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Kupni smlouva

uzaviena v souladu s § 2079 zakona ¢&. 89/2012 Sb., obéanského zakoniku

I. Smluvni strany

Obchodni spolecnost: Karlovarska krajska nemocnice a.s.

ICO: 26365804

se sidlem: Bezru€ova 1190/19, 360 01 Karlovy Vary

Zastoupena: MUDr. Josefem Mérzem, pifedsedou predstavenstva a
MUDr. Jifim Hofmannem, mistopfedsedou predstavenstva

Bankovni spojeni: Komerc¢ni banka a.s.,

¢. uctu: 35-0227290217/0100

(dale jen jako ,kupujici®) na strané jedné

a
Obchodni spolecnost: ProMedicus s.r.o.

ICO: 24781771

se sidlem: nameésti 14. Rijna 1307/2, 150 00 Praha 5

Zapsana v obchodnim rejstfiku vedeném u Méstského soudu v Praze, oddil C,
vlozka 173770

Zastoupena: Petrem Stfihavkou, jednatel
Bankovni spojeni: UniCredit BANK a.s.
€. Uctu: 2111709556/2700

(dale jen jako ,prodavajici®) na strané druhé
kupujici a prodavajici dale téZ spole€né oznacovani jako ,smluvni strany*

uzaviraji niZe uvedeného dne, mésice a roku v souladu se znénim a smyslem
zakona zakona €. 89/2012 Sb., obéanského zakoniku, tuto:

kupni smlouvu

(dale jen ,smlouva‘)
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Clanek IL.
Ucel smiouvy

Ugelem této smlouvy je Gprava prav a povinnosti smluvnich stran pfi zaji§téni
dodavky:

e 1 ks - repozi¢ni kolinearni klesté

e 1 ks - ramovy rozvéra¢ operacni rany

e 1 ks - set na extrakci zalomenych implantati
na zakladé podminek a zadavaci dokumentace zadavaciho fizeni verejné zakazky
s nazvem ,Modernizace a vybaveni pristrojového vybaveni Pavilonu akutni
mediciny a centralniho vstupu KKN - Vybaveni pro operacni saly — ¢ast 121, ev.
Cislo ve Véstniku vefejnych zakazek: 483940 (dale jen ,Verejna zakazka“) podle
prislusnych ustanoveni zakona &. 137/2006 Sb., o vefejnych zakazkach, ve znéni
pozdéjSich predpish (dale také jen ,ZVZ"), na zakladé které bylo mezi kupujicim jako
zadavatelem této vefejné zakazky a prodavajicim jako vybranym uchaze¢em Verejné
zakazky uzaviena tato smlouva.

Kupni smlouva je zadavana v ramci projektu, ktery je podporovan z Evropského
fondu pro regionalni rozvoj v ramci opera¢niho programu ROP NUTS I
Severozapad, Prioritni osa 1 - Regenerace a rozvoj mést, oblast podpory 1.3 -
Infrastruktura v oblasti rozvoje lidskych zdroji, nazev projektu: ,,Modernizace
a vybaveni pristrojového vybaveni Pavilonu akutni mediciny a centralniho
vstupu KKN*.

M.
Predmét smlouvy

1. Pfedmétem smlouvy je zavazek prodavajiho odevzdat kupujicimu
prostfednictvim uzivatele:

e 1 ks - repozicni kolinearni klesté
e 1 ks - ramovy rozvéra¢ operacni rany
e 1 ks - set na extrakci zalomenych implantatt

~org

(dale také jen ,zboZi) dle Technické specifikace dodavky zboZi uvedeného
v nabidce prodavajiciho, ktera je nedilnou soucasti této smlouvy jako jeji Priloha
¢. 1 a prodavajici se zavazuje, Ze zboZi, které je pfedmétem koupé, odevzda
kupujicimu a umozni mu nabyt ke zboZi vlastnické pravo. Kupujici se zavazuje,
Ze za zbozi zaplati prodavajicimu kupni cenu, sjednanou smluvnimi stranami ve
vysi dle Prilohy ¢&. 2 této smlouvy.
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Iv.
Dodaci podminky

Prodavajici se zavazuje predat zbozZi kupujicimu prostfednictvim uZivatele
formou pisemného predavaciho protokolu podepsaného obéma smluvnimi
stranami, to v8e v prvotfidni jakosti a provedeni a ve sjednaném mnoZstvi, ve
stavu odpovidajicim této smlouve, zadavaci dokumentaci Vefejné zakazky,
pravnim predpisiim a technickym normam, a to v terminu do 6 tydni ode dne
ucinnosti této smlouvy, a to v terminu max. do 20.11.2015 (viz dale &l. IX, bod
4 a ¢l. XII, bod 12).

Pokud se pfi pfevzeti zbozi vyskytnou vady nebranici uzivani, je kupuijici
prostiednictvim uZivatele opravnén v pfedavacim protokolu pisemné uréit lhitu
k odstranéni takto vytknutych vad, pfi nasledném pfevzeti zbozi bez jakychkoli
vad bude zboZi predano kupujicimu prostfednictvim uzivatele opét na zakladé
zavérecného pisemného prfedavaciho protokolu podepsaného obéma smluvnimi
stranami.

Smluvni strany se dale dohodly, Ze budou-li pfi pfedani a prevzeti zbozi zjistény
vady a/nebo nedodélky branici uzivani zboZzi, je prodavajici povinen vady a/nebo
nedodélky bez zbyte€ného odkladu odstranit a vyzvat kupujiciho prostiednictvim
uZivatele knovému pfedani a prevzeti zbozi. Kupujici neni povinen
prodavajicimu uhradit kupni cenu, dokud nebudou vady a/nebo nedodélky
branici uzivani odstranény. V pfipadé, Ze i nadale bude zboZi obsahovat vady
a/nebo nedodélky branici uzZivani zboZi, je kupujici opravnén od této smlouvy
odstoupit.

Soucasti predavaciho protokolu bude uvedeni charakteristiky zboZi, soupis
dokladll predavanych se zboZim a soupis vad zboZi. Protokol o piedani
a prevzeti zboZi smlouvy bude vyhotoven ve dvou stejnopisech, z nichz kazda
smluvni strana obdrzi po jednom stejnopise. Dodaci list a protokol o predani
a instalaci pfistroje je opravnén podepsat za kupujiciho prostfednictvim uZivatele
pouze zastupce ve vécech technickych. Protokoly podepsané pouze
zdravotnickym personalem nebudou akceptovany.

Prodavajici timto prohlasuje, Ze je zastupovanim ve vécech technickych povéren:
Petr Stfihavka, office@promedicus.cz, 222 767 802

Kupujici timto prohlasuje, Ze je jednanim ve vécech technickych povéren:
Ing. Andrea Benackova, andrea.benackova@kkn.cz; 602 540 053, ved. BMI
uzivatele — povérena osoba uzZivatele a provozovatele predmétu plnéni
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6. Za doklady nutné k pfevzeti a uzivani zbozi se povazuiji:

Faktura / dodaci list

Predavaci protokol

Protokol o zaskoleni obsluhy

Doklady prokazujici, Ze konkrétni Skolitelé/instruktofi jsou povéreni nebo
autorizovani, popr. pouceni vyrobcem zafizeni k provadéni odbornych
Skoleni/instruktazi uzivatele dle Zakona 268/2014 Sb. - viz Priloha &. 5

e Doklady prokazujici, Ze osoby provadéjici servis zafizeni (ij. odborné tdrzby
a opravy) jsou k této €innosti povéfeny vyrobcem nebo osobou
autorizovanou vyrobcem dle Zakona 268/2014 Sb. - viz Priloha ¢. 6
Prohlaseni o shodé (CE)

Uvést zatfidéni pfistroje dle zakona ¢. 268/2014 Sb.

Navod na obsluhu v éeském jazyce 1x v pisemné podobé, 1x na CD
Zakonem stanovenou dokumentaci dle zakona ¢. 268/2014 Sb., o
zdravotnickych prostfedcich, v platném znéni

e Seznam prisluSenstvi a spotfebniho materialu k pfistroji véetné katalogovych
cisel

7. Smluvni strany se dohodly, Ze vlastnické pravo a nebezpeci vzniku $kody na
zboZi pfechazi na kupujiciho dnem protokolarniho prevzeti Pfedmétu Smiouvy
prostého jakychkoli vad a/nebo nedodélkl, tj. v ujednaném mnozstvi, jakosti
a provedeni odpovidajici této smlouvé.

8. Smluvni strany se dohodly, Ze mistem pinéni dle této smlouvy jsou pracovisté
uZivatele, tj. nemocnice v Karlovych Varech.

9. Prodavajici prohlasuje, Ze se s mistem plnéni dostateéné seznamil na misté
samém.

10. Kupujici prostrednictvim uZivatele je povinen zajistit podminky pro instalaci zbozi.
Pokud tak kupujici neucini, neni prodavajici v prodleni s dodavkou zboZi.

V.
Kupni cena, platebni podminky

1. Kupni cena zboZi dle této smlouvy byla stanovena na zakladé nabidky
prodavajiciho podané v ramci Verejné zakazky a ¢ini:

Celkova cena bez DPH 485 850,00K¢
DPH 21 % 102 028,50K¢
Celkova cena véetné DPH 587 878,50K¢

2. Cena je stanovena jako nejvySe pfipustna, neprekroditelna a platna po celou
dobu trvani této smlouvy v souladu s podminkami uvedenymi v zadavaci
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dokumentaci Vefejné zakazky a zahrnuj: veskeré naklady véetné vSech rizik a
vlivll (pfedevSim kursovych a inflacnich) souvisejicich se splnénim pfedmétu
vefejné zakazky. Cena je uvedena vCetné dopravy do mista plnéni, instalace,
montaz, uvedeni do provozu s predvedenim funkénosti, provedeni vychozi
elektrické revize a funkEni zkousky dodaného zbozi, komplexni instruktaze
obsluhy, dodani navodu na obsluhu v Ceském jazyce, prohlaseni o shodé,
poskytovani bezplatného zaruéniho servisu a likvidace oballi a odpadi a
veskerych dalSich nakladl souvisejicich s realizaci dodavky zboZi. Cena dale
obsahuje Skoleni v pribéhu zaruéni doby, vZdy min. 2 uZivatelll, ktefi budou
osobou poucéenou vyrobcem s opravnénim k dalSim Skolenim/instruktazim ve
smyslu § 61 Zakona €. 268/2014 Sb. (nebo bude prodavajici poskytovat Skoleni
vSem uzivatelim, ve smyslu § 61 Zakona ¢. 268/2014 Sb., po celou zaruéni dobu
na vlastni naklady, tj. veSkeré souvisejici naklady, napf. cestovné, $koleni, ¢as
straveny na cesté, apod.). Cena mize byt ménéna pouze v souvislosti se
zménou DPH. Pfipadné viceprace ¢i méné prace vyvolané zadavatelem budou
feSeny v souladu se zdkonem. Po dodani zbozi bude vystaven fadny dariovy
doklad.

Veskeré platby, které maji byt dle této smlouvy uéinény, budou provedeny
v Ceské méné, na zakladé prodavajicim vystaveného radného dariového dokladu
se splatnosti 30 kalendainich dnli ode dne jeho prokazatelného dorudeni.
Smluvni strany se dohodly, Ze uvedena 30-ti denni Ih(ita poéina bé&Zet dnem
doruceni radného danového dokladu na adresu kupujiciho uvedenou v zahlavi
této smlouvy. Danovy doklad musi obsahovat nalezZitosti dariového dokladu
stanovené zakonem ¢. 235/2004 Sb., o dani zpfidané hodnoty, ve znéni
pozdéjSich predpisl, a zakonem ¢&. 563/1991 Sb., o Ggetnictvi, ve znéni
pozdéjSich predpisti, a jeho nedilnou souc¢asti bude kopie Fadné vyplnéného
a podepsaneho protokolu o pifedani zboZi, ze kterého bude ziejmé, Ze zbozi bylo
fadné pfedano prodavajicim kupujicimu.

V pfipad€, Ze darnovy doklad nebude obsahovat spravné tdaje ¢i bude neupliny,
je kupujici opravnén danovy doklad vratit do data jeho splatnosti prodavajicimu.
Prodavajici je povinen takovy dariovy doklad opravit, aby spliioval podminky
stanovené v tomto odstavci smlouvy. V pfipadé opravy dariového dokladu poéina
béZet nova lhita splatnosti od data fadného doruéeni opraveného darového
dokladu kupujicimu.

Dan z pridané hodnoty (DPH) bude k fakturované ¢astce pripoéteno v zakonné
vysi platné v dobé vystaveni dafiového dokladu. V pfipadé, Ze dojde v pribéhu
plnéni této smlouvy ke zméné sazby DPH, pak zavazné ceny pro fakturaci jsou
ceny véetné DPH uvedené v této smlouvé.

Smluvni strany se dale dohodly, Ze zména kupni ceny stanovené dle této
smlouvy je mozZna pouze z dilvodu zmény rozsahu dodani zbozi. Smluvni strany
se dohodly, Ze dojde-li ke zméné kupni ceny z dlivodu zmény dodani zboZi, bude
postupovano podle zakona €. 137/2006 Sb., o verfejnych zakazkach, ve znéni
pozdéjSich predpisu.
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7. Platby dle tohoto c¢lanku se kupujici zavazuje poskytnout prodavajicimu
bezhotovostné& na ucet prodavajiciho uvedeny v zahlavi této smlouvy nebo na
faktufe zaslané prodavajicim. Dnem zaplaceni se rozumi den odepsani pfislusné
¢astky z Uctu kupujiciho ve prospéch uétu prodavajiciho.

8. Zalohy prodavajici neposkytuje.

9. Smluvni strany této smlouvy se dohodly, Ze je prodavajici, coby poskytovatel
zdanitelného plnéni, povinen bez zbyte¢ného prodleni pisemné informovat
kupujiciho o tom, Ze se stal nespolehlivym platcem ve smyslu ustanoveni § 106a
zakona €. 235/2004 Sb., o dani z pfidané hodnoty, v platném znéni (dale jen
,zakon o DPH®). Smluvni strany si dale spole¢né ujednaly, Ze pokud kupujici v
pribéhu platnosti tohoto smluvniho vztahu na zakladé informace od
prodavajiciho & na zakladé vlastniho Setfeni zjisti, Zze se prodavajici stal
nespolehlivym platcem ve smyslu § 106a zakona o DPH, souhlasi obé& smluvni
strany s tim, Ze kupujici uhradi za prodavajiciho, dafn z pfidané hodnoty z
takového zdanitelného plnéni, dobrovolné spravci dané dle § 109a citovaného
pravniho pfedpisu. Zaplaceni ¢astky ve vySi dané kupujicim spravci dané pak
bude cena dle této smlouvy smluvnimi stranami povazovano za splnéni zavazku
uhradit sjednanou cenu, resp. jeji €ast. Smluvni strany si v této souvislosti
poskytnout veSkerou nezbytnou soucinnost pfi vzajemném poskytovani informaci
poZadovanych zakonem o DPH. Prodavajici souasné souhlasi s tim, Ze je
povinen kupujicimu nahradit veSkerou Skodu vzniklou v dlsledku aplikace
institutu ruceni ze strany spravce dané. Smluvni strany se dohodly, Ze kupujici
bude hradit sjednanou cenu pouze na UCet zaregistrovany a zverejnény ve
smyslu § 96 odst. 1 zakona o DPH.

VL
Povinnosti prodavajiciho, zaruka a odpovédnost
prodavajiciho za vady

1. Prodavajici je povinen dodat zboZi v ujednaném mnozZstvi, kvalité, jakosti
a s vlastnostmi pozadovanymi kupujicim a uvedenymi v zadavaci dokumentaci
vyhotovené v ramci Verejné zakazky.

2. Prodavajici je povinen predlozit kupujicimu veskeré doklady, které se ke zboZzi
vztahuji, tzn. zejména prohlaSeni o shodé&, atesty a dalSi dokumenty prokazujici,
ze veSkeré prodavajicim dodavané zboZi splfiuje zakonné pozadavky, zejména
poZadavky zakona €. 268/2014 Sb., o zdravotnickych prostfedcich a o zméné
nékterych souvisejicich predpisd, v platném znéni, event. dle obdobnych smérnic
EU, a to ke dni podpisu této smlouvy. Prodavajici je dle této smlouvy dale
povinen fadné vyhotovit &i provést zkousky &i revize, je-li jejich provedeni tieba, a
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protokoly o provedenych zkouskach &i revizich predat kupujicimu prostfednictvim
uzivatele spolu s pfedavacim protokolem.

Predani a prevzeti zboZi smluvnimi stranami se uskute¢ni protokolarné, po
uspésné absolvovaném funkénim predvedeni zafizeni. Pro Ucely predvedeni
vS8ech funkci se prodavajici zavazuje s dodavkou zbozi dodat i potiebny
spotiebni material. Kupujici prostfednictvim uZivatele ma pravo zbozi neprevzit,
pokud se projevi pochybnosti o splnéni nékterého z pozadavk( uvedenych
zadavaci dokumentaci.

Prodavajici je povinen piedat kupujicimu prostifednictvim uzivatele originalni
zakaznickou dokumentaci vyrobce dodaného zbozi, ktera bude rovnéz
obsahovat navod pro obsluhu v Eeském jazyce v tisté€né i elektronické podobé na
CD. Pokud neni v navodu pro obsluhu uveden vhodny zplsob cisténi, desinfekce
a sterilizace dodanych zafizeni, zavazuje se prodavajici kupujicimu
prostfednictvim uzZivatele predat zvlastni pfilohu k navodu k obsluze, ve které
budou tyto informace uvedeny.

Prodavajici je povinen nahradit kupujicimu prostfednictvim uZivatele veskeré
8kody, které by svoji €innosti €i &innosti jinych pravnickych ¢&i fyzickych osob
uzitych ke své €innosti na zakladé kteréhokoli pravniho titulu zptsobil kupujicimu
prostiednictvim uzivatele Ci tfetim subjektim, at jiz imysiné ¢i z nedbalosti.

Prodavajici prohlasuje, Ze na plnéni dle této smlouvy (ij. na veskeré dodané
zbozi v&etné jeho instalace) poskytuje kupujicimu zaruku v trvani 24 meésicu.
Zaruka dle tohoto ¢lanku pocina bézZet ode dne podpisu pfedani zboZi prostého
jakychkoli vad a nedodélkd, tj. v mnozstvi, jakosti a provedeni uejdnaném touto
smlouvou. Tuto skute€nost, tj. pfedani zboZi v mnozZstvi, jakosti a provedeni
ujednaném touto smlouvou a pocatek béhu zaruéni doby, bude osvédcovat
pfedavaci protokol podepsany obé&ma Smluvnimi stranami, popf. jejich
opravnénymi zastupci.

Pokud se na zboZi vyskytne v zaruéni dobé jakakoliv vada, zavazuje se
prodavajici tuto vadu bezulplatné odstranit, nebude-li kupujici poZadovat
nahradni zboZi za zboZi vadné. Prodavajici je povinen o jakékoli reklamaci zbozi
sepsat zaznam, jehoz obsahem bude zejména uvedeni data reklamace,
charakter reklamované vady, zplsob vyfizeni reklamace, Ihlta vyfizeni
reklamace, podpisy smluvnich stran &i jejich opravnénych zastupc.

Smluvni strany se dohodly, Ze po dobu, po kterou kupujici prostfednictvim
uZivatele nebude moci zbozi ¢i jakoukoli jeho ¢ast z dlivodu vad uZivat, zaruéni
doba stanovena nebézi.

Prodavajici garantuje dodavku nahradnich dilll i spotfebniho materialu minimalné
po dobu udrZitelnosti projektu 5 let. Pokud nelze tento pozadavek splnit, doda
bezplatné pfistroj novy, ktery tento pozadavek spini.

Prodavajici prohladuje, Ze je schopen poskytnout kupujicimu pozaruéni servis
a nahradni dily na dodané pfistroje po dobu min. 10-ti let od ukonceni jejich
vyroby v pfipadé, Ze bude ktomuto pozaruénimu servisu kupujicim vyzvan.
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Podminky pozaruéniho servisu budou vtakovém pfipadé dohodnuty
samostatnou servisni smlouvou.

11. Prodavajici je povinen poskytnout bezplatné Skoleni uzivatelim v dobé predani
pfedmétu smlouvy. Dale prodavajici bude garantovat v priibéhu zaruéni doby, Ze
vzdy min. 2 uzivatelé budou osobou poucéenou vyrobcem s opravnénim k dal$im
Skolenim/instruktdZzim ve smyslu § 61 Zakona €. 268/2014 Sb. (vystaveni
potvrzujiciho dokladu od vyrobce), nebo bude prodavajici poskytovat Skoleni
v§em uzivatellim, ve smyslu § 61 Zakona ¢. 268/2014 Sb., po celou zaruéni dobu
na vilastni naklady (veskeré souvisejici naklady, napr. cestovné, $koleni, ¢as
straveny na cesté, apod.).

VIL.
Zarucni servis

1. Prodavajici, pfipadné tieti strana, jako napf. vyrobce nebo servisni organizace,
jako subdodavatel prodavajiciho, na zakladé dohody a smlouvy s prodavajicim
(dale v tomto €lanku jen jako ,prodavajici“), se zavazuje po celou dobu trvani
zaruky zajiStovat bezplatny servis je zboZi. Zaruéni servis zajiStovany
prodavajicim zahrnuje zejména prohlidky a adrzbu dodaného zboZi,
odstranovani zjisténych vad véetné zajisténi dodani nahradnich dilll k dodanému
zbozi:

2. U zbozi, u kterého je dle zadkona &. 268/2014 Sb. o zdravotnickych prostfedcich
v platném znéni, predepsano provadéni odborné udrzby, se prodavajici se
zavazuje tuto odbornou uadrzbu provadét bezplatné, v ramci zaruéniho servisu,
a to v intervalech uréenych vyrobcem.

3. Prodavajici se zavazuje zajiStovat servis osobami k tomu odborné zplsobilymi
(dale jen ,servisni technici), a to za podminek stanovenych nize v tomto ¢lanku:

3.1. Opravy zdravotnické techniky se prodavajici zavazuje provést v pracovni
dny nejpozdéji do 24 hodin od nastupu na opravu; nastoupit na opravu je
prodavajici povinen do 48 hodin od vyzvani kupujicim prostfednictvim
uZivatele. Opravy se budou provadét na misté instalace zafizeni
u uzivatele;

3.2. Prodavajici se zavazuje v pfipadé neopravitelnosti zbozZi, nebo pokud bude
zbozi mimo provoz déle nez 5 dni, k poskytnuti nahradniho zboZzi;

3.3. Smluvni strany se dohodly, Ze za prokazatelné oznameni zavady se
povazuje zejména oznameni kupujiciho prostfednictvim uZzivatele o zavadé
adresované na adresu prodavajiciho, popf. emailova zprava oznamuijici
zavadu zaslana na emailovou adresu prodavajiciho, €i datova zprava,
zaslana do datové schranky kupujiciho;
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3.4. Servis bude vykonavan servisnimi techniky — viz Priloha ¢. 6, ze servisniho
stfediska prodavajiciho, pfri¢emz veskera pisemna, telefonicka ¢i osobni
komunikace bude vedena v ¢eském jazyce;

3.5. Pirilohou ¢. 3 této smlouvy budou adresy servisnich stfedisek prodavajiciho
pro jednotlivé dodavky, které jsou pfedmétem této smlouvy, véetné dal$ich
kontaktnich ddaji (jméno kontaktni osoby, telefon, emailova adresa).
Zménu servisniho stfediska &i kontaktnich Gdaji se prodavajici zavazuje
kupujicimu prostfednictvim uzZivatele bez zbyteéného odkladu oznamit;

3.6. Prodavajici bude garantovat po celou dobu trvani smlouvy, Ze vzdy min. 2
uzZivatelé budou osobou poucenou vyrobcem s opravnénim k dal§im
Skolenim/instruktazim ve smyslu § 61 Zakona ¢&. 268/2014 Sb. (vystaveni
potvrzujiciho dokladu od vyrobce) nebo bude prodavajici poskytovat
Skoleni v8em uzivatelim, ve smyslu § 61 Zakona ¢. 268/2014 Sb., po celou
dobu trvani této smlouvy na vlastni naklady (veskeré souvisejici naklady,
napf. cestovné, skoleni, ¢as straveny na cesté, apod.).

