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Odbératel: KN Zliin

Dodavatel: Johnson & Johnson, s.r.o.
Walterovo namésti 329/1
Praha §, Jinonice, 158 00

Dne 20.06.2025
Platnost 20.07.2025 UNIUM - Servisni Balik

DePuy Synthes

THE ORTHOPAEDICE COMPANY OF mors.a:owor.!x.

Z4klad DPH 12%
0,00

Zaklad DPH 21%
160 430,00

|
|

zas_..%u
160 430,00

_u_u_.__mu\a
0.00

DPH 21%
33 690,30

Colkem s DPH

19412030

|

_n&p._o....; o e .
00010 .<Xﬁ>nxmdcc Servisn( balik CU 05.001.601, 05.001.602, 05.001.604
h " NabaliEek se vztahuje z&ruka 2. mésici:

Obsah servisniho balfku:
05.001.601 Modularni rukojet UNIUM™

05.001.602 Napéjeci jednotka UNIUM™ Power Unit

05.001.604 Adaptér UNIUM™ pro UBC II ‘

 Cenfkové cena bx Steva
181399,00 11,56%
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English

(1) DePuySynthes

sars o0 1ue ebnons ffobanen 1am 01 ccuranits

EU DECLARATION OF CONFORMITY

Manufacturer’s Name

Synthes GmbH

Manufacturer’s Address

Eimattstrasse 3
4436 Oberdorf
Switzerland

Manufacturer’s
Single Registration Number (SRN)

CH-MF-000013345

Authorised Representative’'s Name
and Address

DePuy Ireland UC
Loughbeg Ringaskiddy,
P43 ED82 Co. Cork,
IRELAND

Authorised Representative’s
Single Registration Number (SRN)

IE-AR-000009328

Technical Documentation Number

TF10657

Product and Trade Name(s)

Universal Battery Charger Il

Product Code(s)/Product Range and
Description

Refer to Attachment 1

Intended Purpose

The Universal Battery Charger Il is intended for charging and/or
conditioning of authorized Batteries, Power Module and Power Unit.

Classification

Refer to Attachment 1

GMDN Code

Refer to Attachment 1

EMDN Code

Z12130580

Basic UDI-DI value

Refer to Attachment 1

RoHS

TF10127

We, Synthes GmbH (Eimattstrasse 3, CH-4436 Oberdorf), hereby
declare the above listed Medical Device(s) complies with Directive
2011/65/EU of the European Parliament and of the Council of 8 June
2011 on the restriction of the use of certain hazardous substances in
electrical and electronic equipment.

EU Declaration of Conformity is issued under the sole responsibility of the Manufaaeturer.

We, Synthes GmbH (Eimattstrasse 3, CH-4436 Oberdorf), hereby declare the above listed Medical Device(s)
complies with Medical Device Regulation (EU) 2017/745.

Document Number: 0000291032

| Version: see Windchill | Lifecycle State: Approved

Template: 103478875, Rev E, CR 22027

Reference: W-C-S050
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SIGNATURE SECTION

Place of Issue Refer to Manufacturer’s Address above

Refer to date from
Slgnature Date | electronic
~ o signature
Name/Title Amanda Vella Ivan (Senior Regulatory Affairs Manager Power Tools)
i Refer to date from
Signature Date electronic
R signature

Name/Title Christian Abel (Senior Quality Engineering Manager)
Manufacturer’s Person Responsible for Regulatory Compliance

Note: The English DoC is considered the "EN Master DoC". The signatures with date in the "EN
Master DoC" represent at the same time the validity for the translated DoCs.

[DoC Identifier: TF10657 PWT]

Document Number: 0000291032 | Version: see Windchill | Lifecycle State: Approved

Template:103478875, Rev E, CR 22027 Reference: W-C-S050

Page20of 3
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English
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DePuy Synthes

THE GETROPADIGS COMPANY OF th-n-,dum

EU DECLARATION OF CONFORMITY
DoC Identifier: TF10668 PWT

Manufacturer’'s Name

Synthes GmbH

Manufacturer’'s Address

Eimattstrasse 3
4436 Oberdorf
Switzerland

Manufacturer's Single Registration
Number (SRN)

CH-MF-000013345

Authorized Representative's Name
and Address

DePuy Ireland UC
Loughbeg Ringaskiddy
P43 ED82 Co. Cork
Ireland

Authorized Representative’s Single
Registration Number (SRN)

IE-AR-000009328

Notified Body Name TUV SUD Product Service GmbH
Notified Body Identification Number | 0123

Technical Documentation Number TF10668

Product and Trade Name(s) UNIUM

Product Code(s)/Product Range and
Description

Refer to Attachment 1

Intended Purpose

Refer to Attachment 1

Classification

Refer to Attachment 1

GMDN Code

Refer to Attachment 1

EMDN Code

Refer to Attachment 1

Basic UDI-DI value

Refer to Attachment 1

Restriction of Hazardous Substances
(RoHS) Directive

RoHS Technical File TF10127.

We, Synthes GmbH (Eimattstrasse 3, CH-4436 Oberdorf),
hereby declare the above listed Medical Device(s) complies with
the European Restriction of Hazardous Substances (RoHS)
Directive (2011/65/EU) on the restriction of the use of certain
hazardous substances in electrical and electronic equipment.

This EU Declaration of Conformity is issued under the sole responsibility of the Manufacturer.

Device(s) complies with Medical Device
This declaration is made on the basis of:

We, Synthes GmbH (Eimattstrasse 3, CH-4436 Oberdorf), hereby declare the above listed Medical

Regulation (EU) 2017/745.

EU Quality System Certificate Number G10 056032 0104, issued by the Notified Body stated above, in
accordance with Annex IX, Chapters | and Ill of Medical Device Regulation (EU) 2017/745.

