FAKULTNI | PNBmO .
NEMOCNICE smlouva ¢. VP/
BRNO

014/Kt

0O = w

Smlouva o vypujéce

l.
Smluvni strany

Fakultni nemocnice Brno

Jihlavska 20

625 00 Brno

zastoupena: MUDr. Romanem Krausem, MBA - feditelem
IC: 65 26 97 05

DIC: CZ 65269705

Bankovni spojeni: KB Brno-mésto, &. 0.: 71234621/0100
(dale jen vyplijcitel)

a

COVIDIEN ECE s.r.o., organizacni slozka
zapsan v obchodnim rejstfiku vedeném Méstskym soudem v Praze, oddil A, vlozka 54050

sidlo: Prosecka 852/66, 190 00 Praha 9

zastoupena: Ing.Vladimir Mihal, jednatel, MUDr.Andrea Koc€iSova, jednatel
IC: 27445241

DIC: CZ27445241

bank. spojeni: Citibank Praha a.s.

¢. uctu: 02046430101/2600

IBAN: IBAN CZ23 2600 0000 0020 4643 0101

SWIFT: SWIFT CITICZPX

/dale jen pujcitel/

uzaviraji v souladu s ust. § 2193 a nasl. Zak. &. 89/2012 Sb. Ob¢. zak. nasledujici smlouvu:

Il
Pfedmét smlouvy

Pujcitel pfenechava vypujéiteli nezuzivatelnou véc k bezplatnému uzivani generator Force
Triad véetné prisluSenstvi (2xpedal, vozik, zadsuvka k voziku, &elni panel), dale jen
pFistroj, cena pfistroje v K& 1.032.680,- vé. DPH 21%, vyrobni ¢islo TIK26348EX.

V pfipadé, Zze pfedmétem smlouvy je zdravotnicky: prostfedek, pljcitel prohlasuje, ze  je
zafazen v klasifika¢ni tfidé llb.

Puj¢itel sou¢asné prohlasuje, ze vy$e uvedeny pfistroj je zplisobily k fadnému uzivani a
jeho stav odpovida prislusnym predpisim. Soucasné pujcitel prohlasuje, ze vyrobce vydal
prohla$eni o shodé k pfedmétu smlouvy v souladu s Eeskymi pravnimi piedpisy.

Opravy, udrzbu a servis predmétu vypljcky a zaroven provadeéni periodickych

bezpecnostné-technickych kontrol bude provadét na své naklady pujcitel. Kopie protokolli o
provedenych prohlidkéach a servisnich zasazich budou neprodlené zasilany vypujciteli.
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smlouva ¢. VP/  /2014/Kt

M.
Povinnosti vypujcitele

Vypujéitel je povinen uvedeny pfistroj rfadné uzivat pfiméfené& povaze véci v souladu
s navodem k jeho obsluze vyhradné pro potfeby FNéBrno, Gynekologicko-porodnicka
Klinika, Obilni trh 11,NS .F2%2/......., 10 /915 ... . kontaktni osoba p.Martina
Rosakova, vrchni sestra op.salq, tel. 532 238 421/423.

Vyplijéitel je povinen zapljceny pfistroj chranit pfed poskozenim, ztratou nebo zniCenim,
nesmi jej pfedat k uzivani tfetim osobam. Po skon&eni vypUjcky je vypdjcitel povinen pfistroj
dle ¢l. Il. této smlouvy vratit pUjciteli ve stavu odpovidajicimu dobé jeho uZivani.

Iv.
Doba vypujéky

Doba vyplijcky je stanovena na dobu urcitou a to ode dne podpisu smouvy ob&ma smluvnimi
stranami do 31.12.2015 s vypovédni lhGtou 1 mésic, ktera pocind bé&Zet od mésice
nasledujiciho po doruceni vypovédi druhé smluvni stran&. Smiuvni strany mohou take
ukongit vypljcku dohodou.

V piipadé, ze by vypujéitel uzival pristroj v rozporu s touto smlouvou, je pdjcitel opravnén
pozadovat jeho vraceni.

Smluvni strany se dohodly, Ze z dlivodu, ktery nemohl puj¢itel pfedvidat, bude za zékladé
pozadavku pujcitele pFistroj pfed€asné vracen.

Pokud by vypuijcitel chtél pristroj pred¢asné vratit a pljciteli by z toho vznikly potize, mize
tak ucinit jen se souhlasem ptijcitele.

V.
Zavérecna ustanoveni

Smlouva nabyva platnosti a G¢innosti dnem podpisu obou smluvnich stran.

Vyhotovuje se ve dvou stejnopisech, po jednom pro kazdou smluvni stranu.

Jakékoliv zmény této smlouvy budou feSeny pisemnym dodatkem se souhlasem obou
smluvnich stran.

Smluvni strany se zavazuji, Ze sdéli ve |h(té 30 dnl zmény v oznaceni (nazev, sidlo,
statutarni zastupce) druhé smluvni strané.

