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»intersurgical®“ Clear-Therm Mini HMEF (kodas 1831000) virusy

filtravimo efektyvumo tyrimas

.Nelson Laboratories Inc', Salt Lake City, Utah, JAV. ,Intersurgical”, Sean Simpson.

Jvadas

Toliau aprasyta procedira buvo atlikta kvepavimo filtry virusy filtravimo efektyvumui nustatyti, procentiniam efekiyvumui
nustatyti naudojant bandomuyjy daleliy ir filtrato santykj. .Neison Laboratories Inc” jprasta virusy filtravimo efektyvumo tyrimo
procediira buvo modifikuota, kad leisty kiekvieng kveépavimo filtrg tirti su pakartojamu tiriamuoju aerozoliu ir sukuriant
sunkesnj bandomyjy daleliy tyrima, nei bty tikétasi naudojant jprastai.

Virusy filtravimo efektyvumo tyrimas turi daugybe pranasumy, palyginti su kitais filtravimo efektyvumo tyrimais. Naudojant
gryno stikio zondus (angl. all glass impingers, AGI) | kiekvieng kvépavimo filtra galima tiekti didele bandomujy daleliy
koncentracijg. Stebint oro tékme ir bandomujy daleliy tékme per nebulizatoriy galima tikslial valdyti aerozolio bandomyjy
daleliy dydj, o aerozolio daleliy dydj gallma nustatyti naudojant $esiy stadijy gyvybingy daleliy Andersono meéginiy imtuva.

Modelio organizmo, ®X174 bakteriofago, skersmuo yra 27 nm (0,027 pm) ir todel tai yra didelis i$tkis tiiamajam filtrui.

Bandomuyjy daleliy procedira

Bakteriofagy ®X174 skystis parucstas suleidZiant ®X174 |
logaritmines fazés E.coli kultlirg. Kultlira buvo purtoma
37+2°C temperatlrcje, kol bakterjy drumstumas
iSsiskiaide, o virusy skystis buvo centrifuguojamas
stambiems Igsteliy liku¢iams pagalinti ir tada filtruojamas
per 0,2 um membraninj filtrg recipientiniy lasteliy likuciams
pasalinti. KultGros skystis buvao laikomas 2-8°C
temperatiroje.

Bandomyjy daleliy suspensija buvo pumpucjama per
~Chicago" nebulizatoriy naudojant peristaltinj siurblj esant
valdomam srauto greiéiui ir fiksuotam oro slégiui. Nuolat
tiekiant bandomasias daleles susiformavo apibrézto
dydzZio aerozolio laSeliai. Bandomyjy daleliy lygis buvo
reguliuojamas, kad jy kiekis nuolat bity didesnis nei 106
plokSteles formuojantys vienetaj (PFU) kiekviename
tirfamajame meginyje.

Aerozolio |aSeliai buvo sugeneruojame stiklo aerozolio
kameroje ir traukiame per meginiy laikiklj j lygiagre&ius
gryno stiklo zondus (AGI). Kiekviename AG| buvo 30 mi
sterilaus peptono vandens

aerozolio lageliams surinkti. Buvo iélé,ikomas 11 Umin
aerozolio bandomujy daleliy srauto greitis.

Bandomosios dalelés buvo tiekiamos 1 minutés intervalu,
0 meginiy emimas per AGl buvo atliekamas 2 minutes
aerozolio kamerai iStusteti. Kas 5~7 tiriamuosius méginius
buvo atliekami kontroliniai bandymai (be terpés meginio
laikiklyje) siekiant nustatyti gyvybingy daleliy skaiCiy
bandomujy daleliy aerozolyje.

AGI skystls buvo tirlamas standartiniais ploksteliy tyrimo
metodais. Visos lék3telés buvo inkubuojamos 37 £ 2 °C
temperatiiroje 12—24 valandas,

Virusy filtravimo efektyvumas apskaiéiuotas pagal toliau
pateikta lygt}:

%VFE = Plokslelés be filiro - Plokstelés su filtru x100

Plokstelés be filtro (kontrolg)

Rezuitatai
Filtras - Virusy filtravimo
efekiyvumas (%)
1831000 99,0052
1831000 99,9948
1831000 99,9909 ,

1 lentelg: Vidutinis 1831000 Ciear-Therm Mini HMEF virusy filtravimo 'efékfyvum'as.

