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@ EC Certificate Full Quality Assurance System: GB95/7676.00

The management system of

Intersurgical Lid

Crane House, Molly Millars Lane, Wokingham, Berkshire, RG41 2RZ, UK

has been assessed and certified as meeling the requirements of

Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)

For the following products

The scope of registration appears on page 2 of this certificate.

This certificate is valid from 28 August 2015 until 26 November 2019
and remains-valid subject to satisfactory surveillance audits.

Re certification audit due before 02 October 2017

Issue 26. Certified since 11 January 1995

Certification is basad on reports numbered GB/PC-04303

This is a multi-site cerlification.
Additional site details are listed on the subsequent page,

Authorised by

e
b

SGS United Kingdom Ltd, Notified Body 0120
SGS United Kingdom Ltd Systems & Services Certification

2028 Worle Parkway, Weston-super-Mare, BS22 6WA UK

t+44 (0)1934 522917 f+44 (0)1934 522137 wyav.sgs.com

SGS CE 02 0315 M2
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This document Is fssead by th Company subjsct loils General Conditiens of
Cetifi Sarvices 12 ntwaw.sgs.convierms_and_condifions tum.

Altenlion is drawn ta th2 Litafions of liabity, indemnfication and jurisdi
issues cstablishad therein. Tho authentiily of this document may ba verized at
hipchtewes.sgs.comeniOur-Company/Cerificd- CEenl-Diectodies/Certfied-Clicnl.
Dicectories.aspx. Any horized elleration, forgery o felsification of tha
contenior appezrance of his documentis ur'anful and offendars moy bs
proseculed [0 the fulies] axlest of the law.




EC Certificate Full Quality Assurance System: GBY5/7676.00, continued
_ Intersurgical Ltd
Directive 93/42/EEC

on medical devices, Annex Il (excluding section 4)

Issue 26

Detalled scope

Non sterile medical devices:

« For Airway Management: connectors, breathing filters, heat and moisture
exchangers, heat and moisture exchanging filters.

+ For Anaesthesia: Breathing systems, carbon dioxide ahsorbents, catheter mounts,
- connectors, breathing filters, heat and moisture exchanging filters, masks and
attachments, monitoring and pressure lines and filters, reservoir bags, resuscitation
systems and masks, tubing and attachments, valves - directional, positive end
expiratory pressure, pressure limiting, and exhalation.

* For Critical Care: breathing filters, breathing systéms, catheter mounts,
connectors, heat and moisture exchangers, heat and moisture exchanging filters,
heated wire breathing systems and attachments, humidification chambers, lung
voluime recruitment systems, masks and attachments, monitoring and pressure lines
and filters, oral care treatment - suction and irrigation toothbrushes and kits,
resuscitation systems and masks, suction devices —tubing and wands, tubing and
attachments, valves - directional, positive end expiratory pressure, pressure limiting
and exhalation, venturi valves for oxygen therapy, electrically powered moisture

. : condenser for breathing systems

¢ ForOxygen and Aerosol Therapy: connectors, masks and attachments, nasal
cannulae, nebulisers:and nebuliser systems, tubing and attachments, water traps,

Sterile medical devices:

* For Airway Management: airways, bougies and stylets, connectors, breathing
filters, heat and moisture exchangers, heat and moisture exchanging filters,

* For Anaesthesia: breathing filters, breathing systems, catheter mounts,
connectors, heat and moisture exchanging filters, masks and attachments.

+ For Critical Care: breathing filters, breathing systems, catheter mounts,
connectors, endotracheal closed suction systems, heat and moisture exchangers,
heat and moisture exchanging filters, heated wire breathing systems and
attachments, humidification chambers, suction devices —tubing, water for oral
rinsing.

* For Oxygen and Aerosol Therapy: connectors.

Sterility aspects only - Restricted to the aspects of manufacture concerned with
securing and maintaining sterile conditions

+ For Airway Management: guedel airways,

Where the above scope includes class IIl medical device(s), a valid EC Design Examination Cerlificate according to
Annex Il (Section 4) is a mandalory requirement for each device in addition ta this certificate
to place that device on the market

Additional facilitizs
UAB ,INTERSURGICAL", Arnioniu g.60/28 - 1, LT-18170 Pabradé, Lithuania

Intersurgical Limited, Circuit House, Pitronnerie Road Industrial Estate,
—StPeterPort, Guernsey, GY1 2RL, UK

This documantis issued by the Company subzci to ity Gznara Gondilons cf Page20of 2
Cerlificalion Services ihiz al v, Rerms_and_condisons.him.
Allention s drawn lo e Imitations of lisbiity, indemeifialx jorisdiclicna!