VPraze dne (9§ DEC/ZQM V Brné dne // ///, o/(f/é

Ing.Viadimir Mihal.MUDFT.”Afdréa KociSova ) MUDr.Roman Kraus MBA
za pljcitele za vypujcitele
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COVIDIEN

CERTIFICATE OF AUTHENTICITY

This is to certify that the attached Declarations of Conformity:

#301, #302, #303, #306, #307A, #309, #310, #31 2, #313, #314,
#315, #316, #319, #323, #325, #326, #327, and #328

are true and accurate copies of the originals that gre maintained at
Covidien, 5920 Longbow Drive, Boulder, Colorado 80302-3299 USA..

Diana Karlin

Regulatory Associate

Covidien, Formerly known as Valleylab,
A Division of Tyco Healthcare Group LP

State of Colorado )
)SS.
County of Boulder )

Subscribed and sworn to before me this fifth day of April, 2012. Proved to me on the
basis of satisfactory evidence to be the person(s) whose name(s) is/are subscribed to
the within instrument, and acknowledged to me that he/she/they executed the same for
purposes therein stated.

WITNESS my hand and official seal.

' —"‘-—"-WM XD B8 . Donna Lehr
'MV . 8. 1 Notary Public

My Commission Expires August 8", 2012

CovIpIEd llc 508-261-8000 [T)
15 HRMPSHIRE STREET ‘

MANMSFIELD, MA

02048
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DOC # 307A COVIDIEN

Declaration of Conformity

We, Covidien llc
15 Hampshire Street
Mansfield, Massachusetts 02048
USA

(formerly Valleylab, a division of
Tyco Healthcare Group LP)

Declare under our sole responsibility that the Covidien llc Elii:-ctrosurgivcal Generators with
catalog numbers listed in Appendix 1 of this declaration are in conformity with the Essential
reqlirements of the Medical Device Directive, 93/42/EEC as aménded by 2007/47/EC.

These devices have been verified as conforming via the procedure relating to the EC
Declaration of Conformity as set out in the Conformity Assessment Route of the European
Medical Device Directive, Annex Il

Each kind of medical device to which the system has been applied complies with the applicable
provisions of the essential principals, the classification rules and the full quality assurance
procedures at each stage, from the desugn of the device uritil its fmal inspection before being
supplied, in accordance with Clause 1.8 of Schedule 3 of the Australian Therapeiitic Goods

Regulations.

Notified Body: ‘ EC Authorized Rep:
BSI Product Services Covidien Ireland Limited,
Kitemark House, Marylands Avenue, IDA Business & Téchnology Park,
Hemel Hempstead, Tullamore '
Hertfordshire HP2-45Q UK

Number: 0086

EC Certificate #: CE 00500

Signature: : March 8, 2012
Andres Holle Date
Senior Director,
Regulatory Alfairs

DOC Revision Date: March 8, 2012 Supersedes: Feb. 18, 2011 Page 1 of 4

CF2222 Effectivity Date: 03/07/12 Supersedes: 09/21/10
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DOC # 307A

Appendix 1

This appendix declares the products included in the above referenced Declaration of Conformity:

B9 coviDIEN

Catalog Number Class MDD Sterile/ MDD GMDN Code and term Device subcategory
Rule | Measure | Conformity ; (ifz} { Generic Device
Assessmeril Group (lIb)
Route
Force EZ-C Ilb | Rule9 Annex Il 11490: General-purpose General-purpose
Electrosurgical Diathermy Elsctrosurgical
System Generator Diathermy System
Generator
Force EZ-8C llb | Rule 9 Annex Il 11490: General-purpose General-purpose
Electrosurgical Diathermy Eleclrosurgical
System Generator Digthermy System
. Generalor
Force EZ-CS Ilb | Rule9 Annex Il 11490; General-purpose General-purpose
Electrosurgical Dlathermy Electrosurgical
‘System Generator Diathermy System
. Gerierator
Force EZ-8CS lib | Rule9 Annex I 11490: General-purpose General-purpose
Electrosurglcal Diathermy Electrosurgical
System Generator Diathermy Systerm
Generalor

Standards: These standards are applicable to the above listed products. (standard : version)

EN SO 13485: 2003; EN SO 14971:2000; EN 60601-1:1990/A1: 1993/A2; 1995 ; UL 60601-1: 2003; EN
60601-2-2:1998 ; EN 60801-1-2:2002 ; EN 55011:1998/A1: 2000 (CISPR 11); EN 60601-1-4: 1696; EN
50419:20086; EN ISO 14155-1:20083; EN 1041: :2008; EN 880:2008;

