konnyitett Shell ring-R extra low contact 68 mm
513287000 | Vapacsésze-R Shell-R 70 mm
513287002 | Vapagyiird-R konnyitett Shell ring-R low contact 70 mm
513287003 | Vapagyiirii-R extra kénnyitett Shell ring-R extra low contact 70 mm
513287200 | Vapacsésze-R Shell-R 72 mm
513287202 | Vapagylir(i-R kénnyitett Shell ring-R low contact 72 mm
513287203 | Vapagyiiri-R extra kénnyitett Shell ring-R extra low contact 72 mm
513287400 | Vapacsésze-R Shell-R 74 mm
513287402 | Vapagyiirii-R kénnyitett Shell ring-R low contact 74 mm
513287403 |Vapagyiiri-R extra konnyitett Shell ring-R extra low contact 74 mm
513304031 | ConeTact vapacsésze-S ConeTact shell-§ 40 mm (31G)
513304233 [ ConeTact vapacsésze-S ConeTact shell-S 42 mm (33G)
513304435 [ConeTact vapacsésze-S ConeTact shell-S 44 mm (35G)
513304637 [ ConeTact vapacsésze-S ConeTact shell-S 46 mm (37G)
513304839 | ConeTact vapacsésze-S ConeTact shell-S 48 mm (39G)
513305039 | ConeTact vapacsésze-S ConeTact shell-S 50 mm (39G)
513305244 | ConeTact vipacsésze-S ConeTact shell-S 52 mm (44G)
513305444 | ConeTact vdpacsésze-S ConeTact shell-S 54 mm (44G)
513305648 | ConeTact vapacsésze-S ConeTact shell-S 56 mm (48G)
513305848 | ConeTact vidpacsésze-S ConeTact shell-S 58 mm (48G)
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Annex 35/27
The certificate covers the following devices:

Tétg;l;bed / Megnevezés Description Méret / Size
513306048 | ConeTact vapacsésze-S ConeTact shell-S 60 mm (48G)
513306248 | ConeTact vapacsésze-S ConeTact shell-S 62 mm (48G)
513306448 | ConeTact vapacsésze-S ConeTact shell-S 64 mm (48G)
513306648 | ConeTact vapacsésze-S ConeTact shell-S 66 mm (48G)
513306848 | ConeTact vapacsésze-S ConeTact shell-S 68 mm (48G)
513307048 | ConeTact vapacsésze-S ConeTact shell-S 70 mm (48G)
513307248 | ConeTact vapacsésze-S ConeTact shell-S 72 mm (48G)
513307448 | ConeTact vapacsésze-S ConeTact shell-S 74 mm (48G)
513323122 | ConeTact vapabetét-N ConeTact liner-N 40/22 mm (31G)
513323322 | ConeTact vapabetét-N ConeTact liner-N 42/22 mm (33G)
513323526 | ConeTact vapabetét-N ConeTact liner-N 44/26 mm (35G)
513323528 | ConeTact vapabetét-N ConeTact liner-N 44/28 mm (35G)
513323726 | ConeTact vapabetét-N ConeTact liner-N 46/26 mm (37G)
513323728 | ConeTact vapabetét-N ConeTact liner-N 46/28 mm (37G)

E : 48-50/28 mm
513323928 | ConeTact vapabetet-N ConeTact liner-N (39G)
513323032 | ConeTact vépabetét-N ConeTact liner-N 48‘5(2%)"‘"‘
513324428 | ConeTact vépabetét-N ConeTact liner-N 52'5(2223)’"’”
513324432 | ConeTact vépabetét-N ConeTact liner-N 52‘?1235)"1"‘
513324828 | ConeTact vapabetét-N ConeTact liner-N 56'7('1‘&2&’"'"
513324832 | ConeTact vépabetét-N ConeTact liner-N 56‘11{335;"""'
513343122 | ConeTact vapabetét-L ConeTact liner-L “Mfsq”g}’ "
513343322 | ConeTact vépabetét-L ConeTact liner-L o zfgg} S
513343526 | ConeTact vapabetet-L ConeTact liner-L 44’2?3';‘6“;’ o
513343528 | ConeTact vépabetét-L ConeTact liner-L 44’2(335%" 10
513343726 | ConeTact vapabetét-L ConeTact finer-L '46‘2?3?{3';‘)“0"
513343728 | ConeTact vapabetét-L ConeTact liner-L
513343928 | ConeTact vapabetét-L ConeTact liner-L
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The certificate covers the following devices:

