NI =ENYVNUIVAL
COMPLETE RESPIRATORY SYSTEMS

ABSORBENTAS (Spherasorb Soda Lime)
(Gaminio kodas —2175000)

Pagamintas i§ 3 — 4 mm sferinés formos granuliy (iki minimumo sumaZina dulkétuma;
sferiné granuliy forma salygoja optimaly absorberiui skirty talpy uZpildyma, bei maksimaly
jo i8naudojima, nes dujos tolygiai pasiskirsto tarp sferiniy granuliy - nelieka nei$naudoto
absorberio; tai leidZia Spherasorb tarnauti Zenkliai ilgiau nei kitos tos riigies medZiagos).
Sudarytas i§ kalcio (93.5%) ir natrio hidroksidy (1.5%) miSinio su kietinandiais priedais
(5%).

# Vienas kilogramas Spherasorb absorbuoja daugiau nei 120 litry anglies dvideginio
# Sudétyje néra kvarco (pavojingas kvépavimu) ir kalcio hidroksidas (sulipdo j gniuZulg

absorbenta), bario hidroksido.

Pakuojamas vieno kilogramo vakuminiuose paketuose ir 5 1 kanistruose.

Absorbento savybes nekinta drégmeés poveikyije.

Spalvy indikatorius: baltas keigiasi i violetinj (is spalvy pasikeitimas rodo gaminio bikle).

Anglies dvideginio absorbcija — tai egzoterminé reakcija, tai ypac pastebima, jei absorberis
yra veikiamas didesniu negu vidutinis iSkvepiamu anglies dvideginio kiekiu.
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» Tvirtas prigludes jpakavimas apsaugo vir§gerklinj vamzdelj ir palaik {’._

i-gel™ vienkartinis vir§gerklinis vamzdelis

(2-0s kartos laringiné kauké)
(Gaminio kodas — 8203000, 8204000, 8205000)

Sterilus.

Vienkartinis.
Supakuotas po 1 vnt.
Minkstas, permatomas.
Siulomi dydZiai: 3 (paciento svoris 30-60kg), 4 (paciento svoris 50-90kg), 5 (paciento svoris 90 +
kg).

Pagamintas i§ medicininio termoplastinio elastomero - medZiagos, panagios i gel.

Turi tvirt jungtj, tinkan¢ia standartinéms jungtims ir paciento jungteléms.

Vamzdelio dalis yra standesné, nei minksta i§gaubtoji dalis.

Originali minkSta nei§puciama manZeté gerai priglunda prie perirykliniy struktiiry, atspindédama
antgerklio, vedeginiy rauksliy, kriausinés duobés, periskydineés, periZiedinés, uzpakaliniy kremzliy
ir tarpy forma.

SkrandZio kanalas eina isilgai virSgerklinio vamzdelio - siurbimui, pravesti nosinj skrandZio zonda
ir pan.

Kaukes forma neleidZia pasisukti gerklés ertméje, antgerklio blokatorius uZkerta kelig antgerklio
nukritimui ir oro taky blokavimui.

Integruotas burnos ertmés stabilizatorius.
Integruotas sukandimo blokatorius.

Kaukeés virSuting dalis turi tvirta 15 mm jungtj.
UZraSai ant vamzdelio neiSsitrinantys ir ryskiis.
Vartotojui reikalinga informacija yra matomoje kvépavimo vamzdelio dalyjes”

. UAB. \:\
fiimalia’ kvepavimp

vamzdelio forma. - EMOURGICAL |
g
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COMPLETE RESPIRATORY SYSTEMS

Nosies kaniulés vaikams ir naujagimiams
(Gaminio kodai — 1163000, 1 164000)

Vienkartinés.

Nesterilios.

Klinigkai $varios.

Gaminio sudétyje néra latekso.

Turi CE Zenklinima.

AtSakos lenktos, minkstos, netraumuojanéios gleivinés, su atSakéles fiksuojancia atraméle.
Deguonies vamzdelis (ne lygiasienis, su specialiu vidiniu profiliu) su kiiginés formos
konektoriais galuose.

Ipakuotos po 1vnt.

@ Deguonis j atSakéles paduodamas dviem skirtingais vamzdeliais, o tai apsaugo nuo visisko

deguonies tiekimo uzblokavimo, jei atsitiktinumo déka biity uZspaustas vienas i§ vamzdeliy.
Esant 4-6 I/min srautui tiekiamas 28-36 % koncentracijos deguonis.

Nosies kaniulé vaikams (ilgis — 1,8 m): gaminio kodas — 1163000.
Nosies kaniulés naujagimiams (ilgis — 1,8 m): gaminio kodas — 1164000
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IN I =ENYVNUIVAL
COMPLETE RESPIRATORY SYSTEMS

Paciento jungtelé — alkiiné
(Gaminio kodas — 1997000S)

Vienkartiné.

Sterili.

Klinigkai $vari.

Gaminio sudétyje néra latekso.
Turi CE Zenklinima.

Jungtys 15M-22M/15F.
Supakuota j maiSelius po 1 vnt.
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Superset™ kintamo ilgio paciento jungtelé
su fiksuota alkiine
(Gaminio kodas — 3502000)

Vienkartiné.

Sterili.

Klinigkai $vari.

Turi CE Zenklinima.

Gaminio sudétyje néra latekso.

Gofruota ir lengvai fiksuojama norimoje padétyje (armonikos tipo).

Ilgis nuo 70 mm (sutraukta) iki 150 mm (iStempta).

Su konusinémis jungtimis: 22F (aparato puséje) ir 15F/22M (paciento puséje).
Tiiris 23 — 44 ml.

Ipakuota po 1 vnt.



