==

Z

;ggiveillance audits.
11 January 1995

wnf:’l;lh TlK RA g

m.: et
0.0; ULhBuuﬂ

L‘JIS\‘JF\ G
:ul(:l‘b "I
it




‘K\\\x\& \J%

of airway management, anaesthesig, crltlcal care xyge_ and agrosol therapy:
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EB visikao kokybés uZlikrinimo sislemos seriifikalas: Seriifikatas GB19/964232 kl‘}éﬁ

Veliymo sistema jmont]o

wintersurgical Ltd.“

Crane House, Molly Milars Lane, Wokingham, Beikshire, RC41 2RZ, UK (JK)
buva jvzrints it paividinta kaip alitinkanti

Direktyvos 93/42/EEB

dél medicinos prietaisy, |l priedo (iSskyrus 4 skirsn]) reikalavimus

Siomz gaminiams
Registracljos taliymo sritls nurodyta Slo sentifikato 2 puslapyje.

Sir serffikalas palioja nuo 2021 m, gegulés 24 d.iki 2023 m. fapksgia 25 d. ir nepraranda galies,
jei alitikties prieZidros audiny rezutatais patvirinami nuslatyt reikalavimai,
8 leidimas. Sertikuojama nuo 1935 m, sausio 11d.

is numeriu GBPC 04303

Tal yrakeFoms jmontms gafiojantis sertifikalas.
Infarmacija ap'e kilas {manes patcikiama kitame puslapyje.

Patvino

/Parasas/

Globalaus meditinos prelaisy paddinio vadavas nolifikuolaje [slaigoje

9GS Belgium NV" nofifikuotoji jstaiga 1639

Huuse Noorderaan 87 2030 Anlv.erg Belgium / Belgja
leL +32 (0)3 5454848 faks. +32 (0)3 5454849 www.5gs.c0m

LPMDS00T = JerINes GE 1639 Priedas I14,LT vors. 02
1153 puslapls
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KOPLIA TIKRA

Sis dokumenlas yra Inlzmefn¢ SGS serifikalo versija, shira Eskirl Kironiniam naudofimul. Jis
bus pnsnamas lik spusleléjus SGS sertifkalo Zenkla, paskelbla j0sy inlemel taintje. Bel kurivo

alveju jis nebus atspausdinias. Sio dokumento auloriaus lelsés saugomos. Draudliama kopjuoli jo
lunnj arba i8vaizda be Kteildto radidko SGS leldimo, Bel koks nelinkamas naudojimas, pakeitimas,
Kastojimas arba padibinéjmas yraneteisetas,
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Serlifikalas GB19/964232, tgsinys \“:{ Gl

wintersurgical Ltd.”
Direktyvos 93/42/EEB

dél medicinos prietalsy, Il prledas (ISskyrus 4 skirsnj) relkalavimus

B leidimas
Kontreti Bikymo iis
Sterll@s Ir nesterilas medicininlal kvépavimo taky priediQros pr kvépayl ukq kymul, anesiezlfal,

[al prieKiral, deguonles Ir iy
Sterllios Ie nesterifios fezlnds kvdpavima slst
Arrazollo It dluunnlu veldo kaukds
Anestezinés veldo kaukés sterilds endotrachéfinly vamzdeliu vestles [lalsal Ir slerlds kvépavimo Lakiy zondal
Slerlllos Irnesterilios kvépavimo slstemos
Neslldoml kvépavimo burbulinlal drékintuval
Stenlds Ir nesterilds kateterlo lalkiklial
Stedliy Ir nesteriliy kvipavimo sistemy Jungtys
Sterilds Ir nesterlls kvépavimo filtral, LankstOs kvépavimo sistemy vamadellal
Didelés koncentracljos deguonles veldo kaukés
Sterilos Ir nesterllds dlumas Ir drégmis keltikial
Slerlds Ir nesterilos HME filtal
Sterifity Ir nestenlly {kviplmo lintjy drékinimo Indal
Sterilds Fgal virsgerkdinlal otaklal
Sterills gerkly artaklal
Dujy méginly émimo/ stebéjimo kvépavimo vamedellal
Sterillos Ir nesteriios §lldomos kvépavima sistemos
Slldomifaldal lrprl:dll (elekirintal adapterio laldai)

Elekirinls drégmé {us, nosles kanlulé

Aerozolio slstemy tieklmo dnkinlal
Slurblantis Ir dréknantis burnas prietitros danty Sepetélis
Deguonles tlekimo vamzdellal
Pilartotinlo naudnjimo kvépavima sistemos
Kvépavimo sistemy rezervinial malial
Rankinlo pulmoninio galvinima sistermos
Angfios diaksldo absorbental
Sterillos Ir noslerilios trachéfos slubimo slstemos
Sterlos endotrachéjinial vamzdelist
Vantur vaHuvallrveldo kauhly su Venfud vodtuvals inkintal
Sleninls drthnluvas acrozello purkdtuves
Kvdpavimo elalemy vandens gaudylis
CPAP BLiovel nosies koukds Ir NIV veldo keuhis
Bliglo dAbojima voHuval
PEEP voituval, vienpuslal voHuval
KadiKy nosles CPAP kvépavimo slstema
Galvinimodeguoniml dnkinfal
Endoskopljos kriminly danty kandikls
Anglies dloksldo kuvetd
| danés stedlis: Uk starllumo aspektal — apsiribojama gamyt pehtals, susljuslals su stenlly salygy uitkrinlmu Ir
palalkymu:
Sterl0s Guedelio ortakial