3.7. Veskeré cestovni naklady, naklad na material a veskeré dal$i naklady, které
prodavajicimu vzniknou v souvislosti s provadénim zaruénich oprav, hradi
v plné vysi prodavajici;

3.8. Prodavajici je pfi zajiStovani servisnich praci povinen dodrzovat veskeré
platné pravni predpisy o bezpecnosti prace, ochrané zdravi, poZarni
prevenci a protipozarni ochrané a hygienické predpisy;

3.9. Prodavajici se zavazuje pfi své &innosti dodrZovat platné CSN normy;

3.10. Prodavajici je opravnén povéfit provadénim servisnich praci odborné
zpUsobilou treti osobu, odpovida v§ak kupujicimu prostiednictvim uZivatele
jako by servisni prace a s tim souvisejici ¢innosti provedl sam;

3.11. Prodavajici pIné odpovida za Skody, které zpisobi svou ¢innosti kupujicimu
prostiednictvim uZivatele a/nebo &innosti svych pracovnikd a/nebo ginnosti
tieti osoby, kterou povéfi provadénim servisnich praci.

4. Kupujici prostifednictvim uZivatele se zavazuje za Ucelem provedeni servisni
prohlidky a/nebo opravy umozZnit servisnim technikim pfistup do pfedmétnych
prostor.

5. Po skonceni zaruéni doby bude na servisni praci poskytovana zaruka 6 mésicu
a na nahradni dily 24 mésic.

VIIL.
Prohlaseni prodavajiciho

1. Prodavajici prohlasuje, Ze zboZi bude mit smluvené vlastnosti, a to zejména

vlastnosti uvedené v technické specifikaci dodavky zboZi, jez tvofi Pfilohu &. 1
této smlouvy, a dale bude splfiovat podminky dané pfisluSnymi pravnimi
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pfedpisy, coZ doklada dokumentem oznaéenym jako ,Prohlaseni o shodé (CE)",
které jako Priloha ¢. 4 tvofi nedilnou soucast této smlouvy.

Prodavajici prohladuje, Ze veSkeré dodané pfistroje, zafizeni a vybaveni je nové,
nikdy pfedtim nepouZité, prvotfidni kvality, zabalené v originalnich obalech.

Prodavajici prohladuje, Ze je vyrobcem dodaného zbozi nebo je vyrobcem
dodaného zboZi povéren k jeho distribuci a servisu, a zavazuje se, Ze zbozi je
schvaleno k uzivani na Gzemi Ceské republiky, a to jako zdravotnicky prostiedek,
a za timto ucelem pii pfedani dle této smlouvy pfeda kupujicimu doklady
o moznosti takového uzivani.

Prodavajici prohlasuje, Ze ma uzavienu pojistnou smlouvu ¢. 8602903730
u Kooperativy, jejimz predmétem je pojisténi odpovédnosti za Skodu zplisobenou
prodavajicim tieti osobég, a Ze tato smlouva kryje Skody zplisobené prodavajicim
min. ve vysi 10. 000 000,- K& za kazdy jednotlivy pfipad. Prodavajici je povinen
byt po celou dobu spoluprace s kupujicim fadné pojistén a zavazuje se bez
zbyte€ného odkladu pojistnou smlouvu osvédcujici pojiSténi odpovédnosti za
Skodu zplsobenou prodavajicim tfeti osobé kupujicimu na jeho vyzvani kdykoliv
predlozit.

Prodavajici dale prohlaSuje, Ze neni ke dni podpisu této smlouvy subjektem
insolvenéniho, vyrovnavaciho nebo podobného, zejména exekucéniho fizeni ani
mu nejsou znamy zadné skute¢nosti o tom, Ze by takovéto fizeni mohlo byt
zahajeno ze strany treti osoby vici prodavajicimu.

Prodavajici prohlasuje, Ze je (nebo se nejpozdéji ke dni pfedani zbozi stane)
vyluénym vlastnikem zboZi a Ze na tomto zboZi nevaznou jakakoli prava tietich
osob a Ze témito pravy tretich osob nebude zbozi zatizeno ke dni predani.

Prodavajici predlozi kupujicimu prostrednictvim uzivatele podle § 147a odst.
1 pism. c) zakona €. 137/2006 Sb., o vefejnych zakazkach, ve znéni pozdéjSich
pfedpisl, seznam subdodavatell, ve kterém uvede subdodavatele, jimZz za
plnéni subdodavky uhradil vice nez 10 % z &asti ceny dodavky v pfislu§ném
kalendarnim roce. Tento seznam prodavajici pfedloZi kupujicimu prostrednictvim
uzivatele v terminu do 60 dnd od spinéni smlouvy. Ma-li subdodavatel formu
akcioveé spolecnosti, je pfilohou seznamu i seznam vlastniki akcii, jejichz
souhrnna jmenovitd hodnota pfesahuje 10 % zakladniho kapitalu. Tento seznam
vlastnik( akcii bude vyhotoven ve Ih(ité 90 dnli pfed dnem piedloZzeni seznamu
subdodavatell. NedoSlo-li k pInéni subdodavateli z vice nez 10 % z Gasti ceny
dila v pfislusném kalendainim roce, pfedklada o této skutecnosti prodavajici
Cestné prohlaseni. V pfipadé prodleni prodavajiciho pfi plnéni povinnosti
vyplyvajici z tohoto ustanoveni, se zavazuje prodavajici uhradit kupujicimu
smluvni pokutu ve vysi 50.000,- K¢ za kazdy zapocaty den prodleni.

Prodavajici se zavazuje poskytnout vsouladu s § 2, pismeno e) zakona
¢. 320/2001 Sb., o finan¢ni kontrole, subjektim provadéjicim audit a kontrolu
vSechny nezbytné informace tykajici se dodavatelskych ¢&innosti spojenych
s pfedmétem smlouvy.

Stranka 10 z 15



Regionalni operacni program regionu soudrznosti Severozapad
Podporovano z Evropského fondu pro regionalni rozvoj
,Vize prestane byt snem”

lﬂ;;::§§t——f’

Severozapad

EVROPSKA UNIE

www.nuts2severozapad.cz www.europa.eu

IX.
Odstoupeni od smlouvy

Smluvni strany se dohodly, Ze prodavajici je opravnén od této smlouvy odstoupit
v pfipadech, kdy tak stanovi obecné zavazné pravni predpisy, a dale v pfipadé,
Ze nebude kupujicim uhrazena v souladu touto smlouvou uhrazena kupni cena
zbozi.

Smluvni strany se dohodly, Ze kupujici je opravnén odstoupit od této smlouvy

v pfipadech, kdy tak stanovi obecné& zavazné pravni predpisy, a dale v pripadé,

ze:

(a) prodavajici porusi nékterou ze svych povinnosti stanovenych v ¢lanku IV.
odstavce 1; a/nebo

(b) prodavajici porusi nékterou ze svych povinnosti stanovenych v ¢lanku VI.
této smlouvy; a/nebo

(c) prodavajici porusi nékterou ze svych povinnosti stanovenych v ¢lanku VII.;
a/nebo

(d) prodavajici porusi nékterou ze svych povinnosti stanovenych v élanku VIII.
a/nebo se ukaze nepravdivym nékteré z prohlaseni dle ¢lanku VIII. této
smiouvy.

Kupujici je opravnén od této smlouvy pisemné odstoupit, budeli zboZzi trpét
vadami nebo nedodélky, které brani uzivani zbozi, popr. budou-li se na zbozi
opakované vyskytovat vady, popf. nebudou-li fadné a v€as odstranény vady
nebranici uzivani zboZi. Opakovanym vyskytem vady se rozumi nejméné ftfi
stejné zavady.

Kupujici je déle opravnén od této smlouvy pisemné odstoupit v pripadé
nesplnéni mezniho terminu predani zbozi prodavajicim, tj. max. do 20.11.2015
(viz €l. IV, bod 1).

Odstoupeni se dé&je pisemné a je uc¢inné dnem jeho doruéeni druhé smluvni
strané. Odstoupenim od smlouvy se smlouva rusi a smluvni strany jsou povinny
vratit si plnéni na zakladé této smlouvy poskytnutd. Prodavajici je vtomto
pfipadé povinen bez zbyte€ného odkladu po doruéeni odstoupeni od této
smlouvy, nejpozdéji vdak do 3 pracovnich dnli ode dne doruceni odstoupeni od
této smlouvy, nastoupit na misto plnéni a demontovat dodané zboZi.

X.
Smluvni pokuty

Pokud se prodavajici dostane do prodleni s pinénim dle ¢l. IV. odst. 1 této

smlouvy, a to nedodanim zboZi ve sjednaném terminu, zavazuje se zaplatit
kupujicimu smluvni pokutu ve vysi 0,2 % z ceny zbozi za kazdy den prodleni
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s jeho pfedanim az do dne fadného pifedani zbozi nebo do dne ucinnosti
odstoupeni od smlouvy u¢inéného na zakladé této smiouvy.

Pokud se prodavajici dostane do prodleni s plnénim dle ¢l. IV. odst. 3 této
smlouvy, nedodanim zbozi bez vad a nedodélkli nebranicich fadnému uzivani,
zavazuje se zaplatit kupujicimu smluvni pokutu ve vysi 0,05 % z ceny zboZi za
kazdy den prodleni s jeho pfedanim az do dne fadného predani zboZi nebo do
dne G€innosti odstoupeni od smlouvy u¢inéného na zakladé této smlouvy.

Smluvni strany se dohodly, Ze pro pfipad, kdy se na zboZi vyskytne jakakoli vada
a servisni pracovnici prodavajiciho v rozporu s €l. VII. této smlouvy nenastoupi
na opravu nebo opravu neprovedou ve stanovené Ihité, zavazuje se prodavajici
zaplatit kupujicimu smluvni pokutu ve vysi 1.000 KEé za kazdy den prodleni
s nastupem nebo provedenim zarucni opravy zbozi.

Smluvni strany se dohodly, Ze kupujici je povinen uhradit prodavajicimu smluvni
arok z prodleni ve vySi 0,01 % z dluzné ¢astky za kazdy den prodleni s Ghradou
kupni ceny.

Zaplacenim smluvni pokuty neni dotéeno pravo na nahradu kupujiciho zvlast
a v plné vysi - smluvni strany tak vyslovné vyluéuji pouziti ustanoveni § 2050
ob&anského zakoniku.

XI.
Dorucovani

Veskera podani a jina oznameni, kterd se doru€uji smluvnim stranam je treba
dorucit osobné nebo doporuéenou listovni zasilkou s dodejkou nebo
elektronickou poStou s fadnym elektronickym podpisem osoby jednajici za
odesilatele nebo doruenim prostfednictvim datovych schranek.

Aniz by tim byly dotéeny dalSi prostfedky, kterymi Ize prokazat doruéeni, ma se
za to, ze oznameni bylo fadné dorucené:

(i) pfi doru¢ovani osobné:
- dnem faktického pfijeti oznameni pfijemcem; nebo
- dnem, v némz bylo doru€eno osobé prijemcové adrese, ktera je opravnéna
k pfebirani listovnich zasilek; nebo
- dnem, kdy bylo doru¢ovano osobé na pfijemcové adrese uréené k piebirani
listovnich zasilek a tato osoba odmitla listovni zasilku pfevzit; nebo
- dnem, kdy pfijemce pfi prvnim pokusu o doruéeni zasilku z jakychkoli
divodi neprevzal ¢i odmitl zasilku prevzit, a to i presto, Ze se v misté
doruéeni nezdrZuje, pokud byla na zasilce uvedena adresa pro doru¢ovani
dle tohoto ¢lanku.
(ii) pfi doruovani prostfednictvim poskytovatele postovnich sluzeb:
- dnem piedani listovni zasilky piijemci; nebo
- dnem, kdy pfijemce pfi prvnim pokusu o doru€eni zasilku z jakychkoli
divodl neprevzal ¢i odmitl zasilku prevzit, a to i piesto, Ze se v misté
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doruéeni nezdrzuje, pokud byla na zasilce uvedena adresa pro dorucovani
dle tohoto ¢lanku.
(iii) pfi dorucovani prostfednictvim elektronické posty:

- dnem, kdy byla elektronicka zasilka opatiena fadnym elektronickym
podpisem opravnéného zastupce odesilatele odeslana na e-mailovou
adresu pro dorucovani adresatovi dle tohoto ¢lanku.

(iv) pfi dorucovani prostrednictvim zasilani zprav do datovych schranek:

- dnem, kdy se do datové schranky pfijemce dle tohoto ¢lanku této smlouvy
pfijemcem pfihlasila osoba, ktera ma s ohledem na rozsah svého opravneni
pfistup k tomuto dokumentu, pokud datum pfihlasSeni je nejpozdéji treti den
po dni dodani zpravy do datové schranky pfijemce; nebo

- ¢tvrty dnem ode dne dodani dokumentu do datové schranky prijemce dle
tohot ¢lanku v pfipadé, pokud neni postupovano dle piedchoziho
ustanoveni o doruéovani prostfednictvim zasilani zprav do datovych
schranek.

3. Ke dni podpisu této smlouvy je:

(a) adresou pro doru€ovani kupujicimu:
Karlovarska krajska nemocnice a.s.
Bezruc¢ova 1190/19, 360 01 Karlov Vary
ID datové schranky: jfvepy2

(b) adresou pro doru€ovani prodavajicimu:
ProMedicus s.r.o.
Namésti 14. Rijna 1307/2, 150 00 Praha 5
e-mailova adresa:office@promedicus.cz
ID datové schranky: zmewxbr

4. Smluvni strany se dohodly, Ze v pfipadé zmény sidla, a tim i adresy pro
dorucovani, budou pisemné informovat o této skuteCnosti bez zbytecného
odkladu druhou smluvni stranu. Zména adresy pro doru¢ovani jsou pro ucely
doruéovani pro druhou smluvni stranu uc¢inné k okamziku doruéeni informace
druhé smluvni strany o zméné sidla.

XILI.
Zavérecéna ustanoveni

1. Smluvni strany se zavazuji vzajemné se a fadné informovat o vSech podstatnych
skute¢nostech, které mohou mit vliv na plnéni dle této smlouvy a soucasné
vyvinout potfebnou soucinnost k pInéni této smlouvy.

2. Pripadné spory vzniklé z této smlouvy budou feSeny podle platné pravni Upravy
vécné a mistné prislusnymi organy Ceské republiky.
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3. Tato smlouva je vyhotovena ve étyfech stejnopisech s platnosti originalu,
priCemz prodavajici obdrzi dva vytisky a kupujici obdrzi dva vytisky.

4. Smluvni strany sjednavaji, Zze pohledavku dle této smlouvy nebo smlouvu
samotnou nelze postoupit bez souhlasu druhé smluvni strany.

5. Obsah této smlouvy je mozné ménit jen pisemnymi dodatky, podepsanymi
statutarnimi zastupci smiuvnich stran. Nedilnou soudasti této smlouvy jsou
veskeré pfilohy uvedené vtextu této smlouvy €i vtextu pfipadnych Dodatk(
k této smlouvé.

6. Prodavajici byl seznamen se skute€nosti, Ze tato kupni smlouva bude v souladu
s § 147a ZVZ zvefejnéna na profilu zadavatele véetné vSech jejich dodatkd
a zmén a skuteéné uhrazené ceny zakazky.

7. Tato smlouva se Fidi pravem Ceské republiky a byla uzaviena v souladu
s ustanovenim § 2079 a nasledujici zakona €. 89/2012 Sb., ob&ansky zakoniku.

8. Prodavajici se zavazuje, Ze splni pravidla a podminky stanovené fidicim
organem v rozhodnuti o poskytnuti dotace, resp. dohodnuté ve smlouvé mezi
fidicim organem (poskytovatelem dotace) a pfijemcem dotace a dale Ze umozni
zaméstnanclm nebo zmocnénclim poskytovatele dotace, Ministerstvu pro mistni
rozvoj CR, Ministerstvu financi CR, auditnimu organu. Evropské komisi,
Evropskému Ga¢etnimu dvoru, Nejvy§Simu kontrolnimu Gfadu a dal$im
opravnénym organim statni spravy vstup do objektd a na pozemky dotéené
projektem a jeho realizaci a kontrolu doklad(i souvisejicich s projektem.

9. Je-li nékteré zustanoveni této smlouvy neplatné, odporovateiné nebo
nevynutitelné &i stane-li se takovym v budoucnu, nedotyka se to platnosti
pfipadné vynutitelnosti ustanoveni ostatnich, pokud =z povahy ustanoveni
nevyplyva, Ze tuto ¢ast nelze od ostatniho obsahu této smlouvy oddélit. Smluvni
strany se pro tento pfipad zavazuji vadné ustanoveni bezodkladné nahradit
bezvadnym, které bude v nejvy$8i mozZné mife odpovidat obsahu a UGdelu
vadného ustanoveni.

10. Smiuvni strany prohlasuji, Zze tuto smlouvu uzaviely na zakladé vazné
a svobodné vile, nikoliv v tisni za napadné nevyhodnych podminek, ani nebyla
jinym zpdsobem vynucena, dale prohlasuji, Ze tuto smlouvu pedlivé progetly,
jejimu obsahu zcela porozumély a bezvyhradné s nim souhlasi a na dikaz toho
pripojuji své vlastnoruéni podpisy.

11. Tato smlouva nabyvéa platnosti a G€innosti v den jejiho podpisu opravnénymi

zastupci smluvnich stran.

Prilohy, které jsou nedilnou soucasti této smlouvy:
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www.nuts2severozapad.cz Www.europa.eu

Pfiloha ¢. 1 - Technické specifikace dodavky v rozsahu a podobé dle odst. XI pism. G.
zadavaci dokumentace

Priloha é 2 — Nabidkové cena v rozsahu a podobé dle odst. XI pism. I. zadavaci
dokumentace

Priloha &. 3 — Adresy servisnich stiedisek prodavajiciho pro jednotlivé dodavky dle odst. XI
pism. J. zadavaci dokumentace

Priloha ¢. 4 — ProhlaSeni o shodé (CE) dle poZadavku ¢l. VIII odst. 1
Priloha é. 5 — Seznam $kolitelt véetné dokladi prokazujici opravnéni k ¢innosti
Priloha &. 6 — Seznam osob provadéjici servis véetné dokladii prokazujici opravnéni k

cinnosti
V Karlovych Varech dne ... 1 L1U 0 v ITraze dne . 1:10-2075
Kupuijici: Prodavajici:
"""""""""""""" MUDr. Josef Marz Petr Stiihdvka
pifedseda predstav a jednatel spole¢nosti

Karlovarska krajskd nemocnice a.s,
nemochice v Karlavyeh Varoch, 1C: 263 65 804

Bezrudova 1190/19, 360 01 Karlovy Vary
Tel.: 354225 114, fax: 353 115178
@
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,Modernizace a vybaveni pfistrojového vybaveni Pavilonu akutni mediciny a centralniho vstupu KKN —
Vybaveni pro operacni saly — ¢ast 12 VZ 483940

Priloha €. 1 Kupni smlouvy — Technicka specifikace
dodavky

WwWW.oromedicus.cz
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Pfiloha ¢&. 2.1

Formular technickych specifikaci dodavky pro:
ROP lIl_52 — Repozi¢ni kolinearni kleste

Nazev zadavatele: Karlovarska krajska nemocnice a.s.

Svidlo: Bezruéova 1190/19, Karlovy Vary, 360 01
IC: 26365804
- : = : Nabizena hodnota*
Specifikace dodavky Pozadovana hodnota Spinéno ANO/NE
ROP lll_52 — Repoziéni kolinearni kiesté 1ks

Zadavatel nepfipousti 2adné odchylky mimo ramec Ciselnych hodnot parametri uvedenych nize
Pozadované parametry:

Kolinearni klest&, posun branzi v ose ano ANO
Moznost zavedeni K dratu po repozici pies branze ano ANO
Sestava bude obsahovat min.:

Kolinearni klesté pro nastavce ano ANO
Velky a maly nastavec pro perkutanni repozici ano ANO
Nastavec pro panevni repozici ano ANO
Nastavec pro repozici periartikularni zlomeniny ano ANO
Sterilizaéni kazeta na uloZeni nastrojt ano ANO
Veskeré prislusenstvi nutné k zahajeni provozu ano ANO

*Uchaze¢ uvede udaje prokazujici spinéni poZadovanych technickych parametrd
vyjadritelnych hodnot uvede pfimo nabizenou hodnotu parametru), pripadné uvede o
nabidky, kde jsou tyto udaje uvedeny.

V Praze dne 26.8.2015 Zauchazete: i,

Verze 8.7.2015




Priloha ¢. 2.2

Formular technickych specifikaci dodavky pro:
ROP Ill_53 — Ramovy rozvérac¢ operacni rany

Nazev zadavatele: Karlovarska krajska nemocnice a.s.

Sidlo: Bezrucova 1190/19, Karlovy Vary, 360 01
IC: 26365804
Specifikace dodavky Pozadovana hodnota N;;':gzz R%Cgmtg*
ROP IilI_53 — Ramovy rozvérac operacni rany 1ks
Zadavatel nepripousti zddné odchylky mimo ramec ¢iselnych hodnot parametrd uvedenych nize
Pozadované parametry:
modularni systém ano Ano
Uchyt na ,eurolistu” operacniho stolu sterilné ano Ano
jednoducha aretace vSech komponent, jejich pohyb ve Ano
v8ech smérech ano
dvé zakladni ramena podél rany ano Ano
vybaveni pro bfisni chirurgii — 6 zakladnich lopatek — Ano
ekartérd, z nich minimalné 2 tvarovatelné ang
vybaveni pro chirurgii stitné zlazy — min. 4 lopatky ano Ano
sterilizaéni kontejner nebo sito k ulozeni celého Ano
systemu e
\Veskeré pfislusenstvi nutné k zahajeni provozu ano Ano
*Uchaze¢ uvede udaje prokazujici spinéni poZadovanych technickych parametrd Ciselné

Za uchazece:

Verze 8.7.2015




Priloha €. 2.3

Formular technickych specifikaci dodavky pro:
ROP lll_54 — Set na extrakci zalomenych implantatt

Nazev zadavatele:
delo:
IC: 26365804

Karlovarska krajska nemocnice a.s.
Bezrucova 1190/19, Karlovy Vary, 360 01

Specifikace dodavky

Pozadovana hodnota

Nabizena hodnota*
Spinéno ANO/NE

ROP lll_54 — Set na extrakci zalomenych implantati

1 ks

Zadavatel nepfipousti zadné odchylky mimo ramec

Ciselnych hodnot parametril uvedenych nize

Pozadované parametry:

kompletni instrumentarium pro extrakci zalomenych

érougﬁ a hrebl P ’ ano ANQ
moznost opakovaného pouziti ano ANO
Sestava bude obsahovat min.:

K<’)°nicvl<é levotogivé extraktory pro hlavy $roubtl pro 9.0 — 7.3 mm 15-7.3 mm
priméry

Kéﬂnicvké levotogivé duté extraktory pro driky Sroubl pro 20-73mm 20-7.3mm
priiméry

Duté frézy na uvolnéni diiku Sroubu pro primeéry 20-7.3mm 20-7.3mm
Sroubovaky Hex, Torx pro §rouby pro primeéry 20-7.3mm 20-7.3mm
\Vrtaky na nastrojovou ocel pro priiméry 4.0a6.0 mm 4.0a26.0 mm
Vrtaky na implantaéni ocel a titan pro priméry 25-45mm 25-48mm
Rukojeti na uchyceni extrakénich nastrojt ano ANO
Klesté s aretaci na hlavicku Sroubu ano ANO
Klesté pod hlavu Sroubu (malé, velké) ano ANO
Diato pulkulaté 10 mm ano ANO
T-sklicidlo ano ANO
Sterilizacni kazety na ulozeni nastrojl ano ANO
\Veskeré prislusenstvi nutné k zahajeni provozu ano ANO

*Uchaze¢ uvede u(daje prokazujici splnéni poZadovanych technickych parametrd (u Ciselné

vyjadritelnych hodnot uvede pifimo nabizenou hodnotu parametru), pripadné uvede odkaz n

nabidky, kde jsou tyto udaje uvedeny.