Tracheostominé kauké suaugusiems (be PVC)
(Gaminio kodas —1200050)

Vienkartiné.

Klinigkai $vari.

Turi CE Zenklinima.

Kaukeés sudétyje néra latekso ir PVC (polivinilchlorido).

Pagaminta i§ dviejy medZiagy: kaukeé - i§ stand¥ios ir skaidrios, o kaukés krastai - i§ itin
minkstos.

Itin hermetiskai priglunda prie kaklo.

Tinka inhaliacijoms.

Kaukes kraStai, kontaktuojantys su paciento kaklu, minksti ir neadtrs.

Su sutvirtinimo juostele (gumele).

Specialus tvirtinimas - vienoje puséje gumelé pilnai atsijungia nuo kaukeés.
Kauké skaidri.

Su alkiine, besisukantia 360° kampu.

¢ Kaukés jungtis - 22M.
# Supakuota j maiSelius po 1 vnt.
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EB visiSko kokybés uZlikrinima sislemos sertifikatas: Serfifikatas GB19/954232

Vadymo sistama jmontje

wIntersurgical Ltd.“

Crane House, Molly Miltars Lane, Wokingham, Berkshire, RGA1 2R?, UK (JK)
buve jvertnta ir palvitinta kaip alitinkanti

Direktyvos 93/42/EEB

dél medicinos prietaisy, Il priedo (3skyrus 4 skirsn]) reikalavimus

Siama gaminisms
Reglstracljos talkymo sritls nurodyta Slo sertifikato 2 puslapyje.

Sis serifikatas galiofa nuo 2021 m. aegulés 244. il 2023 m. lapkrigio 26 d. ir nepraranda galics,
jei alitikies priediiros audiy rezuhatais patvirinami nustalyti reikalavimai.
8 keidimas. Sertifkuojama nuo 1995 m. sausio 11d.

Sertfitzvimas paramlas atsskaitomis numeriu GE/PC 04313

Tai yra keSoms jmonéms galiojantis sarbfikalzs.

I ja apie kilas jmones pateiliama kitame puslapyj
Palvirtino
/Parasas/

CGlobal dieinos prataisy padalinio vadovas notiikuoloje istaigaje

+0G8 Belgium NV', notifikuotoji jstaiga 1639

SGS House Noorderizan 87 2030 Anm Belgium / Belg]a
lel. +32 (0)3 5454848 faks. +32 (0)3 5454849 viww.505.Com

LPMOS00Y - Sertfikaas CE 1639 Priedas I148,.LT vers, 02

118 3 puslapls

SGSSpdG

Sis dokumznias yra Inlzmetné SGS serlifikalo versia, skia Sskirlinai elzktroniniam naudojimul, Jis
bus priginamas lik spusieléjus SGS seriifkalo Jenkla, paskelbla jisy inlemeto svelaingje, Bel kuriuo
alveju jis nebus atspausdinias. Sio dokumento auloriaus leists saugomas. Drwdglama kopij_qnb jo

lunnj arba iSvaiida be lst_alk’.la ralisko SGS leldimo, Bel koks

¥




Sertifikalas GB19/964232, lesinys

wIntersurgical Ltd.*
Direktyvos 93/42/EEB

dél medicinos prietalsy, Il priedas (iSskyrus 4 skirsnj) reikalavimus

8 leidimas
Konkrali taikymo sritis
Sterills Ir nesteriids medicininfal kvépavimo taky prie2idros prietal I, kv payk taky tvarkymul, tezifal,

yvlajal priediinal, o log Ir fiy teraplfal:
Stenlllos Ir nesterifios te2lnde kvdpavima slst

Aerazallo I deguonles velda kaukés
Anestezinés veldo kaukés sterilds endotrachéfinly vamzdeliy lvestes flalsal Ir sterfds kvépavimo taky zondal
Steiilios Irnestenilios kvépavimo slstemos
Nedildoml kvépavimo burbulinial drékdntuval
Sterlis ir nesterilds kateterio lalkillal
Sterlly Ir nesteriliy kvépavimo slstemy Jungtys
Sterils Ir nesterilis kvépavimo filtral, Lankslis kvépavimo sistery vamadellal
Didelés koncentracljos deguonles veldo kaukés
Sterilisirnesterilds $itumos Ir drégmés keltikdial
Sterll0s Ir nesterills HME filtral
Sterili Irnesterilly (kvéptmo linily drékinlmo Indal
Sterilds Fgol virsgerklinlal ortaklal
Stenlis gerkly ortaklal
Dujy méginiy dmimol stebéfimo kvépavimo vamzdellai
Sterilios Ir nesterifios §lidomos kvépavima sistemos
Sildami faidal Ir priedal (elekdrintal adapterio faldai)

Elektrinis drégmés kord ius, nosles kaniul}
Aerozollo slstemy Hekimo dAnkinlal
Slurblantis Ir drékdnantis burmos preditras danty gepetélis
Deguonles telimo vamzdelial
Palartotinio naudojimo kvépavimo sistemos
Kvépavimo sistemy rezervinial malial
Rankinlo pulmoninio galvinimo slstemos
Anglios diaksido absorbental
Stedlios Ir nestarilios trachéjos slurbimo lstemos