Catalog Number Class MDD Sterile/ MDD GMDN Code and term Device:subcategory
Rule | Measure | Conformity {lla) / Generic Device
Assessment Group {ib)
Roule
Force FX-8C llb | Ruleg Annex il 11490: General-purpose General-purpose
Electrosurgical Diathermy Eleclrosurgical
System Generator Diathermy System
Generator
Force FX-8CA llb | Rule9 Annex [l 11490: General-purpose General-purpose
Flectrosurgical Diathermy Electrosurgical
System Generator Diathermy System
Genoralor
Force FX-C llb | Rule9 Annex Il 11490: General-purpose Geheral-purpose
Electrosurgical Diathermy | Electrostrgical
System Generator Diagthermy System
Geneiator
Force FX-CS lib | Rule 9 Annex Il 11490; General-purpose General-purpose
“lectrosurgical Diathermy Electrosurgical
Systemi Generator Diathermy System
Generator
Force FX-8CS b | Rule9 Annex Il 11490: General-purpose General-purpose
Eleclrosurgical Diathermy Electrosurgical
System Generator Diathermy System
Generator
DOC Revision Date; March 8, 2012 Supersedes:  Feb. 18, 2011 Page 2 of 4
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| g | COVIDIEN

Force FX-8CAS b

Rule 9

Annex [l

11490: General-purpose
Electrosurgical Diathermy
System Generator

General-purpose
Electrosurgical
Diathermy Systemn
Generator

Standards: These standards are applicable to the above listed products. (standard version)
EN SO 13485: 2003; EN SO 14971:2000; EN 60601-1;1990/A1; 1993/A2; 1995; EN 60601-2-2:2000; EN
60601-1-2:2001; EN 60601 1-4:1996; EN 55011: 1998/A1: 2000; EN 50419; 2006 EN ISO 14155-1:2003;

EN 1041:2008; EN 980:2008;

Catalog Number Class | MDD Sterile/ MDD GMDN Code and lerm Device subcategary
Rule | Measure | Conformity (lla) / Generic Device
Agsessment Group (Iib)
Route
Surg 11-8 Ilb | Rule 9 Annex Il 11490: General-purpose General-purpose
Electrosurgical Diathermy Electrosurgical
System Generator Diathermy System
Generator
Surg 11-20 llb | Rule 9 Annex Il 11490: General-purpose General-purpose
Electrosurgical Diathermy Electrosurgleat
System Generator Diathermy System
Generator

Standards: These standards are applicable to the above listed products. (standard : version)
EN ISO 13485: 2003; EN ISO 14971:2000; EN 60601-1 (1988); EN 60601-2-2 (1991); EN 60601-1-2 (1993);
EN55011 (1991); AAMI HF18 (1993); EN 60601-1-4: 1996; EN 50419:2006; EN ISO 14155-1:2003; EN 1041:2008;

EN 980:2008;
Catalog Number Class | MDD Sterile/ MDD GMDN Code and term Device suibeategory
Rule | Measure | Conformily {Hia} / Generic Device
Assessment Group (lib)
Rotite
ForceTriad lib | Rule9 Annex i 11490: General-purpose General-purpose
Electrosurgical Diathermy Electrosurgical
System Generatar Diathermy System
Generalor
Force Triad, llb | Rule9 Annex || 43472; Analyser Analyser software,
Upgradeable software, application application program
program

Standards; These standards are applicable to the above listed products. (standard : version)

EN 1SO 13485: 2003; EN 1SO 14971:2000; EN 55011:1998; EN 60601-1:1990; EN 60601-1-1:1993; EN
60601-1-2:2001; EN 60601-2—2 (IEC60601-2-2:1998); EN 60601-1-4:1996; EN 50419:2006; EN ISO
14155-1:2003; EN 1041:2008; EN 980:2008;

Catalog Number Class MDD Sterile/ MDD GMDN Code and term Davice subcategory
Rule | Measure | Confarmily (Ha) / Generic Device
Assessment Group (lib)
Route
FTBRKIT Iib | Rule9 Annex Il 43472: Analyser Analyser software,
software, application applicalion program
program

Standards; These standards are applicable to the above listed products. (standard ; version)

BS EN 60601-1:1990; BS EN 60601-2-2:2007; NFPA 99:2005; BS EN 17664:2004; BS EN 60601-1-
1:2001, BS EN 60601-1-4:1997; IEC 60601-1-8:2006, EN ISO 14155-1:2003; BS EN 62366:2007; EN
ISO 14971 :2007; EN 980:2008; EN I1SO 10993-1:2003; ISO 15223-1:2007; EN ISO 13485: 2003; ISO
15225 AMD 1:2004; EN 50419; 2006; IEC 60417:2009; TR 60878:2003; ISTA 2A: 2006; ANSI AAMI
HE74: 2001, ASTM D4169-08:2008; IEC 60601-1-6:2006; ISO 1041:2008; {SO 7000:2004

DOC Revision Date: March 8, 2012

CF2222

Effectivity Date: 03/07/12

Supersedes:

Feb. 18, 2011
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4 DOC # 307A -COVIDIEN
Catalog Number Class | MDD Sterile/ MDD GMDN Cuode and term Device subcategory
Rile | Measure | Conformily {ita)  Generic Device
Assessmaent Group (IIb)
Route
FTRCKIT b | Rule'g Annex |l 43472: Analyser Analyser software,
software, application application program

program

Standards: These standards are applicable to the above listed products, (standard : version)
EN ISO 13485: 2003; EN I1SO 1041: 2008; |EC 62304: 2006; ISQ 7000: 2004; EN 980: 2008; (SO
15223-1: 2007; EN ISO 14971: 2007; 1SO 15225 AMD 1: 2004; ISTA 2A: 2008: ASTM D4169-08: 2008;

o

DOC Revision Date:  March 8, 2012
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----- Preklad z anglického jazyka

COVIDIEN
OSVEDCGENIE O PRAVOSTI
Potvrdzujem, Ze priloZené vyhlasenia zhody:

#301, #302, #303, #306, #307A, #309, #310, #312, #313, #314,
#315, #316, #319, #323, #325, #326, #327 a #328

s(i presné a pravdivé kopie originalov v iischove u spoloénosti Covidien, 5920 Longbow Drive, Boulder,
Colorado 80302-3299 USA.

(netitatelny podpis)

Diana Karlin

Externy pracovnik pre reguléciu

Covidien, predtym znama ako Valleylab,

Divizia skupiny Tyco Healthcare Group LP

Stat Colorado )
) SS.
Okres Boulder )

Prisazne podpisané v mojej pritomnosti dnes, piateho aprila 2012. Osoba, ktora sa na listine podpisala,
sa preukazala dostatoénym dokazom a potvrdila, Ze vystavila tito listinu pre uvedené tcely.

POTVRDZUJEM mojim podpisom a tradnou peciatkou.

DONNA LEHR ' (neditatelny podpis)
VEREJNY NOTAR Donna Lehr
STAT COLORADO Verejny notar
Moje opravnenie plati do 08.08.2012 | Moje opravnenie plati do 08. augusta 2012
Covidien 11¢ 508-261-8000 (T)
15 Hampshire Street
Mansfield, MA

02048



DOC ¢. 307A COVIDIEN

VYHLASENIE ZHODY
My,  Covidien llc
15 Hampshire Street
Mansfield, Massachusetts 02048
USA

(predtym zn&ma ako Valleylab,
Divizia skupiny Tyco Healthcare Group LP)

vyhlasujeme na nasu vyluéni  zodpovednost, Ze elekirochirurgicke ~generatory Covidien llc
s katalogovymi ¢islami uvedenymi v Prilohe 1 tohto vyhiasenia, spifiaju podstatné poziadavky Smernice
o zdravotnickych pomdckach 93/42/EEC, doplnenej Smernicou 2007/47/EC.

U tychto pomécok bola overena zhoda na zaklade postupu Vyhlasenia zhody EU v zmysle spdsobu
vyhodnotenia zhody podla Eurépskej smernice o zdravotnickych pomdckach, Priloha 1.

Kazdy druh zdravotnickej pomdcky, u ktorého bol uplatneny tento systém, spifia prislusné opatrenia
podstatnych zasad, klasifikacné pravidla a postup zabezpedenia Uplnej kvality na kazdom stupni od
navrhu pomocky po jej zaveredni kontrolu pred dodévkou v stlade s DoloZkou 1.8 Prilohy 3 Nariadeni
o australskych terapeutickych tovaroch.

Notifikovany organ: Opravneny zastupca EU:
BSI Product Service Covidien Ireland Limited,
Kitemark House, Marylands Avenue IDA Business & Technology Park,
Hemel Hempstead Tullamore
Hertfordshire HP2 4SQ, Spojené kralovstvo
Cislo: 0086

Certifikat EU &.: CE 00500

Podpis: (neditatelny podpis) 08. marca 2012

Andres Holle Datum

Riaditel

Regulatné zaleZitosti
Datum revizie DOC: 08. marca 2012 Nahrada: 18. februara 2011 Strana 1/4
CF2222 Datum ucinnosti: 07. marca 2012 Nahrada: 21. septembra 2010

(Priloha sa na ziadost zadévatela nepreklada)



St

Prekladatel'ska dolozka

Preklad som vykonal ako prekladatel jazyka anglického, nemeckého aslovenskeho zapisany pod

avidendnym Gislom prekladatela 970535 v zozname zhalcov, imotnikov a prekladatefov, ktory vedie

Ministerstvo spravodlivosti Slovenske] republiky v Bratislave. Preklad sthlasi s textom pripojenej listiny a je

zapisany pod poradovym ¢islom 210/05/12 prekladatefskeho dennika. Za prekladatelsky Gkon Gétujem
podia § 10 Vyhlasky MS SR &. 491/2004.