P

KOPLIA TIKRA
8is dokurrentas yra intarnelind SGS serlifikalo versila, skirla i¥skininel elekroniniam navdejimui, Jis 218 Jpuslepis
bus prignamas ik spuslelsjus SGS serifikalo Zenkia, paskdbhpsqnlunuh svelant;a Belkurivo
alveju fis rebus alspausdintas, Sio dokumento auloriaus loités kopijuali jo
furinj arbaidvaizda ba Breikilo radtisko SGS leldimo, Belkoks nebn}umsnmdoumas. pakeitmas,
Klaslejimas aba padirbinéjimas yra neleisélas,
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zintersurgical Ltd.“
Direktyvos 93/42/EEB

dél medicinos prietalsy, Il priedas (I5skyrus 4 skirsn])

8 leidimas
Keniatitakyma sritis

Kitos {monts

Crane House, Mally Millars Lane, Wokingham, Berkshire, RG41 2RZ, UK (JK)
Unit 3, Molly Millars Bridgo, RGA1 2WY, UK (JK)

Dray House, Molly Millars Lane, RG41 2PX, UK (JK)

Brook House, Nolty Millars Bridge,, RGA1 2WY, UK (1K)

Unit 1, Molly Millars Lane, RG41 202, UK (JK)

Clreult House, Pitronnede Road, Industrial Estale, St Pefer Port,
Guemnsey, GY1 2RL, UK (JK)

UAB Jnteraurgleal* Amlonly g.60, LT-18170 Pabradt, Lictuva
Amlonly g. 60A, Pabradé, LT-18170, Latuva

Amlonly g. 45, Pabradé, LT-18170, Lietwva

DOk&tokellas B4A, Visaginas, LT-31145, Lietuva

KOPIJA TIKRA

&is dokumentas yra htemelind SGS serifikato veraia, skira Wskirtinel elektoninam naudojimul. Jis 313 Jpuslepis
bus priztnamas Bk spusieitjus SGS sertifikato Zenkla, paskelhla J0sy Intemelo svelanfe. Batkuruo

aiveju s nebus alspausdintas. Sio dokumento auloriaus tetsés saugomos, Dreudliama kopijuol fo

urin] rba vaizda be itreikdio rabtidko SGS leidimo, Bet koks jimas, p

Kaslojimas arba padibngjimas yra neleisélas.
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Intersurgical Ltd

Crane House, Molly Millars Lane
Wokingham, Berkshire

RG41 2RZ

UK

04/09/2023
Confirmation Letter Reference: CLNB1639 GBPC04303
To whom it may concern,

Confirmation of receipt of a formal application and conclusion of written agreement in the
framework of Regulation EU 2023/607 amending Regulations (EU) 2017/745 and (EU) 2017/746
as regards the transitional provisions for certain medical devices and in vitro diagnostic medical
devices

This letter confirms that, SGS Belgium NV, a Notilied Body (NB) designated against Regulation (EU)
2017/745 (MDR) and identified by the number 1639 on NANDO, has received a formal application in
accordance with Scetion 4.3, first subparagraph of Annex VII of MDR and has signed a written
agrecment in accordance with Section 4.3, second subparagraph of Annex VII of MDR with the
following manufacturer:

Intersurgical Ltd

Crane House, Molly Millars Lane
Wokingham, Berkshire

RG41 2RZ

UK

SRN number: GB-MF-000004798

Authorised Representative
UAB Intersurgical

Arnioniy g. 60

LT-18170 Pabrade,

Lithuania

SRN number: LT-AR-000003907

The devices covered by the formal application and the written agreement mentioned above are shown
at the end of this leter.

In the case of devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or
Directive 93/42/EEC (MDD) that expired prior to the publication of the Regulation EU 2023/607 on
15 March 2023, this lctter also confirms that:

e the manulaclurer submitted the MDR applicalion and signed the wrillen agreement by the..’
date of MDD/AIMDD certificate expiry,

L d U Losien hed Cortificalion and Business Enhancoment Regislered Offico: Noordardaan 87 BE-2030 Anlwarpan 1 +32 (0)3 545 48 48 1¢32 (0]3 54* “4 J.v
Soulevard Internationalintemationalelaan 55D BE-1070Brussels 1432 (0)2556 0040 432 (0)354548 -19 s L

| Member of ha SGS Group |

APR Antwerpen VAT BE 0404 882 750 Bulfius 550-3500009-9.‘( \
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o the certificates expired after 26 May 2021 by course of time and were valid at the date of their
expiry neither having been suspended nor withdrawn.