Sl

endolr

Vonturi voRuval Irveldo kavkly su Venltun vo‘!tuvnls snkinlal

Slenlnis drdbnl fio p
3 A

Kvépavime elstemy

CPAP Bllovol nosies kauhés ir NIV veldo keukés
Sltglo Hbojimo voHuval

PEEP vattuval, vienpustal voHuval

Kidikiy nosles CPAR kvipavimo slstema
Galvinima deguoniml Ankintal

Endoskopljos kriiminly danty kandikis

Anglics dloksldo kluvetd
| Kasés sterilils: tik staril pektal ~ apsiribojama gamyh pekdals, susijuslale su sledlly elygy uitkelnlng ir
patalkymu:
Stedl0s Guedelio ortaklal
Sis dakurantas yra intarneting SGS serlifikato versija, skirta idskinting eleklironini dejimui, Jis 213 3pusiapis
bus priei tik spustelgjus SGS serifikalo Zenkla, paskdbiy sy intemelo svelsingje, Bel kurivo
alveju jis rebus al dintas. Sio dok loriaus loisés caug Droud2izma kopijucti jo

lusinj rbaévaizcy be rekilo ra3WEko SGS lakdimo, Bet kiks netinkamas naudgjimas, pakeiimas,
Klaslejimas arba padirbingjimas yra nelelsélas,




Sertifikalas GB19/964232, tgsinys

»intersurgical Ltd.*
Direktyvos 93/42/EEB

dé| medicinos prietalsy, Il priedas (skyrus 4 skirsn])

8 leidimas
Kenkiotitakymo sstis

Kios {monds

Crane House, Mally Millars Lane, Wokingham, Berkshire, RG41 2RZ, UK (JK)
Unit 3, Molly Millars Bridge, RG412WY, UK (JK)

Dray House, Molly Millars Lane, RGA1 2PX, UK (JK)

Brook House, Molly Millare Bridge, RGA1 2WY, UK (IK)

Unit 1, Molly Millars Lane, RGA1 207, UK {JK)

Circult House, Pitronnere Road, Industrial Estate, St Peter Port,
Guermsey, GY1 2RL, UK (JK)

UAB Intersurgleal* Amionly 9.60, LT-18170 Pabrad®, Letuva
Amlonly g. 80A, Pabrads, LT.18170, Uatuva

Amionly g. 45, Pabradé, LT-18170, Lietuva

DikSta kellas B4A, Visaginas, LT-31145, Uetuva

Sis dokumentas yra Interneting SGS sertifikato versija, skirla g konlnlam na B:l k‘ r;ﬁs 3133 puslapis
bus prizinamas tk spusieftjus SGS sertifikato Zenklg, p elbla josy (eingle, Bet kurivo
atveju jis nelbus atspausdinias. Sio aus leisés saugomos. Draudziama kopijuol jo

lurin] arba R vaizdg be ireildio rabtisko SGS leidimo. Bel koks netinkamas naudojimas, pakeilimas,
Klastojimas aba padibindjimas yra neleisélas.




Intersurgical Ltd

Crane House, Molly Millars Lane
Wokingham, Berkshire

RG41 2RZ

UK

04/09/2023
Conlirmation 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 Notified 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 Section 4.3, first subparagraph of Annex VII of MDR and has signed a written
agreement in accordance with Section 4.3, second subparagraph of Annex VIl 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 Pabradé,

Lithuania

SRN number: LT-AR-000003907

The devices covered by the formal application and the written agrecment 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
Dircctive 93/42/EEC (MDD) that expired prior to the publication of the Regulation EU 2023/607 on
15 March 2023, this letter also confirms that:
e the manufacturer submitted the MDR application and signed the written agreement by the
date of MDD/AIMDD certificate expiry;




e 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 specificd in Article 120.3 of MDR (us amended by EU

2023/607), arec shown below:

e 26 May 2026 for Class Iil cuslom-made implantable devices

s 31 December 2027 for Class Ill devices and Class llb implantable devices excluding Well-
established technologies (WET - sutures, staples, dental fillings, dental braces, tooth crowns,
screws, wedges, plates, wires, pins, clips and connectors)

s 31 December 2028 for other Class llb 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 behalf of the Notificd Body SGS Belgium NV 1639,

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

Phone : +41 22 739 98 58

Devices covered by this letter:
Device name / Basie UDI-DI (under
MDR application)

Sterile and Non-Sterile medical
devices for respiratory care, in
the areas of airway
management, anaesthesia,
critical care, oxygen and
aerosol therapy:

MDR Device
classification (as
proposed by the
manufacturer and
verified at the pre-
application stage)
{la

If the MDR deviceis a
substitute device,
identification of the
corresponding
MDD/AIMDD device

N/A

MDIVAIMDD
Certificate Reference(s)
of the devices under

MDR application, and
the NB Identificatio!

GB19/964232;;
NB1639 ;



Device name / Basic UDI-DI (under MDR Device If the MDR device is a

MDR application) classification (as substitute device,
proposed by the identification of the
manufacturer and — corresponding
verified at the pre-  MDI/AIMDD device
application stage)

05030267ABSL6

-Aerosol and Oxygen Face
Masks
05030267AEROXYS65

Anaesthetic Face Masks
0503026 7AMSKBX

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 Connectors
05030267CONNRS8V

Sterile and Non-Sterile
Respiratory Filters
0503026 7FILTERSBS

Breathing System Flexible
Tubing
05030267FLEXTU8H

High Concentration Oxygen
Face Masks

M
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Device name / Basic UDE-DI (under MDR Device If the MDR deviceis a

MDR application) classification (as substitute device,
proposed by the identification of the
manulacturer and  corresponding
verified at the pre-  MDD/AIMDD device
application stage)

05030267HICON7E

Sterile and Non-Sterile Heat
and Moisture Exchangers
0503026 7HMEME

Sterile and Non-Sterile HME
Filters
05030267HMEFBU

Sterile and Non-Sterile
Inspiratory Line Humidification
Chambers

0503026 7HUMCHA4

Sterile I-gel Supraglottic
Airways
05030267IGELBH

Sterile Laryngeal Airways
05030267LMAMS

Gas Sampling / Monitoring
Respiratory Tubing
05030267MONTUBCM

Sterile and Non-Sterile Heated
Wire Breathing Systems,
Heated Wires and attachments
(electrical adaptor leads)
05030267HW3F