13.07.2012 o 1
Ing. Stefan Vratny, BSc, MA
stidny prekladatef

Zadavatelom prekladu je Covidien ECE s. . 0., Galvaniho 7/A, 821 04 Bratislava.







m COVIDIEN ) Covidien ECE s.r.0., organizaéni slozka

Prosecka 852/66, Building B, 190 00 Praha 9, Ceskd republika
Spolegnost zapsand v obchodnim rejstéfku vedeného Méstskym soudem v Praze, oddil A, vioZzka 54050

y Zikaznicky servis:
ICO: 274 45 241 Tel.: +420 239 000 456 Tel.: +420 241 095 711

DIC: CZ27445241 Fax: +420 239 000 437 Fax: +420 241 095 712
objednavka@covidien.com

Priloha ke smlouvé VP/2926/2014/Kt:

PrisluSenstvi k pfedmétu smlouvy :

Obj. Kod Popis cena v€. DPH 21%

FT900 Vozik pro Force 48 279 K&
Triad™

FT990 Zasuvka k voziku 5 566 K¢
FT900

FT950 Pfedni panel k 11 979 K¢é

voziku FT900

Jedna se o prislusestvi.

Obj.kod Popis cena v¢. DPH 21%
FT6003 Trojity nozni 30 129 K¢
spinacé

Pro monololarni paleni
E6009B Jednoduchy 11 858 K¢
nozni spinaé '
Standart B

Pro bipolarni
paleni

Prohlaseni o shodé priloZzeno.

Za spravnost: Ing. Jitka Korduliakova, Covidien ECE s.r.0.

V Praze dne 29.12.2014



COV IDIEN b Covidien ECE s.r.0., organizaéni slozka

Proseckd 852/66, Building B, 190 00 Praha 9, Ceskd republika
Spoleénost zapsand v obchodnim rejstiiku vedeného Méstslkym soudem v Praze, oddil A, viozka 54050

y Zakaznicky servis:
1CO: 274 45 241 Tel.: +420 239 000 456 Tel.: +420 241 095 711
DIC: CZ27445241 Fax: +420 239 000 437 Fax: +420 241 095 712

objednavka@covidien.com
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DOC # 301

Declaration of Conformity

We, Covidien lic
15 Hampshire Street
Mansfield, Massachusetts 02048
USA

(formerly Valleylab, a division of
Tyco Healthcare Group L.P)

Declare under our sole responsibility that the Covidien llc Accessories with catalog
numbers listed in Appendix 1 of this declaration are in conformity with the Essential
requirements of the Medical Device Directive, 93/42/EEC as amended by 2007/47/EC.

These devices have been verified as conforming via the procedure relating to the EC
Declaration. of Conformity as set out in the Conformity Assessment Route of the
European Medical Device Directive, Annex Il and V.

Each kind of medical device to which the system has been applied complies with the
applicable provisions of the essential principals, the classification rules and the full
quality assurance procedures at each stage, from the design of the device until its final
inspection before being supplied, in accordance with Clause 1.8 of Schedule 3 of the
Australian Therapeutic Goods Regulations.

Notified Body: EC Authorized Rep:
BSI Product Services Covidien Ireland Limited,
Kitemark House, Marylands Avenue, IDA Business & Technology Park,
Hemel Hempstead, Tullamore

Hertfordshire HP2-4SQ UK
Number: 0086

EC Certificate #; CE 00500

Signature: March 8, 2012

Andres Holle Date
Senior Director,
Regulatory Affairs

DOC Revision Date: March 8, 2012 Supersedes; Jan. 21, 2011 Page 1 of 6

CF2222 Effectivity Date: 03/07/12 Supersedes: 09/21/10



DOC # 301

Appendix 1

| COVIDIEN

This appendix declares the products included in the above referenced Declaration of Conformity:

Catalog Number Class MDD Sterile/ MDD GMDN Code and term Device subcategory
Rule Measure | Conformity (lla) / Generic Device
Assessment Group (lIb)
Rotute
E0503 Rule 1 | Sterile | AnnexV  W¥7143: Electrosurgical
Diathermy System Cable,
Single Use

Standards: These standards are applicable to the above listed products. (standard : version)

EN [SO 13488: 2003; EN ISO 14971:2000; IEC 601-1 (1988); IEC 601-2-2 (1991); AAMI HF18 (1993); EN
ISO 14155-1:2003; EN 868-1 (1997); EN SO 11737-1:2006; EN 1SO 11137-1:2008; EN 1041:2008; EN
980:2008 ; ISO 15223:2000;

Catalog Number Class MDD Sterile/ MDD GMDN Cade and term Device subcategory
Rule Measure | Conformity (lla)./ Generic Device
Assessment Group (lIb)
Route
E0509 | Rule 1 | Sterile | AnnexV 47143: Electrosurgical
Diathermy System Cable,
Single Use

Standards: These standards are applicable to the above listed products. (standard : version)

EN ISO 13485: 2003; EN ISO 14971:2000; IEC 601-1 (1988); EN 60601-1-2 (1993); EN55011 - (1991);
[EC 601-2-2 (1991); AAMI HF18 (1993); EN ISO 14155-1:2003; EN 868-1 (1997); EN ISO 11737-1:2006;
EN ISO 11137-1:2006; EN 1041:2008; EN 980:2008; 1SO 15223:2000;