V Praze dne Z.°. —a

Verze 8.7.2015

Za uchazece:

Namesti 14, fijna 1307/
15000 Praha s

IC: 24781771 Dic: C224781771




»Modernizace a vybaveni pfistrojového vybaveni Pavilonu akutni mediciny a centrainiho vstupu KKN —
Vybaveni pro operacni saly — ¢ast 12 VZ 483940

Priloha €. 2 Kupni smlouvy — Nabidkova cena

ProMedicus s.r.o. tel. +420 222 747 802 WWW.oromegdicus.cz
Némaésti 4. Rijna 1307/2 fox: +420 244 013 382
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ROP llI_52 Repozi¢ni kolinearni klesté

Obj.&. Nazev Ks Jed.cena  Cenacelkem
314.291 Kolinearni repozitni svorka (skluzna rukojet) 1 56 559,46 56 559,46
398.753 Panevni rameno, pro kolinearni repoziéni svorku 1 22625,61 22 625,61
Rameno tvaru kostniho haku, pro kolinearni
398.756 repozi¢ni svorku 1 38601,97 38 601,97
398.752 Rameno Hohmann, pro kolinearni repoziéni svorku 1 32004,89 32 004,89
Redukéni nastavec LCP, pro kolinearni repozi¢ni
398.757 svorku 1 216241 2 162,41
398.710 Disk s hroty, pro klesty repozicni 1 121761 1217,61
398.758 Redukéni nastavec, pro kolinearni repozi¢ni svorku 1 2923,18 2 923,18
Sito Vario Case™, ram sita, velikost 1/1, vySka 45
689.508 mm 1 3653,75 3 653,75
681.500 Vlozka pro kolinearni repozi¢ni svorku, bez obsahu 1 8 942,58 8 942,58
689.507 Ocelové viko, velikost 1/1, pro sito Vario Case™ 1 1 608,53 1 608,53
Cena celkem bez DPH 170 300,00
V Praze dne 2.9.2015
) prdMedicus s.r.0.
iy mésti 14. fijna 1307/2
............................... proMedicys, /[ 1s000FE
Petr Strihavka \¢.24781771 DIC:CZ24781771 @
jednatel

ProMedicus s.r.o.




ROP IlI_53 Ramovy rozvéra¢ operaéni rany

OB s N A7 OV i e e e, A ot - S R S i o _Jed.cena  Cenacelkem
TMR™ Univerzalni ramovy rozvéraé véetné prislusenstvi
72011 Drzak k operadnimu stolu; upinani na eurolistu, délka 30 cm 30 817,07 30 817,07
72013 Svorka k uchyceni nosné tyce 12 883,49 12 883,49
69589 Svorka s polohovatelnymi rameny - dlouhé (chirurgie) 41 123,23 41 123,23
69589-S Svorka s polohovatelnymi ramey - kratké (3titna Zlaza) 41 123,23 41 123,23
69743 Lopatka rovna, velka, tvarovatelnd, rozméry: 75 x 250 mm 7 833,40 7 833,40
72056-R Lopatka rovna, velka, tvarovatelnd, rozméry: 50 x 250 mm 8 141,83 8 141,83
72038-R Lopatka zahnuta, velka, typ: Balfour, rozméry: 81 x 75 mm 6 081,02 12 162,05
69603 Lopatka zahnuta, velkd, typ: Balfour, rozméry: 65 x 75 mm 6 081,02 12 162,05
72110-R Lopatka malé, na strumu, tvarovatelna, rozméry: 13 x 100 mm 6 802,47 6 802,47
69769-R Lopatka mal4, na strumu, rozmeéry: 38 x 50 mm 6 142,29 6 142,29
72107-R Lopatka mal&, na strumu, rozméry: 25 x 75 mm 6 081,02 6 081,02
69762-R Lopatka mald, na strumu, tvarovatelnd, rozméry: 13 x 62 mm 7 008,44 7 008,44
69187-S Jezdec, svorka nasazovaci, rychloupinaci, umoziuje pfemistovani; 10 264,96 41 059,85
Sterilizaéni sita k uloZeni rozvérace
ER193.100 Sterilizaéni sito k uloZeni ramu rozvérace, rozméry: 540x255x100 m 2 766,41 2 766,41
ER193.030 Sterilizagni sito k uloZeni lopatek a pfislusenstvi, rozméry: 540x255: 2 293,19 2 293,19
Celkem bez DP! P 238 400,00

V Praze dne 2.9.2015

Petr Stfihavka

jednatel

PrgMedicus s.r.o.
Nafésti 14. fijna 1307/2
Medicus 15000 Praha 5

v S iG2478177 DIC: 224781771 @

ProMedicus s.r.o.




ROP 1ll_54 Set na extrakci zalomenych implantatt

[Obj. €. Nazev Ks Jed.cena.  Cenacelkem

68.900.02: Extrakéni modul pro Srouby @ 3.5/4.0/4.5 mm 7 091,10 7 091,10
Fréza duta kompletni, fezani proti sméru hodinovych

309.200 rucicek, pro Srouby @ 2.0 mm 3794,43 3794,43
Fréza duta kompletni, fezani proti sméru hodinovych

309.035 rucicek, pro Srouby @ 3.5 a2 4.0 mm 3794,43 3794,43
Fréza duta kompletni, fezani proti sméru hodinovych

309.450 rucicek, pro Srouby @ 4.5 mm 3794,43 3794,43
Fréza duta kompletni, fezani proti sméru hodinovych

309.065 rucicek, pro Srouby @ 5.0, 6.0, 6.5 a2 7.0 mm 3794,43 3794,43

314.030 Viozka Sroubovaku Sestihranna mala, @ 2.5 mm 1116,40 1116,40

314.150 Vlozka Sroubovaku Sestihranna velka, @ 3.5 mm 1094,72 1094,72
Vlozka Sroubovaku, Sestihran, hlava Sestihranu 4 mm,

03.900.03: délka 100 mm 2714,71 271471
Vlozka Sroubovaku Stardrive®, T8, valcovita, s drazkou,

313.304 diik @ 3.5 mm, pro rychlospojku AO/ASIF 2 086,89 2 086,89
Vlozka $roubovaku Stardrive® 3.5, T15, samosvorna, pro

314.116  rychlospojku AO/ASIF 2 656,35 2 656,35

03.900.04: Vlozka Sroubovaku, T25, délka 100 mm 271471 2 714,71

309.190 Cep pro extrakci, pro Srouby @ 2.0 mm 2 250,31 2 250,31

309.039 Cep pro extrakci, pro rouby @ 3.5 a 4.0 mm 2 250,31 2 250,31

309.490 Cep pro extrakci, pro $rouby @ 4.5a 5.0 mm 2 250,31 2 250,31

309.069 Cep pro extrakci, pro $rouby & 6.0, 6.5 a 7.0 mm 2 250,31 2 250,31

309.510 Sroub kénicky extrakéni, pro Srouby @ 1.5 a 2.0 mm 942,98 942,98

309520 Sroub kénicky extrakéni, pro Srouby @ 2.7, 3.5 a 4.0 mm 942,98 942,98

309.521  Sroub extrakéni pro Srouby @ 3.5 mm 657,00 657,00

309.530 Sroub kénicky extrakéni, pro rouby @ 4.5 a 6.5 mm 942 98 942,98
Karbidovy vrtak na kov @ 4.0 mm pro ocel pro nastroje a

309.004S titan, sterilni 1 705,87 1705,87
Karbidovy vrtak na kov @ 6.0 mm pro ocel pro nastroje a

309.006S titan, sterilni 1 966,00 1 966,00

309.503S Vrtak HSS @ 2.5 mm pro ocel pro implantaty, sterilni 1 160,59 1 160,59

309.504S Vrtak HSS @ 3.5 mm pro ocel pro implantaty, sterilni 1 160,59 1 160,59

309.506S Vrtak HSS @ 4.8 mm pro ocel pro implantaty, sterilni 1 160,59 1160,59

311.440 Rukojet tvaru T s rychlospojkou 2 357,03 2 357,03

398.650 Klesté Srouby, délka 205 mm 8 403,43 8 403,43

03.900.01: Klesté extrakcni, velké, pro Srouby 4 620,68 4 620,68

03.900.01" Klesté extrakéni, malé, pro Srouby 4 237,15 4 237,15

1399.680  Dlato zlabkoveé, Sitka 10 mm. délka 205/90 mm 3 238,31 3 238,31
Cena celkem bez DPH~ 7L / 77 150,00

edicus s.r.o.

V Praze dne 2.9.2015 Namesti 14. fijna 1307/2
3 15000 Praha5
i) R ——— -
Petr Strihavka
jednatel

ProMedicus s.r.o.




»Modernizace a vybaveni pfistrojového vybaveni Pavilonu akutni mediciny a centralniho vstupu KKN —
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Priioha €. 3 Kupni smiouvy — Seznam servisnich stiedisek

ProMedicus sr.o. tel: +420 222 747 802 www.promedicus.cz
Némeésti 14 Riina 1307/2 fow: +420 246 013 382
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,Modernizace a vybaveni pfistrojového vybaveni Pavilonu akutni mediciny a centrainiho vstupu KKN —
Vybaveni pro operacni sdly — ¢ast 12“ VZ 483940

Seznam servisnich stredisek

ProMedicus s.r.o., ndmésti 14. fijna 1307/2, 150 00 Praha 5, IC: 24781771, DIC: CZ24781771

Osoba zodpovédna za dodavku zbozi

Petr Strihavka
Tel: 606 668 731

petr.strihavka@promedicus.cz

ProMedicus s.r.o0, namésti 14. Rijna
1307/2, 150 00 Praha 5

Osoba zodpovédna za poskytovani
zarucniho servisu

Petr Strihavka
Tel: 606 668 731

petr.strihavka@promedicus.cz

ProMedicus s.r.o, ndmésti 14. Rijna
1307/2, 150 00 Praha 5

Osoba odpovédna za poskytovani
pozérucniho servisu

Dana Jelinkova
Tel: 702 006 499
office@promedicus.cz

ProMedicus s.r.o, ndmésti 14. Rijna
1307/2, 150 00 Praha 5

Johnson & Johnson, s.r.o. - SUBDODAVATEL

Osoba zodpovédna za dodavku
zboii

Miroslav Hladky
Tel: 605 295 854
mhladky@its.jnj.com

Johnson & Johnson, s.r.o., U Trati 213
252 61 Dobrovoviz

Osoba zodpovédna za poskytovani
zarucniho servisu

Richard Zapotocky
Tel: 605 295 853
rzapotocky@its.jnj.com

Johnson & Johnson, s.r.o., U Trati 213
252 61 Dobrovoviz

Osoba odpovédna za poskytovani
pozérucniho servisu

Richard Zapotocky
Tel: 605 295 853
rzapotocky@its.jnj.com

Johnson & Johnson, s.r.o.,, UTrati 213
252 61 Dobrovoviz

Radix CZ, s.r.o. - SUBDODAVATEL

Osoba zodpovédna za dodavku zbozi

Vaclav Kuzel
kuzel@radixcz.cz

Radix CZ s.r.o., Caslavska 231
284 01 Kutna Hora - Karlov

Osoba zodpovédna za poskytovani
zarucniho servisu

Vaclav Kuzel
kuzel@radixcz.cz

Radix CZ s.r.o., Caslavska 231
284 01 Kutna Hora — Karlov

Osoba odpovédna za poskytovani
pozaruéniho servisu

Petr Zavadil
zavadil@radixcz.cz

Radix CZ s.r.o., Caslavska 231
284 01 Kutna Hora - Karlov

V Praze dne 31. 8. 2015

fihavka, jednatel
ProMedicus s.r.o.

ProMedicus sr.o.
Naémésti 14. Rijna 1307/2
150 00 Praha S - Smichov

tel.. +420 222 767 802
fax: +420 246 013 382
info@promedicus.cz

www.promedicus.cz




~Modernizace a vybaveni pfistrojového vybaveni Pavilonu akutni mediciny a centralniho vstupu KKN —
Vybaveni pro operacni sdly — ¢ast 12“ VZ 483940

Pfiloha Kupni smiouvy €. 4 — Prohlaseni o shodé

Johnson & Johnson s.r.o.

www.oromedicus.cz

111

Medicus sr.o.
sti 14, Rijne 180772

'S0 00 Proha S - Smichov
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2ors 10 DoC TF10317 TRA Ferceps

Article
03.100.020
03.100.021
03.100.022
03.100.023
03.100.024
03.100.025
03.100.027
03.100.028
03.100.120
03.106.121
03.111.750
03.111.751
03.117.998
03.118.001
03.118.002
03.118.003
03.118.110
02.130.291
03.211.400
03.211.401%
03.400.000
03.900.011
03.800.013
319.970
351.782
358.204
359.215
388,492
389.493
389.485
381.250
391.800
391.850
3591.885
358.226
398.228
388.480
398.410
398.650
398.651
398.712
398.730
398.740
398.750
398.760
398.730
398.800
398.810
398.811
398.813
398.819
398.820
398.830
398.840
398.850

Cberdor, July 29,2015

Artlcle description

Pelvic Reduction Forceps @ 6.5mm, L 250mm
Palvic Reduction Forceps, @ 8.5mm, L 200mm
Palvic Reduction Forceps, @ 6.5mm, L 240mm
Pelvic Reduction Forceps @ 6.5mm, L 400mm
Pelvic Reduction Forceps, asymmetric, & 8.5mm
Pelvic Reduction Forceps, small, @ 3.5mm, L 250mm
Disc, round, hole @ 6.5mm
Disc, rectangular, hole @ 8.5mm

Spiked Disc, round, hole 6.5mm

Spiked Disc, rectangular, hole @ 6.5mm
Reduction Forceps, w/ball lips

Soft Tissue Atiachment, f/Reduction Forceps
Reduction Forceps w/Points, asymmelric
Periarticular Reduction Forceps, small
Compression Forceps, large, w/Speed Lock
Distraclion Forceps, large, w/Speed Lock
Periarticular Reduction Forceps, medium
Reduction Forceps /Cortex Scraws @ 1.3-2.0mm, L 140mm
Compression Forcaps Huse w Compression Wire
Distraction Forceps Husa w/Compression Wire
Forceps f/Solt Tissue Spreader

Exiraclion Pliers, small, {/Screws

Extraction Pliers, large, f/Screws
Scraw Forceps, self-holding, L 85mm

Holding Forceps /SynReam Reaming Rod @ 2.5mm
Pliers, {lat-nosed, f/TEN

Extraction Pliers {/TEN

Sougs Pliers, curved, L 15Cmm

Gouge Pliers, curved, L 180mm

Bonae Cutling Pliers, straight, L 150mm

Forceps, f/twisting wires, long, L 212mm
Holding Foreeps {/Cerclage Wires, L 170mm
Paraliel Pliers, flat-nosed, L 160 mm

Holding Forceps i/Cerclage Eyes and Pasition. Pin
Periarticular Reduciion Forceps, medium
Penarticular Reduction Forceps, iaige

Reduction Forceps v/Points, narrow, L 132mm
Reduction Forceps, w/Paints, wide, L 132mm
Pliers {/Screw Removal, L 205mm

Pliers {/Screw Removal, narrow

Disc f/Reduction Forceps, rectanguiar

Pelvic Reduction Forceps, asymmeltric

Pelvic Reduction Forceps, small, L 190 mm

Pelvic Reduction Forceps, medium, L 250mm
Patella Forceps, speed lock

Bone Holding Forceps, self-centering, L 150mm
Bone Holding Forceps, self-centering, L 190mm
Bone Holding Forceps, self-centering, L 240mm
Plate Holding Forceps, w/Swivel Fool, size 0

Plate Holding Forceps, w/Swivel Foot, size 2
Holding Forceps wiSwivel Fool

Bone Hoiding Forceps, seil-centering, L 260mm
Bone Hoiding Forceps, seii-centering, L 280mm
Pelvic Reduction Forceps, angled, small, L 180 mm
Pelvic Reduction Forceps, angled, large, L 230 mm

@ SYNTHES
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© SYWTHES"®

Rofers to DeC TF10317 TRA Foreeps

Ariicle
398.860
398.870
356.880
398.882
398.950
398.980
398.9%0
392.000
399.002
399.003
399.010
382.050
398.060
399.071
398.073
399.074
398.075
399.081
398.082
399.084
358.085
398.091
359.082
399.098
389.121
389.122
399.123
399.124
389.140
399.150
389.160
399.170
389.770
399.780
399.790
3589.840
389.870
355.980
399.990
£5211-8
£5211-8E

Obardord, July 29, 2015

Article description

Pelvic Reduction Forceps, long, L 400mm
Pelvic Reduciion Forceps, long, L 400mm
Pelvic Reduction Forceps, large, acjust., L 300mm
Palvic Reduction Forcaps, L 250mm

Termite Forceps, ralchet lock, L 80mm
Stagbeetle Forceps, ratchet lock, L 120mm
Holding Forceps f/Small Plates, ratchet lock
Holding Forceps f/Finger Plates, L 135mm
Reduction Forceps f/Percul. Inserlion, L 180mm
Reduction Forceps i/Percut. Insertion, L 180mm
Forceps w/Sliding Blades, complete, L 140mm
Reduclion Forceps, toothed, L 240mm
Reduction Forceps, toothed, L 170mm
Reduction Forceps w/Points, soft lock, L 126mm
Reduclion Forceps wi/Polnts, narrow, soft iock
Reduction Forceps, w/Points, wide, soft lock
Stagbeelle Forceps, soft lock, L 117mm

Bone Holding Forceps, sali-centering, soft lock
Reduction Forceps, toethed, softlock, L 146mm
Reduction Forceps wiFoints, soft lock

Palella Forcens, soft fock, L 171mm

Bone Holding Forceps, self-centering, soft lock
Reduction Forceps, w/Points, soft lock, L 222mm
Reduction Forceps, loothed, soft lock, L 194mm
Bone Holding Forceps, seli-centering, soit iock
Bane Holding Farceps, self-cenlaring, soft lock
Bone Holding Forceps, self-centering, soft lock
Reduction Forceps, toothed, soft lock, L 250mm
Fibular Forceps, straight, speed lock

Fibular Forceps, double-curved, speed fock
Holding Forceps f/Tibial Edge Fragments
Malleolar Forceps, speed lock, L 210mm
Reduction Forceps w/Points, speed lock
Reduction Forceps, large, w/iPoinls

Reduction Forceps, loothed, speed lock
Reduction Forceps wiPoints, ratchet lock, L 168mm
Reduction Forceps wiPoinis, raichsi iock, L 130mm
Reduction Forceps, large, w/Foinis, L 200mm
Reduction Forceps, toothed, L 140mm

Holding Forceps Epcca f/Glencid

Holding Forceps Epoca {/Trial Glenoid

Paga 3 0 3
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Soudni preklad z anglického jazyka

Prohiaseni o shodé

SpoleZnost Synthes GmbH (Eimattstrasse 3, CH-4436 Oberdorf) limto na svou odpovédnost
prohlasuje, Ze zdravotnicky prostfedek / fada zdravotnickych prostiedki Kiesté (klasifikace 1) spliuji
véechny pozadavky

Smérnice Evropské rady . 83/42/EHS z
prislusnych Svycarskych zakonl o terapeutickych vyrobcich (Schweizerisches Heilmittelgesetz,
HMG) platné v tomto kontextu.

Timto prohlagujeme shodu vySe uvedeného zdravotnického prostfedku/skupiny prostfedki dle
Smeérnice Evropské rady €. 93/42/EHS, Priioha i vEetné pfisiudnych norem, jak je stanoveno v
Seznamu zakiadnich pozadavki a v Priloze ViI.

Vy$e uvedenym zdravotnickym prostfedkiim / skuping prostiedkl, bylo udéleno oznateni CE v roce
1985,

Seznam zdravotnickych prostfedkl, na néz se vztahuje toto Prohlaseni o shodg, je piipojen formou
prilohy.

Misto a datum: Oberdorf, 29. 7. 2015
[podpis neditelny) {podpis necitelny)
Oliver Steiner Christof Dutoit
Vedouci projekiu Reditel pro hiebové technologie
Regulaénl zalezitosti Trauma Vyvoj produktt Trauma/CMF
identifikdtor dok.: TF106317 TRA
SE_607633_AA Sablona F-$433, Rev E, ICDS, DCO & 10031088 (SE_131757 Al) Strenz 1223
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Soudni preklad z anglického jazyka
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TLUMOCNICKA DOLOZKA

Jako Hlumodnik némeckého a anglického jazyka, jmenovany rozhodnutim Krajského soudu
v Brné dne 28. unora 1994 (C.. Spr 1518-93), stvrzuji, Ze pfeklad souhlasi s textem pfipojené
listiny. Jedna se o prostou kopii originaini listiny.

: Tiumocnik:
f ing. Pavel Skfivanek 7 —
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Declaration of Conformity

Synthes GmbH (Eimallsirasse 3, CH-4436 Oberdorf) hereby declares under its sole responsibility that
the medical davice/ device family Cutting and Bone Removal Instruments (Classiiication 1)

meets all the provislons of the

European Council Directive 93/42/EEC, and the
Swiss Legislation on Therapeutic Producls (Schweizerisches Hellmittelgesetz, HUG)
which apply.

We hereby deciare the conformity of above mentioned medical device/ device family according to the
European Council Directive 93/42/EEC, Annex | including applicable standards as indicated in the
Essential Requirements Checklist and Annex VII.

The above mentioned medical device/device family was initially CE released in the year 1996.

The list of the medical devices covered by this Declaration of Conformity is altached.

Place and Date: Oberdorf, May 5, 2015
~
P /“/ I
A . /"’o///'f///?/f/f /7
e %
rd i
Anton Bracher #Stefan Dudé
Group Manager Sentor Direclor Plales&Screvrs Traume/CMF
Regulalory Affalrs Trauma Swiss Lead R&D Trauma/CMF

DoC ldentifier: TF10318 TRA

SE_607634_AA Page 1 of 3
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Refers lo DoC TF10318 TRA Cutting and Bong Removal Instruments

Article
03.010.008
03.100.038
03.100.039
03.100.115
03.100.116
03.100.117
03.100.118
03.100.300
03.100.301
03.100.302
03.100.303
03.100.304
03.100.305
03.100.308
03.100.307
03.111.014
03.111.015
03.111.016
03.111.017
03.111.018
03.111.019
03.111.020
03.113.011
03.900.001
319.391
328.180
332.120
332.170
332.172
332.173
332.174
332.175
332.180
351.240
397.810
397.820
397.830
397.850
397.860
397.870
3987.810
387.830
3587.960
387.870
3987.890
397.991
397.992
397.993
387.984
397.895
398.550
398.555
388.560
398.565
388,570

Oberderd, May 5, 2015

Article description

Cutter {/Tibial Nali

Pelvic Osteotomy Chisel, curved, width 15mm
Pelvic Osteotomy Chisel, curved, width 20mm
Curved Chisel Blade, Smm

Curved Chisel Blade, 10mm

Curved Chisel Blade, 16mm

Curved Chisel Biade, 25mm

Pelvic Osteotome, straight, 15mm

Pelvic Osteotome, straight, 20mm

Pelvic Osteotcme, angled, 15mm

Pelvic Osteatome, angled, 20mm

Pelvic Osteatome, short, angled, 15mm
Pelvic Osteotoms, bayanet-shaped, 15mm
Pelvic Osteatoms, bayonat-shaped, 20mm
Pelvic Osteotome, flag-shaped, 20mm
Cartilage Remover, /oot

Chisel, f/Foot, straight, narrow, width 10mm
Chisel, f/Foot, straight, wide, width 15mm
Chisel, f/Foot, 20° bend, narrow, width 10mm
Chisel, f/Foot, 20° bend, wide, width 15mm
Chisel, f/Foot, curved, narrow, widlh 10mm
Chisel, {/Foot, curved, wide, width 15mm
Scalpel f/Percutanecus Aiming Arm Instruments
Sharp Hook, straight, L 150mm

Sharp Hook, slightly tapered

Chisel f/Extraction of Plales

Seating Chissl, L 320mm, U-Profile
Seating Chisel, L 260mm, T-praiile
Seating Chisei, L 265mm

Seating Chisel, cannulated, @ 1.6mm
Seating Chisel, cannulated, @ 2.0mm
Seating Chisel, cannulated, @ 2.0mm
Seating Chisel, L 260mm, T-profile

Cutter f/JUTN/CTN, @ 11.0mm, L 350mm
Gouge, straight, width 5mm

Gouge, straight, width 10mm

Gouge, straight, width 15mm

Gouge, curved, width Smm

Gouge, curved, width 10mm

Gouge, curved, width 15mm

Chisel, flat, straight, width 16mm

Chisei, flat, curved, widih 16mm

Chisel, fiat, straight, width 4 mm

Chisel, flat, straight, width 8 mm

Chisel, flat, straight, width 20mm
TomoFix® Osteotomy Chisel, width Smm
TomoFix® Csteotomy Chisel, width 10mm
TomoFix® Osteotomy Chisel, width 156mm
TomoFix® Osteotomy Chisel, width 20mm
TomoFix® Osteotomy Chisel, width 25mm
Chise! Blade, width 10 mm

Chisel Blade, long, width 10mm

Chise! Blade, width 16 mm

Chisel Blade, long, width 16mm

Chisel Blade, width 25 mm

Page 2 of 3
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Refers 1o DeC TF10318 TRA Cutling and Bone Removal Instruments

Article

398.575
398.580
399.585
399.610
398.620
389.630
390.650
399.660
398.670
399.680
3208.800
399.810
388.820
385.850

399.860

Oberdori, May 5, 2015

Article description

Chisel Blade, long, width 25mm

Chisel Blade, width 5 mm

Chisel Blade, iong, widith 5.0mm

Gouge f/Cancellous Bone Graft, straight
Gouge f/Canceilous Bone Graft, straight
Gouge f/Cancellous Bone Grafi, straight
Gouge fiCanceilous Bone Graft, curved
Gouge f/Cancellous Bone Graft, curved
Gouge f/Cancellous Bone Graft, curved
Gouge, width 10mm, L 205/80mm
Osteolome, width 2mm, L 150mm
Osteotome, width Smm, L 1580mm
Csteotome, width 10mm, L 180mm
Pelvic Osteotomny Chisel, width 15mm

Pelvic Osteotomy Chisel, width 20mm

© SYWTHES®

Page 3¢l 3
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Soudni pfeklad z anglického jazyka

Prohlaseni o shodé

Spoletnost Synthes GmbH (Eimatistrasse 3, CH-4436 Oberdorf) timto na svou odpovédnost
prohlasuje, Ze zdravotnicky prostiedek / fada zdravotnickych prostiedkl Rezné nastroje a néstroje
k odstrafiovani kosti (klasifikace 1) spifivji vSechny poZadavky

Smérnice Evropské rady &. 93/42/EHS a
piisludnych Svycarskych zakonl o terapeutickych vyrobcich (Schweizerisches Heilmitielgeselz,
HMG) platné v tomto kontextu.