Annex 35/28

Tétg;l;?ad / Megnevezés Description Méret / Size
48-50/32 mm
513343932 | ConeTact vapabetét-L ConeTact liner-L /10° (39G)
52-54/28 mm
513344428 | ConeTact vapabetét-L ConeTact liner-L /10° (44G)
52-54/32 mm
513344432 | ConeTact vapabetét-L ConeTact liner-L /10° (44G)
56-74/28 mm
513344828 | ConeTact vapabetét-L ConeTact liner-L /10° (48G)
56-74/32 mm
513344832 [ ConeTact vapabetét-L ConeTact liner-L /10° (48G)
513350001 | Zaréesavar Closing screw
513350002 |Zarédugd Closing plug
513356515 | ConeTact vdpacsavar ConeTact shell screw 6.5x15 mm
513356520 | ConeTact vapacsavar ConeTact shell screw 6.5x20 mm
513356525 | ConeTact vapacsavar ConeTact shell screw 6.5x25 mm
513356530 |ConeTact vipacsavar ConeTact shell screw 6.5x30 mm
513356535 | ConeTact vapacsavar ConeTact shell screw 6.5%x35 mm
513356540 | ConeTact vipacsavar ConeTact shell screw 6.5x40 mm
513356545 | ConeTact vapacsavar ConeTact shell screw 6.5%x45 mm
513356550 | ConeTact vapacsavar ConeTact shell screw 6.5x50 mm
513356555 | ConeTact vapacsavar ConeTact shell screw 6.5x55 mm
513356560 | ConeTact vapacsavar ConeTact shell screw 6.5x60 mm
513356565 | ConeTact vapacsavar ConeTact shell screw 6.5x65 mm
513356570 | ConeTact vapacsavar ConeTact shell screw 6.5x70 mm
513356575 | ConeTact vapacsavar ConeTact shell screw 6.5%75 mm
513356580 | ConeTact vapacsavar ConeTact shell screw 6.5x80 mm
40/22 mm /20°
513373122 | ConeTact vapabetét-L ConeTact liner-L (31G)
42/22 mm /20°
513373322 | ConeTact vapabetét-L ConeTact liner-L (33G)
513373526 | ConeTact vapabetét-L ConeTact liner-L 44”"?35"‘;‘} 120°
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Annex 35/29

The certificate covers the following devices:

TEtglk(}d / Megnevezés Description Méret / Size
ode
44/28 mm /20°
513373528 | ConeTact vapabetét-L ConeTact liner-L (35G)
46/26 mm /20°
513373726 | ConeTact vapabetét-L ConeTact liner-L (37G)
46/28 mm /20°
513373728 | ConeTact vapabetét-L ConeTact liner-L (37G)
48-50/28 mm
513373928 | ConeTact vapabetét-L ConeTact liner-L /20° (39G)
48-50/32 mm
513373932 | ConeTact vapabetét-L ConeTact liner-L /20° (39G)
52-54/28 mm
513374428 | ConeTact vapabetét-L ConeTact liner-L /20° (44G)
52-54/32 mm
513374432 | ConeTact vapabetét-L ConeTact liner-L /20° (44G)
56-74/28 mm
513374828 | ConeTact vdpabetét-L ConeTact liner-L /20° (48G)
56-74/32 mm
513374832 | ConeTact vipabetét-L ConeTact liner-L /20° (48G)
513380001 | ConeTact csavar - R ConeTact screw - R
513380008 | ConeTact fiil - U ConeTact flange - U
513384001 | ConeTact vapagyiirii - R ConeTact shell ring - R 40 mm
ConeTact vapagyfir(i - R 40 i
513384002 | kénnyitett ConeTact shell ring - R low contact
ConeTact vapagyiri - R extra ConeTact shell ring - R extra low 4 mm
513384003 | kénnyitett contact
513384031 | ConeTact vipacsésze-R ConeTact shell-R 40 mm (31G)
513384201 [ ConeTact vapagyfir(i- R ConeTact shell ring - R 42 mm
ConeTact vapagyiiri - R P
513384202 | konnyitett ConeTact shell ring - R low contact
ConeTact vapagyfir( - R extra ConeTact shell ring - R extra low 2
513384203 | konnyitett contact BRE T
513384233 | ConeTact vapacsésze-R ConeTact shell-R 42 mm (33G)
513384401 | ConeTact vapagyiiri - R ConeTact shell ring - R 44 mm
ConeTact vapagytiri - R A eden
513384402 | konnyitett ConeTact shell ring - R low contact | j
ConeTact vdpagylirii - R extra ConeTact shell ring - R extra low
513384403 | konnyitett contact i
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Annex 35/30

The certificate covers the following devices:

Tételkéd /

Code Megnevezés Description Méret / Size
513384435 | ConeTact vapacsésze-R ConeTact shell-R 44 mm (35G)
513384601 | ConeTact vapagyfir(i - R ConeTact shell ring - R 46 mm

ConeTact vapagyfiri - R i
513384602 | konnyitett ConeTact shell ring - R low centact

ConeTact vapagyfr( - R extra ConeTact shell ring - R extra low p——
513384603 | konnyitett contact
513384637 | ConeTact vdpacsésze-R ConeTact shell-R 46 mm (37G)
513384801 | ConeTact vapagyiirii - R ConeTact shell ring - R 48 mm

ConeTact vapagyf(rii - R 48 mm
513384802 | kdnnyitett ConeTact shell ring - R low contact

ConeTact vapagyfiri - R extra ConeTact shell ring - R extra low S
513384803 | konnyitett contact
513384839 | ConeTact viapacsésze-R ConeTact shell-R 48 mm (39G)
513385001 | ConeTact vapagyiirii- R ConeTact shell ring - R 50 mm

ConeTact vapagytirii - R S0
513385002 | koénnyitett ConeTact shell ring - R low contact

ConeTact vapagyliri - R extra ConeTact shell ring - R extra low 50 mm
513385003 | kénnyitett contact
513385039 | ConeTact vapacsésze-R ConeTact shell-R 50 mm (39G)
513385201 | ConeTact vapagyiird - R ConeTact shell ring - R 52 mm

ConeTact vapagyiiri - R 2 mm
513385202 | konnyitett ConeTact shell ring - R low contact

ConeTact vapagylirii - R extra ConeTact shell ring - R extra low 52 mm
513385203 | kénnyitett contact
513385244 | ConeTact vapacsésze-R ConeTact shell-R 52 mm (44G)
513385401 [ ConeTact vapagyiiri - R ConeTact shell ring - R 54 mm

ConeTact vapagyfirii - R Er—
513385402 | konnyitett ConeTact shell ring - R low contact

ConeTact vapagytirt - R extra ConeTact shell ring - R extra low Sd i
513385403 | konnyitett contact
513385444 | ConeTact vdpacsésze-R ConeTact shell-R 54 mm (44G)
513385601 | ConeTact vapagyiirii - R ConeTact shell ring - R 56 mm

ConeTact vapagytirii - R 56 mi
513385602 | konnyitett ConeTact shell ring - R low contaet i
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Annex 35/31

The certificate covers the following devices:

Tételkod /

Code Megnevezés Description Méret / Size
ConeTact vapagy(ir( - R extra ConeTact shell ring - R extra low 56 mm
513385603 | konnyitett contact
513385648 | ConeTact vapacsésze-R ConeTact shell-R 56 mm (48G)
513385801 | ConeTact vapagyiiri( - R ConeTact shell ring - R 58 mm
ConeTact vapagy(rii - R 58 mm
513385802 | kénnyitett ConeTact shell ring - R low contact
ConeTact vapagyirii - R extra ConeTact shell ring - R extra low s
513385803 | konnyitett contact
513385848 | ConeTact vapacsésze-R ConeTact shell-R 58 mm (48G)
513386001 | ConeTact vapagylir(i - R ConeTact shell ring - R 60 mm
ConeTact vapagytrd - R .
513386002 | konnyitett ConeTact shell ring - R low contact
ConeTact vapagy(rti - R extra ConeTact shell ring - R extra low P
513386003 | konnyitett contact
513386048 | ConeTact vapacsésze-R: ConeTact shell-R 60 mm (48G)
513386201 | ConeTact vapagyiiri - R ConeTact shell ring - R 62 mm
ConeTact vapagy(r(i - R &2
513386202 | kénnyitett ConeTact shell ring - R low contact
ConeTact vapagy(r( - R extra ConeTact shell ring - R extra low i s
513386203 | kénnyitett contact
513386248 | ConeTact vapacsésze-R ConeTact shell-R 62 mm (48G)
513386401 | ConeTact vapagyiirt - R ConeTact shell ring - R 64 mm
ConeTact vapagyiir(i - R Gitathon
513386402 | kinnyitett ConeTact shell ring - R low contact
ConeTact vapagytirt - R extra ConeTact shell ring - R extra low 64 mim
513386403 | konnyitett contact
513386448 | ConeTact vapacsésze-R ConeTact shell-R 64 mm (48G)
513386601 | ConeTact vdpagyfirii - R ConeTact shell ring - R 66 mm
ConeTact vapagy(iri - R o
513386602 | kiénnyftett ConeTact shell ring - R low contact
ConeTact vapagy(ir( - R extra ConeTact shell ring - R extra low 56 i
513386603 | kinnyitett contact
513386648 | ConeTact vapacsésze-R ConeTact shell-R 66 mm (48G)
513386801 | ConeTact vapagyiiri - R ConeTact shell ring - R 68 mm
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Annex 35/32

The certificate covers the following devices:

Tétg‘l,l‘;zd / Megnevezés Description Méret / Size

ConeTact vapagyiird - R —
513386802 | kénnyitett ConeTact shell ring - R low contact

ConeTact vapagyiiri - R extra ConeTact shell ring - R extra low b i
513386803 | kénnyitett contact
513386848 | ConeTact vapacsésze-R ConeTact shell-R 68 mm (48G)
513387001 | ConeTact vapagylrii - R ConeTact shell ring - R 70 mm

ConeTact vapagyiiri - R 70 mm
513387002 | kinnyitett ConeTact shell ring - R low contact

ConeTact vapagy(ird - R extra ConeTact shell ring - R extra low 20 mm
513387003 | konnyitett contact
513387048 | ConeTact vapacsésze-R ConeTact shell-R 70 mm (48G)
513387201 | ConeTact vapagyfirii - R ConeTact shell ring - R 72 mm

ConeTact vapagyiir( - R 72 mm
513387202 | kénnyitett ConeTact shell ring - R low contact

ConeTact vapagyiirii - R extra ConeTact shell ring - R extra low P
513387203 | konnyitett contact
513387248 | ConeTact vdpacsésze-R ConeTact shell-R 72 mm (48G)
513387401 | ConeTact vapagytir(i - R ConeTact shell ring - R 74 mm

ConeTact vapagyirii - R 74 mm
513387402 | kénnyitett ConeTact shell ring - R low contact

ConeTact vapagylrii - R extra ConeTact shell ring - R extra low 74 mm
513387403 | konnyitett contact
513387448 | ConeTact vapacsésze-R ConeTact shell-R 74 mm (48G)
513387601 | ConeTact vdpagylir(i- R ConeTact shell ring - R 76 mm