Catalog Number Class MDD Sterile/ MDD GMDN Code and term Device subcategory
Rule Measure | Conformity (1a) / Generic Device
Assessment Group (lib)
Roule
E0510 ] Rule 1 | Sterile | AnnexV 47143 Electrosurgical
Diathermy System Cable,
Single Use

Standards: These standards are applicable o the above listed products. (standard : version)

EN SO 13485:.2003; EN [SO 14971;2000; EN 60601-1 ( IEC 601-1 (1988)); EN 60601-2-2 (1991); EN
60601-1-2 ( IEC 601-101-2 (1993)); EN55011 (1991); AAMI HF18 (1993); EN ISO 141565-1:2003; EN ISO
11137-1:2006; EN I1SO 11737-1:2008; EN 5§56-1:2001; EN 1041:2008; EN 980:2008; ISO 15223:2000; EN

868-1 (1997):

DOC Revision Date:

CF2222

March 8, 2012

Supersedes: Jan. 21,2011

Effectivity Date: 03/07/12

Page 2 of 6
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COVIDIEN

Catalog Number Class MDD Sterile/ MDD GMDN Code and term Device subcategory
Rule | Measure | Conformity (lla) / Generic Device
Assessment Group (lIb)
Route
FT0510 | Rule 1 | Sterile | AnnexV 47143; Electrosurgical

Diathermy System Cable,

Single Use

Standards. These standards are applicable to the above listed products. (standard : version)
EN ISO 13485:2003; 21 CFR 820: 21 CFR 801; EN ISO 14971:2000; EN 60601-1-6:2007 (IEC 60601-1-6);
EN 60601-1:2006 (IEC 60601-1); CSA C22.2 No. 60601-2003; EN 60601-1:1990/A1: 1993/A2: 1 009/A13:

1996

(EC 60601-1); EN 60601-2-2:2007 (IEC 60801-2-2); ISTA 2A:2008; EN ISO 14155-1:2003;

MEDDEV 2.7.1, Rev. 3 (2009); ISO 11137-1: 2006; EN SO 11137-2: 2007, EN 556-1:2001; EN SO
11607-1:2008; EN I1SO 11607-2:2006; EN ISO 11737-1:2006; EN 980:2008 ; EN 1041:2008; ISO

15223:2000; ASTM F 1980: 2007,
Catalog Number Class MDD Sterile/ MDD GMDN Code and term Device subcategory
Rule Measure | Conformity (Ila) / Generic Device
Assessment Group (IIb)-
Route
E0512 | Rule 1 | Sterile | AnnexV 47143: Electrosurgical

Diathermy System Cable,
Single Use

Standards: These standards are applicable to the above listed products. (standard : version)
EN ISO 13485: 2003; EN SO 14971:2000; EN 80601-1 (IEC 601-1 (1988)); EN 60601-1-2 (IEC
801-101-2 (1993)); EN55011 (1991); EN 60601-2-2 (1991); AAMI HF18 (1993); EN ISO 14155-
1:2003; EN 868-1 (1997); EN ISO 11737-1:2006; EN 556-1:2001; EN ISO 11137-1:2006; EN
1041:2008; EN 980:2008; ISO 15223:2000;

Catalog Number Class MDD Sterile/ MDD GMDN Code and term Device subcategory
' Rule Measure | Conformity (lla) / Generic Device
‘| Assessment Group (l1b)
Route
E2400 Rule 1 | Sterile | Annex V 45686: Electrosurgical

diathermy system conducling
unit holder, single-use

Standards: These standards are applicable to the above listed products. {(standard : version)
EN 1SO 13485: 2003; EN 1SO 14971:2000; IEC 601-1 (1988); IEC 601-2-2 (1982/1991); AAMI
HF18 (1986); EN 1SO 14155-1:2003; EN IS0 11737-1:2006; EN ISO 11135-1:2007; EN 1SO
11137-1:2006; EN 556-1:2001; EN 1041;2008 ; EN 980:2008; ISO 15223:2000; EN 868-1 (1997);

Catalog Number Class MDD Sterile/ MDD GMDN Code and term Device subcategory
Rule Measure | Conformity (Ila) / Generic Device
Assessment Group (lb)
Route
E2401 | Rule 1 | Sterile | AnnexV 37483: Electrosurgical Tip

Cleaning Pad

Standards: These standards are applicable to the above listed products. (standard : version)
EN ISO 13485: 2003: EN I1SO 14971:2000; AAMI HF18 (1986); EN 1SO 14155-1:2003; EN10993-

1:2003; 1SO 10993-7:1996: ISO 11737-1:2008; EN 1SO 11135-1:2007; EN 1041:2008; EN

980:2008; ISO 15223:2000;
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Catalog Number Class MDD Sterile/ MDD GMDN Code and term Device subcategory
Rule Measure | Conformity (lla) / Generic Device
Assessment Group (lib)
Route
E0520 Iib Rule 9 Annex ] 47143; Electrosurgical Electrosurgical

Diathermy System Cable,
Single Use

Diathermy System
Cable, Single Use

Standards: These standards are applicable to the above listed products. (standard : version)