Issues eslablisnad (hercin. Theauthentcily of this document may bs verifed at
hllp'lm-.'.w.sgs.mm"m’()ur-CcmnwlCcrﬁl’r;d-Cl’r:nl~l>:ra:lorie:l0erﬁl’»ed{ﬁenl-
Diretlories.aspx Any unauthorized cheralian, forgery of [elsifieaton of the
con'ent o appaarance of this document is untawful and offendzrs may ba
orosecuted to th fullest evient of the law,




Vertimas is angly kalbos

EB visisko kokybés uztikrinimo sistemos sertifikatas Nr. GB95/7676.00
/Logotipas: SGS/
»Intersurgical Ltd*
(adresas: Crane House, Molly Millars Lane, Wokingham,
BerkSyras, RG41 2RZ, JK)

valdymo sistema

buvo jvertinta ir sertifikuota kaip atitinkanti
medicinos prietaisus reglamentuojantios direktyvos 93/42/EEB, II priedo (iSskyrus 4 skyriy)

reikalavimus, taikomus Zemiau i$vardytiems produktams.
Registracijos objektas apibiidintas Sio sertifikato 2 puslapyje.

Sis sertifikatas galioja nuo 2015 m. rugpjiigio 28 d. iki 2019 m. lapkrigio 26 dienos. Jis lieka galioti, jeigu atitinkamo
audito iSvados yra patenkinamos.

Pakartotinio sertifikavimo auditas turi biiti atliktas iki 2017 m. spalio 2 dienos.

26-a laida. Sertifikuojama nuo 1995 m. sausio 11 dienos.

Sertifikavimas pagristas ataskaitomis Nr. GB/PC 04303

Sis sertifikavimas yra daugiavietis.
Papildoma smulki informacija apie vietas yra pateikta kitame puslapyje.

Sankcionuota
/para3as/

»5GS United Kingdom Ltd* notifikuota jstaiga 0120
»SGS United Kingdom Ltd* sistemy ir paslaugy sertifikavimas
202B Worle Parkway, Weston-super-Mare, BS22 6 WA JK

Tel. +44(0)1934522917; faks. +44(0)1934522137, www.sgs.com

SGS CE 02 0315 M2

1/2 psl.

§j dokumenta i3leido bendrové remdamasi Bendrosiomis sertifikavimo paslaugy salygomis, kurias galima rasti svetaingje

WWW.sgs.com/terms_and_conditions.htm. Pagrindinis démesys skiriamas atsakomybés apribojimams, nuostoliy atlyginimui ir su tuo susijusiems
teisiniams klausimams. Sio dokumento autentilkuma galima patikrinti svetainéje hitp://www.sgs.com/en/Our-Companvy/Certified-Client-
Directories/Certiﬂed-Client—Direclories.asp&. Bet koks nesankcionuotas $io dokumento turinio ar i¥vaizdos p ii
falsifikavimas laikomas nusikaltimu, uz kurj baudZiama jstatymo numatyta tvarka.
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EB visiSko kokybés uztikrinimo sistemos sertifikatas Nr. GB95/7676.00 (tesinys)

/Logotipas: SGS/
»lntersurgical Ltd*

Medicinos prietaisus reglamentuojanéios
direktyvos 93/42/EEB
II priedas (iSskyrus 4 skyriu)

26-a laida

Detalus sertifikuojamy objekty apibiidinimas

Nesteriliis medicininiai prietaisai:

skirti kvépavimo taky valdymui: jungtys, kvépavimo filtrai, $ilumos ir drégmeés reguliatoriai, Silumos ir
drégmés reguliavimo filtrai;

skirti anestezijai: kvépavimo sistemos, anglies dioksido absorbentai, kateteriy jtaisai, jungtys, kvépavimo
filtrai, $ilumos ir drégmeés reguliavimo filtrai, kaukes ir priedai, monitoringo ir slégio linijos bei filtrai,
rezerviniai maiSai, gaivinimo sistemos ir kaukés, vamzdeliai ir priedai, voZtuvai — kryptiniai, teigiamo slégio
iSkvépimo pabaigoje, slégio ribojimo ir iSkvépimoj;

skirti reanimacijai: kvépavimo filtrai, kvépavimo sistemos, kateteriy jtaisai, jungtys, Silumos ir drégmés
reguliatoriai, Silumos ir drégmés reguliavimo filtrai, Sildomos laidinés kvépavimo sistemos ir priedai,
drékinimo indai, plautiy turio veiklos palaikymo sistemos, kaukes ir priedai, monitoringo ir slégio linijos bei
filtrai, burnos prieZiiirai ir gydymui — siurbimo ir drékinimo danty Sepetéliai ir reikmenys, gaivinimo
sistemos ir kaukés, siurbimo prietaisai — vamzdeliai ir zondai, vamzdeliai ir priedai, voZtuvai — kryptiniai,
teigiamo slégio iSkvépimo pabaigoje, slégio ribojimo ir i§kvépimo, difuzoriaus vo¥tuvai deguonies terapijai,
elektrinis drégmés kondensatorius kvépavimo sistemoms;

deguonies ir aerozolio terapijai: jungtys, kaukes ir priedai, nosies kaniulés, purkStuvai ir purk$tuvy sistemos,
vamzdeliai ir priedai, vandens rinktuvai.