Electrically Powered Moisture
Condenser,
05030267INTCOOLDZ

Nasal Cannulae
05030267NACANGE

MDD/AIMDD
Certificate Reference(s)
of the devices under
MDR application, and
the NB Identification
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Device name / Basic UDI-DI (under MDR Device If the MDR device is a
MDR application) classification (as substitute device,
propased by the identification of the

manulucturer and  correspouding
verified at the pre-  MDD/AIMDD device
application stage)

Nebulising System Delivery

Sets

05030267NEBME

Suclion and Irrigation Oral
Care Toothbrush
050302670RANGE9K

Oxygen Administration Tubing
050302670XYTUBJX

Repeated Use Breathing
Systems
05030267REPSYSCX

Breathing Systems Reservoir
Bags
05030267RESBAG7X

Manual Pulmonary
Resuscitation Systems
05030267RESUSDC

Carbon Dioxide Absorbents
05030267SODAESB

Sterile and Non-Sterile
Tracheal Suction Systems
05030267SUCSYSFZ

Sterile Endotracheal Tubes
05030267TRACTUBFN

Venturi Valves and Venturi
Valve Face Mask Kits
05030267VNTURIHK

Wall Humidifier Nebuliser
NENARNDC7\WAL NIERDO7

MDD/AIMDD
Certificate Referenct
of the devices under
MDR application, an
the NB Identification

oy
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Device name / Basic UDE-DI (under MDR Device If the MDR deviceisa  MDD/AIMDD

MDR application) classification (as substitute device, Certificate Referenc
propesed by the identification of the of the devices under
manufacturer and — corresponding MDR application, an

verified at the pre- - MDD/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
0503026 7PLVALVEGW

Peep Valves
05030267PVALVECF

One Way Directional Valves
05030267O0WVALVELU

Infant Nasal CPAP Breathing
| System
0503026 7NFLOWAS

Oxygen Recovery Kits
050302670XYRECH7

Endoscopy Molar Bite Block
05030267BITEBLOCKR9

Carbon Dioxide Guvette
05030267STREAMMONBW

Sterile Guedel Airways Is N/A
05030267GUEDEL6W

Confirmation Letter Revision History
Date NB internal reference Action i
traccable to each version

of theletter KOP 1A




S G S /Versta i angly kalbos/

sntersurgical Ltd"

Crane House, Molly Millars Larie
Wokingham, Berkshire
RG412RZ

UK (JK)

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

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

Siuo laisku patvitinama, kad ,SGS Belgium NV*, notifikuotoji jstaiga (N|), paskirta pagal
reglamentg (ES) 2017/745 (MDR) ir identifikuojama numeriu 1639 NANDO registre, gavo oficialia
paraika pagal MDR VIl priedo 4.3 skirsnio pirmg papunktj, ir pagal MDR VI priedo 4.3 skirsnio
antrg papunktj pasirasé rasytinj susitarimg su Siuo gamintoju:

wIntersurgical 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

Priemones, kurioms taikoma oficiali paraiSka ir mingtasis rasytinis susitarimas, parodytos $io laisko
pabaigoje.

Jei kalbama apie priemones, kurioms taikomi pagal Direktyvg 90/385/EEB (AIMDD) arba
Direktyvg 93/42/EEB (MDD), kurios baige galioti prie§ 2023 m. kovo 15 d. paskelbiant
Reglamentg ES 2023/607, igduoti sertifikatai, Siuo laisku taip pat patvirtinama, kad:
« gamintojas pateiké MDR paraiskg ir pasiraSé rasytinj susitarimg iki MDD/AIMDD sertifikato
galiojimo pabaigos datos,
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S GS Nersta is angly kalbos/

- sertifikatai nustojo galioti po 2021 m. geguzes 26 d., prabegus nustatytam laikui, ir
galiojimo pabaigos dieng buvo galiojantys, nebuvo nei pristabdyti, nei at3aukti,

Peréjimo terminai, taikomi iame laiske nurodytiems jrenginiams, susije su tuo, kaip gamintojas
tebesilaiko kity salygy, nurodyty MDR 120.3 straipsnyje (su pakeitimais pagal ES 2023/607),
pateikti toliau: .
* 2026 m. geguZés 26 d. lll klasés pagal uzsakymg pagamintoms implantuojamosioms priemonems;
* 2027 m. gruodzio 31 d. Ill klases priemonems ir lib klases implantuojamiesiems jtaisams,
i8skyrus patikimy technologijy (angl. Well-established technologies, WET - sidlams,
kabutéms, odontologiniams uZpildams, ortodontinems plokstelems, danty karinelems,
varztams, plei§tams, ploksteléems, laidams, kaisciams, apkaboms ir jungtims):
* 2028 m. gruodZio 31 d. kitoms Ilb klases priemonéms, 11aklasés, | klases priemonéms, kurios
tiekiamos | rinkg sterilios arba naudojamas matavimo funkcijai;
= 2028 m. gruodZio 31 d. priemoneéms, kuriy nereikia tvirtinti notifikuotajai jstaigai pagal MDD,
bet reikia pagal MDR (pvz., | klasés priemanems. kurios kvalifikuojamos kaip daugkartinio
naudojimo chirurginiai instrumentai). .