The transition timelines that apply to the devices covered by this letter, subject to the manufacturer’s
continued compliance to the other conditions specilied in Article 120.3 of MDR (as amended by EU
2023/607), are shown below:
e 26 May 2026 for Class lll custom-made implantable devices
e 31 December 2027 for Class Ill devices and Class I1b implantable devices excluding Well-
established technologies (WET - sutures, staples, dental fillings, dental braces, tooth crowns,
screws, wedges, plates, wires, pins, clips and connectors)
e 31 December 2028 for other Class Ilb devices, Class lla, Class | devices placed on the market

in sterile condition or have a measuring function
o 31 December 2028 for devices not requiring the involvement of a notified body under MDD but
requiring it under MDR (e.g., class | devices that qualify as re-usable surgical instruments)

On behulf of the Notificd Body SGS Belgium NV 1639,
/ —4

Virginie SILORET

Global Medical Device Certification Manager
Email: Virginie.silor2i@sgs.com

Phone : +41 22 739 98 58

Devices covered by this letter:

Device name / Basic UDI-DI (under MDR Device If thie MDR deviceis a MDI/AIMDD

MDR application) classificalion (as substitute device, Certificate Reference(s)
proposed by the identilication of the of the devices under
manutacturer and  corresponding MDR application, and’

verified at the pre- - MDD/AIMDD deviee  the NB Identification <.
application stage) e
Sterile and Non-Sterile medical lla N/A GB19/964232;
devices for respiratory care, in NB1639 @
the areas of airway
management, anaesthesia,
critical care, oxygen and
aerosol therapy:

-Sterile and Non-Sterile
Anaesthetic Brealhing Systems
Vi

2

Pt MY Certification and Business Enhanzement Registored Officu: Noorderlaan 87 BE-2030 Antwerpon 1432 (0)3 545 dB 48 f +32 (0)3 545 48 42
’ Baulevard yemationalelaan 550 BE-1070 Brussels 132 (0)255600 40 f 432 (0)3 5454840 . v L
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Device name / Basic UDI-DI (under MDR Device If the MDR deviceis a MDD/AINMDD

MDR application) classification (as substitute device, Certificate Reference(s)
propased by the identification of the of the devices under
manulacturer and  corresponding MDR application, and

verilied at the pre-  MDIJ/AIMDD deviee  the NB Identilication
application stage)

05030267ABSL6

-Aerosol and Oxygen Face
Masks
05030267AEROXY65

Anaesthetic Face Masks
05030267AMSKBX

Sterile Endotracheal Tube
Introducer and Sterile Airway
Stylets

05030267BOUGCE

Sterile and Non-Sterile
Breathing Systems
05030267BS2M

Non-Heated Respiratory
Bubble Humidifier
05030267BUBHUMGE

Sterile and Non-Sterile
Catheter Mounts
05030267CATHMT3K

Sterile and Non-Sterile
Breathing System Gonnectors
05030267CONNR8V

Sterile and Non-Sterile
Respiratory Filters
05030267FILTERGS

Breathing System Flexible

Tubing e q

05030267FLEXTUBH )
High Concentration Oxygen v z i
Face Masks .

2.

P M Certification and Business Enhancemenl Registered Ollice: Noorderlaan 87 BE-2030 Antwerpen §+32 (0)3 545 48 48 1432 (013 51 9
Boulevard Internationalinternationalelaan 550 BE-1070 Brussels 1+32 (0)2556 0040 (432 (0)35454849 .. )
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Device name / Basic UDI-DI (under MDR Device If the MDR deviceisa  MDID/AIMDD

MDR application) classification (as substitute device, Certilicate Reference(s)
proposed by the identification of the of the devices under
manulacturer and  corresponding MDR application, and

verilied at the pre- - MDD/AIMDD device  the NB Identification
application stage)

05030267HICONTYE

Sterile and Non-Sterile Heat
and Moisture Exchangers
05030267HMEME

Sterile and Non-Sterile HME
Filters
05030267HMEFBU

Sterile and Non-Sterile
Inspiratory Line Humidification
Chambers
05030267HUMCHA4

Sterile I-gel Supraglottic
Airways
05030267IGELBH

Sterile Laryngeal Airways
0503026 7LMAMS

Gas Sampling / Monitoring
Respiralory Tubing
05030267MONTUBGM

Sterile and Non-Sterile Heated
Wire Breathing Systems,
Heated Wires and attachments
(electrical adaptor leads)
0503026 7HW3F

Electrically Powered Moisture
Condenser,
05030267INTCOOLDZ !
vl 1A TIKRA
Nasal Cannulae

0503026 7NACANGE

Helgm NY Ceilication and Businoss Enhancemanl Rogislorad Olfice: Noorderlaan 87 BE-2030 Antwarpnn 1 +32(0)3 54548 48 1432 (013 54548 49
" Boulevard Intemational/lnternationalelaan 55D BE-1070 Brussels 1432 (0)2 556 0 40 1+32 (0)3 5454848 { Lo
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Deviee name / Basic UDE-DI (under MDR Device If the MDR deviceisa  MDD/AIMDD

MDR application) classification (as substitute device, Certificate Reference(s)
proposed by the identification of the of the devices under
manulacturer and  corresponding MDR application, and

verilied at the pre-  MDD/AIMDD device  the NB Tdentification
application stage)

