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certiso EC CERTIFICATE

Digitally signed by Grabazei Alexandru
Date: 2021.06.07 10:55:56 EEST
Reason: MoldSign Signature
Location: Moldova

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 Orthopaedic & Traumatologic
Equipment Manufacturer Ltd.
Headquarters: Eger, r;mm 5., H-3300, Hungary
o Sanatmetal CIS

249030 Russia, Kaluga region, Obninsk, Kievskoe shosse, 92.
Scope:
Sterile and non-sterile traumatology, othopaedic, spinal, dental and
bone regeneration implants, including associated instruments.

This certificate is valid only with the annexes, in case of succes
surveillance audits.

sfully conducted annual

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

Issue: 2

Issued: 30 January 2020

First issued: 13 September 2019

Start date of certified status: 13 September 2019

Expires:
25 May 2024

‘‘‘‘‘

CE Certiso Ltd.
H-2092 Budakeszi, Erdd ut
Tel.: +36 23 880 830 / ini
NB ID number: 2409



144960-19-09-13
bt Annex20/1

The certificate covers the following devices:

— Type Intended use Model v i

screws and
washers for
‘traumatology Washer for fastenmg
screws and m
screw - Stud for mndon -suture IL.b

AO screws and
washers

screws traamtalw -AW

Issue: 2
Issued: 30 January 2020

CE Certiso Ltd.
H-2092 Budakeszi, Erd6 ut
Tel: +36 23 880 830 / infc
NB ID number: 2409



pcertiso

144960-19-09-13

The certificate covers the following devices:

Annex 202 |

Description
of the device

Type

Intended use

Risk

systems

neck screw

CD fixed mgie plate for
femoral neck screwing
Stra@lt phte

emora neck B for
Wneck

- Self-tapping CHS lag screw

- Appendage plate - AS

1= Troehamﬂc mrt plate

ILb

Issue: 2

Issued: 30 January 2020

Tel.: +36 23 880 830 /

NB ID number: 2409




144960-19-09-13

certiso Annex 20/3

The certificate covers the following devices:

of the device Type Intended use Model

screw system  traumatology | - Self-drilling foot screw - H

screw _ . ILb

screw for

traumatology |

screw for
screws traumatology

Issued: 30 January 2020

CE Certiso Ltd.
H-2092 Budakeszi, Erdé utg
Tel.: +36 23 880 830 / infi
NB ID number: 2409



certiso

144960-19-09-13
Aphaxsv/s

The certificate covers the following devices:

Description |
of the device

Type

Intended use

MM

Wbmmum
- One-third tubular plate - S

- One-third tubular plate
- Small self-compressing

ﬂamﬁv seif-cempressmg
plate

- Broad self-compressing
p_.;,hm

-1/3 Tnbu!ar plm collared

ILb

Issue: 2

Issued: 30 January 2020

CE Certiso Ltd.

H-2092 Budakeszi, Erdé ut
Tel.: +36 23 880 830 / inf

NB ID number: 2409

- Semi-tubular plate




144960-19-09-13

certiso Annex 20/5
The certificate covers the following devices:

Description . . intended u i e
of the device Type I ed use ll!odai_ -

. m._,
- Recmstmcﬁm plm - AS

plates and plates and plate for

ILb

.Plamﬁarﬁhiamw |

- Clavicle plate - curved
- Clavicle plate - CH
- Clavicle plate - C
- Clavicle plate - AS ¢
- Clavicle plate - cury

Issue: 2
Issued: 30 January 2020

Tel.: +36 23 880 830 / infol
NB ID number: 2409



certiso

’l"he certificate covers the following devices:

144960-19-09-13
Annex 20/6

Dm'ipt%on _ Risk
of the d Type Intended use das
. traditional
’hm”’m platesand = plate for o .
= plate traumatology g e oo i i
> - Cond, rting plate
systems o &n?:fylar supporting pla
- Tibial distal plate - AS
- Distal medial tibia plate -
AS
- Cloverleaf plate - AS
- Spoon plate
- Cloverleaf plate
Issue: 2
Issued: 30 January 2020




certiso

The certificate covers the following devices:

144960-19-09-13

Annex 20/7

Description of
the device

Type

Intended use

Model

plates and

traditional

plate for
traumatology

Gripper plates
-Gripper plate
-Gimpeer plate - AS

Mmﬂrﬁm
Kﬂmﬁm'!‘-vcheﬁtplate

plates and

Vortex

plate for | Vo
traumatology | DL

Issue: 2

Issued: 30 January 2020

CE Certiso Ltd.

H-2092 Budakeszi, Erd6 ut
Tel:: +36 23 880 830 / infc

NB ID number: 2409

ILb




144960-19-09-13
.