Notifikuotosios jstaigos ,SGS Belgium NV* 1639 vardu,

Globalaus medicinos priemoniy sertifikavimo vadove
El. pastas: Virginie.siloret@sqs.com
Telefonas: +41 22 739 98 58

Priemones, kurioms taikomas $is faiSkas:

Priempnés pavadinimas / bazinis
UDI-DI (pagal MDR taikomaja  ppR priemonés Jei MDR priemoné MDD/AIMDD

programa) klasifikacija (kaip yra pakaitiné  Priemonés sertifikato
sililoma gamintojo Priemonég, nuoroda (-0s)  pagal
ir patikrinta etapo atitinkamos MDR taikyma ir NB
pries taikyma MDD/AIMDD identifikavima
metu) _prierqc_més“
SterilGs ir nesterilis medicininiai |5 identifikacija
kvépavimo taky prieZitros Netaikoma GB19/964232;
prietaisai,  kvépavimo  taky NB1639
tvarkymui, anestezijai,
intensyviajai priezidrai,

deguonies ir aerozoliy terapijai:

- Sterilios ir nesterilios
anestezinés kvépavimo
sistemos




SGS

MDR  priemoneés
klasifikacija (kaip
sidloma gamintojo
ir patikrinta etapo
pries taikymg

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

metu) lla
05030267ABSL6
- Aerozolio

veido kaukés
05030267AEROXY65

ir deguonies

Anestezinés veido
kaukes

05030267AMSKBX

Sterills endotrachéjiniy
vamzdeliy jvesties jtaisai ir
sterilis  kvépavimo  taky
zondai

05030267BOUGCE

Sterilios ir nesterilios
kvépavimo sistemos
05030267BS2M

Nesildomi kveépavimo
burbuliniai drekintuvai
05030267BUBHUMGE

Sterillis ir nesterilis
kateterio laikikliai
05030267CATHMT3K

Sterilios ir nesterilios
kvépavimo sistemy jungtys
05030267CONNRS8V

Sterilds ir nesterilis
kvépavimo filtrai
05030267FILTERGS

Lankstis kvépavimo
sistemy vamzdeliai
05030267FLEXTUS8H

Dideles
deguonis
Veidg dengiangios kaukes

koncentracijos

Jei MDR priemoné
yra pakaitiné
priemone,
atitinkamos
MDD/AIMDD
priemonés
identifikacija

Nersta i$ angly kalbos/

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




Priemonés pavadinimas ! bazinis
UDI-DI (pagal MDR taikomajg
programg)

05030267HICON7E

Sterils ir nesterilds Silumos ir
drégmeés keitikliai
0503026 7HMEME

Sterilds ir nesterilds HME filtrai
05030267HMEFBU

Steriliy ir nesteriliy jkvépimo
linijy drékinimo indai
05030267HUMCHA4

Sterilus I-gel

virSgerkliniai ortakiai
05030267IGELBH

Sterills gerkly ortakiai

05030267LMAMS

Dujy meginiy emimo /
stebéjimo kvépavimo
vamzdeliai
05030267MONTUBCM

Sterilios ir nesterilios Sildomos
kvépavimo sistemos, $ildomi

laidai ir priedai (elektriniai
adapterio laidai)
05030267HW3F
Elektrinis drégmes

kondensatorius,
05030267INTCOOLDZ

Nosies kaniulés
05030267NACANBE

MDR
priemonés
klasifikacija
(kaip  sidloma
gamintojo ir
patikrinta etapo
pries taikymg
metu)

/Versta is angly kalbos/

Jei MDR priemoné MDD/AIMDD

yra pakaitiné  Priemonés sertifikato
priemoné, nuoroda (-os)  pagal
atitinkamos MDR taikymg ir NB
M!_DDIAIMDD identifikavima
priemonés

identifikacija




SGS

MDR priemonés
klasifikacija

Priemonés pavadinimas / bazinis
UDI-DI (pagal MDR taikomaja

programa) (kaip  siGloma
gamintojo ir
pqtigrinta etapo

Aerozolio sistemy tiekima ,':,'.;fs) "ata'kyma

rinkiniai

050302687NEBME

Siurbiantis  ir  drekinantis

burnos  prieZiiros  danty

Sepetélis

050302670RANGE9K

Deguonies tiekimo vamzdeliai
050302670XYTUBJX

Pakartotinio naudojimo
kvépavimo sistemos
05030267REPSYSCX

Kvépavimo sistemy
rezerviniai maisai
05030267RESBAGTX

Rankinio pulmoninio
gaivinimo sistemos
05030267RESUSDC

Anglies dioksido
absorbentai

05030267S0ODAE6

nesterilios
siurbimo

Sterilios  ir
trachéjos
sistemos
05030267SUCSYSFZ

Sterilds endotrachéjiniai
vamzdeliai

05030267 TRACTUBFN

Venturi voZtuvai ir veido
kaukiy su Venturi voztuvais
rinkiniai
05030267VNTURIHK
Sieninis drékintuvas

aerozolio purk$tuvas
05030267WALNEBRS8Z

Jei MDR priemoneé
yra pakaiting
priemonge,
atitinkamaos
MDD/AIMDD
priemoneés
identifikacija

/Versta is angly kalbos/

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




SGS

MDR priemonés
klasifikacija (kaip
sililoma gamintojo ir
patikrinta etapo prie$
taikymag metu) lla

Priemonés pavadinimas /
bazinis UDI-DI
{pagal MDR taikymg)

Kvépavimo sistemy vandens
gaudykles 05030267WT4N

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

Slégio ribojimo voztuvai
05030267PLVALVEGW

PEEP voztuvai
05030267PVALVECF

Vienpusiai voZtuvai
05030267 OWVALVELU
Kidikiy nosies CPAP
kvépavimo sistema
05030267NFLOWAS

Gaivinimo deguonimi rinkiniai
050302670XYRECH7

Endoskopijos krliminiy danty
kandiklis
05030267BITEBLOCKR9

Anglies dioksido kiuveté
05030267 STREAMMONBW

Sterilis Guedelio ortakiai Is
05030267 GUEDELBW

Perziliréty patvirtinimo laisko leidimy istorija
Data
versijos NB vidine

nuoroda

2023-09-04 1 versija

Atsekama kiekvienos laisko Veiksmas

Jei MDR priemoné
yra pakaitiné
priemoné,
atitinkamos
MDD/AIMDD
priemonés
identifikacija

Netaikoma

Pradinis leidimas

/Versta is angly kalbos/

MDD/AIMDD

Priemonés sertifikato
nuoroda (-os) pagal MDR
taikyma ir NB

identifikavima

GB19/964232
. NB1639




Certificate GB95/6635

The management system of e

Intersurgical Ltd.