ISvada

Sis protokolas rodo, kad Clear-Therm MINI HMEF (1831000) yra daugiau nei 99,99 % efektyvus prie$ v

bandomagsias daleles.
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Viral Filtration Efficiency Test of the Intersurgical Clear-Therm Mini

HMEF, code 1831000

Nelson Laboratories Inc, Salt Lake City, Utah, USA. Intersurgical, Sean Simpson.

introduction

The procedure described below was performed to determine the viral filtration efficiency of the breathing filters using &
ratio of the challenge to effluent to dstermine percént efficiency. This test procedure was modified from Nelson
Laboratories Inc standard viral filtration efficiency test to allow a reproducible aerosol challenge to be delivered to each of
the breathing filters, whilst emplaying a more severe challenge than would-be expected in normal use.

The viral filtration efficiency test provides a number of advantages over other filtration efficiency tests. The use of all glass
impingers (AGls) in the collection process allowed a high concentration of challenge to be delivered to each breathing
filter. Monitoring the airflow and challenge flow through the nebuliser can tightly control the aerosol challenge particle size,
and the aerosol particles can ba sized using a six-stage viable particle Anderson sampler.

The model organism, $X174 bacteriophage, has a diameter of 27nm (0.027um) and therefore provides a severe

challenge to the test filter.

Chalienge Procedure

The stock bacteriophage ®X174 was prepared by
inaculation of ®X174 into a log phase culiure of E.coli.
The culture was shaken at 37+ 2°C until bacterial turbidity
cleared, and the virus stock was centrifuged to remove
large cellular debris and then filtered through a 0.2-pm
membrane filter to remove remaining host cell debris. The
stock culture was stored at 2-8°C,

The challenge suspension was pumped through a
‘Chicago’ nebuliser using a2 peristaltic pump at a
controlled flow rate and fixed air pressure. The constant
challenge delivery formed aerosol droplets of defined
size. The challenge level was adjusted to provide a
consistent challenge of greater than 106 plague-forming
units (PFU) per test sample.

The aerosol droplets were generated in a glass aerosol
chamber and drawn through the sample holder and into
Alf Glass Impingers {AGI) in parallel. Each AGI contained
30mL aliguots of sterile peptone water to coliect the

aercsol droplets. The aerosol challenge flow rate was
maintained at 11L/min.

The challenge was delivered for a 1 minute interval and
sampling through the AGIs was conducted for 2 minutes
to clear the aerosol chamber, Control runs (no media in
sample holder) were performed every 5-7 test samples to
determine the number of viable particles being generated
in the challenge aerosol.

The AGI fluid was assayed using standard plague assay
techniques. All plates were incubated at 37x 20°C for 12-
24 hours.

The viral filtration efficiencies were calculated using the
following equation:

%4 VFE = Plagues without filter - Plaques with filter
A =
Plaques without filter (control)

=100

Results )
' Fliter Viral Eiltration Efficiency (%)
1831000 99.9952
1831000 89.9948
1831000 _ 95,9909
Table 1: Average viral filfration efficiency of the 1831000 Clear-Therm Mini HMEF.
Conclusion )
This protocol shows the Clear-Therm mini HMEF (1831000) o be greater than 99.99% efficient against a Viral Aerosal —
Challengs.
References

1. SSiM_130352_HMEF _T+ Media in 1831000_Verification_1.doc
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<ntersurgical®“ Clear-Therm Mini HMEF (kodas 1831000) bakteriju
filtravimo efektyvumo tyrimas

.Nelson Laboratories Inc*, Salt Lake City, Utah, JAV. ,Intersurgical’, Sean-Simpson.

jvadas

Taliau aprayta procedira buvo atlikta kvépavimo filiry bakterijy filtravimo efekfyvumui nustatyti, procentiniam efektyvurmui
nustatyti naudojant bandomujy daleliy ir filtrato santykj. ,Nelson Laboratories inc* jprasta bakterijy filiravimo efektyvumo tyrimol?)
procediira buvo modifikuota, kad leisty kiekvieng kvepavimo filtrg tirti su pakartojamu firiamuoju asrozoliu ir sukuriant sunkesnj
bandomujy daleliy tyrimg, nei blty likétasi naudojant jprastai.