Steriltis medicininiai prietaisai:

skirti kvépavimo taky valdymui: kvépavimo takai, buZai ir stiletai, jungtys, kvépavimo filtrai, Silumos ir
drégmés reguliatoriai, Silumos ir drégmés reguliavimo filtrai;

skirti anestezijai: kvépavimo filtrai, kvépavimo sistemos, Kkateteriy jtaisai, jungtys, Silumos ir drégmés
reguliatoriai, kaukés ir priedai;

skirti reanimacijai: kvépavimo filtrai, kvépavimo sistemos, kateteriy jtaisai, jungtys, endotrachéjinés uzdaros
atsiurbimo sistemos, Silumos ir drégmeés reguliatoriai, $ilumos ir drégmés reguliavimo filtrai, Sildomos
laidinés kvépavimo sistemos ir priedai, drékinimo indai, siurbimo prietaisai — vamzdeliai, vanduo burnos
skalavimui.

Deguonies ir aerozolio terapijai: jungtys.

Tik sterilumo aspektai: apsiriboja gamybos aspektais, susijusiais su steriliy salygu uZtikrinimu ir palaikymu.
Skirti kvépavimo taky valdymui: ,,Guedel® kvépavimo takai. ;

Jeigu tarp minéty objekty yra III klasés medicininiy prietaisy, juos pateikiant rinkai, biitina turéti EB konstrukcijos
patikros sertifikata pagal II priedg (4 skyrius), kuris pateikiamas kartu su $iuo sertifikatu.

Papildoma infrastruktiira
UAB ,,Intersurgical®, Arnioniy g. 60/28 - 1, LT-18170 Pabradé, Lietuva

»Intersurgical Limited*, Circuit House, Pitronnerie Road Industrial Estate,
St. Peter Port, Gernsis, GY1 2RL, JK

22

§i dokumenta i3leido bendrové remdamasi Bendrosiomis sertifikavimo paslaugy salygomis, kurias galima rasti svefainaie
WWW.sgs.com/terms_and_conditions.htm. Pagrindinis démesys skiriamas atsakomybeés apribojimams, nuosjplf GIRURINESY tuo susijusiems
teisiniams klausimams. Sio dokumento autentidkuma galima patikrinti svetainéje http://www.ses.com/e; _4@%% ient-
Directories/Certified-Client-Directories.aspx. Bet koks nesankcionuotas 3io dokumento turinio ar isvaiéd &SHl eitimas, suklaXofime
falsifikavimas laikomas nusikaltimu, u? kurj baudZiama jstatymo numatyta tvarka. ) /S
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Certificate GB95/4313.00 A UhaERT

The management systam of

Intersurgical Ltd

Crane House, Molly Millars Lane, Wakingham, !
Berkshire, RG41 2RZ, UK ; B

has baen assessed and certified as meeting the requirements of

ISO 9001:2008

For the following activities

_ The scope of registration appears on page 2 of this certificate.

This certificate is valid from 26 November 2014 until 26 November 2017
and remains valid subject to satisfactory surveillance audits.

Re certification audit due before 02 October 2017

Issue 22. Certified since 11 January 1995

This is a multi-site certification.
Additional sile details are listed on subsequent pages.

Authorised by ig?'g

5 . UKAS
MANAGEMENT
SYSTEMS
SGS United Kingdom Lid Systems & Services Cerliication 0005

Rossmore Business Park Ellesmere Port Cheshire CH85 3EN UK
t +44 (0)151 350-6666 f-+44 (0)151 350-6500 vanwv.sgs.com

SGS 9001-8 010614 M2

Pzge 10f2

This document is issued by the Company subject to]ts Genaral Contions of
Cenlficalion Senvicas accessibie al wvve.sgs.comnems_and_condiions.him.
Allenton s draan (o the Imaaters of k2b!ity, indemnification and jurisdictional
issues eslabl:shed thetein, The authenticily cf this documant may ba vedfied at
hilpAfwww.sgs.comler/Our-Compary/Cerified-Clan!-Direclories/Certified-Cren'-
Direcleries.aspx. Any unauthorized aferalion, forgery o fabification of the
conlerl o app2atance of this document is unlawful and offenders may be
prosecuted to the fullest extent ¢f the lav,
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Certificate GB95/4313.00, continued