Timto prohlasujeme shodu vy3e uvedeného zdravotnického prostiedku/skupiny prostiedkl dle
Smérnice Evropské rady &. 93/42/EHS, Piloha I vEetné piisiudnych norem, jak je stanoveno v
Seznamu zakladnich pozadavkl a v Piiloze VII.

Vy&e uvedenym zdravotnickym prostiedkim / skupin& prostfedk, bylo udéleno oznateni CE v roce
18886.

Seznam zdravotnickych prostfedki, na néZ se vztahuje toto Prohla$eni o shodé, je piipojen formou
piilohy.

Misto a datum: Oberdorf, 5. 5. 2015
{podpis necitelny) [podpis neéiie{ny}
Anton Bracher Stefan Dudé
ManaZer skupiny Senior feditel pro diahy a $rouby Trauma CMF

Regulaéni z3lezitosti Trauma Vedouci R&D pro Svycarsko Trauma/CMF.

Identifikator dok.: TF10318 TRA

SE 607624 AA Stranz 1z& 3



Soudni pfeklad z anglického jazyka

vziahuje se k PoS TF10318 TRA Rezné nastroje a nastroje k odstrafiovani kosti

C. polozky Popis zbozi

Oberdert, 5. Kvétna 2015

{logo}
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TLUMOCNICKA DOLoZKA

Jako tumocnik némeckeho a anglického jazyka, imenovany rozhodnutim Krajského souduy
v Brné dne 28. tnora 1994 (€.J. Spr 1518-93), stvrzuji, ze preklad souhlasi s textemn pripojené
listiny. Jedna se o prostou kopii originaini listiny.

2 A
Tlumognicky tkon je Zapsan pod poradovym Gisiem ... 7Y deniku, polozka &islo i

Tlumogénik:
Ing. Pavel Skfivanek

7123



© SYRTHES"

Declaration of Conformity

Synthes GmbH (Eimatistrasse 3, CH-4436 Oberdorf) hereby declares under its sole responsibiiity that

the medical device/ device family Screwdrivers (Classification 1)

meets all the provisions of the

European Council Direclive 93/42/EEC, and the

which apply.

Swiss Leglslation on Therapeutic Products (Schweizerisches Heilmittelgesetz, HMG)

We hereby declare the conformity of above mentioned medical davice! dev

ice family according o the

European Council Directive 93/42/EEC, Annex 1 Including applicable standards as indicated in the

Essential Requirements Checklist and Annax VII.

The above mentioned medical device/device family was initially CE released in the year 1995,

The list of the medical devices covered by this Declaration of Conformity is attached.

{

Place and Date:

Cberdorf, July 31, 2015

o 38
{ ARy 1Y
§ RS RASN

PR /"’3 -
P/ BN 0
{ A ¥, P s R
2 be ol c i i ~
Qiiver Steiner Christof Dutoit
Project Leader Diraclor Nail Technologies
Regufatory Afiairs Trauma Trauma/CMF Product Developemant

SE_807632_AA

DoC Identifier. TF10316 TRA
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Agtlcle

03.007.014
03.007.015
03.007.021
03.010.082
03.010.107
03.010.108
03.010.109
03.010.110
03.010.111
03.010.150
03.010.151
03.010.362
03.010.383
03.010.444
03.010.445
03.010.447
03.010.472
03.010.473
03.010.477
03.010.499
03.010.511
03.010.513
03.010.515
03.010.517
03.010.518
03.010.519
03.010.520
03.618.010
03.033.020
03.012.025
03.023.001
03.023.011
03.037.028
03.037.029
03.100.033
03.100.045
03.110.007
03.110.022
03.113.019
03.113.021
03.114.002
03.114.00¢
03.114.010
03.130.005
03.130.010
03.130.020
£3.207.005
03.224.004
03.226.004
03.226.041
03.227.041
03.230.004
03.231.013
03.231.015
03.231.016

Obardod, July 31, 2015

® SYNTHES

Article description

Screwdriver Stardrive®, w/Siop, {/OleON
Screwdriver, hexagonal, {/0leON

Screwdriver Shait Stardrive®, T8, {/OleON
Screwdriver, hexagenal w/spherical head @ 8.0mm
Screwdriver Slardrive®, T25, L 230mm

Screwdriver Stardrive®, T25, L 380mm

Screwdriver Slardrive®, T25, L 280mm

Screwdriver Stardrive®, T40, cannulated, L 300mm
Screwdriver Stardrive®, T40, cann., L 180mm
ScrDriver hex., combined w/Stardrive® T25
Screwdriver Shaft, salf-holding, L 165mm
Screvedriver Stardrive®, T25, L 275mm

Scrowdriver Stardrive®, T25, L 480mm

Inler-Lock Screwdriver, hexagonal & 8.0mm
Inter-Lock Screwdriver Stardrive®, T40

Screwdriver Stardrive®, T40, cannulated, long
inler-Lock Screwdriver, combined

Inter-Lock Screwdriver, combined

Screwdriver Shalit, hexagonal 5.0mm

Connecling Screw, cannulated, l/insertion Handle
Cutter {/Experi™ Tibial Nail @ 12mm

Screwdriver Slarddve®, T25, self-holding, L 250mm
Inter-Lock Screwdriver Stardrive®, T40

Screwdriver, hex. £ 8.0mm, w/T-Handle, w/spher. head
Screwdriver Stardrive®, T25, self-holding, L 31Smm
Screwdriver Stardrive®, T25, self-holding, L. 440mm
Screwdriver Stardrive®, T40, wi/spherical head, cannui.
Extraction Shaft ivulliLoc™ Screws & 4.5mm
Screwdriver Stardrive®, 725, wiCoupling
Scrowdrivar #MultiLos™ Screws @ 4.5mm
Screwdriver w/spherical head, cannulated, L 300mm
Screwdriver, hexagenal w/spherical head @ 10.0mm
Screwdriver, hexagonal 5.0mm, flexible, cannulated
Screwvdriver Shait, hexagonal 5.0mm, w/Hexagonal Coupling 6.0mm
Screwdriver Shaft, hexagonal, L 250mm
Screwdriver Shaft Stardrive® 3.5, T15, L 250mm
Screwdriver 2.4, Stardrive®, T8, seli-holding
Screwdriver Shaft 2.4, Stardrive®, T8, self-hold.
Screvdriver Shalt 3.5 Stardrive®, T15, long
Screwdriver Slardrive® 3.5, T15, L 270mm
Screwdriver Shaft, Stardrive® 1.5, shon
Screwdriver Shaft Stardrive® 1.5

Screwdriver Shall Stardrive® 1.5

Handie f/Screwdriver, w/Hexagonal Coupling
Screwdriver Shalt Stardrive® 1.3/1.5, T4, seii-holding
Screwdriver Shaii Stardrive® 2.0, T6, seli-holding
Screwdriver Stardiive®, T40, L 350.5mm
Screwdriver Shall Stardrive®, T15

Screwdriver Shaft, cannulated, Stardrive®, T8
Screwdriver, cannulated, Stardrive®, T15
Screwdriver, hexagonal, cannulated, {/HCS @ 6.5mm
Scrawdriver Shaft Stardrive®, T4

T-Handle w/Torque Limiting Funclion, 6 Nm
Screvdriver Shaft Stardrive®, T25, L 180mm
Screwdriver Shafl, hexagonal @ 4.0mm, cannuiated

Pago 2 cof 4
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Hafers to DoC TF10316 TRA Sciowdiivers

Arlicle
03.400.701
03.400.102
03.800.0602
(3.800.022
03.900.032
03.500.042
03.800.044
309.039
309.069
309.080
309.190
309.280
309.490
309.521
309.551
309.552
313.302
313.303
313.304
313.842
313.843
313.930
313.991
313.992
313.993
314.020
314.030
314.036
314.038
314.040
314.041
314.050
314.070
314.075
314.100
314.115
314.1186
314.118
314.118
314.130
314.150
314.152
314.163
314,184
314,168
214.170
314.180
314.200
314.230
314.240
314.250
314.260
314.270
314.280
314.300

Oberdod, July 31, 2015

Article description

Screwdriver Shail 2.5, hexagonal, T15
Screwdriver Shaft 3.5, hexagenal, 725
Lengthening /Screvdriver Shaft, L 160mm
Screwdriver Shaft, cruciiorm 2.4, L 100mm
Screvidriver Shaft, hexagonal, L 100mm
Screwdriver Shaft, T25, L 100mm

Screwdriver Shaft, T40, L 100mm

Extraction Bolt, /Screws @ 3.5+4.0mm
Extraction Bolt {/Screws @ 6.0, 6.5+7.0mm
Extraction Boll, {/Screws & 1.5mm

Extraction Bolt, /Screws @ 2.0mm

Extraction Bolt, {/Screws & 2.7mm

Extraction Bolt, /Screws @& 4.5 and 5.0mm
Extraction Screw f/Screws @ 3.5mm

Double Insert {/Extraction Stardrive®

Double Insert f/Exiraction Stardrive®
Screwdriver Stardrive®, T8, cylindrical
Screwdriver Shaft Stardrive®, T8, cylindrical
Screvidriver Shait Stardrive®, T8, cylindrical
Screwdriver Shafi Siardrive® 2.0, short
Screwdniver Shaft Stardrive® 2.0, long
Screwdriver, hexagonal, t/Screw Removal
Screwdriver Shaft 1.0, cruciform

Screwdriver Shaft 1.3, cruciform

Scravdriver Shaft 1.5/2.0, cruciform
Scrawdriver, hexagonal, small, w/Holding Sleeve
Screwdriver Shafi, hexagonal, small, @ 2.5mm
Screwdriver Shaft 2.5, hexagonal, seli-holding
Screwdriver Siardrive®, T8, self-holding
Screwdriver Shalt, hexagonal

Scrawdriver Stardrive® 3.5, T15, L 200mm
Screwdriver, hexagonal, cannulated
Screwdriver, hexagonal, small, 2.5mm, w/Groove
Screwdriver, hexagonal, L 200mm
Screwdriver Shaft, hexagonal, cannulated
Screwdiiver Stardrive® 3.5, T15

Screwdriver Shalt Stardrive® 3.5, T15
Screwdriver Stardrive®, T25, L 280mm
Screwdriver Shaft Stardrive® 4.5/5.0, T25
Screwdriver, hexagonal, w/T-Handle, largs
Screwdriver Shalt, hexagonal, large, @ 3.5mm
Screwdriver Shalt 3.5, hexagonal, self-holding
Torque-limiting Screwdriver Stardrive®, T25
Screwdriver Stardrive® 4,5/5.0, T25, L 252mm
Screwdriver @ 3.2mm, f/Humerus Block
Screwdriver w/Universal Joint, @ 3.5mm, L 280mm
Screwdriver, hexagonal, cannulated
Screwdriver, hexagonal, cannulated
Screwdriver Shalt, hexagonal, cannulated
Screwdriver, haxagonal, small, @ 2.5mm
Screwdriver, hexagonal, small

Screwdriver, hexagonal, large, @ 3.5mm
Screwdriver, hexagonal, large, @ 3.5mm, L 245mm
Scrawdriver, hexagonal, cannulated
Screwdriver, hexagonal, i/Screws @ 1.5+2.0mm

Pagoe 3 ol 4
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® SYWITHES®

Refers to DoC TF10316 TRA  Serawdrivers
Article Article description
314.320 Screwdriver Shaft, hexagonal
314.451 Screwdriver Shait Stardrive® 2.4, short
314.452 Screwdriver Shafl Stardrive® 2.4, long
314.453 Screwdriver Shalt Slardrive® 2.4, short
314.463 Screvariver, crucilorm, cannulaled
314.464 Screvdriver Shalt, hexagonal, cannulated
314.465 Screwdriver Shafl, cruciiorm
314.466 Screwdriver Shalt, cannulated
314.467 Screwdriver Shaft, Stardrive® T8
314,550 Screwdriver Shaft, hexagonai, small
314.560 Screwdriver Shaft, hoxagonal, farge
314.570 Screwdriver, hexagonal, smali, @ 2.5mm, L 270mm
314.667 Screwdriver Shaft 1.5, cruciform, L 65mm
314.676 Screwdriver Shalt Stardrive® 2.0, L 66mm
314.690 Screwdriver Shaft, cruciform
314.750 Screwdriver, hexagonal, large, @ 3.5mm, w/Groove
314,755 Screwdriver wiUniversal Joint, width across 5
314.800 Screwdriver, hexagonal, cannulated
321.210 Socket, hexagonal, @ 11.0mm
324.050 Screwdriver Shail 3.5, hexagonal, L 180mm
324,052 Torque-limiting Screwdriver 3.5, self-holding
324.250 Screwdriver Shaft Stardrive®, T25, L 180mm
338.560 DHS® Torque-indicating Screwdriver
356.708 Screwdriver, hexagonal, @ 3.5mm, t/AFN
356.714 Socket, hexagonal, @ 4.0/11.0 mm, cannulated
356.715 Socket, hexagonal, @ 11.0/11.0 mm, cannulated
357.055 Screwdriver, hexagonal, cannulated, {/PFN
357.398 Shalt, hexagonal, @ 8.0mm, cann., shon, L 125mm
357.414 Saockel, hexagonal, @ 11.6mm, L 180mm
357.415 Shaft, hexagonal, 2 5.0mm, L 2i6mm
357.427 Screwdriver, hexagonal @ 5.0mm
357.515 Screwdriver, hexagonal, w/spherical head & 8.0mm
357.516 Coupling Shalt, cannulated, @ 8.0mm
358.222 Screwdriver Shaft /End Cap {/TEN
359.226 Screwdriver Shaft #/End Cap {/TEN
392.920 Screwdriver, hexagonal, 10 Nm, I/MEFISTO®
397.344 Screwdriver @ 2.5mm, self-holding, L 240mm
ES115-4/2 Screwdriver Epoca, widlh across 2.0mm
E5115-4/3 Screwdriver Epoca, width across 2.5mm
F017-2.5 Screwdriver, hexagonal Epoca
F017-4.5 Wrench, hexagonal Epoca widlh across 4.5mm

Coardod, July 21, 2015
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Soudni pfeklad z anglického jazyka

Prohlaseni ¢ shodé

Spolegnost Synthes GmbH (Eimaltstrasse 3, CH-4436 Oberdorf) timto na svou odpovédnost
prohiasuje, Ze zdravotnicky prostiedek / Fada zdravotnickych prostiedki Sroubovaky (klasifikace 1)
spifuji vSechny poZzadavky

Smérnice Evropské rady €. 93/42/EHS a
pfislusnych Svycarskych zakonl o terapeutickych vyrobcich {Schweizerisches Heilmiltelgesetz,
HMG) platné v tomto kontextu.

Tlmto prohladujeme shodu vyée uvedeného zdravotnického prostiedku/skupiny prostiedkd dle
Smérnice Evropskeé rady &. 93/42/EHS, Pfiloha | véetna pfisludnych norem, jak je stanoveno v
Seznamu zakladnich pozadavki a v Priloze VI,

Vyse uvedenym zdravotnickym prostiedkiim / skupiné prostfedki, bylo udéleno oznadeni CE v roce
1995,

Seznam zdravotnickych prostiedkU, na néZ se vztahuje toto Prohlaseni o shodg, je pfipojen formou
pfilohy.

Misto a datum: Oberdorf, 31. 7. 2015
[podpis nediteinyl [nodpis neditelny)
Qiiver Steiner Christof Dutoit
Vedouci projekiu Reditel pro hiebové technologie

Regulatni zaleZitosti Trauma Vyvoj produktl Trauma/CMF -

SE_607632_AA Sablona F-S433, Rev E, ICDS, DCO ¢. 10031068 (SE. 131757 _Al) Strana 1 ze 4
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Soudni preklad z anglického jazyka

Vztahuje se k PoS TF10316 TRA Sroubovaky

C. poioZky Pogis zbozi

Gberdori, 31. Cervence 2015
Strana2ze 4
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TLUMOCNICKA DOLOZKA

Jako tlumocnik némeckého a anglickeho jazyka, imenovany rozhodnutim Krajského soudu
v Brné dne 28. Gnora 1994 (€. Spr 1518-93), stvrzuji, Ze preklad souhlasi s textem pfipojeng
listiny. Jedna se o prostou kopii originaini listiny.

7 1247
Tlumegnicky Gkon je zapsan pod poradovym &istem /9 deniku, polozka &islo Oéé 7

3 1-08- 205

Tlumoénik:
ing. Pavel Skfivanek
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Refers 10 DoC TF10327

Article
03.010.389
03.010.485
03.019.011
03.037.0186
032.100.018
03.100.019
03.100.028
03.100.030
03.100.041
03.100.042
03.400.043
03.100.044
03.411.021
03.111.807
03.113.015
03.113.016
03.120.023
03.122.059
03.122.060
03.211.456
03.211.457
03.211.463
03.211.464
03.306.000
03.308.001
03.306.002
03.306.003
03.306.008
03.306.010
03.311.406
03.311.412
03.311.418
03.311.425
03.311.450
03.401.060
03.401.061
311.449
312.853
314.291
319.390
321.120
324.024
324.033
324.063
356.301
358.600
358.610
358.207
358.208
387.585
391.880
384.075
384.350
394.MAB.56319
395.000

Oberdorf, May 5. 2015

TRA Reduction Instruments

Article description

Reduction instrument fiviedullary Nails
intramedullary Reduction Tool, curved
Reduction Instrument fiMultiLoc™ HN-System
Buuress'Compresslon Nut

Ball Spike, straight, @ 6.5mm, L 300mm

Ball Spike, straight, @ 6.5mm, L 400mm

Bone Hook, medium, L 330mm

Bone Hoak, {arge. iong, L 330mm

periosteal Elevator, curved blade, width 6mm
Periosteal Elevalor, curved blade, width 14mm
Periosteal Elevator, straight blade, width 14mm
periosteal Elevalor, straight blads, width 20mm
CcmpressionlDlslrac!‘son Device fiFoot+Ankle
CompressionlDistracﬁon Instrument

puli Reduction Device flOuter Sleeve

Nut f/Pull Reduction Device

pull Reduction Device

pull Reduction Device fluse w/No. 03.1 22.060
Wing Nut §/Pull Reduction

Bone Spreader, 8mi Reak Width, one toolh
Aiming Arm fiScrews

Arm, eccentric, f/Aiming Arm fIScrews

Arm, eccentric, f/Aiming Arm f/Screws

inner Rail, flPelvic C-Clamp

Quter Rail, f/pelvic C-Clamp

Upper Side Arm, ffPelvic C-Clamp

Lower Side Arm. fiPelvic C-Clamp

Threaded Tube fiPelvic C-Clamp

Pelvic C-Clamp, complete

Linear Distractor, L 60mm, distraction width 25mm
Linear Distractor, L 120mm, distraction width 85mm
Linear Distractor, L 180mm, distraction width 145mm
Linear Distractor. { 250mm, distraction width 215mm
Distractor ifAnguler Correction

Shoulder Spreader. teft bend

Shoulder Spreader, right bend

Instrument fitemporary reduction f/LCP 4.5/5.0
Sliding Carriage f/Calibration Block, fiModAD
Collinear Reduction Clamp (Sliding Mechanism)
Sharp Hook, L 155mm

Tansion Device, ariculated, span 20mm
instrument fitemporaty reduction

Puliing Device & 4.0mm, L 240mm, fiLiSS
Fixation Pin, fitemporary use

Manipulation Hook 50°, f/Extraction System
Compression Device fIJUHN

Compression Connecling Screw

Tower fiF-Tool

Threaded Rod fiF-Tool

Holder f/Hohmann Retracior

Vice Grip, L 180 mm

Distractor f/External Fixator {/Distal Radius
Large Distractor, complete '
Small Distracter

TomoFix™ Bone Spreader

Page 2 of 3



Refers to DoC TF10327 TRA Reduclion Instrumenls

Article
385.440
395.480
398.408
398.409
398.510
358.520
398.530
398.540
398.710
398.752
398.753
398.754
388.756
388.757
398.758
398.930
399.083
399.097
399.100
388.125
320,130
389.180
398.180
399.200
399.205
399.206
388.210
389,220
368.230
398.240
399.250
398.260
399.270
399.280
398.290
388.310
399.320
3998.330
399.340
399.350
398.360
399.361
396.370
399.380
399.400
399.450
399.480
399.481
398.480
£5115-1
£5115-6

Oberdorf, May 5, 2015

Articie description

Double Joint, complete, fiMedium Distractor
Medium Distractor, complete

Periosteal Elevalor, slightly curved blade
Sharp Reduction Hook, graded

Bone Hook, sharp, small, L 230mm

Bone Hook, sharp, medium, L 230mm

Bone Hook, sharp, large, L 200mm

Ball Spike, w/pointed ball tip, L 300mm
Spiked Disc, f/Reduction Forceps
Hohmann-shape Arm, f/Collinear Reduction Clamp
Pelvic Arm, f/Collinear Reduction Clamp
Percutanecus Arm, f/Collinear Reduction Clamp
Bone Hook-shape Arm, f/Coilinear Reduction Clamp
LCP Reduction Attachm., fiCoilinear Reduction Clamp
Reduction Attachment, f/Collinear Reduction Clamp
Bone Spreader, L 140 mm

Bene Spreader, soft lock, width Sram

Bone Spreader, soft lock, width 8mm

Bone Spreader, speed lack

Bene Spreader, soft lock, width 12mm

Bone Spreader, speed lock

Bone Lever, small, width 6mm, L 160mm
Bone Lever, small, width 8mm, L 160mm
Bone Lever, width 8mm

Bone Lever, width 8mm, 30°, curved, left
Bone Lever, width 8mm, 30°, curved, right
Bone Lever, width 18mm

Rone Lever, widih 43mm

Bone Lever, width 70mm

Bone Laver, width 43mm

Bone Lever, width 22mm

Bone Lever, width 35mm

Bane Lever, width 18mm

Bone Lever, width 24mm

Humeral Head Lever, L 220mm

Bone Lever, malleable, width 8mm

Periosteal Elevalor, widlth 13mm, L 1895/80mm
Periosieal Eievator, width 13mm, L 187/72mm
Bone Lever, malleable, width 10mm
Periosteal Elevator, width 14mm, L 180/75mm
Periosteal Elevator, widih 6mm, L 186/30mm
Periosteal Elevator 80°

Periosteal Elevator, width 14mm, L 202/80mm
Periosteal Elevator, width 20mm, L 202/80mm
Periosteal Elevator, width 6mm, L 187/87mm
Bone Lever, width 15mm, L 120mm
Periosteal Elevator, width 3mm, L. 187/87mm
Periosteal Elevator, round edge, curved blade
Sone Lever, widlh 15mm, L 160mm
Retrolorsion Bar Epoca 2 8.0mim

Reirolorsion Bar Epoca 2 3.0mim

© SYNTHES®

Page 3 of 3
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{logo}
soudni pfeklad z anglického jazyka

ProhlaSeni o shodé

Spole¢nost Synthes GmbH (Eimattstrasse 3, CH-4436 Oberdorf) timto na svou odpovédnost
prohlasuje, Ze zdravotnicky prostiedek / fada zdravotnickych prostfedkd Redukéni nastroje
(klasifikace 1) splfiuji viechny pozadavky

Smérnice Evropske rady &. 93/42/EHS a
pfislusnych Svycarskych zakonti o terapeutickych vyrobcich (Schweizerisches Heilmittelgesetz,
HMG) platné v tomto kontextu.