The certificate covers the following devices:

Description | Risk |
M. e . NSO |

Vortex Hand & Foot plates
- 1,5 XS straight plate

- 1,5 XS T-plate

- 1,5 XS parallel plate
-15XSY-plate
-1,5 XS L-plate |
- 2,0 XS straight plate

- 2,0 XS T-plate
-ﬁﬁmmdﬂm

- 2,0 XS Y-plate

- 2,0 XS L-plate

platesand |y lates| plate for

plate
systems and plate traumatology ILb

plates-L, O, med
Vormxsymphysispiate

Issue: 2
Issued: 30 January 2020

CE Certiso Ltd.
n-mzmm
mmmz«m



certiso

S

The certificate covers the following devices:

144960-19-09-13
Annex20/9

s
of the device

Type

Intended use

Risk

vmm
and plate

plate for
traumatology

- Vortex proximal tibia plates
= M’r’ "L, "Mp "LAT"L
- CN - Proximal tibia plates -
M-AS,-LAT-AS

o e

Issue: 2

Issued: 30 January 2020

Tel: +36 23 880 830 / infod

NB ID number: 2409

ILb




144960-19-09-13

certiso Annex 20/10
The certificate covers the following devices:
vmmmm
- Vortex distal tibia plates -M
-AL
- Vortex distal fibula plate
- CN - Distal tibia plate-M
_ - CN - Vortex distal fibula
plates and Vortex plates plate for plate
Pl and plate aumatolo, - CN - Vortex gripper plate ILb
systems st _
H«emdﬁstal ﬁemurpht.e
Issue: 2
Issued: 30 January 2020
CE Certiso Ltd.

H-2092 Budakeszi, Erds utc
Tel.: +36 23 880 830 / infc

NB ID number: 2409




144960-19-09-13
Annex 20/11

The certificate covers the following devices:
Description of , '~ Intended
the device Type use

wires for
" : ety |

ILb

- Bored Kirschner wire
- Threaded shoulder
| fixation wire

Issue: 2
Issued: 30 January 2020

CE Certiso Ltd.
H-2092 Budakeszi, Erdé ut
Tel.: +36 23 880 830 / infc
NB ID number: 2409



144960-19-09-13
certiso Annex 20/12
The certificate covers the following devices:
~ Description . ERLT AN . Risk
of the device Type Wt e | class |
Fi-nail system :
- Fi-nail
- Trochanter Screw
nailing symms i F;n::ﬂ system Sm
- _l'-
nails and ¥ - Trochanter Screw
nail —— Mm ILb
systems ' - Supporting screw
- AR humerus nail
Mo i
| - Conical end-cap
Issue: 2
Issued: 30 January 2020

CE Certiso Ltd.
H-2092 Budakeszi, Erd§ ut
N« +3623mm; 1il{
NB ID number: 2409



144960-19-09-13
certiso Annex 20/13

'I'he cemﬁcate covers the fouowing devices:

ofthe éevice Type Intended use Mel_ : dﬂ

femur | intramedullary '”l “tm',mmm

ankle athrodesis | _, ..o arthrodesis nail

nailing | .. medullary nail | ~End-¢3P

nails and - nail system J

ILb

| - Trochanter spiral
SpectruM | ramedullary | - C10Sing Cap
nailing i
system

- Humerus nail - HWX -
Rigid

- Humerus nail -
Flex

Issue: 2
Issued: 30 January 2020

CE Certiso Ltd.
Tel.: +36 23 880 830 / inf
NB ID number: 2409



certiso

144960-19-09-13

The certificate covers the following devices:

Annex 20/14

of the device

Type

Intended use

Model

Spemll retrograde femur
Spemu Retrograde Femur

ancap SRF

ycking bone screw SRF
- Washer - SRF
- Nut - SRF

- Tibia nail - TWX

| - End-cap

- Tibia nail - 'TWXE s

wmmm
- Femoral Nail - FWDA
- Femoral Nail - FWDA - §

- Conical end-cap

SpectruM femur 2 nail system
- SpectruM Femur 2 Nail

Issue: 2

Issued: 30 January 2020

CE Certiso Ltd.

Tel.: +36 23 880 830 / infol

NB ID number: 2409

ILb

- End-cap - SpectruM Femur 2.«




certiso

144960-19-09-13
Annex 20/15

The certificate covers the following devices:

Description
of the device Type

Intended use

Risk

intramedullary
' _milim

i |
- MAGIC Humerus nail

..::.,_._

nail M

- MAGIC ‘l‘mchanter
nail
- MAGIC Trochanter
screw
- MAGIC Trochanter

'W

- MAGIC Trochanter

i o
traumatology

Varisaﬁon stap%e
- Bone staple

Issue: 2
Issued: 30 January 2020

CE Certiso Ltd.
H-2092 Budakeszi, Erdé ut
NB ID number: 2409

ILb




| 144960-19-09-13
certiso Annex 20/16

S

The certificate covers the following devices:

Description
of the device Type

Intended use Model Risk

pim ﬁ’r = w Pul‘u-

-G omponent-P.LN. |
- pins traumatology | _ BM 1l ;::90

= | SanatFIX ILb

Issue: 2
Issued: 30 January 2020

CE Certiso Ltd.
H-2092 Budakeszi, Erdd utg
Tel.: +36 23 880 830 / info
NB ID number: 2409