Intersurgical Ltd

ISO 9001:2008

Issue 22

Detailed scope

Design and manufacture of single use and re-usable, sterile and non-sterile
devices for airway management, anaesthesia, critical care, and oxygen and
aerosol therapy. Sterilisation of medical devices, both internal and
subcontract service, using ethylene oxide according to 1SO 11135,

Further Clarificalions regarding the scope of this cerlificate and the applicabilly of
IS0 9001:2008 requirements may be obtained by consulling the organisation

Additional facilities

UAB ,INTERSURGICAL", Arnioniu g. 60/28 - 1, LT-18170 Pabradg, Lithuania

intersurgical Limited, Circuit House, Pitronnerie Road Industrial Estate,
' St Peter Port, Guernsey, GY1 2RL, UK

This document is issved by ke Cenpany subiec o ils Generel Condifons of
Certiication Services 3l wrw.sgs. 5_ang, ions.htm
Altenfon iz draven to the Emialions of liabiity, indemnificaton and jurisdiclional
issves estadl.sned therein. Tha authentcity of this dosument may te vexficd at
hup: gs.comenfOur-Company/Ceifed-Clisn!-Dir edifizd-Client-
Directores.aspr. Any unautharized ateralion, torgary o fa'silcation of the
con'ent o appaarance of this documzntis unlwid and ofiznders may be
proseculed lo the fullest extent of (he taw,

Page 2 of 2
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Vertimas i§ angly kalbos

Sertifikatas Nr. GB95/4313.00
Logotipai: /SGS/
/SGS sistemos sertifikavimas ISO 9001/

»Intersurgical Ltd*

(adresas: Crane House, Molly Millars Lane, Wokingham,
Berksyras, RG41 2RZ, JK)

valdymo sistema

buvo jvertinta ir sertifikuota, kaip atitinkanti

ISO 9001:2008

reikalavimus,

susijusius su toliau apibiidinta veikla.

Registracijos objektas apibiidintas $io sertifikato 2 puslapyje.

Sis sertifikatas galioja nuo 2014 m. lapkricio 26 d. iki 2017 m. lapkri&io 26 dienos. Jis licka galioti, jeigu atitinkamo
audito iSvados yra patenkinamos.

Pakartotinio sertifikavimo auditas turi biiti atliktas iki 2017 m. spalio 2 dienos.

22-a laida. Sertifikuojama nuo 1995 m. sausio 11 dienos.

Sis sertifikavimas yra daugiavietis.
Papildoma smulki informacija apie vietas pateikiama kitame puslapyje.

Sankcionuota Logotipas: /,,UKAS*, Valdymo sistemos, 005/
/parasas/

»SGS United Kingdom Ltd* Sistemy ir paslaugy sertifikavimas
Rossmore Business Park Ellesmere Port, Ce$yras CH65 3EN JK
Tel. +44(0)151 350-6666; faks. +44 (0) 151 350-6600 www.ses.com

SGS 9001-8 01 0614 M2

1/2 psl.

§j dokuments i3leido bendrové remdamasi Bendrosiomis sertifikavimo paslaugy salygomis, kurias galima rasti svetainéje

wwiv.sgs.com/terms and_conditions.htm. Pagrindinis démesys skiriamas atsakomybés apribojimams, nuostoliy atlyginimui ir su tuo susijusiems
teisiniams klausimams. Sio dokumento autentiSkuma galima patikrinti svetainéje http://www.sgs.com/en/Our-Company/Certified-Client-
Directories/Certified-Client-Directories.aspx. Bet koks nesankcionuotas $io dokumento turinio ar i$vaizdos pakeitimas, suklastojimas ir
falsifikavimas laikomas nusikaltimu, uz kurj baudziama istatymo numatyta tvarka.
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Sertifikatas Nr. GB95/4313.00 (tesinys)

»Intersurgical Ltd*

Logotipai: /SGS/

/SGS sistemos sertifikavimas ISO 9001/
ISO 9001:2008
22-a laida

Detalus sertifikuojamy objekty apibiidinimas

Vienkartiniy ir daugkartiniy, steriliy ir nesteriliy prietaisy, skirty kvépavimo taky valdymui, anestezi jai,
reanimacijai ir intensyviai terapijai, ir deguonies bei aerozolio terapijai konstravimas bei gamyba;
Medicinos prietaisy sterilizavimas, kuris atlieckamas jmonés vidu je ir pasitelkiant subrangovy paslaugas,
naudojant etileno oksida pagal ISO 11135.

Tolesng klasifikacija pagal Siame sertifikate pateikta sertifikuojamy objekty apibiidinimg ir ISO 9001:2008 taikymo reikalavimus
galima gauti pasikonsultavus su organizacija.