Timto prohlaSujeme shodu vy3se uvedeného zdravoinického prostiedku/skupiny prostfedkl die
Smérnice Evropské rady ¢. 93/42/EHS, Piloha | véetné piislugnych norem, jak je stanoveno v
Seznamu zakladnich pozadavki a v Piiloze Vil

Vyse uvedenym zdravotnickym prostfedkim / skuping prostiedkd, bylo udéleno oznaten! CE v roce
1995.

Seznam zdravotnickych prostfedki, na néz se vztahuje toto ProhlaSeni o shodé, je pfipojen formou
piilohy.

Misto a datum: Oberdorf, 5. 5. 2015
[pedpis necitelny] [podpis necitelny)
Anton Bracher Siefan Dudé

Senior feditel pro diahy a srouby Trauma CMF

Manazer skupin
Py Vedouci R&D pro Svycarsko Trauma/CMF

Regulatni zaleZitosti Trauma

tdentifikadtor dok.: TF10327 TRA

SE_807
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Soudni pfeklad z anglického jazyka

Vztahuje se k PoS TF10327 TRA Redukéni nastroje

&.polozky  Popis zboZi

Oberdorf, 5. Kvéina 2015
Strana 2 ze 3
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TLUMOCNICKA DOLOZKA

Jako tiumocnik némeckého a anglického jazyka, jmenovany rozhodnutim Krajského soudu
v Brn& dne 28. tnora 1994 (¢.j. Spr 1518-93), stvrzuji, Ze preklad souhlasi s textem pripcjené
listiny. Jedna se o prostou kopii originalini listiny.

o . : . L - Sipn iy e
Tiumocnicky Ukon je zapsan pod pofadovym Cisiem .2 5/..... deniku, polozka ctslcV“’/

3 1-08- 2015

Tiumocnik:
Ing. Pavel Skfivanek
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Declaration of Conformity

Synthes GmbH (Eimaltstrasse 3, CH-4436 Oberdor) hereby declares under its sole responslbility that
the medical device/ device famlly Reamers {power driven} {Classificalion lia)
meets all the provisions of the

European Councll Direclive 93/42/EEC, and the
Swiss Legislation on Therapeutic Products (Schwelzerisches Heilmittelgesetz, HMG)
which apply.

We hereby deciare tive conformity of above mentioned medicai device/ device family according to the
European Council Directive 93/42/EEC, Annex | including applicable slandards as indicated in the
Essential Reguirements Checklist and Annex II excluding (4).

Notified Body: "TUV SUD Product Service GmbH, Ridlerstrasse 65, 80339 Munich, Germany”,
identification number G123.

The above mentioned medical device/device family was Initially CE released in the year 1995.
The list of the medical devices covered by this Declaration of Conformity is attached.

EC Cerlificate: G1 15 03 56032 075
Valid untit: 2017-12-22

Place and Date: Oberdorf, May 05, 2015
vy /
e 4 GG e e L
e s Vs
Anton Bracher tefan Dudé
Group Manager Senicr Direclor Plales&Screws Trauma/CMIF
Regulstory Affalrs Trauma Swiss Lead R&D Traumal/CMF
DoC Identifier: TF10058 TRA
SE_597857_AA Page 1 of 4
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Refers lo DoC TF10059 TRA Reamers (power driven)

Article Article description
03.007.017 Hollow Reamer, large, w/Quick Coupling
03.010.078 Reamer @ 4.5/6.5mm, L 484mm
03.010.368 Reamer @ 4.5/6.5mm, L 450mm
03.025.027 Reamer ASLS4, L 145mm, f/Quick Coupling
03.025.028 Reamer ASLS5, L 145mm, f/Quick Coupling
03.025.028 Reamer ASLSB, L 145mm, f/Quick Coupling
03.025.037 Reamer ASLS4, L 145mm, f/near cortex, f/RDL
03.025.038 Reamer ASLSS, L 145mm, f/near cortex, /RDL
03.025.039 Reamer ASLSS, L 145mm, f/near cortex, f/RDL
03.025.134 Reamer ASLS4, L. 268mm, f/Quick Coupling
03.025.135 Reamer ASLSS5, L 288mm, f/Quick Coupling
03.025.136 Reamer ASLSS, L 288mm, {/Quick Coupling
03.037.022 Stepped Reamer i/TFNA Helical Biade and Screw #/Quick Coupiing
03.037.0228 Stepped Reamer f/TFNA Helical Blade and Screw
03.111.032 Reamer f/VA-Locking Intercarp. Fusion Plate @ 15mm
03.111.033 Reamer f/VA-Locking Intercarp. Fusion Plate @ 17mm
03.207.007 Reamer {/SCFE Screw
03.211.014 Cannulated Distal Reamer @ 14mm
03.211.016 Cannulated Distal Reamer @ 16mm
03.211.018 Cannulated Distal Reamer @ 18mm
03.211.020 Caznnulated Distzl Reamer @ 20mm
03.211.022 Cannulated Distal Reamer @ 22mm
03.211.024 Cannulated Distal Reamer @ 24mm
03.211.114 Cannulated Proximal Reamer @ 14mm
03.211.116 Cannulated Proximal Reamer @ 16mm
03.211.118 Cannulated Proximal Reamer @ 18mm
03.211.120 Cannulated Proximal Reamer @ 20mm
03.211.122 Cannulated Proximal Reamer @ 22mm
03.211.124 Cannulated Proximal Reamer @ 24mm
03.224.006 Reamer f/Extraction of DHS® Biade
03.226.003 Trapezium Burr, cannulated, f/HCS @ 2.4/3.0mm
03.401.085 Guide Extension Epoca, rigid, w/Quick Coupling
03.401.086 Adapter for Quick Coupling to Epaca Reamer Thread
03.401.128 Reamer Epoca @ 28mm, f/Glenoid, w/Quick Coupling
03.401.132 Reamer Epoca @ 32mm, f/Glenoid, w/Quick Coupling
03.401.142 Reamer {/Head Epoca RH @ 42mm, w/Quick Coupling
03.401.144 Reamer f/Head Epoca RH @ 44mm, w/Quick Coupling
03.401.146 Reamer f/Head Epoca RH @ 46mm, w/Quick Coupling
03.401.148 Reamer f/Head Epoca RH @ 48mm, w/Quick Coupling
03.401.150 Reamer f/Head Epoca RH @ 50mm, w/Quick Coupling
03.401.152 Reamer f/Head Epoca RH @ 52mm, w/Quick Coupling
03.401.154 Reamer f/iHead Epoca RH @ 54mm, w/Quick Coupling
03.401.158 Reamer ffHead Epoca RH @ 56mm, w/Quick Coupling
03.401.242 Hollow Reamer f/Head Epoca RH @ 42mm
03.401.244 Hollow Reamer f/Head Epoca RH @ 44mm
03.401.246 Hollow Reamer f/Head Epoca RH @ 46mm
03.401.248 Hollow Reamer f/Head Epoca RH @ 48mm
03.401.250 Hollow Reamer f/Head Epoca RH 2 5Cmm
03.401.252 Hellow Reamer #Head Epoca RH @ 52mm
03.401.254 Hollow Reamer fiHead Epoca RH & 54mm
308.035 Hollow Reamer i/Screws @ 3.5+4.0mm
309.038 Spare Reamer Tube, f/No. 309.035
309.065 Hollow Reamer f/Screws @ 5.0, 6.0, 6.5+7.0mm
309.068 Spare Reamer Tube, f/No. 308.065
308.080 Spare Reamer Tube, f/No. 309.150

Cberdorf, May 05, 2015 Page 2 of 4
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Refers 1o DoC TF10059 TRA Reamers (power driven)

Article
309.150
309.180
309.200
308.25C
308.280
308.450
309.480
314.742
314.743
338.110
338.130
338.332
338.333
338.430
338.440
338.442
338.460
338.470
351.430
352.040
352.044
352.085
352.090
352.085
352.100
352.105
352.110
352,118
352.120
352.125
352.130
352.135
352.140
352.145
352.1580
352.155
352.160
352.165
352.170
352.175
352.180
352.185
352.180
352.2508
352.251S
356.700
356.702
356.821
356.821S
357.044
357.045
357.0458
357.403
357.403S
E5211-32

Gberder!, May 03, 2015

Article description

Hollow Reamerf/Screws @ 1.5mm

Spare Reamer Tube, f/No. 308.200

Hollow Reamer {/Screws @ 2.0mm

Hollow Reamer f/Screws 2 2.7mm

Spars Reamer Tube, f/No. 308.250

Hollow Reamer, complete, anticlockwise cutting
Spare Reamer Tube, #/iNo. 308.450

RIA Drive Shaft, L 360mm

RIA Drive Shaft, L 520mm

DHS® Reamer, {/DHS® Plates

DHS® Triple Reamer, complete, w/long Reamer
LCP® DHHS™ Reamer, L 60mm

LCP® DHHS™ Reamer

DHS® Trinle Reamer, complete, w/Short Reamer
DHS® Reamer

LCP® DHHS™ Reamer, L 56mm

DCS® Triple Reamer, complete

DCS® Reamer

Fiexible Shaft @ 8.0mm, L 360mm

SynReam Fiexible Shaft

Flexible Shaft @ 7.0mm, long

SynReam WMeduliary Reamer Head @ 8.5 mm
SynReam Medullary Reamer Head @ 9.0 mm
SynReam Medullary Reamer Head @ 9.5 mm
SynReam Medullary Reamer Head @& 10.0mm
SynReam Medullary Reamer Head @ 10.5mm
SynReam Medullary Reamer Head @ 11.0mm
SynReam Medullary Reamer Head 2 11.5mm
SynReam Medullary Reamer Head 2 12.0mm
SynReam Medullary Reamer Head @ 12.5mm
SynReam Meduliary Reamer Head @ 13.0mm
SynReam Medullary Reamer Head @ 13.5mm
SynReam Medullary Reamer Head @ 14.0mm
SynReam Medullary Reamer Head & 14.5mm
SynReam Meduilary Reamer Head & 15.0mm
SynReam Medullary Reamer Head @ 15.5mm
SynReam Meduliary Reamer Head @ 16.0mm
SynReam Medullary Reamer Head @ 16.5mm
SynReam Medullary Reamer Head @ 17.0mm
SynReam Medullary Reamer Head @ 17.5mm
SynReam Medullary Reamer Head & 18.0mm
SynReam Medullary Reamer Head & 18.5mm
SynReam Meduliary Reamer Head @ 15.0mm
RIA Meduilary Reamer Head @ 12.0mm

RIA Meduliary Reamer Head @ 12.5mm
Reamer fiHip Screw & 6.5/4.5mm, fI/AFN
Reamer f/Hip Screw @ 6.5/4.5mm, complete
Reamer @ 11.0mm, f/PFNA Blade

Reamer @ 11.0mm, {/PFNA Blade

Reamer @ 11.0mm, f/Femoral Neck Screw
Reamer @ 11.0mm, {/Femoral Neck Screw
Reamer @ 11.0mm, f/fFemoral Neck Screw
Reamer @ 6.0/10.0mm, cannulated, L 435mm
Reamer @ 6.0/10.0mm, cannulated, L 435mm
Reamer Epoca @ 32mm, f/Glenoid

®s
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Refers to DoC TF10059 TRA Reamers (power dnven)

Article

RH5511-42
RH5511-44
RH5511-48
RH5511-50
RH5511-52
RH5511-54
RH5511-56
RH5512-42
RH5512-44
RH5512-46
RH5512-48
RH5512-50
RHS5512-52
RH5512-54

Oberdarf, May 05, 2015

Article description

Reamer f/Head Epoca RH @ 42Zmm
Reamer f/Head Epoca RH @ 44mm
Reamer f/Head Epoca RH @ 48mm
Reamer f/Head Epoca RH @ 50mm
Reamer f/Head Epoca RH & 52mm
Reamer f/Head Epoca RH @ S4mm
Reamer f/Head Epoca RH @ 56mm
Hollow Reamer f/Head Epoca RH @ 42mm
Hollow Reamer f/Head Epoca RH @ 44mm
Hollow Reamer f/Head Epoca RH @ 46mm
Hollow Reamer f/Head Epoca RH @ 48mm
Hollow Reamer {/Head Epoca RH 2 50mm
Hollow Reamer f/Head Epoca RH @ 52mm
Hollow Reamer f/Head Epoca RH & 54mm

@ ‘g

BT PRI EER
YRTHES
Page 4 of 4
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{logo)
Soudni prfekiad z anglického jazyka

Prohlaseni o shodé

Spolegnost Synthes GmbH (Eimaltsirasse 3, CH-4436 Oberdorf) timto na svou odpovadnosi
prohlasuje, Ze zdravotnicky prostfedek / fada zdravotnickych prostfedki RozSifovade {motorové)
(klasifikace lla) splfiuji vdechny poZadavky

Smérnice Evropské rady &, 93/42/EHS 2
prislusnych Svycarskych zakont o terapeutickych vyrobcich (Schweizerisches Heilmittelgesetz,
HMG) platné v tomto kontextu.

Timto prohladujeme shodu vySe uvedeného zdravotnického prostfedku/skupiny prostiedkd die
Smérnice Evropské rady &. 83/42/EHS, Priioha i véetné piisiusnych norem, jak je stanoveno v
Seznamu zakiadnich poZadavkl a v Piiloze |l vyjma odst. 4.

Notifikovany organ: TUV SUD Product Service GmbH, Ridlerstrasse 65, 80339 Miinchen, Né&mecko,
identifikacni ¢islo 0123.

VySe uvedenym zdravotnickym prostiedkiim { skupiné prostfedkd, bylo udéleno oznageni CE v roce
1995.

Seznam zdravotnickych prostiedki, na n&Z se vztahuje loto Prohlasen! o shodg, je pfipcjen formou
prilohy.

Certifikat EC: G1 15 03 56032 075
Platny do: 22. 12. 2017

Misto a datum: Oberdorf, 5. 5. 2015
[podpis neciteiny] [podpis neéitel_n ]
Anton Bracher Stefan Dudé

Senior feditel pro diahy a $rouby Trauma CMF

ManaZer skupiny 4 )
Vedouci R&D pro Svycarsko Traumal/CMF

Reguladni zaleZilcsii Trauma
Identifikdlor dok.: TF10059 TRA

SE 597657 _AA Strana 1ze 4
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Soudni pfeklad z anglického jazyka

Vztahuje se k PoS TF10059 TRA Rozsifovate (motoroveé)

C. poloZky  Popis zhoZi

Oberdorf, 5. Kvélna 2015
Strana 2 ze 4
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TLUMOCNICKA DOLOZKA

Jako tiumoCnik némeckého a anglického jazyka, jmenovany rozhodnutim Krajského soudu
v Brné dne 28. Unora 1994 (C.j. Spr 1518-93), stvrzuji, Ze preklad souhlasi s textem pfipojené

listiny. Jedna se o prostou kopii originalni listiny.

s s—a

Tiumocgnik:
Ing. Pavel Skfivanek

% - ||
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@ SVYITHES:

Declaration of Conformity

Synthes GmbH (Eimaiistrasse 3, CH-4436 Oberdorf) hereby declares under its sole responsibility that
the medical device/ devica family Driil Bits (power driven) (Classification lla)
meets all the provisions of the

Eurapean Council Directive 93/42/EEC, and the
Swiss Legislation on Therapeutic Products (Schweizerisches Heilmittelgesetz, HMG)
which apply.

We hereby declare the conformity of above mentioned medical device/ gsvice family according to the
European Council Directive 93/42/EEC, Annex | including applicable standards as indicated in the
Essential Requirements Chacklist and Annex il excluding (4).

Notified Body: *TUV SUD Product Service GmbH, Ridlerstrasse 65, 80339 Munich, Germany”,
identification number 0123,

The above mentioned medical device/device family was initially CE released in the year 1895,

The list of the medicai devices covered by thls Declaration of Conformity is attached.

EC Cerlificate: G1 15 03 56032 075

Valid until: 2007-12-22
Place and Dale: Oberdorf, July 29, 2015
Y - T S
vy E:A‘:L»,_.,, [ C (ﬁé./' LA
Oliver Steiner Christof Dutoit
Project Leader Direclor Nall Technologles
Regulslory Affairs Trauma Trauma/CMF Product Developemant
DoC Identifier. TF10057 TRA
;SQTGSS_AA Templale: F-S433, Rev E, ICDS, DCO # 10031058 {SE_1 41767_Al) Paga 1 of 9
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Relers lo DoC TF10057 TRA Drill Bits {cawer driven)

Article
03.007.006
03.007.019
03.007.024
03.008.008
03.008.0088
03.010.028
03.010.029
03.010.034
03.010.036
03.010.0388
03.010.050
03.010.0808
03.010.061
03.010.061S
03.010.062
03.010.089
03.010.100
03.010.100S
03.010.101
03.010.102
03.010.103
03.010.1035
03.010.104
03.010.104S
03.010.105
03.010.1058
03.010.122
03.010.1228
03.010.123
03.010.123S
03.010.165
03.010.167
03.010.228
03.010.336
03.010.336S
03.010.337
03.010.337S
03.010.367
03.010.439
03.010.4338S
03.019.003
03.019.0033
03.019.004
03.012.004S
03.018.016
03.019.018S
03.018.018
03.018.018S
03.023.010
03.025.082
03.025.083
03.025.083S
03.025.084
03.025.0843
03.025.104

Cbardort, Juty 29, 2015

Artlcle description

Stepped Opening Drill Bit @ 6.0mm {/QleON
Nail Removal Alignment Drill, #/OleON

Drill Bit @ 2.4mm, L 180mm, {/OleON

Drill Bit @ 5.0mm, calibrated, L 356mm

Drill Bit @ 5.0mm, calibrated, L 356mm

Drilt Bit @ 15.0mm, cannulated, L 300mm
Diill Bit @ 17.0mm, cannulated, L 280mm
Drill Bit @ 13.0mm, cannulaiad, flexible

Drilt Bit @ 12.0mm, cannulated, L 190mm
Orill Bit @ 12.0mm, cannuialed, L. 190mm
Orill Bit @ 3.2mm, calibrated, L 340mm

Drt Bt @ 3.2mm, #RQuick Coupiing, 7/03.010.064
Drill Bit @ 4.2mm, calibrated, L 340mm

Drill Bit @ 4.2mm, calibrated, L 340mm

Drill Bit @ 5.0mm, calibrated, L 340mm

Drill Bit @ 4.5mm, cannulated

Giill Bit @ 3.2mm, calibrated, L 145mm

Drill Bit @ 3.2mm, L 145mm, w/Coupling /RDL
Drill Bit & 4.2mm, calibrated, 1. 145mm

Drill Bit @ 5.0mm, calibrated, L 145mm

Drill Bit @ 3.2mm, calibrated, L 145mm

Drill Bit @ 3.2mm, calibrated, L 145mm

Drill Bit @ 4.2mm, calibrated, L 145mm

Drill Bit @ 4.2mm, calibrated, L 145mm

Drill Bit @ 5.0mm, calibrated, L 145mm

Drill Bit @ 5.0mm, calibrated, L 145mm

Orill Bit @ 3.2mm, calibrated, L 270mm

Crill Bit @ 3.2mm, calibrated, L 270mm

Orill Bit @ 4.2mm, caiibrated, L 270mm

Crill Bit @ 4.2mm, calibrated, L 270mm

Drill Bit @ 15.0mm, cannulated, flexible, L 250mm
Drill 8it @ 17.0mm, cannulated, ilexible, L 250mm
Drill Bit @ 3.2mm, L 474mm, 3-flute

Drill Bit @ 6.0mm, L 250mm, 2-flule

Drill Bit @ 6.0mm, L 250mm, 2-{lule

Drill Bit @ 6.0mm, flat tip, L250mm, 2-flute
Drill Bit @ 6.0mm, flat tip, L250mm, 2-flute
Opening Drill Bit @ 14.0mm, cannulated
Drill Bit @ 12.0mm, cannulated, L 270mm
Drili Bit @ 12.0mm, 3-fiute, f/Large Quick Coupling
Hollow Drill Bit @ 10.0mm

Hollow Drill Bit @ 10.0mm

Hollow Drill Bit @ 11.5mm

Hoilow Drill Bit @ 11.5mm

DOriil Bit @ 3.8mm, calibraled, L 270mm

Ciill Bit @ 3.8ram, calibraled, L 270mm

Crili Bit @ 6.5mm, conical, w/Stop

Drill Bit @ 6.5mm, conical, w/Stop

Drill Bit @ 16.5mm, cannulated, flexible

Drill Bit ASLS4, L 150mm

Drill Bit ASLSS5, L 150mm

Drill Bit ASLSS, L 250mm

Drill Bit ASLSS, L 150mm

Drill Bit ASLSS, L 250mm

Drill Bit ASLS4, calibrated, L 331mm

Page 2 of g
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® SYTHES®

Rslors to DoC TF10057 TRA Dl Bits (power driven)

Arilcle
03.025.104S
03.025.105
03.025.105S
03.025.106
05.025.1068
03.025.124
03.025.125
03.025.126
03.037.002
03.037.0028
03.037.021
$33.037.0218
03.037.102
03.037.102S
03.111.002
03.111.002S
03.113.023
03.113.023S
03.113.024
03.113.024S
03.114.007
03.114.008
03.120.041
03.122.051
03.122.0518
03.130.000
03.130.100
03.130.101
03.130.102
03.130.110
03.130.111
03.130.112
03.130.200
03.130.201
03.130.202
03.130.210
03.130.211
03.130.212
03.130.215
03.130.300
03.130.301
03.130.302
03.130.310
03.130.311
03.130.312
03.207.001
03.207.008
03.211.454
03.211.455
03.224.003
03.224.003S
03.226.038
03.226.042
03.227.042
03.401.0758

Oberdort, July 29, 2015

Article description

Drill Bit ASLS4, calibrated, L 331mm

Drill Bit ASLS5, calibrated, L 331mm

Drill Bit ASLSS5, calibrated, L 331mm

Drill Bit ASLSS, calibrated, L 33imm

Orill Bit ASLS®S, calibrated, L 331mm

Drill Bit ASLS4, L 145mm

Drill Bit ASLS5, L 145mm

Drill Bit ASLSS, L 145mm

Drill Bit @ 16mm, flexible, cannulated, f/Quick Coupling
Drill Bit @ 16mm, #/Quick Coupling /DHS/DCS®
Oriif Bit {1aterai cortex opening, /Quick Coupling
Drill Bit i/lateral cortex opening, i/Quick Coupling
Didll Bit @ 16mia, long, flexible, cannulaled

Drill Bit @ 16mm, {/Quick Coupling #/DHS/DCS®
Orill Bit @ 5.0mm, cann., calibrated, L 300/250mm
Drill Bit @ 5.0mm, cann,, calibrated, L 300/250mm
Drill Bit @ 2.5mm w/Stop, L 250/225mm

Drill Bit @ 2.5mm w/Stop, L 250/225mm

Drill Bit @ 2.8mm w/Stop, calibrated

Drill Bit @ 2.8mm w/Slep, calibrated

Drill Bit @ 1.1mm, L 75/61mm, 2-flule

Drill Bit @ 1.1mm, L 85/60mm, 2-flute

Drill Bit @ 2.8mm, w/Scale, L 200mm, 3-flule
Drill Bit @ 2.8mm, w/Slop

Drill Bit @ 2.8mm, w/Stop

Drill Bit @ 0.8mm, L 64/33mm, /Pilot Hols

Drill Bit @ 1.0mm, L 75/31mm, (/Pilet Hole

Drill Bit & 1.0mm, L 61/31mm, {/Pilot Hole

Drill Bit @ 1.0mm, L 61/31mm, [/Pilot Hole

Driil Bit @ 1.3mm, L 60/28mm, {/Gliding Hole
Drill Bit & 1.3mm, L 55/29mm, //Gliding Hole
Diill Bit @ 1.3mrmn, L 46/29mm, {/Gliding Hole
Drill Bit @ 1.1mm, L 70/39mm, {/Piloil Hole

