‘Citre Agentia Medicamentului si Dispozitivelor Medicale

NOTIFICARE
pentru inregistrarea dispozitivelor medicale in Registrul de stat
al dispozitivelor medicale
sy (o {1

Solicitantul_Dita Estfarm SRL, cu sediul str-la Burebistra 23, MD-2032, Chisinau,

Republica Moldova, tel./fax: 022 782 875, e-mail:_irina.sandu@dita.md solicit
inregistrarea in Registrul de stat al dispozitivelor medicale a urmatoarelor categorii si tipuri

de dispozitive medicale pentru introducerea si punerea la dispozitie pe piata a

producatorului Flexicare Medical Limited, Marea Britanie:

- Canula Nazala gg Tlux
Digitally signedby NiGE€GRge aspigf

Inalt, Flexicare, pentru Oxigenoterapie
e }l circuit inchis, Flexicare, 14Fr, Endotraheal
gg;‘;;ﬁ?ﬁﬁggg%ﬁgﬁﬁﬁe aspi \l| circuit inchis, Flexicare, 16Fr, Endotraheal
Location: Moldava Tyh conector tip Yy Flexicare, d-22 mm

- Masca respiratoare pentru maturi, Flexicare, Nr.3

- Masca respiratoare pentru maturi, Flexicare, Nr.4

- Masca respiratoare pentru maturi, Flexicare, Nr.5

- Masca respiratoare pentru maturi, Flexicare, Nr.6

- Sistem de aspiratie cu circuit inchis, Flexicare, P/u Traheostomie

Se anexeaza urmatoarele acte:
- Actul de reprezentanta intre producdtor si reprezentantul autorizat in Republica
Moldova; S REPUSS
- Declaratia de conformitate CE; 2,
- Certificat de conformitate CE;
- Declaratia pe propria raspundere a solicitantului;
- Lista dispozitivelor medicale ( format Excel).

Data 12.09.2023 Semnatura

Tabelul de receptionare a notificarii
(se completeaza de citre Agentie in momentul depunerii notificarii de catre solicitant)

Comentarii cu privire la
acceptul/refuzul receptionarii
notificarii, inclusiv motivul refuzului
Data/nr. de ordine atribuit notificarii
de catre Agentie (in cazul acceptarii
receptionarii)

Numele, prenumele, functia
persoanei responsabile de
receptionarea dosarului

Semnatura persoanei responsabile




Catre Agentia Medicamentului si Dispozitive Medicale
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DECLARATIE PE PROPRIE RASPUNDERE

Solicitant:_Dita Estfarm SRL, cu sediul str-la Burebistra 23, MD-2032,
Chisinau, Republica Moldova,

declar pe proprie raspundere, cunoscand prevederile art. 352

1, Codul Penal al

Republicii Moldova cu privire la falsul in declaratii, cd documentele si datele furnizate

pentru notificarea dispozitivelor medicale ale producatorului Flexicare Medical

Limited, Marea Britanie:

Sunt autentice si corespund realitatii.

Numele, prenumele si functia:

RA-Manager - Sandu Irina

Canula Nazala de Flux Inalt, Flexicare, pentru Oxigenoterapie
Sistem de aspiratie cu circuit inchis, Flexicare, 14Fr, Endotraheal
Sistem de aspiratie cu circuit inchis, Flexicare, 16Fr, Endotraheal
Tub conector tip Y, Flexicare, d-22 mm

Masca respiratoare pentru maturi, Flexicare, Nr.3

Masca respiratoare pentru maturi, Flexicare, Nr.4

Masca respiratoare pentru maturi, Flexicare, Nr.5

Masca respiratoare pentru maturi, Flexicare, Nr.6

Sistemn de aspiratie cu circuit inchis, Flexicare, P/u Traheostomie
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TOTAL QUALITY - TOTAL CARE

LETTER OF AUTHORISATION

The undersigned, FLEXICARE MEDICAL LIMITED, is a company registered in England and Wales with company
number 02428573 and with registered address c/o Flexicare (Group) Limited, Cynon Valley Business Park, Mountain
Ash, United Kingdom, CF45 4ER (“Flexicare Medical”). The country of manufacture is the United Kingdom.

Flexicare Medical hereby certifies that Dita Estfarm LLC, a company registered in Republic of Moldova

having its registered address at No. 23 Burebista Street, Chisnau MD — 2032, Republic of Moldova (the
“Representative”) is authorized to offer the products listed below in Federal Republic of Moldova (the

“Territory”).
Flexicare Medical attests that its Medical Equipment Items and or parts are new and not repurposed.

Product List

1. Products relating to airway management;

2. Anesthesia breathing systems;

3. Anesthesia component(s);

4. Ventilator breathing systems;

5. Breathing filters;

6. Oxygen & aerosol therapy;

7. Resuscitation; and

8. Suction & urology disposables and devices.

The Representative is authorized to import and sell in Moldova and be responsible for issuing in tenders and issuing
quotations against relevant tenders, sales, installing and technical services for all our products, since 2023.