Papildoma infrastruktiira
UAB ,,Intersurgical®, Arnioniy g. 60/28 - 1, LT-18170 Pabradé, Lietuva

»Intersurgical Limited*, Circuit House, Pitronnerie Road Industrial Estate,
St. Peter Port, Gernsis, GY1 2RL, JK

Logotipas: /,,UKAS", Valdymo sistemos, 005/

§i dokumentg i3leido bendrové remdamasi Bendrosiomis sertifikavimo paslaugy salygomis, kurias galima rasti svetaingje

Www.sos.com/terms_and_conditions.htm. Pagrindinis démesys skiriamas atsakomybés apribojimams, nuostoliy atlyginimui ir su tuo susijusiems
teisiniams klausimams. Sio dokumento autentiskuma galima patikrinti svetaingje http://Awvww.sgs.com/en/Qur-C /Certi. i

!2iregtories/Certiﬁed-Client-Directories.aspx. Bet koks nesankcionuotas $io dokumento turinio ar iSvaizdos pakeit]

falsifikavimas laikomas nusikaltimu, uz kurj baudZiama jstatymo numatyta tvarka.
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Certificate GB06/70658

The management syslem of

% ‘.': O g : xs‘!:
Intersurgical Lid
Crane House, Molly Millars Lane, Wokingham, RG41 2RZ, UK

Unit 1, The Business Centre, Molly Millars Lane,
Wokingham, RG41 2Rz, UK

Brook House, Mally Millars Bridge, Wokingham, RG41 2WY, UK

has been assessed and cerlified as maeting the requirements of

150 14001:2004

Far the fellowing activities

The design, manufacture, and supply of medical respiratory products.

This certificate is valid from 02 October 2015 untif 02 October 2018 and
remains valid subject to satisfactory surveillance audits,

Re certification audit due before 25 September 2018

Issue 5. Ceriified since 12 December 2006

Authorised by
P 5o
Y
SGS United Kingdom Ltd Syslems & Services Certification

Rossmore Business Park Ellssmere Pot Cheshire CHE5 3EN UK 0005
t+44 (0)151 350-6666 f +44 (0)151 350-6600 wwv.sgs.com

SGSEMS 04 0614

Page{of1

s antis ssved by tha Cempany subjed lo its General Condizens of
Ceiteaion Services accessitle at vivin.sgs.comferms_and_conditians. him,

Altzrlienis draen (o tha Imilati ofliabiiiyy, indemnifica and furisdy
issues estsbiished fhereln, Tha ity of his d: m3y ke verified ot
nixpsavas sgs.corleniQur-CompanyiCerilfia-Ciem-Dizclosies:Carifiad. Clienl-
Dteclorizs.aspx. Any unatihanzed alleraton, forgery or falsification of the
conlent or apparance of this documart is unlawdui and ofndars maybe
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Vertimas is angly kalbos

Sertifikatas Nr. GB06/70658

Logotipai: /SGS/

/SGS sistemos sertifikavimas ISO 9001/
»Intersurgical Ltd*

Crane House, Molly Millars Lane, Wokingham, RG41 2RZ, JK

Unit 1, The Business Centre, Molly Millars Lane,
Wokingham, RG41 2RZ, JK

Brook House, Molly Millars Bridge, Wokingham, RG41 2WY, JK

valdymo sistema

buvo jvertinta ir sertifikuota, kaip atitinkanti

ISO 14001:2004

reikalavimus,

susijusius su toliau apibiidinta veikla:

Medicininiy kvépavimo produkty konstravimas, gamyba ir tiekimas.

Sis sertifikatas galioja nuo 2015 m. spalio 2 d. iki 2018 m. spalio 2 dienos. Jis lieka galioti, jeigu atitinkamo audito
i8vados yra patenkinamos.

Pakartotinio sertifikavimo auditas turi biti atliktas iki 2018 m. rugséjo 25 dienos.
5-a laida. Sertifikuojama nuo 2006 m. gruod¥io 12 dienos.

Sankcionuota Logotipas: /,,UKAS*, Valdymo sistemos, 005/
/para3as/

»SGS United Kingdom Ltd* Sistemu ir paslaugy sertifikavimas
Rossmore Business Park Ellesmere Port, CesSyras CH65 3EN JK
Tel. +44(0)151 350-6666; faks. +44 (0) 151 350-6600 www.ses.com

SGS EMS 04 0614

1/1 psl.