Drill Bit @ 1.1mm, L 65/39mm, f/Pilot Hole

Orill Bit @ 1.1mm, L 56/33mm, {/Pilot Hole

Drill Bit @ 1.5mm, L 62/31mm, {/Gliding Hole
Drill Bit @ 1.5mm, L 57/31mm, {/Gliding Hole
Drill Bit @ 1.5mm, L. 48/31mm, {/Gliding Hole
Countersink {/Screws @ 1.3 to 2.0mm, {/Hexagonal Coupling
Drill Bit © 1.5mm, L 88/57mm, {/Pilot Hole

Drill Bit @ 1.5mm, L 83/57mm, {/Pilot Hole

Drill Bit @ 1.5mm, L 74/57mm, {/Pilot Hole

Drill Bit @ 2.0mm, L 71/41mm, (/Gliding Hole
Drill Bit @ 2.0mm, L 66/41mm, {/Gliding Hole
Dritl Bit @ 2.0mm, L 57/41mm, {/Giiding Hole
Drill Bit 2 5.0/7.3mm, //SCFE Screw

Driil Bit @ 5.0/7.3mm {/SCFE Screw

Reduction Joystick 5.0mm

Reduction Joystick 6.5mm

Drill Bit @ 6.0/10.5mm, cannulated

Drill Bit @ 6.0/10.5mm, cannulated

Orill Bit © 3.2/1.7mm, cannulaled, L 225mm

Drill Bit #/predrifling of Bone #/Screw Head

Drill Bit /predrilling of Bone {/Screw Head
Carbide Drill Bit @ 9.5mm Hinstr. Steel+Titanium

Pags 3 of 9
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Aolers to DoC TF10057 TRA Drig Bits (povor drivon)

Article
03.607.104
03.607.106
308.0048
308.0086S
308.5038
309.5048
308.5068
309.600
310.000.022
310.005
310.0058
310.020
310.100
310.1008
310.110
310.115
310.1158
310.135
310.140
310.150
310.155
310.1558
3i0.156
310.156S
3106.157
310.1578
310.158
310.1588
310.160
310.1608
310.161
310.1618
3i0.162
310.1628
310.163
310.163S
310.190
310.190S
310.200
310.2008
310.205
310.2058
310.210
310.2108
310.214
310.214S
310.215
310.2158
310221
310.228
310.2285
310.229
310.2295
310.230
310.2308

Ctarcor, July 29, 2015

Article description
Extension {{Carbide Drill Bii & 4.0mm
Extension f/Carbide Dril Bjy @ 6.0mm

Carbide Drill Bit @& 4.0mm /Instr. Steel+Titanium
Carbide Drill Bit @ 8.0mm Vinstr, Steel+Titanium

HSS Drill Bit & 2.5mm /lmplant Sieej
HSS Drifl Bit & 3.5mm Himplant Sieal
HSS wiifl Bit 4.8mm /implan; Stee)
Drili Bit @ 17.0mm, cannulated, f/PFNA

Drill Bit 2.0mm, L 197mm, #/Quick Coupling

Drill Bit @ 1.0mm, L 64/34mm

Drill Bit @ 1.0mm, L 64/34mm

Drilt Bit @ 3.2mm, L 225/200mm

Drill Bit @ 1.1mm, L 45/30mm

Drili Bit & 1.1mm, L 45/30mm

Orill Bii @ 1.imm, L 60/35mm

DB o Timm, L 65/35mm

Drill Bit @ 1.1mm, L 65/35mm

Drill Bit @ 1.3mm, L 64/34mm

Drill Bit @ 1.5mm, L 70/55mm

Drill Bit @ 1.5mm, L 85/60mm

Drill Bit @ 1.5mm, L 70/40mm

Drill Bit @ 1.5mm, L 70/40mm

Dril Bit & 1.5mm, wimarking, L 110/85mm
Drill Bit @ 1.5mm, wimarking, L. 110/85mm
Drill Bit & 1.5mm, W/marking, L 11 0/85mm
Drill Bit & 1.5mm, w/marking, L 110/95mm
Crill Bit @ i.8mm, w/marking, L 110/95mm
Drili Bit & 1.8mm, w/marking, L 110/95mm
Drill Bit g 1.5mm, L 110/85mm

Drill Bit @ 1.5mm, L 110/85mm

Driil Bit @ 1.5mm, wimarking, L 1 10/80mm
Crili Bit o 1.5mm, v/marking, L 110/80mm
Drili Biv @ i.8mm, vi/marking, L 1 10/80mm
Drill Bit @ 1.8mm, w/marking, ¢ 110/80mm
Drill Bit & 2.0mm, w/marking, L 110/95mm
Drill Bit @ 2.0mm, w/marking, L 11 0/85mm
Drill Bit @ 2.0mm, L 100/75mm

Drili Bit @ 2.0mm, L 100/75mm

Drill Bit @ 2.0mm, L 385/70mm

Drill Bit & 2.0mm, L 85/76mm

Drili Bitg 2.0mm, L 70/40mm

Drill Bit @ 2.0mm, L 70/40mm

Drill B @ 2.0mm, L 125/160mm

Drill Bit @ 2.0mm, L 125/100mm

Drill Bit @ 1 .Smm, cannulated, L 100mm
Drill Bit @ 1.9mm, Cannulated, L. 100mm
Drifl Bit @ 1.7mm, cannulated, L 100mm
Drilt Bl @ 1.7mm, cannulated, L. 100mm

Drill 8it @ 2,011 15mm, cannulated, L 150/48mm

Drili Bit & 2.5mm, L 90/65mm
Drift Bit g 2.5mm, L 90/65mm
Orili Bit @ 2.8mm, L 150mm

Drill Bit @ 2.9mm, L 150mm

Drill Bit @ 2.5mm, L. 180/155mm
Drilt Bj) 2.5mm, L 180/1 55mm

© svrriEs:
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® SYnTHES:

Ralers 16 DeC TF10057 TRA Crit Bits tpowar driven)

Article Arilcle description

310.240 Drill Bit @ 2.5mm, L 95/80mm

310.240S8 Drill Bit @ 2.5mm, L 95/80mm

310.250 Drill Bit @ 2.5mm, L 110/85mm

310.2508 Drill Bit @ 2.5mm, i 110/85mm

310,260 Diifl Bit @ 2.7mm, L 100/75mm

310.2608 Drill Bit @ 2.7mm, L 100/75mm

310.27¢ Diili Bit @ 2.7mm, L 85/70mm

310.270S Drill Bit @ 2.7mm, L 85/70mm

310.280 Drill Bit @ 2.7mm, L 125/100mm

310.2808 Drilt Bit @ 2.7mm, L 125/100mm

310.284 LCP Drili Bit 2.8mm w/Siop, L 165mm

310.288 Drilf Bt G 2.8mm, L 1 85mm

310.2888 Drill Bit o3 2.8mm, L 165mm

310.290 Drill Bit @ 3.2mm, L 185/170mm

310.2908 Drill Bit & 3.2mm, L 1985/170mm

310.300 Drill Bit @ 3.2mm, L 180/165mm

310.310 Orill Bit @ 3.2mm, L 145/120mm

310.3108 Drill Bit @ 3.2mm, 145/120mm

310.320 Drill Bit @ 3.2mm, L. 130/115mm

310.3208 Drilt 8t @ 3.2mm, 1 130/4 i5mm

310.350 Dl Bit & 3.5mm, L 110/85mm

310.3508 Orilt Bit @ 8.5mm, L 1 10/85mm

310.360 Drill Bit @ 3.5mm, L 95/80mm

310.360S Drili Bit @ 3.5mm, L 95/80mm

310.370 Drill Bit & 3.5mm, L 195/170mm

310.370S Drill Bit @ 3.5mm, L 185/170mm

310.380 Drill Bil @ 3.5mm, L 180/165mm

310.400 Diilt Bit & 4.0mm, L 197/170mm

310.401 Drill Bit @ 4.0mm, L 160mm

316.4013 Drill Bit @ 4.0mm, L 160mm

310.423 Drill Bit @ 4.3mm, L 280mm, #No. 324.007

310.430 LCP Drill Bit @ 4.3mm wiStop, L 221mm

310.431 Drill Bit @ 4.3mm, L 180mm

310.4318 Orilt Bit @ 4.3mm, L 180mm

310.440 Drill Bit @ 4.5mm, L 145/ 20mm

310.440S8 Drill Bit @ 4.5mm, 1_ 145120mm

310.450 Drill Bit @ 4.5mm, L 120/ 15mm

310.480 Drill Bit @ 4.5mm, L 195/170mm

210.4808 Orill Bit @ 4.5mm, L 195/170mm

310.480 Drill Bit & 4.5mm, L. 180/165mm

310.4808 Dril Bit @ 4.5mm, L 180/165mm

310.495 Drilt Bit © 7.3/12.9mm, cannulated, L 300/250mm

310.4958 Drill Bit @ 7.3/2.9mm, cannulated, L 300/250mm

310.507 Driii Bit & 1.5mm, w/marking, L. 86/82mm

310.5078 Orili Bit @ 1 -Smm, w/marking, L 96/82mm

310.508 Diili Bit & i.8mm, w/marking, L 86/82mm

310.5088 Drill Bit @ 1.8mm, wi/marking, L 96/82mm

310.509 Drill Bit @ 1.8mm, w/marking, L 110/85mm

310.534 Drill Bit & 2.0mm, wimarking, L 110/85mm

310.5348 Drill Bit & 2.0mm, w/marking, L 110/85mm

310.600 Driil Bit @ 6.0mm, L 195/170mm

310.6008 Drill Bit @ 8.0mm, L 155/170mm

310.60J Drill Bit 6.0mm, {Nacobs Chuck, L 195mm

310.60J3 Drill Bit 6.0mm, ilJacobs Chuck, L 185mm

310.830 Drill Bit @ 5.0mm, cannulated, L 300/250mm
Oberdod, July 29, 2015 Page 5 of g
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Ralors to DoC TF10057 TRA  Orill B1s {powvar driven)

Ariicle
310.632
310.8325
310.634
310.8345
310.650
310.650S
310.660
310.660S
310.670
310.680
310.680S
310.803
310.804
310.870
310.880
310.882
310.971
310.972
315.050
315.0508
315.180
315.190S
315.210
315.2108
315.230
315.230S8
315.250
315.2508
315.260
315.260S
315.280
315.280S
315.280
315.2808
315.310
315.310S
215,330
315.330S
315.350
315.350S
315.370
315.370S
315.400
315.4008
315.440
3154408
315.470
315.480
315.480S
315.680
315.920
315.920S
315.830
315.930S8
316.286

Obordort, July 29, 2015

Arlicle description

Drill Bit @ 5.0mm, cannulaied, L 200mm

Crili Bit @ 5.0mm, cannulaied, L 200mm

Drifl Bit @ 4.3mm, cannuiaied, L 200mm

Drill Bit @ 4.3mm, cannulated, L 200mm

Drill Bit @ 3.2/1.75mm, cannulated, L 170/140mm
Drill Bit @ 3.2/1.75mm, cannulated, L 170/140mm
Drill Bit @ 4.5/1.75mm, cannulated, L 170/140mm
Drill Bit @ 4.5/1.75mm, cannulated, L 170/140mm
Drill Bit @ 2.7/1.35mm, cannulated, L 160/130mm
Drill Bit @ 3.5/1.35mm, cannulated, L 160/130mm
Drill Bil @ 3.5/1.35mm, cannulated, L 160/130mm
Countersink, cann., //Cann. Screws @ 2.4mm
Countersink, cannulated

Countersink 2.7, L 62mm

Counlersink 1.510 2.4, L 52mm

Countersink 1.3 10 2.0, L 50mm

Countersink #/Screws @ 1.3 and 1.5mm
Countersink #/Screws @ 2.0 and 2.4mm

Drifl Bit @ 3.5mm, L 225/200mm

Drill Bit @ 3.5mm, L 225/200mm

Driif Bit @ 2.0, L 100/75mm

Drill Bit @ 2.0mm, L 100/75mm

Diill Bit @ 2.0mm, L 125/100mm

Drill Bit @ 2.0mm, L 125/100mm

Drill Bit @ 2.5mm, L 180/155mm

Drill Bit @ 2.5mm, L 180/155mm

Drill Bit @ 2,5mm, L 110/85mm

Drill Bit @ 2.5mm, L 110/85mm

Drill Bit @ 2.7mm, L 100/75mm

Drill Bit @ 2.7mm, L 100/75mm

Drill Bit @ 2.7mm, L. 125/100mm

Drill Bit @ 2.7mm, L 125/100mm

Drill Bit @ 3.2mm, L 195/170mm

Drill Bit @ 3.2mm, L 195/170mm

Drill Bit @ 3.2mm, L 145/120mm

Drill Bit @ 3.2mm, L 145/120mm

Drill Bit @ 3.2mm, calibrated, L 210/185mm

Orill Bit @ 3.2mm, calibrated, L 210/185mm

Drill Bit @ 3.5mm, L 110/85mm

Driil Bit @ 3.5mm, L 110/85mm

Drill Bit @ 3.5mm, L 195/170mm

Drill Bit @ 3.5mm, L 185/170mm

Drill Bit @ 4.0mm, L 195/170mm

Drill Bit @ 4.0mm, L 195/170mm

Drill Bit @ 4.5mm, L 145/120mm

Drill Bit @ 4.5mm, L 145/120mm

Drilt Bit @ 4.5/2.1mm, cannulaled

Drill Bit @ 4.5mm, L 195/170mm

Drill Bit @ 4.5mm, L 195/170mm

Drill Bit @ 4.5/2.1mm, cannulated, L 230/210mm
Drill Bit @ 2.5mm, calibrated, L 230/205mm

Drill Bil @ 2.5mn, calibrated, L 230/205mm

Drill Bit @ 3.2mm, calibrated, L 230/205mm

Drill Bit @ 3.2mm, calibrated, L 230/205mm

Drill Bit © 0.76mm w/Stop, drilling depth Emm

@S

f

B 3) Gave Cot”
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® SYITHES®

Ralers 16 BeC TFILGS7 TAA Dnll Bils (power driven)

Article
316.288
316.220
316.282
316.385
316.3858
316.402
316.484
317.861
317.871
323.062
323.06258
324.210
324.2108
324.212
324.2128
324.213
324.2138
324.214
324.2148
332.050
332.060
332.062
338.100
338.1008
351.270
355.900
355.8008
356.214
356.21438
3586.218
356.2185
356.220
356.2208
356.222
356.222S
356.225
356.22558
356.635
356.6358
356.637
356.637S
356.703
356.704
356.822
356.3228
358.834
356.8348
356.280
356.880S8
356.982
357.005
357.047
357.047S
357.068
357.068S

Oberderd, July 29, 2615

Article description

Drill Bit @ 0.76mm w/Stap, drilling depth 8mm
Drill Bit @ 0.76mm, w/Stop, drilling depth 10mm
Drill Bit @ 0.76mm, w/Slop, drilling depth 12mm
Drill Bit @ 0.8mm, L 40/16mm

Orill Bit @ 0.8mm, L 40/16mm

Drill Bit @ 1.3mm, L 55/40mm

Orili Bit @ 0.8mm, L 56/i6mm

Drill Bit @ 1.8mm, L 80/65mm

Drill Bil @ 2.4mm, L 80/66mm

Drill Bit © 2.0mm, L 140/115mm

Drili Bit @ 2.0mm, L 140/115mm

Drill Bit @ 2.5mm, calibrated, L 300mm
Orill Bit @ 2.5mm, calibrated, L 360mm
Drill Bit @ 3.2mm, calibrated, L 300/200mm
Drill Bit @ 3.2mm, calibrated, L 3060/260mm
Drill Bit @ 4.3mm, calibrated, L 300/200mm
Drill Bit @ 4.3mm, calibrated, L 300/200mm
Drill Bit @ 2.8mm, w/Scale, L 200/100mm
Drill Bit @ 2 8mm, w/Scale, L 200/100mm
Router, flJacobs Chuck

Rouler, i/Quick Coupling

Rouler, {/Quick Coupling

Drill Bit @ 8.0mm, L 245mm, /DHS/DCS® System
Drill Bil @ 8.0mm, L 245mm, (/DHS/DCS® System
Drill Bit @ 13.0mm, cannulated, L 290mm
Drill Bit @ 4.0/4.5mm, L 225/200mm

Drill Bit @ 4.0/4.5mm, L 225/200mm

Criil Bit @ 4.0mm, calibrated, L 313mm

Grill Bit @ 4.0mm, calibrated, L 313mm
Orill Bil & 4.0mm, calibrated, L 270mm

Drill Bit @ 4.0mm, calibrated, L 270mm

Drill Bit @ 3.2mm, calibrated, L 270.5mm
Drill Bit @ 3.2mm, calibrated, L 270.5mm
Drill Bit @ 2.7mm, calibrated, L 271mm

Orill Bit @ 2.7mm, calibrated, L 271mm

Drill Bit @ 6.0mm, flat tip, L 195mm

Drill Bit @ 6.0mm, #at tip, L 185mm

Drili Bit @ 3.2mm, L 240/215mm

Drill Bit @ 3.2mm, L 240/215mm

Drilt Bit @ 4.0mm, L 240/215mm

Drill Bit @ 4.0mm, L 240/215mm

Drill Bit & 14.0 mm, cannuiated, L 312 mm
Drill Bit @ 16.0 mm, cannulated, L 312 mm
Drill Bit @ 11.0mm, #/PFNA Blade

Orill Bit @ 11.0mm, i/PFNA Blade

Drill Bil @ 4.0mm, {/PFNA

Drill Bit @ 4.0mm, {/PFNA

Drill Bit @ 4.0mm, calibraled, L 270/245mm
Drill Bit @ 4.0mm, calibrated, L 270/245mm
Drill Bit @ 4.0mm, calibraled, L 215/190mm
Drill Bit @ 17.0mm, cannuiated, L 312mm
Orill Bit @ 6.5mm, cannuialed, L 330mm
Drill Bit @ 6.5mm, cannulaled, L 330mm
Drill Bit & 4.0mm, L 250mim

Drill 8it @ 4.0mm, L 250mm

Paga 7 of 9
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@ SYIVTHES®

Rolers to BoC TF10057 TRA DCnll Bils {power diiven)

Ariicle Artlcle description
357.099 Drill Bit & 4.9mm, calibrated, L 330/304mm
357.099S Drill Bit @ 4.9mm, calibrated, L 330/304mm
357.139 Drill Bit @ 4.0mm w/centering tip
357.1398 Drili Bit @ 4.0mm w/centering tip
357.394 Drill Bit @ 17.0mm, cannulated, L 300mm
357.404 Drill Bit @ 11.0mm, conical, cannulated, L 280mm
357.404S Drill Bit @ 11.0mm, conical, cannulated, L 280mm
357.407 Drill Bit @ 4.0mm, calibraled, L 260/60mm
357.407S Drill Bit @ 4.0mm, calibrated, L 260/60mm
358.680 Burr @ 8.5/3.5mm, conical, L 80mm
358.681 Burr ¥ 8.5/3.5mm, conical, L 110mm
358.682 Projectile Burr, H/Quick Coupling
358.691 Drill 8il @ 4.5mm, cannulated
359.031 Drill Bit @ 2.7mm, calibrated, L 210/185mm
359.031S Drill Bit @ 2.7mm, calibrated, L 210/185mm
360.010 Drill Bit @ 6.0mm, cannulated, L 180/140mm
360.020 Drill Bit @ 7.0mm, cannulated, L 190/140mm
360.030 Orill Bit @ 8.0mm, cannulated, L 180/140mm
2360.040 Drill Bit @ 9.0mm, cannulated, L 120/140mm
360.050 Drill Bit @ 10.0mm, cannutated, L 180/140mm
360.080 Drill Bit @ 11.0mm, cannulated, 1. 190/140mm
360.070 Drill Bit @ 12.0mm, cannulated, L 190/140mm
391.160 Drill Bit @ 2.0mm, f/Quick Coupling
391.160S Drill Bit @ 2.0mm, {/Quick Coupling
387.342 Drili Bit @ 2.5mm, calibrated, L 400mm
397.343 Drill Bit @ 3.5mm, L 380mm
397.343S Drill Bit @ 3.5mm, L 380mm
513.005 Orill Bit @ 1.0mm, L 46/34mm
513.0058 Drill Bit @ 1.0 mm, L 46/34 mm
5i3.010 Drill Bit @ 1.1mm, L 28/16mm
513.010S Drill Bit @ 1.1mm, L 28/16mm
513.030 Drill Bit @ 1.1mm, L 45/33mm
513.030S Drill Bit @ 1.1mm, L 45/33mm
513.035 Drill Bit @ 1.3mm, L 46/34mm
513.035S Drill Bit © 1.3 mm, L 46/34 mm
513.050 Orill Bit @ 1.5mm, L 28/16mm, 2-liute
513.050S Drill Bit @ 1.5 mm, L 28/16 mm
513.080 Drill Bit @ 1.5mm, L 52/40mm
513.080S Drill Bit @ 1.5mm, L 52/40mm
513.080 Drill Bit @ 1.5mm, L 67/55mm
513.090S Drill Bit @ 1.5mm, L 67/55mm
513.100 Drill Bit @ 2.0mm, L 28/16mm, 2-liute
513.100S Drill Bil @ 2.0 mm, L 28/16 mm
513.130 Drill Bit @ 2.0mm, L 52/40mm
513.130S Drifl Bil @ 2.0 mam, L 52/40 mm
513.140 Drill Bit @ 2.0mm, L 67/55mm
513.1408 Drill Bil @ 2.0 mm, L 67/55 mm
513.170 Drill Bil @ 2.7mm, L 28/16mm, 2-flule
513.170S Drill Bil @ 2.7 mm, L 28/16 mm
513.180 Drill Bit @ 2.7mm, L 67/55mm, 2-flule
513.190S Drill Bit @ 2.7 mm, L 67/55 mm
E£5111-1 Drill Bii Epoca @ 7.0mm
E5211-2 Guide Extension Epoca, rigid
£5211-6K Drill Bil Epoca @ 7.4min, L 150mn
E8211-6L Drit! Bit Epoca @ 7.4mm, L 200mm

Oberdor, July 28, 2015 Pago 8 ol 9
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Relers 10 BeC TF10957 TRA Drifl Bits (ng

Arlicle
E5221-3
Stco2

Oberdon, dJuly 29, 2015

wer drivan)

Article descriptlan
Drill Bit Epoca @ 2.5mm
Drili Bit Epoca @ 2.5mm

@ SYTHES:
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{logo}
Soudni preklad z anglického jazyka

Prohlaseni o shodé

Spole€nost Synthes GmbH (Eimattstrasse 3, CH-4436 Oberdorf) timto na svou odpoveédnost
prohiasuje, Ze zdravotnicky prostiedek / fada zdravotnickych prostfedk Vriné korunky (motorové)
(klasifikace lla) spliiuji véechny pozadavky

Smeérnice Evropské rady &. 93/42/EHS a
piislusnych Svycarskych zakon( o terapeutickych vyrobcich (Schweizerisches Heilmittelgesetz,
HMG) platné v tomto kontextu.

Timto prohlasujeme shodu vyde uvedeného zdravotnického prostiedku/skupiny prostfedk dle
Smérnice Evropské rady ¢. 93/42/EHS, Priloha | véetné prislusnych norem, jak je stenovens v
Seznamu zakiadnich poZadavki a v Pfiloze II vyjma odst. 4.

Notifikovany organ: TGV SUD Product Service GmbH, Ridlersirasse 65, 80339 Minchen, Némecko,
identifika&ni Gislo 0123.

VySe uvedenym zdravotnickym prostfedkiim / skupiné prostfedkd, bylo ud&leno oznateni CE v roce
1995,

Seznam zdravotnickych prostfedk, na néz se vztahuje toto Prohlaseni o shode, je pfipojen formou
pfilohy.,

Certifikat EC: G1 15 03 56032 075
Platny do: 22. 12. 2017

Misto a datum: Oberdorf, 28. 7. 2015
[podpis necitelny) {podpis neditelny)
Oliver Steiner Christof Dutoit
Vedouc! projektu Reditel pro hiebové technologie
Regulatni zélezitosti Trauma Vyvoj produkt Trauma/CMF
Identifikator dok.: TF10059 TRA
SE_597655_AA Sablona F-§433, Rev E, ICDS, DCO &. 10031068 (SE_131757_Al) Strana 1z 9
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Soudni pfeklad z anglického jazyka

Vztahuje se k PoS TF 10057 TRA Vrtné korunky {motoroveé)

C.polozky  Popis zbozi

Oberdord, 5. Kvélna 2015

{logo)
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TLUMOCNICKA DOLOZKA

Jako tlumoénik némeckého 2 anglického jazyka, jmenovany rozhodnutim Krajského soudu
v Brmé dne 28. tnora 1994 (C.j. Spr 1518-93), stvrzuji, Ze pfeklad souhlasi s textem pfipojené
fistiny. Jedna se o prostoy kopii originaini listiny.