Bakterijy filtravimo efektyvumo tyrimas turi daugybe pranasumy, palyginti su kitais filtravimo efektyvuma tyrimais. Naudojant gryno
stiklo. zondus (angl. alf glass impingers, AGI) | kiekviena: kvépavimo filirg galima tiekti didele bandomyjy daieliy koncentracija,
Stebint oro {ékme ir bandomujy daleliy tékme per nebulizatoriy galima tiksliai valdyti aerozolio bandomuyjy daieliy dydj, o aerozolic
daleliy dydj galima nustatyti naudojant §esiy stadijy gyvybingu-daleliy Andéersono meginiy imtuvg, Buvo palaikomas 3,0 £0,3 ym
modelio organizmo Siaphylacoccus aureus vidutinis daleliy dydis.[1]

Bandomuyjy daleliy procedira

Bandomosios dalelés paruoSiamos 100ml SCDB
inokuliucjant Staphylococcus aureus. Kultira inkubuojama
37 £2°C temperatlroje 24 +4 valandas &velnial purtant.
Tada bandomuyjy daleliy tirpalas pagal poreikj skiedZiamas
peptono tirpalu, kad bty gauta 21 x 108 CFU tiriamajame Challeage
méginyje koncentracija. Reservoir

Peristaltic Pump

‘ l Nebvuliser

. \ : Class Aerosel
Per tyrimo aparatg ir tiiamuosius méginius palaikomas Charber

11 /min srauto greitis, Bandomosios dalelés tiekiamos |
nebulizatorius 1 minute ir tada sustabdoma. Srautas toliau
icka dar vieng minutg, kad i8 nebulizatoriaus ir aerozolio Vacuum Pump
kameros pasisalinty perteklinés aerozolio dalelés. Tada
alliekamas teigiamosios kontrolés bandymas gyvybingy
aerozolio dalelly, tiekiamy j kiekvieng tiriamajj meginj, skaidiui
nustatyti. AG! kontrolinio bandymo tyrimo skyséio fitras
nustatomas naudojant jprastg lekStelés  skaidiavima,
Bandomuyjy daleliy aerozolio vidutinis dalelly dydis
iSmatucjamas SeSiy stadijy Andersono meginiy imtuvu.

Test Sample

D’ All Glass

1 pav. Eksperimento schema.
Tyrimo procedira
AG! skystis buvo tiriamas standartiniais ploksteliy tyrimo Bakterijy filtravimo efektyvumas apskaiGiuojamas pagal toliau
metodais. Visos lékSteles buvo inkubucjamos 372 °C pateikty lygti:
ternperatiroje 48 + 4 valandas. '
%BFE = Plokstelés be filtro- Plokstelés su filtru x100

Plokgtelés be filtro (koutrole)

Rezultatai
e ‘Flitras : j , mo efektyvumas
: e e R a : (%)
1831000 99,99978
1831000 _ , 99,99935
1831000 ' 98,99879

7 lentele: 1831000 Clear-Therm Mini HMEF bakterijy filtravimo efektyvumas.

ISvada
Sis protokolas rodo, kad Clear-Therm MINI HMEF (1831000) yra daugiau nei 99,899 % efekiyvus prie§ ba
bandoemagsias daleles,

Saltiniai
1. SSIM_130352_HMEF_T+ Media in 1831000 _Verfication_1.doc
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Bacterial Filtration Efficiency Test of the Intersurgical Clear-Therm
Mini HMEF, code 1831000

Nelson Laboratories Inc, Salt Lake City, Utah, USA, Intersurgical, Sean Simpson,

intraduction

The procedure described below was performed to determine the Bacterial filtration efficiency of the breathing filters using a ratio
of the challenge to effiuent to determine Ferce‘nt efficiency. This test procedure was modified from Nelson Laboratories Inc
standard Bacterial filtration efficiency test™ o allow 2 repraducible aerosol challenge to be delivered to each of the breathing
filters, whilst employing a more severe challenge than would be expected in normal use.