Crane House Molly Millars Lane Wokingham Berkshire RG41 2RZ United Kingdom

has been assessed and certified as meeting the requirements of

ISO 13485:2016
EN 1SO 13485:2016

Far the following activities

Design and manufacture of sterile and

non-sterile medical devices for respiratory care,

in the areas of airway management,

anaesthesia, critical care and oxygen and aerosol therapy.

This certificate is valid from 04 December 2023 until 26 November 2026 and remains valid subject to satisfactory survelllance audits,
Issue 35. Certified since 11 January 1995 i

Certified activities performed by additional sites are listed on subsequent pages.
Last certificate expiry date 26 November 2023
Recertification audit date 27 October 2023

Dooken U oty

Authorised by

Jonathan Hall
Global Head - Certification Services

SGS United Kingdom Ltd
Rossmore Business Park, Ellesmere Port, Cheshire, CHB5 3EN, UK
t+44 (0)151 350-6666 - www.sgs.com

Pacy m"n""’”a,, m
fao .\ E = ]




Certificate GB95/6635, continued

Intersurgical Ltd.

ISO 13485:2016
EN ISO 13485:2016

Issue 35

Sites

Intersurgical Ltd.
Crane House Molly Millars Lane Wokingham Berkshire RG41 2RZ United Kingdom

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

Intersurgical Ltd.
Unit 3 Molly Millars Bridge RG41 2WY United Kingdom

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

Intersurgical Ltd,
Dray House Molly Millars Lane RG41 2PX United Kingdom

Design and manufacture of sterile and non-sterile medical devices for respiratory care, in the areas of airway management, : o
anaesthesia, critical care and oxygen and aerosol therapy. Distribution of medical devices for respiratory care, !

Intersugical Ltd.
Brook House Molly Millars Bridge RG41 2WY United Kingdom

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

Intersugical Ltd.
Unit 1 Molly Millars Lane RG41 2QZ United Kingdom

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




Certificate GB95/6635, continued

Intersurgical Ltd.

ISO 13485:2016
EN ISO 13485:2016

Issue 35

UAB Intersurgical (Site A)
Arnioniy ¢.60 LT-18170 Pabradé Lithuania

Manufacture of sterile and non-sterile medical devices, in support of design and manufacture of sterile and non-sterile medical
devices for respiratory care, in the areas of airway management, anaesthesia, critical care and oxygen and aerosol therapy.
Distribution of medical devices for respiratory care in support of distribution of medical devices for respiratory care.

UAB Intersurgical
Arnioniy g. 80A Pabradé LT-18170 Lithuania

Manufacture of sterile and non-sterile medical devices, in support of design and manufacture of sterile and non-sterile medical
devices for respiratory care, in the areas of airway management, anaesthesia, critical care and oxygen and aerosol therapy.
Distribution of medical devices for respiratory care in support of distribution of medical devices for respiratory care.

UAB Intersurgical
Arnioniy g. 45 Pabradé LT-18170 Lithuania

Manufacture of sterile and non-sterile medical devices, in support of design and manufacture of sterile and non-sterile medical
devices for respiratory care, in the areas of airway management, anaesthesia, critical care and oxygen and aerosol therapy.
Distribution of medical devices for respiratory care in support of distribution of medical devices for respiratory care.

UAB Intersurgical
Duksto kelias 84A Visaginas LT-31146 Lithuania

Manufacture of non-sterile medical devices, in support of design and manufacture of sterile and non-sterile medical devices for
respiratory care, in the areas of airway management, anaesthesia, critical care and oxygen and aerosol therapy.




Sertifikatas GB95/6635

Valdymo sistema jmonéje

»Intersurgical Ltd.“

Crane House, Molly Millars Lane, Wokingham, Berkshire, RG41 2RZ, United Kingdom (Jungting Karalyste)

buvo jvertinta ir patvirtinta kaip atitinkanti

ISO 13485:2016
EN ISO 13485:2016

reikalavimus toliau nurcdytai veiklai

Steriliy ir nesteriliy medicininiy kvépavimo taky priezidros
prietaisy kvépavimo taky tvarkymui, anestezijai, intensyviajai
prieZiirai, deguonies ir aerozoliy terapijai projektavimas ir
gamyba.

Sis sertifikatas galioja nuo 2023 m. gruodzio 4 d. iki 2026 m. lapkrigio 26 d. ir nepraranda galios, jei afitikties priezitros audity
rezultatais patvirtinami nustatyti reikalavimai, 35 leidimas. Sertifikuojama nuo 1995 m. sausio 11 d. A '
Sertifikuota veikla, vykdoma papildomose {monése, pateikia tolesniuose puslapiuose.

Paskutinio sertifikato galiojimo pabaigos data 2023 m. lapkricio 26 d.
Pakartotinio sertifikavimo audito data 2023 m, spalio 27 d.