-
Tlumotnicky dkon je Zapsan pod poradovym &islem deniku, polozka &isio il

Tiumodnik:
Ing. Pavel Skfivanek
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Declaration of Conformity

Synthes GmbH (Eimaltstrasse 3, CH-4436 Oberdorf) hereby declares under its sois responsibility that
the madical device/ device family Instrument Handigs {Classification 1)
maels all the provisions of the

European Council Directive 93/42/EEC, and the
Swiss Legislation on Therapeutic Products (Schweizerisches Hellmiltelgesetz, HMG)
which apply.

We hereby declare the conformity of above mentioned medical device/ device family according to the
European Council Directive 93/42/EEC, Annex | Including spplicable standards as indicated in the
Essential Requirements Checklist and Annex ViI.

The above mentioned medical device/device family was initially CE released in the year 1985,

The list of the medical devices covered by this Declaration of Conformity is attached.

Place and Date: Oberdorf, May 5, 2015
" ol
-, o
e — //
Anton Bracher Stefan Dudé
Group Manager Senlor Direclor Plales&Screws Trauma/CMF
Regulalory Affalrs Trauma Swiss Lead R&D Trauma/CMF

DoG Identifier: TF10332 TRA

SE_807650_AA Page 1 of 3
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Refers to DoC TF10332 TRA Instrumen! Handles

Article Article description
03.010.024 Handle {/Guide Wire and Reaming Rod
03.010.093 Rod Pusher f/Reaming Rod
03.010.313 Handle f/Expander Spacer
03.010.430 Handle f/Protection Sleeve f/[Expert™ Tibial Nail
03.010.491 Handle f/Scalpel, long
03.010.496 T-Handle, cannulated, w/Quick Coupiing, Hex 12mm
03.010.497 Cam-Lock Lever f/Aiming Arm
03.010.500 Handle, w/Quick Coupling
03.010.516 Handle, large, w/Quick Coupling
03.019.005 Handle w/Quick Coupling, L 150mm
03.100.000 Handle, lockable, w/Mini Quick Coupling
03.100.032 Ratcheting Handie
03.110.005 Handle i/Torque Limiters 0.4/0.8/1.2 Nm
03.111.001 T-Handle fiiviidicst Fusion Bolt
03.111.012 Handle, long, w/Quick Coupling
03.111.013 Handle, short, w/Quick Coupling
03.111.038 Handle w/Quick Coupling
03.113.014 Handle f/Drill Sleeves w/thread
03.118.111 Silicone Handle w/AQ/ASIF Quick Coupling
03.120.016 Scalpel Handle
03.120.022 Handle f/Nas, 324,203 and 324,215
03.226.006 Handle f/Compression Sleeve, f/HCS @ 1.5-3.0mm
03.226.037 Handle f/Compression Sleeve f/HCS @ 4.5mm
03.227.037 Handle f/Compression Sleeve f/HCS @ 6.5mm
03.306.009 Guide Handle, f/Kirschner Wire @ 2.5mm
03.400.111 Handle {/Screwdriver Shait 2.5, hexagonal, T15
03.400.1712 Handle {/Screwdriver Shaft 3.5, hexagonal, T25
310.850 Handle w/Mini Quick Coupling
311.010 Handie w/Mini Quick Coupling
311.430 Handle w/Quick Coupling, L 110 mm
311.431 Handle w/Quick Coupling
311.440 T-Handle w/Quick Coupling
311.441 T-Handle, large, w/Quick Coupling
312.860 Handle /Drill Guide Insents
324.313 Disposable T-Handle 4.0mm
325.020 Reduction Handle, tosthed
325.030 Reduclion Handle, rounded
328.020 Reduction Handle, toothed
328.030 Reduction Handle, rounded
338.080 DHS/DCS® T-Handle w/Quick Coupling
351.150 T-Handle w/Quick Coupling
355.280 Handle, f/iNo. 355.220
356.350 Ratchet Handle
356.616 Universal Handle {/DAD
357.050 T-Handle, f/No. 357.048
357.054 T-Handle, f/No. 357.053
358.211 Handle wi/thread, f/Bar No. 358.210
392.040 Handle f/Kirschner Wires @ 0.6 tc 1.6mm
392.923 Reduction Grip, {/MEFISTC®
383.1CG0 Universai Chuck w/T-Handle
363.1C5 Universal Chuck, smail, w/T-Handie
395.380 T-Handle f/Steinmann Pins+Schanz Screws
395.911 Handle #/Drili Sleeve
387.700 Handle w/Quick Coupling
397.705 Handle f/Torque Limiter

Oberdorf, May 5, 2015 Page 2 of 3
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@ SYNTHES"®

Refers o DoC TF10332 TRA Instrument Handles

Article Article description
397.706 Handle ffTorque Limiter No. 511.774
399.540 Chisel Handle
600.100 Mandle w/Valve
ES5111-3 T-Handle Epoca
Cberdorf, May 5, 2015 Page 3 of 3
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. {logo)
Soudni pieklad z anglického jazyka

Prohlaseni o shodé

Spolegnost Synthes GmbH (Eimatistrasse 3, CH-4436 Oberdorf} timto na svou odpovédnost
prohladuje, Ze zdravotnicky prostfedek / fada zdravotnickych nrostfedk( Rukojeté nastroji
(klasifikace 1) spifiuji vSechny pozadavky

Smérnice Evropské rady €. 83/42/EHS a
pfislugnych dvycarskych zakonl o terapeutickych vyrobeich (Schweizerisches Heilmiltelgesetz,
HMG) platné v tomto koniexiu.

Timto prohladujeme shodu vy3e uvedeného zdravoinického prostfedku/skupiny prostredk( dle
Smérnice Evropské rady &. 93/42/EHS, Pflioha | vEelné pfislusnych norem, jak je stanoveno v
Seznamu zakladnich poZadavki a v Pliloze Vil

Vy&e uvedenym zdravotnickym prostfedkiim / skuping prostfedkd, bylo udéleno oznacteni CE v roce
1895.

Seznam zdravotnickych prostfedkU, na néZ se vztahuje toto ProhlaSeni o shodé, je pfipojen formou
piilohy.

Misto a datum: Oberdorf, 5. 5. 2015
[podpis necitelny) Ipodpis naditelny]
Anton Bracher Stefan Dudé

Senior fedilel pro diahy a Srouby Trauma CMF

Manazer skupin
By Vedouci R&D pro Svycarsko Trauma/CMF

Regulaéni zalezitosti Trauma

{dentifikalor dok.: TF10332 TRA

SE_B0765C_AA Strana tze 3
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Soudni pfeklad z anglického jazyka

Vztahuje se k PoS TF10332 TRA Rukojet& nastroju

¢.polozky  Popis zboZi

Oberdorf, 5. Kvétna 2015
Strana2ze 3
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TLUMOCNICKA DOLOZKA

y rozhodnutim Krajského soudu

Jako tlumocnik némeckého a anglického jazyka, jmenovan
stvrzuji, Ze pfeklad souhiasi s textem pfipojens

v Brné dne 28. Unora 1994 (C.j. Spr 1518-93),
listiny. Jedna se o prostou kopii originainj listiny.
& G755
Tiumaocnicky dkon je zapsan pod poradovym &islem deniku, poloZka &islo

31 -08- 2015

Tlumocnik:
ing. Pavel Skfivanak £
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Declaration of Conformity

Synthes GmbH (Eimattstrasse 3, CH-4436 Oberdorf) hereby declares under its sole respensibility that
the medical device/ device family Insertion and Extraction Instruments (Classification I)

meets all the provisions of the

European Councll Directive 93/42/EEC, and the
Swiss Legislation on Therapeulic Products (Schweizerisches Heilmittelgesstz, HMG)
which apply.

We hereby declare the conformity of above mentioned medical device! device family accerding to the

European Council Directive 83/42/EEC, Annex | including applicable standards as Indicated in the
Essential Requirements Checklist and Annex Vil

The above mentioned medical device/device family was initialiy CE reieased in the year 1895,

The list of the medical devices covered by this Declaration of Conformily is atlached.

Place and Date: Oberdorf, May 5, 2015

Y L

.
7 Iz. o
/ ’/!W“"-“d_ JESIOR

’ 7

Anton Bracher Sfe{n Dudé

Group Manager Senler Dirsclor PletesdScrews Traume/CMF
Regulatory Affalrs Trauma Swiss Lead R&D Trauma/CMF

SE_B807647_AA Page 1 of 5
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Refers to DoC TF10320 TRA Inseition and Extraclion Inslruments

Article

03.007.008
03.007.018
03.008.005
03.008.011
03.010.000
03.010.001
03.010.044
03.010.047
03.010.053
03.010.084
03.010.095
03.010.146
03.010.171
03.010.173
03.010.174
03.010.175
03.010.176
03.010.356
03.010.373
03.010.404
03.010.410
03.010.411
03.010.414
03.010.415
03.010.423
03.010.424
03.010.445
03.010.474
03.010.484
03.019.007
03.019.024
03.019.030
03.019.031
03.037.024
03.037.025
03.637.028
03.037.030
03.037.032
03.108.040
03.224.001
03.224.005
03.224 007
03.224.008
03.225.038
03.227.038
03.401.070
03.401.071
03.401.072
03.401.073
03.401.078
03.401.077
03.401.078
03.402.740
03.402.741
03.402.744

Oberdor, May 5, 2015

Article description

Nail inserter #/0leON

Conical Extraction Screw, w/Quick Coupling
Connecior, f/No. 03.008.007

Spiral Biade Inserter

Extraction Screw, f/Tibial and Femoral Nails
Extraction Screw, #/Tibial and Femora! Nails
Connecting Screw, cannulated, for No. 03.010.045
Connector, L 141mm, f/insertion Handle
Connecting Screw, can., flExpert Humeral Nail
Spiral inserter f/Spiral Blade Insertion

Connecting Screw, cannulated, short

Connecting Scraw, cannul., w/internal Mbx1 Thread
Pliers f/Removal of PFNA Biades

Adapter f/Hooks f/Removal of PENA Blades
Adapter f/Sleeve f/Removal of PFNA Blades
Adapter i/Blade f/Removal of PFNA Blades
Adapter w/ihread, f/Blade f/Removal of PFNA Blades
Connecling Screw, cannulated, f/Expert™ A2FN
Extraction Screw, f/[Expert™ A2FN

Connecting Screw, cannulated, #/Expert™ Tibial Naii
Impactior f/PFNA Blade

Extraction Screw f/PFNA Blade

Connecling Screw fIPENA, ifNo. 03.010.412
Connecling Screw f/T FN, f/No. 03.010.412
Compression Instrument f/PFNA Blade

Connector f/Insertion Handle IPFNA

Extraction Screw f/Expert™ Tibial Najj

Connecting Screw, cannulated, f/TEN

Connectling Screw f/Aiming Arm, long

Connecling Screw, cannulated

Extraction Screw fMultiLoc™Humeral Nailing System
Connecting Screw f/MultiLoc™ HN System
Connecting Screw f/MultiLoc™ HN System

TFNA Helical-Blade Impactor

TFNA Screw Inserter

Connecting Screw fITENA Helical Biade+Screw
Extraction Instrument f/TENA Helical Blade and Screw
Extraction Instrument fiTFNA Nail, cannulated
Adapter f/Kirschner Wires @ 2.8mm

Insertion Instrument f/DHS® Blade

Extraction instrument /DHS® Blade

Connecling Screw flinsertion of DHS® Blade
Connecting Screw f/Extraction of DHS® Biade
Attachment f/Compression Sleeve fIHCS @ 4.5mm
Attachment f/Compression Sleeve f/[HCS @ 6.5mm
Guide Bar f/Removal of Implants

Articulated Head Extractor, f/No. 03.401.070

Stem Extraclor f/Guide Bar No. 03.401.070
Articulated Eccenter Exiractor, f/No. 03.401.070
Extraction Screw, conical, #inner diameter 7.0mm
Screw M6x18 f/No. 03.401.072

Nut M8 f/Nos. 03.401.071 and 03.401.073

Stem Inserter/Extractor

Stem Inserler/Exiractor

Impactor, convex, f/Radial Head Prosthesis

Paga 2 of 5
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Refers to DoC TF10326 TRA Insertion and Exlraclion instruments

Article

309.501
309.510
309.520
308.530
309.531
309.532
328.044
328.335
328.345
332.016
332.160
332.210
332.350
332.352
332.353
332.405
332.406
333.390
338.140
338.200
338.220
338.250
338.260
338.280
338.310
338.313
338.342
338.345
338.347
338.348
355.160
355.180
355.250
355.330
355.350
355.360
355.368
355.370
355.380
355.390
355.388
356.328
356.328
356.330
356.331
356.332
356.340
356.490
356.539
356.540
356.541
356.542
356.543
356.544
356.560

Obardorf, May §, 2015

Article description

Extraction Screw, conical

Extraction Screw, conical, f/Screws @ 1.5+2.0mm
Extraction Screw f/Screws @ 2.7, 3.5+4.0mm
Extraction Screw, conical, /Screws @ 4.5+8.5mm
Extraction Screw, conical, L. 136mm
Exiraction Screw, conical, L 186mm
Connecting Screw f/No. 328.040

Connecting Screw fILCP 3.5

Connecting Screw fILCP 4.5/5.0
Inserter/Extractor f/Cann. Angl. Plates
Inserier/Extractor w/Adjustable Clamps
Impactor, f/Angled Blade Plates
inserter/Extractor

Inserter/Extractor

Inserter/Extractor f/Plates

Impactor f/Cann. Angl. Plate 4.5

Insert f/lmpactor No. 332.405

Forked impactor, i/No. 333.380

DHS/DCS® impactor

Connecting Screw, short

Connecting Screw, long, f/No. 338.060

Insert f/DHS/DCS® Impactor No. 338.140
insert f/DHS/DCS® Impactor No. 338.280
DHS/DCS® Impactor, f/One-step Insertion Technique
Connecting Screw, ffOHS/DCS® Wrench No. 338.300
Connecting Screw @ 5.2mm

LCP® DHHS™ Guide Shaft

LCP® DHHS™ Connecting Screw, L 324mm
LCP® DHHS™ Impactor, cannulated, L 300mm
LCP® DHHS™ Cap flimpactor

Driving Piece, curved

Driving Head

Ram

Connector withread, /Extraction Hook
Extraction Hook, f/Nails @ 3.0 to 11.0mm
Extraction Hook, f/Nails @ 11.0mm and larger
Extraction Hook, L. 480mm, f/Nails @ 9.0mm
Extraction Hook, long, f/Nails @ 9.0-11.0mm
Extraction Hook, long, f/Nails @ 11.0-14.0mm
Extraction Hook, f/Nails @ 14.0mm and larger
Extraction Hook @ 3.7mm, flcannulated Nails
Extractor {/Solid Nails & 8.0mm

Extractor f/Solid Nails @ 9.0mm

Extractor f/Solid Nails @ 10.0mm

Extractor f/Solid Nails @ 11.0mm

Extractor {/Solid Nails @ 12.0mm

Guide Wire w/Hexagonal Head
Inserter/Extractor f/UTN/CTN und UHN
Connecling Screw f/CTN f/SynReam
Connecting Screw flUTN

Connecting Screw f/No. 356.511

Connecting Screw f/UTN, f/No. 356.511
Extraction Screw f/JUTN/CTN

Connecling Screw f/CTN, f/No. 356.511
Coupling Block f/Extraction of UTN

Page 3 of §
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Refers o DoC TF10328 TRA Insertion and Extraction instruments

Article
356.570
356.580
356.625
356.721
356.722
357.021
357.028
357.028
357.120
357.132
357.133
357.135
357.180
357.181
357.310
357.340
357.360
357.361
357.372
357.377
3567.378
357.395
357.396
357.397
357.419
357.420
357.421
357.428
357.512
357.540
358.540
358.696
358.697
358.021
358.205
3569.206
359.208
359.210
358.212
359.219
350.220
391.219
387.710
397.720
397.730
387.740
397.750
397.760
398.335
E5112-1
E5114-1
E5115-7
E5115-7P
£5211-10
£5211-10P

Oberdorf, May 5, 2015

Article description

Coupling Block f/UTN

Coupling Block w/Square Sleeve f/UTN
Connecting Screw f/[Expander Spacer

Extraction Screw ff/AFN/UFN/CFN and Spiral Blade
Extraction Screw {/AFN/UFN/CFN and Spiral Biade
Connecling Screw #/PFN, f/No, 357.0142
Connector f/PFN, f/No. 357.020

Connecting Screw, cannulated, f/PFN and PFNA
Spiral Inserter f/Splral Blade Insertion

Connecling Screw {/Spiral Blade f/DFN

Extraction Screw f/AFN/DFN

Connecting Screw f/DFN {/SynReam

Driving Cap f/UFN/CFN

Driving Cap flJUFN/CFN

Inserter f/Spiral Blade

Connecting Screw f/Spiral Blade f/fUFN/CFN
Extraction Screw {/UFN/CFN and Spiral Blade
Extraction Screw ffJUFN/CFN and Spiral Biade
Inserier ffiHelical Blade I/TFN

Connecting Screw f/Helical Blade /TFN

Extraction instrument f/Helical Biade i/TFN
Connector f/TFN, f/No. 357.411

Extraction Screw {/TFN

Connecting Screw, cannulated, {/TFN
Percutaneous Connecting Screw, cannulated
Conical Extraction Bolt flTFN

Extraction Screw Guide fTFN

Inserter/Exiractor f/TFN Femoral Neck Screw
Connecting Screw fJUFN/CFN, cannulated
Connecting Screw ffUFN

Connecting Screw flUHN

Inserler f/Spirai Blade

Connecting Screw f/Spiral Blades, f/lUHN and PHN
Connecting Piece f/Exiraction of UHN

Impactor fITEN, stralght

impactor f/TEN, bevelled

F-Tool f/Reduction, small

Bar f/F-Tool No. 359.212, w/o Handle

F-Tool f/Reduction, iarge

Inserter ffTEN

Impactor, bevelled, small, f/TEN

Impactor f/TRD, {/Cable System

Cancellous Bone impactor @ 6.0 mm, round
Cancellous Bone Impactor @ 6.0 mm, round, flattened
Cancellious Bone Impactor @ 8.0 mm, round
Cancellous Bone Impactor, rectangular, § x 16mm
Cancellous Bone Impactor, rectangular, 10 x 20mm
Cancellous Bone Impactor, rectangular, 10 x 30mm
Connecting Screw f/CFN/AFN f/SynReam

Starter Rasp Epoca, size 6

Spare Screw {/Trial Head Epoca

Impactor Epeca

Impactor Head Epoca

Glenoid Impactor Epoca

Synthetic Headpiece f/lmpactor {/Glenold

© SVIVTHES'

Page 4 of S
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soudni pfeklad z anglického jazyka

Prohlaseni o shodé

Spole&nost Synthes GmbH (Eimalistrasse 3, CH-4436 Oberdorf) timto na svou odpovédnost
prohlasuje, Ze zdravotnicky prostiedek / fada zdravotnickych prostfedki Inzer&ni a extrakéni
nastroje (klasifikace 1) spliuji vSechny pozadavky

Smérnice Evropské rady €. 93/42/EHS a
pilsludnych Svycarskych zakonl o terapeutickych vyrobcich (Schweizerisches Heilimittelgesetz,
HMG) platné v tomto kontextu.

Timto prohladujeme shodu vy$e uvedengho zdravotnického prostiedku/skupiny prostiedki dle
Smérnice Evropské rady &. 83/42/EHS, Pilloha i yietné pifsiuSnych norem, jak je stanovenc v
Seznamu zakladnich poZadavku a v Priloze VIl

Ve uvedenym zdravotnickym prostfedkim / skuping prostfedki, bylo udsleno oznateni CE v roce
1985.

Seznam zdravotnickych prostfedkl, na néz se vztahuje toto Prohlaeni o shodg, je pfipojen formou
pfilohy.

Misto a datum: Oberdorf, 5. 5. 2015
[podpis necitelny) Ipodpis necitelny)
Anton Bracher Stefan Dudé
Manazer skupiny Senlor teditel pro diahy a Srouby Trauma CMF

Regulagnl zalezitosti Trauma Vedouci R&D pro Svycarsko Trauma/CMF

ldentifikétor dok.: TF10328  TRA

SE_B07647_AA Strena 125

167
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Soudni preklad z anglického jazyka

Vztahuje se k PoS TF10329 TRA Inzer&ni a exirakéni nastroje

C. poloZky  Popis zbozi

Oberdorf, 5. Kvétna 2015
Strzna 2ze5
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Product Servics

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD}, Annex il excluding (4)
{Davices in Class ila, iib or iii}

No. G11503 56032075

Manufacturer: Synthes GmbH

Elmallstrasse 3

4438 Oberdorf

SWITZERLAND
Product Mon-actlve implants and related Instruments
Category{ies): for surgleal fixation, correction and

regeneration of the human skeleton,

power foois, bone repiacement pregucts,

bone cement and related mixing

and dellvery systems and assoclated accessorles

The Certificalion Body of TOV SUD Praduct Service GmbH declares that the aforementloned
manufacturer has Implemented a quallly assurance system for design, manufacture and final
inspection of the respective devices / device categories In accordance with MDD Annex I,
This qualily assurance system conforms to the requirements of this Directive and Is subject to
perlodical survelilance, For marketing of class 1l devices an additional Annex 1l (4) certificate
Is mandatory. See also notes overleaf,

Report No.: 713045203
Valld from: 2015-03-17
Valid until: 2017-12-22

-4

Hans-Heiner Junker

Date, 2015-03-24

TOV SUD Product Service GmbH is Notified Bedy with Identification no. 0123
Page 1af 3

i e ®
TV STID Product Service GmbH - Zeriifizierstelle - AldlerstraRe 65 - 80338 Minchan « Bermany TOV
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EC Certificate

Product Sepvice

Full Quality Assurance Systam
Directive 93/42/EEC on Medical Davices {MDD), Annex Il excluding (4)

{Devices In Class {iz, Ib or i)

No. G1 15 03 56032 075

Facility(ies):

Page 20f3

Synthes GmbH
Elmaltstrasse 3, 4438 Oberdori, Switzerland

Synthes GmbH
Bohnackerweg 6, 2645 Selzach, Swilzerland

Synihas GmbH
Luzemslirasse 19-21, 4528 Zuchwil, Swiizerland

Synthes Produktions GmbH
Muracherstrasse 3, 2544 Beltlach, Switzerland

Synihes Produkilons GmbH
Solothurnstrasse 186, 2540 Grenchen, Switzerland

Synthes Produklions GmbH
Kanaistrafle West 30, 3842 Raron, Switzerland

Synthes Produktions GmbH
Im Bifeng 6, 4614 Higendor, Swiizerland

Synthes Produkiions GmbH
Via Cavazz 5, 8805 Mezzovico, Swilzerland

Synthes GmbH
Industriestrasse 28, 2545 Selzach, Swilzerland

Synthes GmbH (DE)
Im KirchennUrsile 4-8, 78224 Umkirch b. Freiburg, Germany

Synthes Produktions GmbH
Domacherstraile 20, 4710 Balsthal, Swilzerand

Synthes Usterreich GmbH
Karalingerstrasse 16, 5020 Salzburg, Auslria

Synthes Praduktions GmbH
Eimaltstrasse 3, 4436 Oberdorf, Switzerland

Synthes (Suzhou) Medical Co. Lid.