The Bacterial filtration efficiency test provides a number of advantages over other filtration efficiency tests. The use of all glass
Impingers (AGIs) in the collection process allowed a high concentration of challenge to be delivered to each breathing filter,
Monitoring the airflow and challenge flow through the nebuliser can tightly control the aerosol challenge particle size, and the
aerosol particles can be sized using a six-stage viable particle Anderson sampler. The model organism, staphylococcus aureus,
has a MPS maintained at 3.0 % 0.3 pm{".

Challenge Procedure

The challenge is prepared by inoculating 100ml of SCDB
with staphylococeus aureus. The culture Is incubated at 37 =
2°C for 24 % 4 hours with mild shaking. The challenge

Peristaltic Pump

solution is then dlluted as required In peptone soiution to L Nebubicer
achieve a concentration of 21 x 106 CFU/test sample. Cha““"@_e

Reservoir
A flow rate of 11L/min is maintained through the test Glass Aerosol
apparalus and test samples. The challenge is delivered to Chamber

the nebulisers for 1 minute and then stopped. The fiow is
atlowed to run for another minute to clear the nebuliser and
aerosol chamber of excess aerosol particles. A positive Vacuum Pump
control run is then performed to measure the number of
viable aerosol particles being delivered to each test sample. i ]
The titre of the AGI control run assay fluid is determined o0 O Al Giass.

Tzst Sample

using a standard plate count. The MPS of the challenge Tnpingers
aerosol is meéasured using a six-stage Anderson sampler,
Assay Procedure Figure 1. Experimental sef up.
The AGH fluid was assayed using standard plaque assay
techniques. All plates were incubated at 37 + 2°C for 48 4 The Bacterial filtration efficiencies are calculated using the
hours. following equation:
Y%BPE = Plaques w1thout‘ filter - Plaques with ﬁlterx 100
Plaques without filter (control)

Results

" Filter e R el _ . Bacterial Filtration Efficiency (%)

1831000 _ 99.99978

1831000 99.99935

1831000 _ 99.99979
Table 1. Bacterial filtration efficiency of the 1831000 Clear-Therm Mini HMEFE.
Conclusion . »
This protocol shows the Glear-Therm mini HMEF (1831000) to be greatsr than 99.999% efficient against a Bacterial Aero _
Challerige.
Referances

1. SSIM_130352_HMEF_T+ Media in 1831000_Verification_1.doc
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Kombinuoti kvépavimo filtrai vaikams

(su Silumos ir drégmés palaikymu)
(Gaminio kodas — 1831000)

i1

@ Kliniskai §varis;
% Vienkartiniai;
@ Neturi alerginiy savybiy (be latekso);
& Turi CE Zenklinima;
@ Elektrostatinis veikimo principas;
@ Su Silumos ir drégmés reguliatoriumi;
@ Yra Luer Lock tipo jungtis CO, monitorizavimui;
% Monitoringo linijos anga turi nenuimamg fiksuota dangtel], kur] atidengus jis licka
kabeti Salia angos;
¥ Testuoti su virusais ir bakterijomis nepriklausomoje laboratorijoje pagal tarptautines
metodikas 24 val. (Zr. Nepriklausomos laboratorijos testavimo protokolus)
% Antibakterinés savybés — sulaiko hepatito virusa, TBC lazdele ir kt. bakterijas (Zr.
Nepriklansomos laboratorijos testavimo protokolus);
@ Efektyvumas > 99,99% (3. Nepriklausomos laboratorijos testavimo protokolus)
@ Supakuoti { maigelius po 1 vat.;
@ Jungtys 22F/15M-22M/15F;
@ Kvépavimo filtro parametrai:
- Toris ~ 26 ml;
~ PasiprieSinimas — ne daugiau kaip 1,5 cm H20 (esant 30 /min) ir ne daugiau
kaip 0,8 cm H20 (esant 15 I/min)
- Drégmes graZinimas — ne maziau kaip 31,7 mg H20/t (VT 250 ml);
- Minimalus jkvépimo/iskvépimo tiiris — 90 ml;

-. Svoris- 22 g.
Vig
UAB INTERSURGICAL Tel.: (8-387) 66611 }F
Arnioniy g. 60 Faksas: (8-387) 66622 4 {5' ;
LT-18170 Pabrad¢, Lietuva El pastas: sales@intersurgical.lt
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iN I ERNYURNUGIAL
COMPLETE RESPIRATQORY SYSTEMS

Tracheostominés nosytés

(su Silumos ir drégmés palaikymu)
(Gaminio kodas —1873000)

KliniSkai $varios.