Sertifikatas GB95/6635, tesinys

wintersurgical Ltd.“

ISO 13485:2016
EN ISO 13485:2016

35 leidimas

Imonés

JIntersurgical Ltd."
Crane House, Molly Millars Lane, Wokingham, Berkshire, RG41 2RZ, United Kingdom (Jungtiné Karalysts)

Sterili ir nesteriliy medicininiy kvépavimo taky prie7idros prietaisy kvépavimo taky tvarkymui, anestezijai, intensyviajai
prieZitrai, deguonies ir aerozoliy terapijai projektavimas ir gamyba. Medicininiy kvépavimo taky priezidros prietaisy platinimas.

wIntersurgical Ltd."
Unit 3 Molly Millars Bridge RG41 2WY United Kingdom (Jungtineé Karalysts)

Steriliy ir nesteriliy medicininiy kvepavimo taky priefidros prietaisy kvépavimo taky tvarkymui, anestezijai, intensyviajai

priezitrai, deguonies ir aerozoliy terapijai projektavimas ir gamyba. Medicininiy kvépavimo taky prieziuros prietaisy platinimas.

JIntersurgical Ltd."
Dray House, Molly Millars Lane, RG41 2PX, United Kingdom (Jungting Karalyste) -

Steriliy ir nesteriliy medicininiy kvepavimo taky prieZitros prietaisy kvépavimo takq'tvarkymui, anestezijai, intensyviajai

JIntersurgical Ltd."
Brook House, Molly Millars Bridge, RG41 2WY, United Kingdom (Jungtiné Karalysté)

Steriliy ir nesteriliy medicininiy kvepavimo taky prieZidros prietaisy kvépavimo taky tvarkymui, anestezijai, intensyviajai
prieZidrai, deguonies ir aerozoliy terapijai projektavimas ir gamyba. Medicininiy kvépavimo taky prieziaros prietaisy platinimas.

JIntersurgical Ltd."
Unit 1 Molly Millars Lane RG41 2QZ United Kingdom (Jungtine Karalysté)

Steriliy ir nesteriliyy medicininiy kvépavimo taky priezidros prietaisy kvépavimo taky tvarkymui, anestezijai, intensyviajai {
prieZiarai, deguonies ir agrozoliy terapijai projektavimas ir gamyba. Medicininiy kvépavimo taky prieZiaros prietaisy platjp)i@éﬁ?. W

prieZidirai, deguonies ir aerozoliy terapijai projektavimas ir gamyba. Medicininiy kvépavimo taky priezidros prietaisy platinimas. 'f X




Sertifikatas GB95/6635, tesinys

»intersurgical Ltd.*

ISO 13485:2016
EN ISO 13485:2016

35 leidimas
UAB ,Intersurgical” (A centras)
Arnioniy g. 60, LT-18170 Pabradg, Lietuva

Steriliy ir nesteriliy, medicininiy prietaisy gamyba, prisidedanti prie kvépavimo taky tvarkymo, anestezijos, intensyviosios
priezidros, deguonies ir aerozoliy terapijos sriciy kvépavimo taky prieZidrai skirty steriliy ir nesteriliy medicininiy prietaisy
projektavimo ir gamybos. Medicininiy kvepavimo taky prieZidiros prietaisy platinimas prisidedant prie medicininiy
kvépavimo taky prieZidros prietaisy platinimo.

UAB ,Intersurgical"

Arnioniy g. 60A, Pabradé LT-18170 Lietuva

Steriliy ir nesteriliy medicininiy prietaisy gamyba, prisidedanti prie kvépavimo taky tvarkymo, anestezijos, intensyviosios
priezitiros, deguonies ir aerozoliy terapijos sticiy kvépavimo taky prieZidrai skirty steriliy ir nesteriliy medicininiy prietaisy
projektavimo ir gamybos. Medicininiy kvépavimo taky priezidros prietaisy platinimas prisidedant prie medicininiy
kvépavimo taky prieZidros prietaisy platinimo. ‘
UAB,Intersurgical”

Arnioniy g. 45, Pabradé, LT-18170 Lietuva

Steriliy ir nesteriliy medicininiy prietaisy gamyba, prisidedanti prie kvépavimo taky tvarkymo, anestezijos, intensyviosios
prieZidros, deguonies ir aerozoliy terapijos sriciy kvépavimo taky prieZidrai skirty steriliy ir nesteriliy medicininiy prietaisy -
projektavimo ir gamybos. Medicininiy kvépavimo taky priezidros prietaisy platinimas prisidedant prie medicininiy
kvépavimo taky prieZitiros prietaisy platinimo. b

UAB ,Intersurgical”

Diksto kelias 84A, Visaginas, LT-31146 Lietuva

Nesteriliy medicininiy prietaisy gamyba, prisidedanti prie kvépavimo taky tvarkymo, anestezijos, intensyviosios priezidros,
deguonies ir aerozoliy terapijos sriciy kvépavimo taky prieZidrai skirty steriliy ir nesteriliy medicininiy prietaisq‘ptojektavimo
ir gamybos. | LY




Certificate GB95/4313

The management system of

Intersurgical Ltd.

Crane House Molly Millars Lane Wokingham Berkshire RG41 2RZ United Kingdom
has been assessed and certified as meeting the requirements of

ISO 9001:2015

For the following activities
The design, manufacture, and supply of medical respiratory products.

This certificate is valid from 08 August 2024 until 08 August 2027 and remains valid subject to satisfactory surveillance g
audits. S, R g,
Issue 29. Certified since 11 January 1995 ; e

Certified activities performed by additional sites are listed on subsequent pages.




Certificate GB95/4313, continued
Intersurgical Ltd.