Suzhou Industrial Park, Jiang Su Provinca,
Mo. 428 Znhong Nan Sirest, 215021 Suzhou,
PEOPLE'S REPUBLIC OF CHINA

Synthes USA Products LLC
108 Willowbrock Lene, Wes! Chester, PA 198382, USA

Synthes USA HQ, Inc.
1302 Wrights Lane East, Wesl Chester, PA 19380, USA

Synthaes USA HQ, inc.
1210 Ward Avenue, Wast Chaster, PA 19380 USA

TOV 30D Product Service Gmbi - Zertifiziarstells - RidlerstraBe 65 - 80339 Mlnchen - Germany
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i . EC Certificate

(Dovices in Class ila, lip arlif}

| No. G115 03 56032 075

= Facility(ies}):

Page30f3

T{V SUD Product Service GmbH - Zertifizisrstelle

Full Quality Assurance System
Diractlve 83!42/EEC on Madical Devices (MDD}, Annex f sxcluding {4}

h e ;7 4
Proguct Service
Synthes USA Producls LLC
1302 Wiights Lans East, West Chester, PA 19380, USA
Synthas USA Products LLC
1310 Goshem Parkway, Wesl Chester, PA 18380, USA
Synthes USA Products LLC
1303 Goshen Parkway, Wesl Chester, PA 19380, USA
Synthes USA Products LLG
1301 Goshen Parkway, West Chesler, PA 18380, USA
Synthes USA Producls LLG
4230 Wilson Dilve, West Chester, PA 10380, LISA
Synthes USA Producls LLC
325 Paramount Drive, Raynham, MA 02767, USA
Synthas USA LLC
1051 Synthes Avenue, Monument, CO 80132, USA
Synthes USA HQ, Inc.
1860 Russal Road, Pacli, PA 18301, USA
Synthas USALLC
1101 Synthes Avenue, Monumenl, CO 80132, USA
Synthes USA HQ, lnc.
1101 Synlhes Avenue, Monument, CO 80132, USA
Synthes USA Sales LLC
1101 Synthes Avenus, Monument, CO 80132, USA
Synihes USA LLC
4713 Jetstream Dr, Colorade Springs, CO 80921, USA
Synthes USALLC
1200 Synthes Avenue, Monument, CO 80132, USA
Synthes USA, LLC
35 Alrport Road, Horseheads, NY 14845, USA
. RidlerstraRe 65 - 80339 Minchen - Garmany ™Y

~a
)
)
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TOV s00 Product Service GmbH Rldiarstre8s 85 » 80339 Monchen » Dsautschiand

Synthes GmbH

Frau Lianne Vos-Teeling
Eimatistrasse 3

4436 Oberdorf
SCHWEIZ

Pree Zoichon/Nochrich vom Unsero ZaichoriNamd

NANR
Helna Flaschhutz

Tei-DurchahiE-Mai Fex-Durchwehl
080 50084348 059 50084287
halga.fmd\hmz@wav-suodde

Korriglerter Anhang zu EG-Zertifikat G1 15 03 56032 075

Sehr geehrte Frau Vos-Teeling,

anbel erhalten Sle den korrigierten A

Sollten Sie noch Fragen haben, kénnen Sie uns gerne anrufen.

Mit freundlichen Grlften

TV SUD Product Service GmbH
TALA

i.A. Helga Fleschhutz

Nicht-Aktive Medizinprodukte

Hardatsrogieter Mdnchen HRB 85742

HypoVereinsbank Minchen

Klo.48 852211 » BLZ 700 20270

USHaNy. DET293842057 Geschafisihrar
Informationen gemid § 2Abs, 1DLInfoV  Dr. Jens Butenanct
untas waw. wav-sued defimpressum Robeil Kees

Telefon: +49 83 500840
Telstax: +49 89 50084222

wrwdugy-sued.d?

Tov®

#Meky Sicherhaik
Mahr Warl,
Detm Sala
13.04.2015 {voni

nhang zu threm EG-Zertifikat G115 03 56032 075.

T0v SO0 Product Service GmbH
tisdenassung Minchen
RidlersireBe 65

£0339 Manchen

Deutschland

773



idni preklad z anglického jazyka

{logo)

Produktovy servis

ifikay EC
mpletni systém kontroly kvality

grnice 93/42/EHS o zdravotnickych prostiedcich, pfiloha il, vyjma &lénku 4
itfzeni v tFidé ila, ilb nebo iii)

531 15 03 56032 075

Synthes GmbH
Eimattstrasse 3
4436 Oberdorf

SVYCARSKO
Neaktivnf implantaty a spojené nastroje k chivurgické fixaci, korekci a regeneraci lidské

kostry, motorové nastroje, produlty ke kostni nshrads, kostnf cement a spojenéd
michaci 2 aplikaénf systémy a pFislufenstvi

robce:

tegorie produktl:

wrtifikacnl organ TOV SUD Product Service GmbH prohladuje, 7e vyie uvedeny vyrobce implementoval systém
introly kvality pfi navrhovani, vyrobé a kone¢né kontrole prislusnych prostfedkii / kategorif prostiedki v souladu se
nérnici MDD Annex Il. Tento systém kontroly kvality spliuje poZadavky této smérnice a podiéha pravidelné

sntrole. Prodej prostfedkd tiidy 1l vyZaduje dalsi certifikt dle prilohy i {4). Viz také pozndmky na druhé strané.

wdva & 713045203

@tné od: i7.3.2015

atné do: 22.12.2017

J0dpis]

latum: 24. 3. 2015 Hans-Heiner Junker {pecet}

‘Uv SUD Preduct Service GmbH Je notifikovany orgén s identifikacnim € 0123

itrana 1 ze 3
TUV sUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Némecko
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fikat EC

npletni systém kontroly kvality
$rnice 93/42/EHS o zdravotnickych prostredcich, priloha i, vyjma clanku 4
Sizeni v tifdé lia, ith nebo 1)

31 15 03 56032 075

tod{y}:

Strana 2 ze 3

Synthes GmbH
Eimattstrasse 3, 4436 Oberdorf, Swjcarske

Synthes GmbH
Bohnackerweg 5, 2545 Selzach, Swycarsko

Synthes GmbH
Luzernstrasse 19-21, 4528 Zuchwil, Swycarsko

Synthes Produktions GmbH
Muracherstrasse 3, 2544 Bettlach, Swicarsko

Synthes Produktions GmbH
Solothurnstrasse 186, 2540 Grenchen, Svycarsko

Synthes Produktions GmbH
Kanalstrafe West 30, 3242 Raron, Swicarsko

Synthes Produktions GmbH
Im Bifang 6, 4614 Hagendorf, Svycarsko

Synthes Produktions GmbH
Via Cavazz 5, 6805 Mezzovico, Svycarsko

Synthes GmbH
Industriestrasse 28, 2545 Seizach, Swcarsko

Synthes GmbH (DE)
Im Kirchenhiirstle 4-6, 79224 Umkirch b. Freiburg, Némecko

Synthes Produktions GmbH
Dornacherstrafe 20, 4710 Balsthal, Swicarsko

Synthes Osterreich GmbH
Karolingerstrasse 16, 5020 Salzburg, Rakousko

Synthes Produktions GmbH
Eimattstrasse 3, 4436 Oberdorf, Swycarsko

Synthes (Suzhou) Medical Co. Ltd.

Suzhou Industrial Park, Jiang Su Province,
No. 428 Zhong Nan Street, 215021 Suzhou,
CINSKA LIDOVA REPUBLIKA

Synthes USA Products LLC
108 Willowbrook Lane, West Chester, PA 19382, USA

Synthes USA HQ, Inc.
1302 Wrights Lane East, West Chester, PA 19380, USA

Synthes USA HQ, inc.
1210 Ward Avenue, West Chester, PA 19380 USA

TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen

{logo)

Produktovy servis

- Némecko
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ikat EC

sletni systém kontroly kvality
fice 93/42/EHS 0 zdravotnickych prostfedcich, pfiloha II, vyjma Clanku 4
reni v tiidé ila, 1ib nebo 1t)

115 03 56032 075

wly):

3ze?

Synthes USA Products L1.C
1302 Wrights Lane East, West Chester, PA 19380, USA

Synthes USA Products LLC
1310 Goshem Parkway, West Chester, PA 19380, USA

Synthes USA Products LLC
1303 Goshen Parkway, West Chestar, PA 19380, USA

Synthes USA Products LLC
1301 Goshen Parkway, West Chester, PA 19380, USA

Synthes USA Products LLC
1230Wilson Drive, West Chester, PA 19380, USA

Synthes USA Products LLC
325 Paramount Drive, Raynham, MA 02767, USA

Synthes USA LLC
1051 Synthes Avenue, Monument, CO 80132, USA

Synthes USA HQ, Inc.
1690 Russel Road, Paali, PA 19301, USA

Synthes USA LLC
1101 Synthes Avenue, Monument, CO 80132, USA

Synthes USA HQ, Inc.
1101 Synthes Avenue, Monument, CO 80132, USA

Synthes USA Sales LLC
1101 Synthes Avenue, Monument, CO 80132, USA

Synthes USA LLC
1713 Jetstream Dr, Colorado Springs, CO 80921, USA

Synthes USA LLC
1200 Synthes Avenue, Monument, CO 80132, USA

Synthes USA, LLC
35 Airport Road, Horseheads, NY 14845, USA

Miinchen, CRT2, 23. 3. 2015
{podpis)

Hans-Heiner Junker

{logo)

Produktovy servis

TOV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Némecko 746



TLUMOCNICKA DOLOZKA

Jako tlumoénik némeckeho a angiického jazyka, jmenovany rozhodnutim Krajského soudu
v Brné dne 28. tinora 1994 (€. Spr 1518-93), stvrzuji, Ze preklad souhlasi s textem pfipojeng

listiny. Jedna se o prostou kopii originalni listiny. -
‘ » =
%P Wz
Tlumaocnicky tkon je zapsan pod pofadovym &islem ... /¢ deniku, polozka éislo Tt IV
31 -08- 2015
DI wovvin v fume vy m

Tlumocnik:
Ing. Pavel Skiivanek

Clidho
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,Modernizace a vybaveni pristrojového vybaveni Pavilonu akutni mediciny a centrainiho vstupu KKN -
Vybaveni pro operacni saly — ¢ast 12“ VZ 483940

Ptiloha Kupni smlouvy &. 4 — Prohladen{ o shodé

Radix CZ s.r.0.

WWW.oromegicus.cz

198

Praha S - Smicnov nfo@promedicus.
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SURGICAL PRODUCTS

Declaration of Conformity

Manufcturer's Name:  MEDIFLEX Division of Flexbar Machine Corp.
Manufacturer’s Address: 250 Gibbs Road, slandia, NY 11749, USA

Authorized Representative: Baty International
Victoria Road
Burgess Hill, West Sussex
RHI15 8UyY U.K.
TEL:+ 44 {0} 1444 235621

Proguct Name: Bookier Universal Surgical Retractor
Model Number: _ 72XXX

Type of Medical Device: ~ Retractor, Surgical

Classification: Class |

Year placed inco produccion: - 2004

conforms to the following European Community Medicat Device Directives:

MDD/93/42/EEC

Larry Derrig declares that the product is in conformity with the essential requirements and

provisions of European Councit Directive $3/42/EEC and conforms to standards 15O 13485,

2 -

< g N

= g YN
s -

S
Lary Derrig /
Regulatory Affairs
15 Dec. 2004

179



Oveéreny preklad z jazyka anglického

SURGICAL PRODUCTS

Prohiaseni o shodeé

Nazev vyrobce: MEDIFLEX Division of Flexbar Machine Corp
Adresa vyrobce: 250 Gibbs Road, Islandia, NY 11749, USA
Opravneny zastupce: Baty International
“*"* Victoria Road
7{ Burgess Hiill. West Sussex
§ RH15 8UY UK.
§ Tel +44 (0) 1444 235621
7 Nazev vyrobku: Univerzalni chirurgicky retraklor Bookler
! ? Cislo modelu: T2XXX
f Typ lékaiského zafizeni. Retraktor, chirurgicky
} Zafazeni. Trida |
; Rok uvedeni do vyroby: 2004

adpovida nasledujicim smérnicim Evropského spolecenstvi o zdravotnickych

zafizenich
MDD/93/42/EEC

Larry Derrig prohladuje. Ze vyrobek je v souladu se zakladnimi pozadavky a predpisy

smaérnice Evropske rady 93/42/ECC a odpovida normam iSO 13485

(Podpis necitelny)
Larry Derrig
Regulacni zalezitosti
15. prosince 2004
Paozn piekladatele preklad svazan s obyéenou kopr dokumentu
- ;:,', K TN ey favenny | ety \::,\:n Vipty

" Strana 1 prekladu

7F0



Unmocnik pro Gaavk angheky. fmenovany rozhadnutn

AR HIINN coudu v Pl 7o dne H001983 ¢d0 Spro 226293
sovizagh, z¢ piokind souhias: s eviem piiioZzend liatiny,
Lo dusnha

Viwmadsichs el e zapsin poad pofadossm eis,

Being an interpreter of the English language duly appeinted by the
decision of the Reglonal Court in Plzeiy which decision is dated
A 40/1962, Rell Spr. 226093, 1 do hereby contirm thal 1he presend

canslation is a4 tre translation of the attached decument

This act of interpretng bas been entered in the fournet i
Vo Mugdanskveh Livmchdne oo

In Marianske Lazné. daed 7

p g 70
i L Fretba il
4

Maer. Ladislay Sisa
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,Modernizace a vybaveni pfistrojového vybaveni Pavilonu akutni mediciny a centralniho vstupu KKN —
Vybaveni pro operacni sdly — ¢ast 12 VZ 483940

Ptiloha €. 5 Kupni smlouvy — Seznam skolitel( véetné
dokladli prokazujici opravnéni k ¢innosti

ProMedicus sr.o.

N&mdsti 14 Biine 130772
Némésti 14, Riine 1807/2

www.promedicus.cz

742

'S0 00 Pronho S - Smichov



,Modernizace a vybaveni pfistrojového vybaveni Pavilonu akutni mediciny a centralniho vstupu KKN —
Vybaveni pro operacni saly — ¢ast 12 VZ 483940

Ptiloha &. 5 kupni smlouvy:

Seznam &kolitelt véetné dokladli prokazujici opravnéni k cinnosti

SUBDODAVATEL

Johnson & Johnson, s.r.o.
Karla Englide 320/6
150 00 Praha 5

Skolitelé/instruktofi Viz Prohlageni k dokladu o proskoleni str.

SUBDODAVATEL

Radix CZ, s.r.o.
Caslavska 231
284 01 Kutna Hora - Karlov

Viclav Kuzel

el @ratlince s Radix CZ s.r.o., Caslavska 231

284 01 Kutnd Hora - Karlov

Skolitelé/instruktofi

V Praze dne 31. 8. 2015

Petr Stfihavka, jednatel
ProMedicus s.r.o.

ProMedicus s.r.o. tel: +420 222 747 802 www.promedicus.cz
Némésti 14. Rijna 1307/2 fax: +420 246 013 382
150 00 Praha S - Smichov info@promedicus.cz




PROHLASENI K DOKLADU O PROSKOLENI

Timto potvrzuji, Ze nabizené polozky v pfiloze nejsou aktivnim implantabilnim zdravotnickym
prostfedkem, ani aktivnim zdravotnickym prostfedkem rizikové tfidy 1lb nebo I, ani
zdravotnickym prostfedkem, u néhoZ by vyrobce stanovil povinnost instruktdze. Ztohoto
diivodu se na nabizené poloiky nevztahuje povinnost § 61 zakona ¢. 268/2014 Sb.
o zdravotnickych prostfedcich.

V Praze, dne 1.9.2015

Digitally signed by Kristyna VASOVA

Kri Styna DN: c=US, 0-JNJ, ou=Employees,

©0u=16251015, cn=Kristyna VASOVA,
email=kvasova@TSINJ.com
VASOVA Reason: | am the author of this document.
Date: 2015.09.01 16:30:10 +02'00°
Ing. Kristyna Vasova
Regulatory Affairs Specialist CZ/SK

Johnson & Johnson, s.r.o.

Karla Englise 3201/6
150 00 Prague 5 — Smichov

Phone: (+420) 227 012 503
e-mail; kvasova@its.jnj.com

1 ¥ 1]
onallohn
{/

Caring for the world, one person at G time ...

Page 1 of 3
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PFiloha

68.900.022 Extrakéni modul pro Srouby @ 3.5/4.0/4.5 mm

68.900.023 Extrakéni modul pro Srouby @ 5.0/6.0/6.5/7.0/7.3 mm

309.200 Fréza dutd kompletni, fezani proti sméru hodinovych rugicek, pro Srouby @ 2.0 mm
309.035 Fréza dutd kompletni, Fezdni proti sméru hodinovych ruticek, pro Srouby @ 3.5 a 4.0 mm
309.450 Fréza dutd kompletni, fezdni proti sméru hodinovych rutiZek, pro 3rouby @ 4.5 mm
309.065 Fréza dutd kompletni, fezani proti sméru hodinovych rucicek, pro Srouby 4 5.0, 6.0, 6.5 3 7.0
309.190 Cmer: pro extrakci, pro Srouby @ 2.0 mm

309.039 Cep pro extrakci, pro Srouby @ 3.5 2 4.0 mm

309.499 Cep pro extrakci, pro $rouby @ 4.5 3 5.0 mm

309.069 Cep pro extrakci, pro drouby @ 6.0, 6.5 a 7.0 mm

309.510 Sroub kénicky extrakéni, pro $rouby @ 1.5 3 2.0 mm

309.520 Sroub kénicky extrakéni, pro Srouby @ 2.7, 3.5 3 4.0 mm

309.521 Sroub extrakéni pro 3rouby @ 3.5 mm

309.53C Sroub kénicky extrakéni, pro Srouby @ 4.53 6.5 mm

309.004S Karbidovy vrtdk na kov @ 4.0 mm pro ocel pro nastroje a titan, sterilni

309.006S Karbidovy vrtak na kov @ 6.0 mm pro ocel pro ndstroje a titan, sterilni

309.503S Vrtak HSS @ 2.5 mm pro ocel pro implantéty, sterilni

309.5045 Vrtak HSS @ 3.5 mm pro ocel pro implantaty, steriln{

309.506S Vrtdk HSS @ 4.8 mm pro ocel pro implantdty, sterilni

311.440 Rukojet tvaru T s rychlospoikou

398.650 Klesté Srouby, délka 205 mm

03.200.013 Klesté extrakéni, velké, pro Srouby

03.900.011 Klesté extrakéni, maié, pro Srouby

395.680 Dldto Zlabkové, 3ifka 10 mm, délka 205/50 mm

314.291 Kolinedrni repozi¢ni svorka (skluznd rukojet)

398.753 Pdnevni rameno, pro kolinedrni repozicni svorku

398.756 Rameno tvaru kostniho hdku, pro kolinedrni repozicni svorku

398.752 Rameno Hohmann, pro kolinedrni repozi¢ni svorku

398.757 Redukdni ndstavec LCP, pro kolinedrni repoziéni svorku

398.710 Disk s hroty, pro kleSty repozi¢ni

398.758 Redukéni nastavec, pro kolined?age &iafi drorku

1S



Sito Vario Case™, ram sita, velikost 1/1, vy$ka 45 mm

689.508
681.500 Vioika pro kolinedmi repoziloi svorky, bez obsahu
689.507 Ocelové viko, velikost 1/1, pro site Vario Case™

Page 3 of 3
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SURGICAL PRODUCTS

SURGICAL DEVICES SINCE 1969
Phone: 1-631-582-8440 » Fax 1-631-582-8487

yavese medifiex com « g-maik sales@medifiex.com

MEDIFLEX Division of Flexbar Machine Corporation
250 Gibbs Road, Istandia, NY 11748-2697 - USA

LETTER OF DISTRIBUTORSHIP

Date, 30 August 2015
To: WHOM IT MAY CONCERN

Mediflex® Surgical Products has authorized below mentioned company to be
the distributor of our full line of products in the Czech Republic:

Rj\DIX CZ s.r.o.
Caslavska 231
284 01 Kutna Hora
Czech Republic.

The company can market, sell, install and service our medical instruments
and products during 2015 and 2016.
Instructions about proper use can be given by Mr. Véaciav Kuzel.

Best regards,

Gert Priem
Regional Manager EU

&
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Ovéfeny preklad z anglitiny do &e3tiny

Mediflex®

SURGICAL PRODUCTS CHIRURGICKE NASTROJE OD ROKU 196°
MEDIFLEX divize korporace Flexbar Machine Corporation Tel: 1-631-582-8440
250 Gibbs Road, isiandia, NY 11749-2697, USA Fax: 1-631-582-8487

www mediflex.com
email: sales@mediflex.com

Potvrzeni o distributorstvi

Dne 30. srpna 2015
REFERENCE

Spoletnost Mediflex® Surgical Products, chirurgické systémy a
prislusenstvi, timto vyddva oprdvnéni niZe uvedené spoletnosti, aby
se stala  distributorem  kompletni fady jejich  vyrobkd
v Ceské republice:

RADIX CZ, s.r.o.
Caslavskd 231

284 01 Kutnd Hora — Karlov
Ceska republika

Tato spoleCnost muiZe nabizet, proddvat, instalovat a servisovat
nase zdravotnické pomfcky a vyrobky béhem roku 2015 a 2016.

Podrobné informace kjejich Fddnému uZiti mlZe poskytnout

pan Vaclav KUZEL.

S pozdravem Podpis
Gert PRIEM

Regionalni manaier pro EU
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Interpreter’s Clause

As the court-appointed interpreter of the French language - appointed by the Decision of the
Regional Court in Prague, Czech Republic, on 24 May 2011, under ref. No. Spr. 4001/2011, and as
well as the court-appointed interpreter of the English language - appointed by the Decision of the
Regional Court in Prague, Czech Republic, on 16" December 2011, under ref. No. Spr. 4001/2011,

I thereby confirm that the translation verbally corresponds to the text of the document attached
thereto in its originai language version.

The interpreter’s act has been registered in my Interpreter’s Register Book under ref. No. 156.

In Kutna Hora, Czech Republic, on 4 September 2015

Tlumoénicksa doloZka

Jako tlumoinik jazyka francouzského, jmenovany rozhodnutim Krajského soudu v Praze
ze dne 24.5.2011, ¢&j. Spr. 4001/2011, a jako tlumoénik jazyka anglického, jmenovany rozhodnutim
Krajskéno soudu v Praze ze dne 16.12.2011, &,j. Spr. 4001/2011, timto stvrzuji, Ze preklad souhlasi

doslovné s textem pfipojené listiny.

Tlumocnicky tikon je zapsén pod poradovym &isten 156 tlumocnického deniku.

V Kutné Hofe, dne 4. z3fi 2015

ing. Jitka Sysigys
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,Modernizace a vybaveni pfistrojového vybaveni Pavilonu akutni mediciny a centralniho vstupu KKN —
Vybaveni pro operacni sély — &ast 12 VZ 483940

7 ra

Priloha &. 6 Kupni smlouvy — Seznam osob provadeéjici

servis véetné dokladd prokazujici opravnéni k Cinnosti.

ProMedicus sr.o. tel: +420 222 767 802 www.promedicus.cz
Némésti 14, Riing 1307/2 fox; +420 246 013 382
nfo@promedicus.cz 7 C70

50 00 Prana S - Smichov



,Modernizace a vybaveni pfistrojového vybaveni Pavilonu akutni mediciny a centrdiniho vstupu KKN —
Vybaveni pro opera¢ni saly — ¢ast 12“ VZ 483940

Pfiloha &. 6 kupni smlouvy:

Vesr 7

Seznam osob provadéjici servis véetné dokladi prokazujici opravnéni k

ProMedicus s.r.o.
Namésti 14. Rijna 1307/2
150 00 Praha 5

¢innosti

Osoba odpovédna za servis

Dana Jelinkov3, tel: 702 006 499
office@promedicus.cz

Servisni centrum:
ProMedicus s.r.o.
Namésti 14. Rijna 1307/2
150 00 Praha 5

Johnson & Johnson, s.r.o.
Karla Englie 320/6
150 00 Praha 5

Osoba odpovédna za servis

Richard Zapotocky, tel: 605 295 853
rzapotocky@its.jnj.com

Servisni centrum:
Johnson & Johnson, s.r.o.
U Trati 213, 252 61 Dobroviz

Radix CZ, s.r.o.
Caslavska 231
284 01 Kutnd Hora - Karlov

Osoba odpovédnd za servis

Vaclav KuZel
kuzel@radixcz.cz

Servisni centrum:
Radix CZ s.r.o., Caslavska 231
284 01 Kutna Hora - Karlov

V Praze dne 31. 8. 2015

Petr/Stfihav
ProMedic

A -.224781771

Medicus 5.1.0.
%sti 14. fijna 1307/2
15000 Praha 5

B @

kaysjednatel
us s.r.o.

ProMedicus s.r.o.
Namésti 14. Rijna 1307/2
150 00 Praha S - Smichov

tel.: +420 222 767 802
fax: +420 246 013 382
info@promedicus.cz

www.promedicus.cz
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