Vienkartinés.

Neturi alerginiy savybiy (be latekso),

Turi CE Zenklinima.

Su Silumos ir drégmés palaikymu.

Anga su dangteliu atsiurbimams i§ tracheostomos.
Su antiokliuziniu mechanizmu, kuris leidsia HME
pilnai oklivzijai ar stipriam kosuliui.,

Jungtis - 15F (15mm) (jungtis prie tracheostominio vamzdelio).
Sarnyriné jungtis deguonies vamzdeliui pajungti.

Supakuotos j maiselius po 1 vnt.

Veikimo laikas — 24 h.

elementui dalinai atsijungti esant

# Tracheostominés nosytés parametrai:

- tiris— 17 ml;

pasiprieSinimas — nedaugiau kaip 0,6 cm H,O (esant 60 I/min) ir ne daugiau
kaip 0,3 cm HO (esant 30 /min);

drégmés graZinimas — ne maiau kaip 26,0 mg H20/1 (VT 500 ml);

svoris - 8 g;
Jjungtis — 15F.

UAB INTERSURGICAL

Arnioniy g. 60

LT-18170 Pabradé, Lietuva

Tel.: (8-387) 66611 K
Faksas: (8-387) 66622
El pastas: sales@intersurgical.lt
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Sis dolwrrenla. yrainlsrneling SGS serlifikalo versija, skirla lSahﬂnH elekironiniam navdcjimui, Jis

bus

Sertifikalas GB19/964232, lgsinys

wintersurgical Ltd."
Direktyvos 93/42/EEB

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

8 leidimas

HKonkreli Likymo utis

SterllQs Ir nesteriids medicininfal kvépavimo taky priediros pri I, kvépavimo taky tvarkymul, Hexifal
] pr(dlanl-' les Ir liy terapljal

Sterillos Ir nesterifi slealnds kvipavimo st
Aerazallo Ir deguonles veldo kaukés
Anestezinés veldo kaukés sterilds endotrachéfinly vamzdeliy ivesUes {lalsal Ir stedlds kvépavimo taky zondal
Sterlllos Irneslerilics kvépavimo sistzmos
Nesildoml kvépavima burbullnlal drékintuval
Sterllds Ir nesterilds kateterio lalkikial
Stedlly Ir nesteriliy kvépavimo sistemy jungtys
Slerilis Ir nesterilds kvépavimo fillral, Lanksts kvépavimo sisterny vamzdellal
Didelés koncentracljos deguonles veldo kaukés
Sterllos Ir nesteril0s &ilumos Ir drégmés keitikilal
Slerl0s Ir nesterilis HNE filtral
Sterlliy Irnesterilly (kvipimo finljy drékinimo Indal
SterilDs Fgof virsgerklinlal ortaklal
SterilDs gerkly ortakdal
Dujy méginiy émimo/ stebé|imo kvépavimo v:mddlal

Sterillos Ir rifios §lldomos kvépavl
Siidomi laldal Ir priedl eleMrintal adapleria laldal)
Elekirinis drég densalorius, nosles kanluld

Aerozolio slstemy tieklmo rdnkinlal
Slurblanys Ir drékinantis bumas prieiros danty Sepetélic
Deguonies tielmo vamzdelial
Pakartotinlo naudolimo kvépavimo sstemos
Kvépavimo sislemy rezervinlal malial
Rankinlo pulmaninio galvinimo slstemos
Angllns digkuldo absorbental