EN ISO 13485: 2003; EN ISO 14971:2000; IEC 601-1 (1988, 1995-03); IEC 601-2-2 (1991-09);
AAMI HF18 (1993); EN ISO 14165-1:2003; EN ISO 11137-1:2006; EN 556-1:2001; EN 1041:2008;
EN 980:2008; ISO 15223:2000; EN 868-1 (1997);

Catalog Number Class MDD Sterile/ MDD GMDN Code and term Device subcategory
Rule Measure | Conformity (lla) / Generic Device
Assessment Group (lIb)
Route :
E6008 lIb Rule 9 Annex I 6336: Footswitch Footswitch

Standards: These standards are applicable to the above listed products. (standard : version)
EN ISO 13485: 2003; EN 1SO 14971:2000; IEC 601-1 (1988);’ [EC 601-2-2 (1991); AAMI HF18
(1993); EN 1SO 14155-1:2003; EN 1041:2008; EN 980:2008; ISO 15223:2000;

Catalog Number Class MDD Sterile/ MDD GMDN Code and term Device subcategory
Rule Measure | Conformity (lia) / Generic Device
Assessment Group (lIb)
Route '
E60088B ils] Rule 9 Annex Il 36336: Footswitch Footswitch

Standards: These standards are applicable to the above listed products. (standard : version)
EN ISO 13485: 2003; 21'CFR 820; EN ISO 14971:2000; EN 60601-1:1990 (IEC 60801-1: 1988),

EN 60601-2-2 (
14155-1:2003 ; MEDDEY. 2.7.1 Rev. 3,(2009)

IEC 60601-2-2: 1991): AAMI HF 18 (1993); NSTS Project 1A Drop Test; EN1SO
- EN 980:2008; 1SO 15223:2000; EN 1041:2008;

Catalog Number Class MDD Sterile/ MDD GMDN Code and term Device subcategory
Rule Measure | Conformity (lla) / Generic Device
Assessment Group (Iib)
Route
EB009 b Rule 9 Annex [l 36336: Footswitch Footswitch

Standards: These standards are applicable to the above listed products, (standard : version)
EN I1SO 13485: 2003; EN 1SO 14971:2000; IEC 601-1 (1988); IEC 601-2-2 (1991); AAMI HF18
(1993); EN 1SO 14155-1:2003; EN 1041:2008; EN 980:2008; 1SO 15223:2000;

Catalog Number Class MDD Sterile/ MDD GMDN Cade and term Device subcategory
Rule Measure | Conformity (lla) / Generic Device
Assessiment Group (ilb)
Route
E6009B ib Rule 8 Annex | 36336: Footswitch Footswitch

Standards: These standards are applicable to the above listed products. (standard : version)

EN ISO 13485; 2003: 21 CFR 820; EN 1SO 14971:200
ISTA 2A ; AAMI HF 18 (1993)
2 (IEC 60601-2-2: 1991); NSTA Project 1A (4

1041:2008;
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Catalog Number Class MDD Sterile/ MDD GMDN Code and term Device subcategory
Rule Measure | Conformity (lla) / Generic Device
Assessment Group (llb)
Route
E6019 llb Rule 9 Annex || 36336 Footswitch Footswitch

Standards: These standards are applicable to the above listed products. (standard : version)
EN 1SO 13485: 2003; EN ISO 14971:2000; IEC 601-1 (1988); IEC 601-2-2 (1991); AAMI HF18
(1993); EN 1SO 14155-1:2003; EN 1041:2008; EN 980:2008; ISO 15223:2000;

Catalog Number Class MDD Sterile/ MDD GMDN Code and term Device subcategory.
Rule Measure | Conformity (lla) / Generic Device
Assessment Group (Ilb)
Route
£LS0300 Ib Rule 9 Annex |l 36336: Footswitch Footswitch

Standards: These standards are applicable to the above listed products. (standard : version)
EN ISO 13485: 2003: 21 CFR 820; EN 1SO 14971:2000; EN 60601-1 (IEC 60601-1: 1988); EN
60601-2-2:1998 (IEC 60601-2-2); EN 60601-1-2 (IEC 60101-1-2: 1993); EN 55011; 1991; AAMI
HF18 (2001); ISTA 2A; EN [SO 14155-1:2003; MEDDEV. 2.7.1, Rev. 3 (2009); EN €80:2008; ISO
15223:2000; EN 1041:2008;

Catalog Number Class MDD Sterile/ MDD GMDN Code and term Device suibcategory
Rule Measure | Conformity (lla) / Generic Device
Assessment Group (llb)
Route
£LS0010 Itb Rule 9 Annex i 36336: Footswitch Footswitch

Standards: These standards are applicable to the above listed products. (standard : version)
EN ISO 13485: 2003; 21 CFR 820; EN SO 14971:2000; [EC 601-1 (1988); IEC 601-2-2 (1991-09);
AAMI HF18 (1993); EN SO 14155-1:2003; MEDDEV. 2.7.1, Rev. 3 (2009); EN 980:2008; I1SO