8j dokumenta i3leido bendrové remdamasi Bendrosiomis sertifikavimo paslaugy salygomis, kurias galima rasti svetainéje
Wwww.sgs.com/terms_and_conditions.htm. Pagrindinis démesys skiriamas atsakomybeés apribojimams, nuostoliy atlyginimui ir su tuo susijusicms
teisiniams klausimams. Sio dokumento autentiSkuma galima patikrinti svetainéje http:/www.ses.com/en/Our-Com pany/Certj >

Directories/Certified-Client-Directories.aspx. Bet koks nesankcionuotas &io dokumento turinio ar i§vaizdos pakeitimas, s#
falsifikavimas laikomas nusikaltimu, uZ kurj baudziama istatymo numatyta tvarka.
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Ceriificate GB95/6635.00

The management system of

Intersurgical Lid

Crane House, Mally Millars Lane,. Wokingham,
Berkshire, RG41 2RZ, UK

has been assessed and cerlified as meeting the requirements of

ISO 13485:2003
EN I1SO 13485:2012

For the following activities

The scope of registration appears on page 2 of this certificate.

This certificate is valid from 26 November 2014 until 26 November 2017
and remains valid subject to satisfactory surveillance audits.

Re certification audit due before 02 October 2017

Issue 25. Certified since 11 January 1995

This is a multi-site certification.

Additional site details are listed on the subsequent page.

Authorised by

4
N =2
5

SGS United Kingdom Ltd  Systems & Services Cerlification
Rossmore Business Park Ellesmere Port Cheshire CH65 3EN UK
t+44 (0)151350-6666 +44 (0)151 350-6600 www.sg5.com

SGS 13485-20614 M2

Page 1 0f 2

Thisdocument s issued by the Company subjectfoits Genera! Condifors of
Certfication Services accassible al waw.ss.comflems_zad_ccnditions.him.
Altenlonls dravn to the fmitations of Fablity, i and jurisdclbnal
issues eslablished lharein, The asthentcily of this document mzy b verified 3l
hitp:/fsww.sgs.comlen/Our-Cempany/Cextifizd-Clent-Diteclcrizs/Certifizd-Cliant-
Cireclorizs.zspx. Any unauthorized ateration, forgary of falsifisaton of the
Contenl cr 2pp2arance of lhs documznt is urdawiul and offanders may be
praseculed lo the fullast extent of the fayy.
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Certificate GB95/6635.00, continued

Intersurgical Lid

ISO 13485:2003
EN ISO 13485:2012

Issue 25

Delailed scope

Design and manufacture of single use and re-usable, sterile and non-
sterile devices for airway management, anaesthesia, critical care, and
oxygen and aerosol therapy. Sterilisation of medical devices, both internal
and subcontract service, using ethylene oxide according to 1SO 11135,

Additional facililies

UAB ,,INTERSURGICAL", Arnioniu 9.60/28- 1, LT-18170 Pabradé, Lithuania

intersurgical Limited, Circuit House, Pitronnerie Road Industrial Estate,
St Peter Port, Guernsey, GY1 2RL, UK

his docammenl isisusd by the Company sudject 1o ils Genaral Conditions of
Ceutificaton Senices aceassib'e al vay _2nd_condilons. him,
Atenlion is drzwn to the imilaticns of liat2iy, incemnialion and jirisdicioned
[ssues shed thaie'n. The ity of (his cho may be verifed af
htpiAverw.sgs omVenlOuf-CompanleenmgdmenlquedaisyCenﬁed-Clign!-
Direclarizs.aspx, Any unauthoized 2lerafon, brgary or fa'sficalon of the
coalent or appearance of this document is unlardid and dfenders may be
proseculzd lo the fuiest extentof tha a4,
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Vertimas is angly kalbos

Sertifikatas Nr. GB95/6635.00
Logotipai: /SGS/
/SGS sistemos sertifikavimas ISO 900 1/

»Intersurgical Ltd«
(adresas: Crane House, Molly Millars Lane, Wokingham,
Berk3yras, RG41 2RZ, JK)

valdymo sistema
buvo jvertinta ir sertifikuota kaip atitinkanti

ISO 13485:2003
EN ISO 13485:2012

reikalavimus,
éu's::i'jusius su toliau nurodyta veikla,
ﬁégistracijos objektas apibidintas $io sertifikato 2 puslapyje.

Sis sertifikatas galioja nuo 2014 m. lapkriio 26 d. iki 2017 m. lapkrigio 26 dienos. Jis lieka galioti, jeigu atitinkamo |
audito #¥vados yra patenkinamos. i
Pakartotinio sertifikavimo auditas turi biiti atliktas jki 2017 m. spalio 2 dienos, - !
25-a laida, Sertifikuojama nuo 1995 m, sausio 11 dienos.