Ir

Sterilgs endotrache]inlal vamzdella!
Ventun voituvalirveldo haukly su Venlud voltuvals dnkintal
Slenlnls drtknl acrozollo purkd
Kvépavimo slalemy d dy &
CPAR Bl-lcwl noslea kaukda IrRIV vnldn kmie:
Sltglo dbofima voRtuval
PEEP voituvai, vienpuslal voHuval
Kidikiy nosles CPAP kvépavimo slstema
Galvinime deguoalml dnkinial
Endoskopljos krlimlnly danty kandiKis
Anglics dickaldo kluvetd
| Kasds stedlils: ik sterilumo agpektal — apsiribo} gamyb pekdals, susljusiais su steriliy s3lygy uvitkdnimu Ir
palalkymu:
Sterl0s Guedello ortakal

ukswslelaiu:SGSwmﬁkalnienklu, kdblg sy inlermel ingje. Belkuriva

alvej
\urn

u jis retus

dintas. §io d faus toisés caug Dravdsiama kopijuatijo

ama idvady be reikilo raltitko SGS leidimo. Bel koks netinkamas naudojimas, pakeiimas,

jimas arba padirbingjimas yra
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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 writlen 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 Scetion 4.3, [irst subparagraph of Annex VII of MDR and has signed a written
agrecment in accordance with Section 4.3, sccond subparagraph of Annex VII of MDR with the
following manufacturer:

Intersurgical Ltd

Crane House, Mally 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 leuer.

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:

o the manufaclurer submitted the MDR application and signed the wrillen agreemenl by the
date of MDD/AIMDD certificate expiry;
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s 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 leter, 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:
o 26 May 2026 for Class Ill custom-made implantable devices
e 31 December 2027 for Class Ill devices and Class |lb implantable devices excluding Well-
established technologies (WET - sutures, staples, dental fillings, dental braces, tooth crowns,
screws, wedges, plates, wires, pins, clips and connectors)
« 31 December 2028 for other Class IIb devices, Class lla, Class | devices placed on the market
in slerile 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 behall of the Notified Body SGS Belgium NV 1639,

Virginie SILORET

Global Medical Device Certification Manager
Email; Virginie.silor2@sas.com

Phone : +41 22 739 98 58

Devices covered by this letters

Device name / Basic UDIE-DI (under MDR Device I the MDR deviceisa MDD/AINDD

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

verified at the pre- MDD/AIMDD device  the NB Identification

application stage) o e,
Sterile and Non-Sterile medical lla N/A GB19/964232;
devices for respiratory care, in NB1639 ./
the areas of airway £ =
management, anaesthesia,



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

NMDR application) classification (ay substitute device,
proposed by the identification of the
manulacturer and — corresponding
verilied at the pre-  MDD/AIMDD device
application stage)

05030267HICONT7E

Sterile and Non-Sterile Heat
and Moisture Exchangers
05030267HMEME

Sterile and Non-Sterile HME
Filters
05030267HMEFBU

Sierile and Non-Sterile
Inspiratory Line Humidification
Chambers
05030267THUMCHA4

Sterile I-gel Supraglottic
Airways
05030267IGELBH

Sterile Laryngeal Airways
0503026 7LMAMS

Gas Sampling / Monitoring
Respiratory Tubing
05030267MONTUBCM

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

Electrically Powered Moisture
Condenser,
05030267INTCOOLDZ

Nasal Cannulae
05030267NACANGE

MDD/AIMD
Certificate R
ol the device
MDR applic:
the NB Iden

KOl



S G S Nersta is angly kalbos/

Jntersurgical Ltd"

Crane House, Molly Millars Lane
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
keitiami reglamentai (ES) 2017/745 ir (ES) 2017/746

Siuo laisku patvirtinama, 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 pirmg papunktj, ir pagal MDR VI priedo 4.3 skirsnio
antrg papunktj pasirae radytinj susitarimg su Siuo gamintoju:

Jintersurgical Ltd"

Crane House, Molly Millars Lane
Wokingham, Berkshire

RG41 2RZ

UK

SRN numeris: GB-MF-000004798

|galiotasis atstovas

UAB ,Intersurgical*

Arnioniy g. 60

LT-18170 Pabrade,

Lietuva

SRN numeris: LT-AR-000003807

Priemones, kurioms taikoma oficiali paraiska ir minétasis rasytinis susitarimas, parodytos Sio laiSko
pabaigoje.