Nebulising System Delivery

Sets

05030267NEBME

Suctlion and Irrigation Oral
Care Toothbrush
050302670RANGESK

Oxygen Administration Tubing
050302670XYTUBJX

Repeated Use Breathing
Systems
05030267REPSYSCX

Breathing Systems Reservoir
Bags
05030267RESBAG7X

Manual Pulmonary
Resuscitation Systems
05030267RESUSDC

Carbon Dioxide Absorbents
05030267SODAES

Sterile and Non-Sterile
Tracheal Suction Systems
05030267SUCSYSFZ

Sterile Endotracheal Tubes R
05030267 TRACTUBFN LARE Wi | 3

Venturi Valves and Venturi ; £
Valve Face Mask Kits : @ 4
05030267VNTURIHK 47

Wall Humidifier Nebuliser
05030267WALNEB8Z

s T B Cortilicalion and Business Erhancement Regisiared Oflico: Noarderlaan 87 BE-2030 Antwarpen  +32 (0)3 545 48 48 {432 (0)3 LA 24 1Y
' Boulovard Internatianal/internatonalelaan 550 BE-1070 Buussels 1432 (02 555 0040 1+32 (0)3 5454848 .. -

l Membar aof the §§Glou[-1

RPA Antworpon VAT BE 0404 882 750 Bolfius 550-3560000-53



Device name / Basic UDI-DI (under MDR Duevice If the MDR device isa  MDD/AIMDD

MDR application) classification (as substitute device, Cuertificate Reference(s)
proposed by the identilication of the of the devices under
manulacturer and — corresponding MDR application, and

verified at the pre-  MDI/AIMDD device  the NB Identification
) application stage)
Breathing System Water Traps
05030267WT4N

CPAP Bi-level Nasal Masks
and NIV Face Masks
05030267CPNVMASKNG

Pressure Limiting Valves
05030267PLVALVEGW

Peep Valves
05030267PVALVECF

| One Way Directional Valves
050302670OWVALVELU

Infant Nasal CPAP Breathing
System
05030267NFLOWAS

Oxygen Recovery Kits
050302670OXYRECH?

Endoscopy Molar Bite Block
05030267BITEBLOCKR9

Carbon Dioxide Cuvette
05030267STREAMMONBW

Sterile Guedel Airways Is N/A GB19/964232;
05030267 GUEDELEW NB1639 =

Confirmation Letter Revision History WILN, _ (3,
Dale NB internal reference Aclion i ;
ni P

traccable to cach version
of the letter
2023/09/04 Version | ) Initial issue —

ivelgpim N Cotification and Busi Ent oni Rapistorad Office: Noordarlaan 87 BE-2030 Anlwerpan | +32 (0)3 54548 48 1 +32 (013 545 18 19
’ Boulevard |nlclna||0ﬁ1Jl|n(l.‘lll'llan'||E|:|'|n 550 BE-1070Brussels 1132 (0)2 55600 40 {+32 (D)3 5454849 .-
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wIntersurgical Ltd"

Crane House, Molly Millars Lare
Wokingham, Berkshire

RG41 2RZ

UK (JK)

2023-09-04
Patvirtinimo laiSko nuoroda: CLNB1639 GBPC04303
Visiems suinteresuotiesiems,

Patvirtinimas, kad gauta oficiali paraiSka ir sudaromas raSytinis susitarimas pagal
Reglamentg ES 2023/607, kuriuo dél tam tikroms medicinos priemonéms ir in vitro
diagnostikos medicinos priemonéms taikomy pereinamojo laikotarpio nuostaty i$ dalies
keitiami reglamentai (ES) 2017/745 ir (ES) 2017/746

Siuo laigku palvirtinama, kad ,SGS Belgium NV", notifikuotoji jstaiga (N]), paskirta pagal
reglamentg (ES) 2017/745 (MDR) ir identifikuojama numeriu 1639 NANDO registre, gavo oficialia
paraiska pagal MDR VI priedo 4.3 skirsnio pirma papunktj, ir pagal MDR VIl priedo 4.3 skirsnio
antrg papunktj pasiragé raSytinj susitarima su $iuo gamintoju:

LIntersurgical Ltd"

Crane House, Molly Millars Lane
Wokingham, Berkshire
RG412RZ

UK

SRN numeris: GB-MF-000004798

|galiotasis atstovas

UAB , Intersurgical

Arnioniy g. 60

LT-18170 Pabrade,

Lietuva

SRN numeris; LT-AR-000003907

Priemoneés, kurioms taikoma oficiali paraika ir minétasis rasytinis susitarimas, parodytos Sio laisko
pabaigoje.

Jei kalbama apie priemones, kurioms taikomi pagal Direktyvg S0/385/EEB (AIMDD) arba
Direktyva 93/42/EEB (MDD), kurios baigé galioti pries 2023 m. kovo 15 d. paskelbiant
Reglamentg ES 2023/607, isduoti sertifikatai, Siuo laisku taip pat patvirtinama, kad:
« gamintojas pateiké MDR paraiskg ir pasirase rasytinj susitarimg iki MDD/AIMDD sertifikato
galicjimo pabaigos datos,

SGS Belgium N Sertifikavimo ir verslo lobulinima ragistruotaji jstaiga Noorderlaan B7 BE 2030 Anlweipen, Bulgium (Belgja) L. +32 (0)3 545 48 48 1, 32 (0)3 545 18 19
Houlevard Intemationalinternationaldasi SSO BE 1070 Brussels, Delgum (Belgia) t. +32 (0)2 555 00 AD . +32 (0)3 545 48 48 waww.be sqs com

|
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SGS

/Versta is angly kalbos/

+  sertifikatai nustojo galioti po 2021 m. geguzés 26 d., prabégus nustatytam laikui, ir
galiojimo pabaigos dieng buvo galiojantys, nebuvo nei pnstabdytl nei atSaukti.