Sis sertifikavimas yra daugiavietis. ' '
Papildoma smulki informacija apie vietas yra pateikta kitame puslapyje. ‘

Sankcionuota J Logotipas: /,,UKAS* Valdymo sistemos, 005/
/para3as/

»9GS United Kingdom Ltd~ Sistemy ir paslaugy sertifikavimas
Rossmore Business Park Ellesmere Port, ée§yras CH65 3EN JK
Tel. +44(0)151 350-6666; faks. +44 (0) 151 350-6600 WWWw.sgs.com
SGS 13485-20614 M2

Directori /Certiﬁed-Client—Dlrectories.as X. Bet koks nesankcionuotas &io dokumento
* falsifikavimas laikomas nusikaltimu, uz kurj baudziama jstatymo numatyta tvarka,

o

“H¢ristina Simanel
Pardavimu administra

=o19-04- |8




Sertifikatas Nr. GB95/6635.00 (tgsinys)
Logotipai: /SGS/
/SGS sistemos sertifikavimas ISO 9001/

,,Intersurgical Ltd«

ISO 13485:2003
EN ISO 13485:2012

25-a laida

Detalus sertifikuojamy objekty apibiidinimas
Vienkartiniq ir daugkartiniy, steriliy ir nesteriliy prietaisy, skirty kvépavimo taky valdymui, anestezijai,
reanimacijai ir intensyviai terapijai, ir deguonies bej aerozolio terapijai konstravimas bej gamyba. Medicinos
Prietaisy sterilizavimas, kuris atliekamas jmonés viduje ir pasitelkiant subrangovy paslaugas, naudojant
etileno oksidg pagal ISO 1113s5.

Papildoma infrastruktiira
UAB ,,Intersurgical“, Arnioniy g. 60/28 - 1, LT-18170 Pabrade, Lietuva

,,Intersurgica] Limited*, Circujt House, Pitronnerie Road Industrial Estate,
St. Peter Port, Gernsis, GY1 2RL, JK

Logotipas: /, UKAS*, Valdymo sistemos, 005/

S nusikaltimu, uz kurj baudziama istatymo numatyta tvarka, = 1 ok I.‘{.O"_ 1JA 'I;HC ;
™ & yidtina Simanel ‘
Sqrdayimu adminig
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EC Certificate Production Quality Assurance System: Certificate
GB11/84696

The management system of

intersurgical Lid

Crane House, Molly Millars Lane, Wokingham,
Berkshire, RG41 2RZ, UK

has been assessed and certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex V
Restricted to the aspects of manufacture concerned with securing and
maintaining sterile conditions.

For the following products
The scope of registration appears on page 2 of this cerfificate.

This certificate is valid from 13 February 2015 until 26 November 2019
and remains valid subject to salisfactory surveillance audits.

Re certification audit due before 02 October 2017

Issue 4. Certified since 11 January 1995

Ceriification is based on reporls numbered GBIPC 04303

This is a multi-site ceriification.
Additional site details are listed on the subsequent page.

Authorised by

o

SGS United Kingdom Ltd, Notified Body 0120

2028 Worle Parkway, ‘Weston-super-Mare, BS22 6WA UK
t+44(0)1934 522917 1 +44 (0)1934 522137 vaww.sgs.com

SGS CE 18 0811 M2

Page 10i2

This ¢ocument s issucd by the Company subject to iis Genardl Conditions of
[ R — —Cattfiation Services accessdloat Wa%S38.CONVIEmIS_ard_condisons. htm.
Alianton is drawm lo lhe Hmi of Iabildy, i ard jurisd clianal
Izsues estzbiished Inetein. The authenticiy cf this dosument may te vanfied al
hitShcicir.s93.comven/Cur-Cempany/Cerfined-Clieat-Direclorise/CartiFad. Client-
Direclories.aspx. Any wisulherized ileration, forgery o latsiTicaon of ha
content or appezrance of ths docurrent iz unlawdul and ofenaiars iy te
prosacuted o the fullzst salent of e law.




EC Certificate Production Quality Assurance System: Certificate
GB11/84696, continued '

Intersurgical Ltg

Directive 93/42/EEc

on medical devices, Anney V
Restricted to the aspects of manufacture concerned with secuting and

maintaining sterile conditions. !

Issue 4 :

Delailed scope

|
Sterile medical devices: !
o For Airway Management: airways, bougles and stylets, ;

UAB ,,INTERSURGIC_AL", Arnioniy 9. 60/28 - 1, LT-1817¢ Pabradg, Lithuania

Intersurgical Limited, Circuft House, Pitronnerie Road Industriaj Estate,
St Peter Port, Guernsey, GY1 2RL, UK

l

|

}? \

Addiional facilies ' \l\
|

.
" KDPUATIKRA

" . Kristina Simane |

Par(‘lavimu administrat nf

This documentis s SUE by the Compzay subjest 1o fis Gensral Condlioasof
R Certifleali Vices aceessibla Yovi.8g3 comftarms_and_canditions, him,
Atention is dravin fo B2 Emitali f abilily, indamniseali and jurisdics