Jei kalbama apie priemones, kurioms taikomi pagal Direktyvg 90/385/EEB (AIMDD) arba
Direktyva 93/42/EEB (MDD), kurios baige galioti prie§ 2023 m. kovo 15 d. paskelbiant
Reglamentg ES 2023/607, isduoti sertifikatai, Siuo laisku taip pat patvifinama, kad:
gaminiojas pateike MDR paraidkq ir pasirase radytinj susitarimg iki MDD/AIMDD sertifikato
galiojimo pabaigos datos,

<SS Ralam N- Sartifikavimao ir verslo lobulinimo registruotoj slaiga Moorderlaan 87 BE 2030 Antwuipen, Begium (Belgya) t. +32(0)3 5-15745 48 +32 (D)3 5415 13 49



SGS

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

Pergjimo terminai, taikomi iame laiSke nurodytiems jrenginiams, susij¢ su tuo, kaip gamintojas
tebesilaiko kity salygy, nurodyty MDR 120.3 straipsnyje (su pakeitimais pagal ES 2023/607),
pateikti toliau: .

Nersta is angly kalbos/

» 2026 m. geguZes 26 d. lll klasés pagal uzsakymg pagamintoms implantuojamosioms priemonems;

= 2027 m. gruodzio 31 d. lll klases priemonems ir llb klases implantuojamiesiems jtaisams,
iSskyrus patikimy technologijy (angl. Well-established technologies, WET - sidlams,
kabutéms, odontologiniams uZpildams, ortodontinéms ploksteléms, danty kardnéléms,
varztams, pleidtams, ploksteléms, laidams, kaiS¢iams, apkaboms ir jungtims);

+ 2028 m. gruodZio 31 d. kitoms lIb klasés priemonéms, 11aklases, | klaseés priemonéms, kurios
tiekiamos j rinkg sterilios arba naudojamos matavimo funkcijai,

< 2028 m. gruodzio 31 d. priemonéms, kuriy nereikia tvirtinti notilikuotajai jstaigai pagal MDD,
bet reikia pagal MDR (pvz.. | klases priemonems, kurios kvalifikuojamos kaip daugkartinio
naudojimo chirurginiai instrumentai). -

Notifikuotosios jstaigos ,SGS Belgium NV* 1639 vardu,

Virginie SILORET

Globalaus medicinos priemoniy sertifikavimo vadové
El. pastas: Virginie.siloret@sqs.com

Telefonas: +41 22 739 98 58

Priemonés, kurioms taikomas Sis laiskas:

Priemonés pavadinimas / bazinis
UDI-DI (pagal MDR taikkomaja  MDR priemonés Jei MDR priemoné MDD/AIMDD

programa) klasifikacija (kaip yra . pakaitingé  Pricmonés sertifikato

siiloma gamintojo Priemone, nuoroda (-os)  pagal
ir patikrinta etapo atitinkamos MDR taikyma ir NB
pries taikyma MDD/AIMDD identifikavima
metu) _prien'.lc.més“

Sterilis ir nesterilas medicininiai |3 "Se:t{fl:kac'la

kvépavimo taky priezidros Etaivaimg GB19/964232;

prietaisai,  kvépavimo  taky NB1639

tvarkymui, anestezijai,

intensyviajai priezitrai,

deguonies ir aerozoliy terapijai:

- Sterilios ir nesterilios
anestezines kvepavimo
sistemos



Priemonés pavadinimas / bazinis
UDI-D! (pagal MDR taikomajg

programg)

05030267HICONT7E

Sterils ir nesterilds Silumos ir
drégmes keitikliai
05030267HMEME

Sterils ir nesterilds HME filtrai
0503026 7THMEFBU

Steriliy ir nesteriliy jkvépimo
linijy drekinimo indai
05030267THUMCHA4

Sterilds I-gel

virsgerkliniai ortakiai
05030267IGELBH

Sterilds gerkly ortakiai

05030267LMAMS

Dujy meéginiy émimo /
stebéjimo kvepavimo
vamzdeliai
05030267MONTUBCM

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

Elektrinis dréegmes
kondensatorius,
05030267INTCOOLDZ

Nosies kaniulés
05030267NACANGE

MDR
priemonés
klasifikacija
(kaip sidloma
gamintojo ir

patikrinta etapo
pries  taikymg
metu)

Jei MDR priemoneé
yra pakaitine
priemoné,
atitinkamos
MDD/AIMDD
priemoneés
identifikacija

Nersta is angly kalbc

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