Peréjimo terminai, taikomi diame laiske nurodytiems jrenginiams, susije su tuo, kaip gamintojas
tebesilaiko kity saglygy, nurodyty MDR 120.3 Stl’alpsnwe (su pakeitimais pagal ES 2023/607),
pateikti toliau:
« 2026 m. geguzes 26 d. lil klases pagal uzsakyma pagamintoms implantuojamosioms priemonems;
+ 2027 m. gruodzio 31 d. Il klasés priemonéms ir lib klases implantuojamiesiems jtaisams,
iskyrus patikimy technologijy (angl. Well-established technologies, WET - sillams,
kabutems, odontologiniams uzpildams, ortodontinems plokstelems, danty kardnélems,
varztams, plei§tams, ploksteléms, laidams, kaiSciams, apkaboms ir jungtims);
+ 2028 m. gruodzio 31 d. kitoms Ilb klasés priemonems, 11a klases, | klases priemonems, kurios
tiekiamos j rinkg sterilios arba naudojamas matavimo funkcijai;
« 2028 m. gruodzio 31 d. priemonems, kuriy nereikia tvirtinti notifikuotajai jstaigai pagal MDD,
bet reikia pagal MDR (pvz., | klasés priemonems, kurios kvalifikuojamos ka|p daugkartinio
naudojimo chirurginiai instrumentai).

Notifikuotosios jstaigos ,SGS Belgium NV* 1639 varduy,

#

PN

virgirie siLunci

Globalaus medicinos priemoniy sertifikavimo vadove
El. paStas: Virginie.siloret@sqs.com

Telefonas: +41 22 739 98 58

Priemoneés, kurioms taikomas $is laiSkas:

Priemonés pavadinimas / bazinis

UDI-DI (pagal MDR taikomaja  MDR priemonés Jei MDR priemoné MDD/AIMDD
programa) klasifikacija (kaip Yyra . pakaitineé Priemonés sertifikato
siiloma gamintojo Priemone, nuoroda (-os)  pagal
ir patikrinta etapo atitinkamos MDR taikymg ir NB
pries taikymg MBD/AIMDD identifikavima
metu) priemqnés_
Sterilds ir nesterilds medicininiai jja ‘rge"t'_fékac'la
kvepavimo taky prieZiiros etaikoma GB19/964232;
prietaisai, kvépavimo taky NB1639
tvarkymui, anestezijai,
intensyviajai priezidrai,
deguonies ir aerozoliy terapijai:
- Sterilios ir  nesterilios
anestezinés kvépavimo
sistemos
% Belgum N-7 Scnifikavimo ir vnrsln lnbulmnnm mgtsuunlul ,u wiga’ Noordedaan B7 BE 2030 Antwerpen Belgium (Belgija) t. +32 (0)3 545 48 48| +32 (013 Sabdpdu 3
1 nalelann SSD-BE 1070 Brussels: Belgium (Belgya) t.+32 (0)2 555 00 40 !—#3% (0)334“5, ‘43 49 wvrys be sgs com’
KPR Ay apen VAT I (404 882 730 Belfius S30-3560000-93 /_
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SGS

MDR  priemanés
klasifikacija (kaip
sidloma gamintojo
ir patikrinta etapo
pries taikyma
melu) lla .

Priemonés  pavadinimas /
bazinis UDI-DI (pagal MDR
taikomaja programa)

05030267ABSLG

- Aerozolio
veido kaukés
05030267AEROXY65

ir deguonies

Anestezinés veido
kaukes

05030267AMSKBX

Sterilis endotrachégjiniy
vamzdeliy jvesties jtaisai ir
sterilis  kvépavimo  taky
zondai

05030267BOUGCE

Sterilios ir nesterilios
kvepavimo sistemos
05030267BS2M

NeSildomi kvépavimo
burbuliniai drekintuvai
05030267BUBHUMGE

Sterilds ir nesterilUs
kateterio laikikliai
05030267CATHMT3K

Sterilios ir nesterilios
kvepavimo sistemy jungtys
05030267CONNRS8V

Sterilis ir nesterills
kvepavimo filtrai
05030267FILTERES

Lankstis kvépavimo
sistemy vamzdeliai
05030267FLEXTUSH

Didelés
deguonis
Veidg dengiancios kaukes

koncentracijos

' % Balgium N

Jel MDR priemoneé
yra pakaitine
priemaone,
atitinkamos
MDD/AIMDD
priemoneés
identifikacija

/Versta is angly kalbos/

MDD/AIMDD
Priemonés sertifikato
nuoroda (-os) pagal
MDR taikymg ir NB
identifikavimg

ko

Sertifikavima ir verslo lobulinimo registruoto) jstaiga Noarderlaan B7 BE 2030 Antwerpen, Belgum (Belgija) 1. 32 (0)3 545 48 48 | +32 (0)3 545 <8
49
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Nersla is angly kalbos/

Priemanés pavadinimas / bazinis VDR Jei MDR priemoné MDD/AIMDD
UDI-DI (pagal MDR taikomajq priemonés yra . pakaitiné Priemoneés sertifikato
programa) Klasifikacija priemong, nuoroda (-os) pagal
(kaip _sidloma atitinkamos MDR taikymg ir NB
gamintof ir MDD/AIMDD identifikavima
st priemoneés
z?it:;rmtiaiit;rz: identifikacija
05030267HICON7E metu)