144960-19-09-13

certiso Annex 20/17

The certificate covers the following devices:

of the device Type

Intended use |

Pl st by i"’f"‘mn - Helix implant system ILb

two-piece dental
implant sytems

Issue: 2
Issued: 30 January 2020

CE Certiso Ltd.
H-2092 Budakeszi, Erdé ut
Tel.: +36 23 880 830 / infi



144960-19-09-13
g __ Annex20/18

The certificate covers the following devices:

Description

Issue: 2
Issued: 30 January 2020

CE Certiso Ltd.
H-2092 Budakeszi, Erd6 ub
Tel.: +36 23 880 830 / infg
NB ID number: 2409



certiso

The certificate covers the following devices:

144960-19-09-13
Annex 20/19

Description of
the device

Type

Intended use

Model

cervical
plate

cervical
interbody fusion

spinal surgery

'ﬂ.rm:cuw
W/ FLEX /

ILb

surgical
instruments

Issue: 2

Issued: 30 January 2020

CE Certiso Ltd.

H-2092 Budakeszi, Erdd ut
Tel.: +36 23 880 830 / infc

NB ID number: 2409

ILa




144960-19-09-13

certiso Annex 20,20

The certificate covers the following devices:
. Type Intended use B o %

- Cutters
- Initial twist drill
. | - Nest dril
surgical | gentalariis | . SEA | rparits | Ila
nstruments | ~Tpdsills
- ABH drill
- ABH sleeve

Issue: 2
Issued: 30 January 2020

NB ID number: 2409 |



_ 144972-19-11-06
C € I't1'S Gy g GN-EXAMINATION CERTIFICATE

Directive 93/42 /EEC on Medical devices, Annex Il (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 Kft.

Headquarters: 3300 Eger, Faiskola ut 5.
Manufacturing plant: Shnatunatnl €35
o 249030 Russia, Kaluga region, Obninsk, Kievskoe shosse, 92
Scope:
Ceramic ball head

The certificate covers the following devices:

o'ﬁi?dpet\]/?:e Type [nt:i;léled Model Risk class
ceramic
ball head ceramic see
ceramic ball ceramic | head to hip product I.*
head ball head | Pprosthesis 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 surveillance audits.

G

anager

ID 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 2019

Expires:

25 May 2024

CE Certiso Ltd.

H-2092 Budakeszi, Erd6 utca 101.

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




certiso

The certificate covers the following devices:

144972-19-11-06
Annex1/1

Tételkod /

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

Code Megnevezés Description Méret / Size
412200280 | Keramia fej Ceramic head 28/M (0)
412200283 | Keramia fej Ceramic head 28/L (+3.5)
412200320 | Keramia fej Ceramic head 32/M (0)
412200323 | Keramia fej Ceramic head 32/L{+3.5)
412200327 | Keramia fej Ceramic head 32/XL (+7)
412200360 | Kerdmia fej Ceramic head 36/M (0)
412200363 | Keramia fej Ceramic head 36/L (+3.5)
412200367 | Keramia fej Ceramic head 36/XL (+7)
412200400 | Keramia fej Ceramic head 40/M (0)
412200403 | Keramia fej Ceramic head 40/L (+3.5)
412200407 | Keramia fej Ceramic head 40/XL (+7)
412203280 | Keramia fej Ceramic head 28/S (-3.5)
412203320 [ Keramia fej Ceramic head 32/S(-3.5)
412203360 | Keramia fej Ceramic head 36/S (-3.5)
412203400 | Kerdmia 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 | Kerdmia 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

[ssue: 1

P}’, r.

egManager




_ QUALITY MANAGEMENT
certiso SYSTEM CERTIFICATE

Certificate number: 144887-19-05-29

Name of certified organisation:

Sanatmetal Orthopaedic & Traumatologic
Equipment Manufacturer Ltd.

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

Sanatmetal CIS

Site:
249030 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 iimplants, including associated instruments.

CE Certiso Ltd. 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: 29 May 2019 ’

First issued: 29 May 2019 A v

Start date of certified status: 29 May 2019 Valt %“ P, dr
General Manager

Expires:

27 February 2022

Ml ¢

mamn
IRANYITASI RENDSZEREKET
TANUSITO SZERVEZET

CE Certiso Ltd.
H-2040 Budaérs, Gyar u. 2.
Tel.: +36 23 880 830 / info@cecertiso.hu / www.cecertiso.hu



M ¢ B4

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

.

Certified

has introduced and applied an Environmental Management System N e
which satisfies the requirements of ISO 14001:2015 \\\-) Cedop

— 1ISO 14001
Expiry Date: 16 04 2023
Registration Number: 01-19123/20-13876
Certified since: 18 04 2017
Date of Issue: Budapest, 17 04 2020
e vl ol wi . . 5
Certificate is valid only with successful surveillance audits. ]
Validity of Certificate may be confirmed by scanning QR code. a a
[=]

U N - (-d:\k < \ )‘ CERTOP
% Termék- és Rendszertanusito 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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