15223:2000; EN 1041:200;

Catalog Number

Class MDD Sterile/ MDD GMDN Code and term Device subcategory
Rule Measure | Conformity (lla) / Generic Device
Assessment Group (llb)
Route
LF0500 lib Rule 9 Annex |l 36336: Footswitch Footswitch

Standards: These standards are applicable to the above listed products. (standard : version)

EN [SO 13485: 2003: 21 CFR 820; EN 1SO 14971:2000; EN 60601-1:1990 (IEC 60601-1: 1988) ;
EN 60601-2-2 (IEC 606801-2-2: 1998); IEC 606801-1-2: 2001; EN 55011: 2000 ; AAMI HF 18 (2001);
ISTA 2A: EN ISO 14155-1:2003; MEDDEV. 2.7.1, Rev 3 (2009); IEC 61000-4-1; 1EC 61000-4-2 ;

IEC 61000-4-3 : IEC 61000-4-4; IEC 61000-4-5; IEC 61000-4-7; IEC 60601-1-1: 2000; EN

980:2008; SO 15223:2000 ; EN 1041:2008,;

DOC Revision Date:

CF2222

March 8, 2012

Effectivity Date: 03/07/12

Supersedes: Jan. 21, 2011

Page 5 of 6

Supersedes; 09/21/10




DOC # 301 COVIDIEN
Catalog Number Class MDD Sterile/ MDD GMDN Code and term Device subcategory
Rule Measure | Conformity (lla) / Generic Device
Assessment Group (lib)
Route
FT6003 ib Rule 9 Annex |l 36336: Footswitch Footswitch

Standards: These standards are applicable to the above listed products. (standard : version)

EN 1SO 13485; 2003; 21 CFR 820; 21 CFR 801; EN 1041: 1998; EN 60601-1: 1990/A1: 1993/A2:
1995/A13: 1996; EN 60601-1: 2006; C22.2 No. 60601-2003; EN 60601-2-2: 2007; EN 980: 2008;
EN ISO 13485: 2003; EN 1SO 14155-1:2003; EN ISO 14971: 2000; ISO 15223: 2000; ISTA 2A:
2008; BS EN 60601-1-6: 2007; EN 60601-1-2: 2001; IEC 61000-4-2: 2008; IEC 61000-4-3; 2008;
IEC 61000-4-4: 2004; |IEC 61000-4-5; 2005; EN 55011: 2007;

Catalog Number Class VMDD Sterile/ MDD GMDN Code and term Device subcategory
Rule Measure | Conformity (lla) / Generic Device
Assessment Group (lb)
Rotute
VLCM lb Rule 9 Annex |l 35632 Electrosurgical Electrosurgical

diathermy system monitor

diathermy system
monitor

Standards: These standards are applicable to the above listed products. (standard : version)

EN 1SO 13485: 2003: EN SO 14971:2000; IEC 601-1 (1988); IEC 601-2-2 (1991); EN60601-1-2
(1993); EN55011 - (1991/1998-05-00); AAMI HF 18 (1993); EN 60601-1-4:1996; EN I1SO 14155-

1:2008; EN 1041:2008; EN 980:2008,

Catalog Number Class MDD Sterile/ MDD GMDN Code and term Device subcategory
Rule Measure | Conformity (lla) / Generic Device
Assessment Group (Hb)
Route
FT6009 b Rule 9 Annex |l 6336; Footswitch Footswitch

Standards; These standards are applicable to the above listed products. (standard : version)
BS EN 60601-1:1990; BS EN 60601-2-2:2007; NFPA 99:2005; BS EN 17664:2004; BS EN
60601-1-1:2001, BS EN 60601-1-4:1997; IEC 60601-1-8:2006, EN [SO 14155-1:2003; BS EN
62366:2007; EN 1SO 14971:2007; EN 980:2008; EN ISO 10993-1:2003; 1SO 156223-1:2007; EN
[SO 13485:2003; ISO 15225 AMD 1:2004; EN 50419; 2006; IEC 60417:2009; TR 60878:2003;
[STA 2A: 2006; ANSI AAMI HE74: 2001; ASTM D4169-08:2008; |IEC 60601-1-6:2008; ISO

1041:2008; ISO 7000:2004

Catalog Number Class MDD Sterile/ MDD GMDN Code and term Device subcategory
Rule Measure | Conformity (lla) / Generic Device
Assessment Group (lib)
Roule
150000088 lh Rule 9 Annex Il . 36336: Footswitch Footswitch

Standards: These standards are applicable to the above listed products. (standard : version)

EN ISO 14971: 2007; EN 1SO 13485; 2003: EN 60601-1 (IEC 601~1: 1988); EN 60601-2-2: 1991;
EN 60601-1-2; 2001: EN 55011: 1991; ANSIYAAMI HF18: 1993; ISTA 2A; EN ISO 141565-1: 2003;
UL 544: 1993; EN 1041: 2008; EN 980: 2008; 1ISO 15223: 2000
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