SterilGs ir nesterilds Silumos ir
drégmes keitikliai
0503026 7THMEME

Sterilas ir nesteriliis HME filtrai
05030267THMEFBU

Steriliy ir nesteriliy jkvépimo
linijy drékinimo indai
05030267THUMCHA4

Sterills I-gel

virsgerkliniai ortakiai
05030267IGELBH

Sterills gerkly ortakiai

05030267LMAMS

Dujy meéginiy émimo /
stebéjimo kvepavimo
vamzdeliai
05030267MONTUBCM

Sterilios ir nesterilios $ildomos
kvépavimo sistemos, Sildomi
laidai ir priedai (elektriniai
adapterio laidai)
05030267HW3F

Elektrinis dregmeés
kondensatorius,
05030267INTCOOLDZ

i . P
| Nosies kaniulés
05030267NACANGE
(033 Balgium N Semhkavvno Irversio lobulmlmu reqisuuolof jstaiga Naorderdaun 87 EE 2030 Antwerpen. Bzlgium (Belgya) t. +32 (0)3 545 48 48 1 +32 ()3 545 48 43
...... SSD BE 1070 Brussels, Belgium (Belgija) t +3Z (0)2 556 0040 1. +32(0)3 545 48 49 www.be 595 com
| SGS prupés nare
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S G S /Versta i$§ angly kalbos/

Priemonés pavadinimas / bazinis MDR priemonés Jel MDR priemoné MDD/AIMDD

UDI-DI (pagal MDR taikomaja klasifikacija yra . pakaitine  Priemonés sertifikato

programg) (kaip siadloma Priemone, nuoroda'(-os) _pagal
gamintajo jr atitinkamos MDR taikymg ir NB
patikrinta etapo MDD/AIMDD identifikavima

. . L. fad taik priemoneés

Aerozolio sistemy tiekimo r;,r:::)ua YA dentifikacija

rinkiniai

05030267NEBME

Siurbiantis ir drékinantis
burnos prieZilros danty
Sepetélis
05030267ORANGESK

Deguonies tiekimo vamzdeliai
050302670XYTUBJX

Pakartotinio naudojimo
kvépavimo sistemos
05030267REPSYSCX

Kvépavimo sistemy
rezerviniai maisai
05030267RESBAG7X

Rankinio pulmoninio
gaivinimo sistemos
05030267RESUSDC

Anglies dioksido
absorbentai
05030267SODAESB

Sterilios ir nesterilios
fraché&jos siurbimo
sistemos
05030267SUCSYSFZ

Sterils endotrachgjiniai
vamzdeliai
05030267 TRACTUBFN

Venturi voztuvai ir veido : m _

kaukiy su Venturi voztuvais
rinkiniai
05030267VNTURIHK

Sieninis drékintuvas

aerozolio purkstuvas —

05030267WALNEBB8Z

+3 Belgium N~ Sertifi ir verslo lobuli ragistruotaji |slaiga Noordarlaan 87 BE 2030 Antwerpen, Belgium (Aelgija) 1. +32 (0)3 54548 481 +32 (0)3 54648 4
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| SGS wrupés nare
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SGS Nersta i§ angly kalbos/
Priemonés pavadinimas |/ MDR priemonés Jei MDR priemoné MDD/AIMDD
bazinis UDI-DI klasifikacija (kaip yra pakaitine Priemonés sertifikato
(pagal MDR taikyma) sidloma gamintojo ir priemone, nuoroda (-os) pagal MDR
patikrinta etapo pries atitinkamos taikyma ir NB
taikyma metu) lla MDD/AIMDD identifikavima
| priemonés

identifikacija

Kvepavimo sistemy vandens
gaudyklés 05030267WT4N

CPAP Bi-level nosies kaukes
ir NIV veido kaukes
05030267 CPNVMASKNG

Slegio ribojimo voztuvai
05030267PLVALVEGW

PEEP voztuvai
05030267PVALVECF

Vienpusiai voztuvai
050302670OWVALVELU

Kadikiy nosies CPAP
kveépavimo sistema
05030267NFLOWAS

Gaivinimo deguonimi rinkiniai
050302670XYRECH7
Endoskopijos kriminiy danty

kandiklis
05030267BITEBLOCKR9

Anglies dioksido kiuvete
05030267 STREAMMONBW

Sterilds Guedelio ortakiai Is Netaikoma
05030267GUEDELBW GB19/964232
. NB1639

PerziGréty patvirtinimo laisko leidimy istorija

Data Atsekama kiekvienos laiSko Veiksmas
versijos NB vidine
nuoroda

2023-09-04 1 versija Pradinis leidimas

3
Sertifikavimo ir verslo lobulinima registruotoji jstaiga’ Noarderlaan 87 BE 2030 Antwerpen, Belgium (Belgia) 1. #32 (0)3 545 4B 481 +32 (M) 545 A a4
Boulavard Intemational/nternationalelaan SSD BE 1070 Brussels, Belgium (Belgja) t +32 (0)2 555 00401 +32 (0)3 545 48 49 www be 895 com

%34 Belgum N g Dol B ESp—
| - 508 grupes nue
indes '
RIR Amwverpen VAT BT (404 H82 750 Belfius S50-35600001.93 m
Al A
tvirti
tiksh
Parai







Certificate GB95/6635

The management syslem of

Intersurgical Ltd.