ConeTact vapagyiri - R 76 mm
513387602 | kdnnyitett ConeTact shell ring - R low contact

ConeTact vapagy(ir( - R extra ConeTact shell ring - R extra low 26 mm
513387603 | kénnyitett contact

40/22 mm
513423122 | ConeTact HXL vapabetét-N ConeTact HXL liner-N (31G)
42/22 mm

513423322 | ConeTact HXL vapabetét-N ConeTact HXL liner-N (33G6)
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Annex 35/33
The certificate covers the following devices:
Tét:lkéd / Megnevezés Description Méret / Size
ode
44/26 mm
513423526 | ConeTact HXL vapabetét-N ConeTact HXL liner-N (35G)
44 /28 mm
513423528 | ConeTact HXL vapabetét-N ConeTact HXL liner-N (35G)
46/26 mm
513423726 | ConeTact HXL vapabetét-N ConeTact HXL liner-N (37G)
46/28 mm
513423728 | ConeTact HXL vdpabetét-N ConeTact HXL liner-N (37G)
48-50/28 mm
513423928 | ConeTact HXL vdpabetét-N ConeTact HXL liner-N (39G)
48-50/32 mm
513423932 | ConeTact HXL vapabetét-N ConeTact HXL liner-N (39G)
52-54/28 mm
513424428 | ConeTact HXL vapabetét-N ConeTact HXL liner-N (44G)
52-54/32 mm
513424432 | ConeTact HXL vapabetét-N ConeTact HXL liner-N (44G)
52-54/36 mm
513424436 | ConeTact HXL vapabetét-N ConeTact HXL liner-N (44G)
56-74/28 mm
513424828 | ConeTact HXL vapabetét-N ConeTact HXL liner-N (48G)
56-74/32 mm
513424832 | ConeTact HXL vapabetét-N ConeTact HXL liner-N (48G)
56-74/36 mm
513424836 | ConeTact HXL vapabetét-N ConeTact HXL liner-N (48G)
56-74/40 mm
513424840 [ ConeTact HXL vdpabetét-N ConeTact HXL liner-N (48G)
40/22 mm/10°
513443122 | ConeTact HXL vépabetét-L ConeTact HXL liner-L (31G)
42/22 mm/10°
513443322 | ConeTact HXL vapabetét-L ConeTact HXL liner-L (33G)
44/26 mm/10°
513443526 | ConeTact HXL vapabetét-L ConeTact HXL liner-L (35G)
44/28 mm/10°
513443528 | ConeTact HXL vapabetét-L ConeTact HXL liner-L (35G;
"46/26 mm/10°
513443726 | ConeTact HXL vapabetét-L ConeTact HXL liner-L (37G)
46/28 mm/10°
513443728 | ConeTact HXL vapabetét-L ConeTact HXL liner-L (37G)
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The certificate covers the following devices:

Annex 35/34

Tétg;ﬁgd / Megnevezés Description Méret / Size
48-50/28
513443928 | ConeTact HXL vapabetét-L ConeTact HXL liner-L mm/10° (39G)
48-50/32
513443932 [ ConeTact HXL vdpabetét-L ConeTact HXL liner-L mm/10° (39G)
52-54/28
513444428 | ConeTact HXL vapabetét-L ConeTact HXL liner-L mm/10° (44G)
52-54/32
513444432 | ConeTact HXL vdpabetét-L ConeTact HXL liner-L mm/10° (44G)
52-54/36
513444436 [ ConeTact HXL vapabetét-L ConeTact HXL liner-L mm/10° (44G)
56-74/28
513444828 | ConeTact HXL vapabetét-L ConeTact HXL liner-L mm/10° (48G)
56-74/32
513444832 | ConeTact HXL vapabetét-L ConeTact HXL liner-L mm/10° (48G)
56-74/36
513444836 [ConeTact HXL vapabetét-L ConeTact HXL liner-L mm/10° (48G)
56-74/40
513444840 | ConeTact HXL vapabetét-L ConeTact HXL liner-L mm/10° (48G)
40/22 mm/20°
513473122 | ConeTact HXL vapabetét-L ConeTact HXL liner-L (31G)
42/22 mm/20°
513473322 | ConeTact HXL vipabetét-L ConeTact HXL liner-L (33G)
44/26 mm/20°
513473526 | ConeTact HXL vapabetét-L ConeTact HXL liner-L (35G)
44/28 mm/20°
513473528 | ConeTact HXL vapabetét-L ConeTact HXL liner-L (35G)
46/26 mm/20°
513473726 | ConeTact HXL vapabetét-L ConeTact HXL liner-L (37G)
46/28 mm/20°
513473728 | ConeTact HXL vépabetét-L ConeTact HXL liner-L (37G)
48-50/28
513473928 | ConeTact HXL vépabetét-L ConeTact HXL liner-L mm/20° (39G)
48-50/32
513473932 | ConeTact HXL vapabetét-L ConeTact HXL liner-L mm/20° (39G)
52-54/28
513474428 | ConeTact HXL vipabetét-L ConeTact HXL liner-L mm/20° (44G)
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The certificate covers the following devices:
Twﬁ l "y Megnevezés Description Méret / Size
52-54/32
513474432 | ConeTact HXL vapabetét-L ConeTact HXL liner-L mm/20° (44G)
52-54/36
513474436 | ConeTact HXL vapabetét-L ConeTact HXL liner-L mm/_':ZO" (44G)
513474828 | ConeTact HXL vapabetét-L ConeTact HXL liner-L mm/20° (48G)
56-74/32
513474832 | ConeTact HXL vépabetét-L ConeTact HXL liner-L mm/20° (48G)
56-74/36
513474836 | ConeTact HXL vépabetét-L ConeTact HXL liner-L mm/20° (48G)
56-74/40
513474840 | ConeTact HXL vapabetét-L ConeTact HXL liner-L mm/20° (48G)
|
|
|
|
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Directive 93/42 /EEC on Medical devices, Annex II (4)

CE Certiso Ltd. (NB 2409) certifies that the design of the device concerning to the listed
devices and device categories conforms to the requirements of the directive.

Name of the manufacturer:

Sanatmetal Ortopédiai és Traumatologiai
Eszkozoket Gyarto Kft.

Headquarters: 3300 Eger, Faiskola 1t 5.
Manufacturing plant: Shusiiawinl 25
- 249030 Russia, Kaluga region, Obninsk, Kievskoe shosse, 92
Scope:
Ceramic ball head

The certificate covers the following devices:

;i;fg’et;?; Type Intﬁ::ed Model Risk class
ceramic
ball head ceramic see
ceramic ball ceramic @ head to hip product HL*
head ball head @ prosthesis list
with
adaptor

This certificate is valid only with the annexes and the system certificate
No. 144969-19-11-06, in case of successfully conducted annual surveilla

[D number of the related design examination report: 181-G3-190109

Issue: 1
Issued: 6 November 2019
First issued: 6 November 2019
Start date of certified status: 6 November 201¢
Expires:

25 May 2024

CE Certiso Ltd.
H-2092 Budakeszi, Erdd
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Annex 1/1
The certificate covers the following devices:
Téﬁ:ggd / Megnevezés Description Méret / Size
412200280 | Keradmia fej Ceramic head 28/M (0)
412200283 | Kerdmia fej Ceramic head 28/L (+3.5)
412200320 | Kerdmia fej Ceramic head 32/M (0)
412200323 | Keramia fej Ceramic head 32/L (+3.5)
412200327 | Keramia fej Ceramic head 32/XL (+7)
412200360 | Keramia fej Ceramic head 36/M (0)
412200363 | Kerdmia fej Ceramic head 36/L (+3.5)
412200367 | Kerdmia fej Ceramic head 36/XL (+7)
412200400 | Kerimia fej Ceramic head 40/M (0)
412200403 | Kerdmia fej Ceramic head 40/L (+3.5)
412200407 | Kerdmia fej Ceramic head 40/XL (+7)
412203280 | Keramia fej Ceramic head 28/S (-3.5)
412203320 | Kerdmia fej Ceramic head 32/5 (-3.5)
412203360 | Keramia fej Ceramic head 36/S (-3.5)
412203400 | Kerémia fej Ceramic head 40/S (-3.5)
412220000 | Fém adapter Metal adaptor M (0)
412220004 | Fém adapter Metal adaptor L (+4)
412220007 | Fém adapter Metal adaptor XL (+7)
412220013 | Fém adapter Metal adaptor S(-3)
412220028 | Keramia fej adapterhez Ceramic head for adaptor 28 mm
412220032 | Keramia fej adapterhez Ceramic head for adaptor 32 mm
412220036 | Keramia fej adapterhez Ceramic head for adaptor 36 mm
412220040 | Keramia fej adapterhez Ceramic head for adaptor 40 mm

Issue: 1

Issued: 6 November 2019

CE Certiso Ltd.

H-2092 Budakeszi, Erd6 utca 101,

Tel.: +36 23 880 830 / info@cecertisohu / www.cecertiso.hu
NB ID number: 2409 X




: QUALITY MANAGEMENT
certiso SYSTEM CERTIFICATE

Certificate number: 145198-22-07-06

Name of certified organisation:

Sanatmetal Orthopaedic & Traumatologic
Equipment Manufacturer Ltd.

Headquarters: Eger, Faiskola at 5., H-3300, Hungary

Sanatmetal CIS

Maaussturing plant: Russia, Kaluga region, Obninsk, Kievskoe shosse, 92.

Scope:

Design, development, manufacture and distribution of sterile and non-
sterile traumatology, orthopaedic, spinal, dental and bone
regeneration implants, including associated instruments.

CE Certiso Kft. certifies that the quality management system applied by the
organisation above meets the requirements of the following standard on
the listed scope:

MSZ EN ISO 13485:2016
(ISO 13485:2016)

Headquarters: no exclusion
Site: with exclusion of Design and development (7.3)

Issue: 1

Issued: 06 July 2022

First issued: 06 July 2022

Start date of certified status: 29 May 2019

Expires:

27 February 2025

NAH-4-0136/2019

MANAGEMENT SYSTEM
CERTIFICATION BODY

CE Certiso Kft.
H-2092 Budakeszi, Erdé utca 101.
Tel.: +36 23 880 830 / info@cecertiso.hu / www.cecertiso.hu

CE Certiso
Orvos- és Kérhiztechnikal
Ellen&rz6 és Tanasits Kft.
H-2092 Budakeszi, Erdé u. 101.
Ad6szam: 23147049-2-13
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NAH-4-0141/2019

IRANYITASI RENDSZEREKET
TANUSITO SZERVEZET

7y certop

Certificate

We hereby certify that

Sanatmetal Ortopédiai és Traumatoldgiai
Eszkozoket Gyarto Kft.

Headquarters: 3300 Eger, Faiskola ut 5.

in the following fields

design, manufacture and distribution of both sterile and non sterile
implants for orthopaedic and trauma, instruments

has introduced and applied an Environmental Management System A e
which satisfies the requirements of ISO 14001:2015 :) cer’rop

~ IS0 14001
Expiry Date: 16 04 2023
Registration Number: 01-19123/20-13876
Certified since: 18 04 2017
Date of Issue: Budapest, 17 04 2020
mas
Certificate is valid only with successful surveillance audits. TE o
Validity of Certificate may be confirmed by scanning QR code. = a
=

acﬁ?ﬂ" Termék- és Rendszertanisitd Kft.
H-1149 Budapest, Mogyorddi Gt 32.
H-6720 Szeged, Arany J. u. 7.

In the name of certification body www.certop.hu
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