Issu23 esfablie therein, The uthent y of this d m3y be verifizd at
hl'p:ihw.v.sas.mmlanl()ur-Cnrrpmy'ccni(eéc:ienz-uyedmies-tmiies‘rc.‘len(-
Direciaries.aspx. Any unauthoszed allerafon, forgary or felsifiction of the
conlent or 2ppearanca ef this documant is unlzwful aad olleaders may be
Prasected o th fulest extent of thalaw,




Vertimas is angly kalbos
EB gamybos kokybés uztikrinimo sistemos sertifikatas Nr. GB11/84696

/Logotipas: SGS/
sIntersurgical Ltd*

(adresas: Crane House, Molly Millars Lane, Wokingham,
BerkSyras, RG41 2RZ, JK)

valdymo sistema

buvo jvertinta ir sertifikuota kaip atitinkanti

reglamentuojanéios medicinos prietaisus direktyvos 93/42/EEB, V priedo

reikalavimus, taikomus Zemiau iSvardytiems gamybos aspektams, susijusiems su sterilumo uZtikrinimu ir
palaikymu.

Toliau i§vardytiems produktams.

Registracijos objektas apibadintas S$io sertifikato 2 puslapyje.

Sis sertifikatas galioja nuo 2015 m. vasario 13 d. iki 2019 m. lépkriéio 26 dienos. Jis licka galioti, jeigu atitinkamo
audito i$vados yra patenkinamos. :

- Pakartotinio sertifikavimo auditas turi bati atliktas iki 2017 m. spalio 2 dienos.

4-a laida. Sertifikuojama nuo 1995 m. sausio 11 dienos.

Sertifikavimas pagristas ataskaitomis Nr. GB/PC 04303

Sis sertifikavimas yra daugiavietis.
Papildoma smulki informacija apie vietas yra pateikta kitame puslapyje.

Sankcionuota
/para3as/

»SGS United Kingdom Ltd* notifikuota istaiga 0120
202B Worle Parkway, Weston-super-Mare, BS22 6WA JK
Tel. +44(0)1 934522917; faks. +44(0)1934522137 WWW.sgs.com

SGSCE 18 0811 M2

1/2 psl.

Directories/Certiﬁed-Client—Directories.as X.
———=— =l CTulied-L lient-Directories.aspx.

falsifikavimas laikomas nusikaltimu, uZ kurj b

 KOPIJATIKRA




EB gamybos kokybés uZztikrinimo sistemos sertifikatas Nr. GB11/84696 (tesinys)
/Logotipas: SGS/

plntersurgical Ltd“

Medicinos prietaisus reglamentuojanti direktyva 93/42/EEB, V priedas.
Taikoma Zemiau iSvardytiems gamybos aspektams, susijusiems su sterilumo uZtikrinimu ir palaikymu.

4-a laida
Detalus sertifikuojamy objekty apibiidinimas

Steriliis medicininiai prietaisai:
skirti kvépavimo taky valdymui: kvépavimo takai, buzai ir stiletai.

Papildoma infrastruktiira
UAB ,,Intersurgical®, Arnioniy g. 60/28 - 1, LT-18170 Pabradé, Lietuva

»Intersurgical Limited*, Circuit House, Pitronnerie Road Industrial Estate,
St. Peter Port, Gernsis, GY1 2RL, JK

Si dokumenta ileido bendrové remdamasi Bendrosiomis sertifikavimo paslaugy salygomis, kurias galima rasti svetainéje
www.sgs.com/terms_and_conditions.htm. Pagrindinis démesys skiriamas atsakomybés apribojimams, nuostoliy atlyginimui ir su tuo susijusiems

teisiniams klausimams. Sio dokumento autentiskuma galima patikrinti svetaingje http://wwiw.sgs.com/en/Our-Company/Certified-Client-
Directories/Certified-Client-Directories.aspx. Bet koks nesankcionuotas $io dokumento turinio ar igvaizdos pakeitimas, suklastojimas ir
falsifikavimas laikomas nusikaltimu, u kurj baudZiama jstatymo numatyta tvarka.

stou sala verte verimy biuro
15 LRASMERA" vertéjas (-a)
C Baniiu
-;au Lictuvos Respublikos BK 235 str.

asu susipazings (usl). ) UZDARQJI AKCINE BENDROVE
Data___ ADA6-_0d =L LRASMERA“

leridias (-a) Qﬁ /L& Vertimy biuras / Trans

=% \OPLJA TIKRA
Uzdarol Iristina Sir

: el
akeiné bendrove




~ wsifita, sunumeruotd ir antspaudu

. Jvirtinta

iy C| 43
- »BASMERA«
/ Private Company

N2

“|INTEROVI KOPIJA TIKRA