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

has been assessed and certified as meeting the requirements of

ISO 13485:2016
EN ISO 13485:2016

Far the followlng activities

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

This certificate is valid from 11 January 2022 until 26 November 2023

and remains valid subject to satisfactory surveillance audits.
Recertification audit due a minimum of 60 days before the expiration date.
Issue 33. Certified since 11 January 1995

_ This is a multi-site certification.
Addiﬁonal site details are listed an subsequent pages.

Authorised by - m -
MANAGEMENT
SYSTEMS
: 0005
$GS United Kingdom Ltd

Rossmoare Business Park Ellesmero Pot Cheshire CHB53EN UK
t+44 (0)151 350-6666 f-+44 (0)151 350-6600 wwave.sas.com

21HC 13485 2016 0421 M2
Page 10f2
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Certificate GB95/6635, continued WV N EB,

Intersurgical Ltd.

ISO 13485:2016
EN ISO 13485:2016

Issue 33

Detalled scope

Design and manufacture of sterile and non-sterile medical devices
for respiratory care, in the areas of alrway management, anaesthesia,
critical care and oxygen and aerosol therapy.

Addillonal faclliies

Dray House, Molly Millars Lane, RG41 2PX, UK
Brook House, Molly Millars Bridge,, RG41 2WY, UK
Unit 1, Molly Millars Lane, RG41 2QZ, UK

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

UAB Intersurgical Arnioniy 9.60, LT-18170 Pabradg, Lithuania
Arnioniy g. 60A, Pabradé, LT-18170, Lithuania

Arnioniy g. 45, Pabradé, LT-18170, Lithuania

Duksto kelias 84A, Visaginas,, LT-31146, Lithuania UKAS

MANAGEMENT
SYSTEMS

0005

B
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This document s Issued by tho Cormpany sutject to s Ganorsl Condifons of
Certifcation Services pecassibla 2l weaw.sgs.com/izrms_and.conditions.him.

Attenton s drawn to the limitations of Kabity, Indemnificetion and Judséictional Page 2 of 2 K
Issues estabfishad thereln, Tha euthanticty of this document may bo veriied ot

hip:/ w395, comvenveetised-Clents-and-products/certiied-tient-directory, K

Any unauthorized siteration, forgory or falsification of the canfont or appoaranco - o
of this documantis unlawiul and affarders may ba prosacuted o tha fullast Viedu

. extentolthelaw.
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Sertifikatas GB95/6635

Valdymo sislema [monéje

wintersurgical Ltd.“

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

buvo |vertinta ir patvirtinta kalp atitinkanti

1ISO 13485:2016
EN ISO 13485:2016

rolkalavimus tollau nurodytal volklai

Registracijos taikymo sritis nurodyta $io sertifikato 2 puslapyje.

éis‘serhf katas galioja nuo 2022 m. sausio 11 d. iki 2023 m. lapkritio 26 d. ir nepraranda galios, jei
: alilikties priezilros audily rezultatais palvirtinami nustatyti reikalavimai.

: Pakanohnlo serlifikavimo auditas privalomas likus maziausiai 60 dieny iki galiojimo termino
pey pabaigos datos.
” 33 Ieidimas Sertifikuojama nuo 1995 m. sausio 11 d.

Tai yra kelloms |[monéms galiojantis serlifikatas.
lnformacija apie kitas jmones pateikiama kituose puslapiuose..

B

l'lllllllll
MITINIETRTL)

UKAS

MANAGEMENT
SYSTEMS

0005

SGS United Kingdom Lid
Rossmore BusIness Park Ellesmera Port Cheshlre CHES-3EN-UH-EH)
1444 (0)151 350-6666 f +44 (0)151 350-6600 wwwr.sas.com

21HC 13485 2016 0421 M2
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Sertifikatas GB95/6635, tesinys

wintersurgical Ltd.*

ISO 13485:2016
EN ISO 13485:2016

33 leidimas

Konkretl talkymo sritls

Steriliy ir nesteriliy medicininiy, kvépavimo taky prieZidros prietaisy
kvépavimo taky tvarkymui, anestezijai, mtensywajal prieZiarai,
deguonies ir aerozoliy terapijai projektavimas ir gamyba.

Kitos [monés

Dray House, Molly Millars Lane, RG41 2PX, UK (JK)
Brook House, Molly Millars Bridge,, RG41 2WY, UK (JK)
Unit 1, Molly Millars Lane, RG41 2QZ, UK (JK)

Circuit House, Pitronnerie Road, Industrial Estate, St Peter Port,
Guernsey, GY1 2RL, UK (JK)

UAB , Intersurgical”, Amioniy g.60, LT-18170 Pabrade, Lietuva
Arnioniy g. 60A, Pabradg, LT-18170, Lietuva

Arnioniy g. 45, Pabradeé, LT-18170, Lietuva

Diiksto kelias 84A, Visaginas,, LT-311486, Lietuva

118duoda bendnyy sertfikavima paslaugy s3yay, 2132 psl.
kudu: gnl!mn rast ﬁnkldamc wmvag: ormiterma_and_conditions.| htm Atkrof pﬁnn:
ys|) ibajimo, Zalos atl

klauslmus, $b dokuranty autsntSkumg gal'ma patking
hitp:/Awiw.sgs comt/certified-clen's-and-products/carified-clont-diketipatiingo.
Botkoks neloisatas Slo dokumento !u'lmo o lsvamm pakaltimas, klaslojimas ar
Ji yw dtos, op gnl bat patraukll baud2lamejon
o e . atsakomybén, .
Kek kld!]a lslatymal..