ISO 9001:2015

Issue 29

Sites
Intersurgical Ltd.
Crane House Molly Millars Lane Wokingham Berkshire RG41 2RZ United Kingdom

Intersurgical Ltd.
Brook House Molly Millars Bridge Wokingham Berkshire RG41 2WY United Kingdom

Intersurgical Ltd.
Canister House Molly Millars Bridge Wokingham Berkshire RG41 2WY United Kingdom

Intersurgical Ltd.
Dray House Molly Millars Lane Wokingham Berkshire RG41 2PX United Kingdom

Intersurgical Ltd,
Unit 1 The Business Centre Molly Millars Lane Wokingham RG41 2RZ United Kingdom




/Versta i§ angly kalbos/
Sertifikatas GB95/4313

Valdymo sistema jmongje

»intersurgical Ltd.*

Crane House, Molly Millars Lane, Wokingham, Berkshire, RG41 2RZ, United Kingdom {Jungting Karalysts)
buvo jvertinta ir patvirtinta kaip atitinkanti

ISO 9001:2015

reikalavimus toliau nurodytai veiklai:
Medicininiy kvepavimui skirty gaminiy projektavimas, gamyba ir tiekimas.

Sis sertifikatas galioja nuo 2024 m. rugpjicio 8 d. iki 2027 m. rugpjacio 8 d. ir nepraranda galios, jei atitikties prieZidros
audity rezultatais patvirtinami nustatyti reikalavimai.
29 leidimas. Sertifikuojama nuo 1995 m. sausio 11 d.

Sertifikuota veikla, vykdoma papildomose jmonése, pateikta tolesniuose puslapiuose,




Sertifikatas GB95/4313, tesinys
»Intersurgical Ltd.“

ISO 9001:2015

29 leidimas

Jmonés
Jntersurgical Ltd."
Crane House, Molly Millars Lane, Wokingham, Berkshire, RG41 2RZ, United Kingdom (Jungtine Karalyste)

Jntersurgical Ltd."
Brook House, Molly Millars Bridge, Wokingham, Berkshire, RG41 2WY, United Kingdom (Jungtiné Karalyste)

Jntersurgical Ltd."
Canister House, Molly Millars Bridge, Wokingham, Berkshire, RG41 2WY, United Kingdom (Jungtiné Karalyste)

Jntersurgical Ltd."
Dray House, Molly Millars Lane, Wokingham, Berkshire, RG41 2PX, United Kingdom (Jungtine Karalyste)

Jntersurgical Lid.*
Unit 1, The Business Centre, Molly Millars Lane, Wokingham, RG41 2RZ, United Kingdom (Jungtine Karalyste)




Certificate GB06/70658

The management system of

Intersurgical Ltd.

Crane House Molly Millars Lane Wokingham Berkshire RG41 2RZ United Kingdom
has been assessed and certified as meeting the requirements of

ISO 14001:2015

For the following activities
The design, manufacture, and supply of medical respiratory products.

This certificate is valid from 08 August 2024 until 08 August 2027 and remains valid subject to satisfactory surveillance

audits. . R

Issue 11. Certified since 12 December 2006

Certified activities performed by additional sites are listed on subsequent pages.



Certificate GB06/70658, continued
Intersurgical Ltd.

ISO 14001:2015

Issue 11

Sites
Intersurgical Ltd.
Crane House Molly Millars Lane Wokingham Berkshire RG41 2RZ United Kingdom

Intersurgical Ltd.
Brook House Molly Millars Bridge Wokingham Berkshire RG41 2WY United Kingdom

Intersurgical Lid.
Canister House Molly Millars Bridge Wokingham Berkshire RG41 2wy United Kingdom

Intersurgical Ltd.
Dray House Molly Millars Lane Wokingham Berkshire RG41 2PX United Kingdom

Intersurgical Ltd.
Unit 1 The Business Centre Molly Millars Lane Wokingham RG41 2RZ United Kingdom




/Versta is angly kalbos/
Sertifikatas GB06/70658

Valdymo sistema jmoneje

»intersurgical Ltd.*

Crane House, Molly Millars Lane, Wokingham, Berkshire, RG41 2RZ, United Kingdom (Jungtine Karalyste)
buvo jvertinta ir patvirtinta kaip atitinkanti

ISO 14001:2015

reikalavimus toliau nurodytai veiklai:
Medicininiy kvépavimui skirty gaminiy projektavimas, gamyba ir tiekimas.

Sis sertifikatas galioja nuo 2024 m. rugpjticio 8 d. iki 2027 m. rugpjicio 8 d. ir nepraranda galios, jei atitikties priezidros
audity rezultatais patvirtinami nustatyti reikalavimai.
11 leidimas. Sertifikuojama nuo 2006 m. gruodzio 12 d.

Sertifikucta veikla, vykdoma papildomose jmoneése, pateikta tolesniuose puslapiuose,



Sertifikatas GB06/70658, tesinys
»Intersurgical Ltd.*

ISO 14001:2015

11 leidimas

Jmonés

Jntersurgical Ltd."
Crane House, Molly Millars Lane, Wokingham, Berkshire, RG41 2RZ, United Kingdom (Jungting Karalyste)

Jntersurgical Ltd.”
Brook House, Molly Millars Bridge, Wokingham, Berkshire, RG41 2WY, United Kingdom (Jungting Karalyste)

Jntersurgical Ltd."
Canister House, Molly Millars Bridge, Wokingham, Berkshire, RG41 2WY, United Kingdom (Jungtine Karalyste)

Jntersurgical Ltd."
Dray House, Molly Millars Lane, Wokingham, Berkshire, RG41 2PX, United Kingdom (Jungting Karalyste)

Jntersurgical Ltd.”
Unit 1, The Business Centre, Molly Millars Lane, Wokingham, RG41 2RZ, United Kingdom (Jungtiné Karalyste)