Document Number: 0000311529

I Version: See Windchill |Lifecycle State: Released

Template: 103478875, Rev H

Reference: W-C-S050

Page 1 of 4




MDR Declaration of Conformity

}g DePuy Synthes

AT OB IMOPALEIGY COurany 07 fobmmen dpnbuen

SIGNATURE SECTION

Place of Issue Refer to Manufacturer’s Address above

. Refer to date from
Signature Date electronic signature

¢ Marie Ferrier
Name/Title Regulatory Affairs Manager Power Tools
Refer to date from
Signature Date electronic signature
Christian Abel

Name/Title Senior Quality Engineering Manager

Manufacturer’s Person Responsible for Regulatory Compliance

Note: The English DoC is considered the "EN Master DoC". The dated signature present in the “EN
Master DoC” will represent the date of validity for any translated DoCs.

Document Number: 0000311529 Version: See Windchill

Lifecycle State: Released

Template: 103478875, Rev H

Reference: W-C-S050

Page 2 of 4
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DePuy Synthes

THE ORTHORAEICE Cav AR OF Gobewson ffebeon

3

DePuy Synthes

THEO8TrOAEDC L COMPANY OF Febmron dolimum

EU DECLARATION OF CONFORMITY

DoC Identifier: TF10668 PWT

Manufacturer’s Name

Synthes GmbH

Technical Documentation Number

TF10668

Product
Code

Product Description | Intended Purpose

Classification

GMDN
Code

EMDN
Code

Basic UDI-DI
value

05.001.601

The UNIUM Modular
Handpiece is intended for
drilling, reaming, burring,
screwing, tapping and
sawing bone and other
bone-related tissue during
traumatology and
orthopedic surgeries. It is
also intended for the
placement of screws, wires,
pins, and other fixation
devices.

UNIUM™ Modular
Handpiece

Class lla, Rule
9

33541 | 212130501

7611819a00731JW

05.001.602

The UNIUM Power Unit is
intended to supply
electrical energy to power
the compatible handpieces.
The power unitis a 13
rechargeable unit and is
intended to be inserted into
the compatible handpieces.

UNIUM™ Power Unit

Class |, Rule

36534 | 212130580

7611819a00732JY

05.001.603

The UNIUM Sterile Cover
is intended to ensure
aseptic conditions when
inserting the compatible
non-sterile power unit into
the compatible sterile
handpieces.

UNIUM™ Sterile
Cover

Class |, Rule 1

47867 | 212130580

7611819a00733K2

05.001.611

The UNIUM Reciprocating
Saw Handpiece is intended
for sawing bone during
traumatology and
orthopedic surgeries. It can
be used in conjunction with

UNIUM™
Reciprocating Saw
Handpiece

Class lla, Rule

66243 | 212130501

7611819a00734K4

Document Number: 0000311529 Version: See Windchill

Lifecycle State: Released

Template: 103478875, Rev H

Reference: W-C-S050
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MDR Declaration of Conformity

}g DePuy Synthes

e PR ATEIEA Cawtany O fbmem e

the UNIUM Top for sternum
when used for primary
sternotomies.

05.001.612

UNIUM™ Top
fiSternum
fIReciprocating Saw
Handpiece

The UNIUM Top for
Sternum is intended to be
used with the compatible
handpieces to protect soft
tissue from coming into
contact with the saw blade
during primary
sternotomies.

Class lla, Rule
6

44981

212130580

7611819a00735K6

Document Number: 0000311529

l Version: See Windchill

Lifecycle State: Released

Template:103478875, Rev H

Reference: W-C-S050
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X{ DePuy Synthes

THE OB THORARDICS COMPANY OF fofmmun fohmrom

9. ledna 2023

Viem dotéenym:

Synthes GmbH, se sidlem na adrese Eimattstrasse 3, 4436 Oberdorf, Svycarsko, timto prohladuje, ze
instruktaz (jak je definovéna v Eeském zakoné o zdravotnickych prostfedcich) se nevyzaduje, a proto ji
Synthes GmbH nezajistuje.

Podle nafizeni Evropského parlamentu a Rady EU 2017/745 ze dne 5. dubna 2017 o zdravotnickych
prostfedcich Synthes GmbH poskytuje névod k pouZiti, ktery spliiuje pozadavky stanovené v pfiloze |
kapitoly 3 (poZadavky tykajici se informaci poskytovanych spolu s prostiedkem) a priivodce
chirurgickou technikou jako doprovodné informace a nezajistuje konkrétni skoleni pro koncového
uZivatele.

Kromé toho jsou nade zdravotnické prostfedky uréeny pro pouiti kvalifikovanymi zdravotnickymi
pracovniky, napf. chirurgy, lékafi, personalem na operaénim sale a jednotlivci zapojenymi do pfipravy
prostfedku. Veskery personal manipulujici s prostfedky by se mé&l fidit ndvodem k pouiiti

a privodcem chirurgickou technikou, chirurgickymi postupy, pokud se uplatiuji, a/nebo brozurou

s daleZitymi informacemi od spole¢nosti Synthes.

Implantace se provédi podle navodu k poutiti v souladu s doporu¢enym chirurgickym postupem. Za
vhodnost prostfedku pro indikovanou diagnézu/nemoc a Fédné provedené chirurgického zékroku nese
odpovédnost chirurg.

S pozdravem

Jménem spol. Svnthec GmhH

Manazer RA pro strategicke trhy a zdravi Zastupce Feditele RA TECA
zvitat Provadéni, udrovéni a fizeni
procesit MDR

Synthes GmbH www.depuysynthes.com Strana 1
Eimattstrasse 3
4436 Oberdorf

Svycarsko