9,

UKAS

MANAGEMENT

N RRLLY LA |
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Vertimas i8 anglu kalbos jlietuviu kalba yra tikras.
Verte UAB , Arslibri” vert¢ja Giedre Liutkevi¢iate.
A3, Giedre Liutkeviiité, esu susipaZinusi su
Lietuvos Respublikos baudZiamojo kodekso 235
straipsniu, numatandiu atsakomybe uZ samoningai
melagingg vertima.

(Vardas pavardé, paradas)

Dokuments elektroniniu paradu pasira$é vertéja
Giedre Liutkevitiite.

Para3o tikrumg patikrinkite:
https:/ / www.gosignlt/1t/ dokumentoikelimas/ tikrinim
as

UAB ,,Ars libri”

Imones kodas: 302721151
PVM kodas: LT100006670812
Atsiskaitomoji sask. LT10 7044 0600 0780 3374

Banko pavadinimas: AB SEB bankas, 7044, swift: CBVILT2X

ElL p. vertimai@arslibri.lt
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Sertifikatas GB95/4313

Valdymo sistema jmoneje

Lintersurgical Ltd“

Crane House, Molly Millars Lane, Wokingham, RG41 2RZ, UK (JK)
Brook House, Molly Millars Bridge, Wokingham, Berkshire, RG41 2WY,
' UK (JK)

buvo jverinta ir patvirtinta kaip afilinkanti

ISO 9001:2015

rejkalavimus toliau nurodytai veiklai

Medicininiy kveépavimul skirty gaminiy projektavimas, gamyba ir tiekimas.

&is sertifikatas galioja nuo 2021 m. rugpjGcio 8 d. iki 2024 m.
rugpjtidio 8 d. ir nepraranda galios, jei atitikties

priezitros audity rezultatais patvirtinami nustatyti

reikalavimai.

Pakartatinio sertifikavimo auditas privalomas likus maziausiai 60 dieny
iki galiojimo termino pabaigos datos.

27 |eidimas. Sertifikuojama nuo 1995 m. sausio 11 d.

Palvirlino

.SGS United Kingdom Lid®

Rossmore Business Park Ellesmere Porl Cheshire CH6fi
3EN US | +44 (0)151 350-6666 f+44 (0)151350-6600
WWW,508.CoMm

21HC 9001 2015 0421
113 1 puslapis

Sis dokumentas yra intemetiné SGS seriifikao versija, skirta iskirtinai elektroniniam
naudajimul, Jis bus prieinamas tik spusteléjus SGS sertifikato Zenkla, paskelbta jisy
interneto svetainéje. Bet kuriuo atveju jis nebus atspausdintas. Sio dokumento autoriaus
teises saugomos. Draudziama Kopijuoti jo turinj arba iSvaizda be iSreikSto raslisko SGS
leidimo. Bel koks netinkamas naudcjimas, pakeitimas, klaslojimas arba padirbingjimas
yra neteisélas.
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Sertifikatas GB06/70658

Valdymo sisiema |mongje

»intersurgical Ltd*
Crane House, Molly Millars Lane, Wokingham, RG41 2RZ, UK (JK)

Brook House, Molly Millars Bridge, Wokingham, Berkshire, RG41 2WY, UK
(JK)

buvo |vertinta ir patvitinta kalp atilinkanti

ISO 14001:2015

reikalavimus toliau nurodytai veiklai

Medicininiy kvepavimui skirty gaminiy projektavimas, gamyba ir tiekimas.

Sis sertifikatas galioja nuo 2021 m. rugpjtcio 8 d. iki

2024 m. rugpjtcio 8 d. ir nepraranda galios, jei

atitikties priezidros audity rezultatais

patvirtinami nustatyti reikalavimai.

Pakariotinio sertifikavimo auditas privalomas likus maziausiai 60 dieny iki
galiojimo termino pabaigos datos.

g [eidimas. Sertifikuojama nuo 2006 m. gruodzio 12 d.

Patvirlino

«5GS United Kingdom Ltd*
Rossmore Business Park Ellesmere Port Cheshire
CH65 3EN UK (JK)

1. +44 (0)151 350-6666 f. +44 (0)151
350-6600 www.sqs.com

21HC 14001 2015 0421

1 i& 1 puslapis

Sis dokumentas yra intemeting SGS seriifikato versija, skirta iSskirtinai elekironiniam
naudojimui. Jis bus prieindmas tik spusteléjus SGS sertifikato Zenkla, paskelbty jusy
intemeto svetaingje. Bet kuriuo atveju jis nebus atspausdintas. Sio dokumento autoriaus
eises saugomos. DraudZiama kopijuoti jo turinj arba iSvaizdg be iSreikSlo rastisko SGS
leidimo. Bet koks netinkamas naudojimas, pakeitimas, klastojimas arba padirbinéjimas yra
neteisétas.
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