Signed for and on behalf of:

Khashayar Poormand
Managing Director
Flexicare Medical Limited Date:

@ +44(0)7443 474647 @) +44(0)1443 474222 uiriest recom @ www. flexicare.com
Registered Office: Flexi o d, Cynon Valley Business Park, Mountain Ash, CF45 4ER UK




Subject: Flexicare Medical Limited CE Mark & certificate

To whom it may concern,

We, SGS Belgium NV (CE 1639), Noorderlaan 87, BE-2030 Antwerpen, Belgium (hereatfter
“SGS"), confirm that we have received an application for CE certification to EU Regulation
2017/745 (hereafter the “MDR”) from Flexicare Medical Limited, Cynon Valley Business Park,
Mountain Ash, CF45 4ER, UK (hereafter “Flexicare”) on the 30" June 2022. This application
is currently under review by SGS.

On the 20" March 2023, the EU parliament published Regulation (EU) 2023/607. This
regulation amended the transitional provisions of the MDR allowing manufacturers to continue
to place CE Marked devices on the market using expired certificates under defined conditions.
These conditions are including surveillance activities lead by SGS Belgium NV as Notified body
for on-site surveillance audit at Flexicare Medical Limited facilities (last on site audit has been
conducted in May 2023 and conclude to maintenance of the certificate), vigilance follow up,
change review if any and review of technical file if relevant with the certification cycle.

For Flexicare this extends, subject to certain conditions, the validity of the existing CE
Certificates GB19/964677 and GB19/964678 from 07 July 2023 to 31 December 2028. The
scopes of these certificates are presented in Table 1 below.

Annex il CE Certificate GB19/964677 Annex V CE Ceriificate GB13/964678
Sterile devices for use in anaesthesia, Carbon dioxide absorbent for use in
emergency and intensive care: anaesthesia, emergency and intensive care
Suction catheter,; Sterile single use Urimeter
Endotracheal tubes; Sterile devices for use in anaesthesia,
Laryngeal mask airways; emergency and intensive care:
Humidification chambers; Bougies;
Suction Yankauers; Stylets;
Infant nasal CPAP therapy device. Laryngoscopes;
Foley Catheter Laryngoscope handles and laryngoscope
Short Term Use Urinary Catheter blades;
Sterile Stoma plugs Oropharyngeal Airways;
Sterile and non-sterile devices for use in Suction tubing;
anaesthesia, emergency and intensive care: | Nasopharyngeal airways
Breathing circuits; Sterile devices for use in urology:
Humidification circuits; Catheter Valve;
SGS Beigum NV Certification and Busi Enh Regi d Office: Noorderlaan 87 BE-2030 Antwerpen t+32 {0)3 545 48 48 f +32 [0)3 545 48 49
Boulevard ionaldl fionaletaan 550 BE-1070 Brussels t+32 (0)2 556 00 40 §+32 {0)3 5454849 www besge com

| Meamber of the SGS Group

RPR Antwerpen VAT BE 0404 882 750 Belflus 550-3560000-33



Breathing filters;

Heat and moisture exchangers (HMEs);
Heat and moisture exchange (HME) filters;
Nebulisers;

Oxygen and aerosol therapy devices.
Non-sterile devices for use in anaesthesia,
emergency and intensive care:

Pocket resuscitation first aid masks;
Anaesthesia facemasks;

Oxygen tubes;

Resus bag resuscitators;

Manual resuscitators;

Respiratory humidifiers;

Endoscopy bite block with O2 delivery and
CO2 monitoring;

Booster Heater — Respiratory Humidifier.

intermittent catheters;
Urine drainage bags;

Table 1

For medical device manufacturers whose certificates expired after 20 March 2023 (such as
Flexicare whose certificate expired 07 July 2023) the following is required to claim the

extended validity of Regulation 2023/607:

Requirement

Confirmation of Requirement

a) The devices must continue to comply
with Directive 93/42/EEC (the "MDD")

Flexicare has issued a signed declaration
dated 03 July 2023 that it complies with this
requirement.

b) There are no significant changes in the
design and intended purpose

Flexicare has issued a signed declaration
dated 03 July 2023 that it complies with this
requirement.

c) The devices shall not present an
unacceptable risk to the health or safety
of patients, users or other persons, or to
other aspects of the protection of public
health

Flexicare has issued a signed declaration
dated 03 July 2023 that it complies with this
requirement.

d) The manufacturer must implement an
MDR compliant quality management
system by 26 May 2024

Flexicare has issued a signed declaration
dated 03 July 2023 that it complies with this
requirement.

e) The manufacturer has lodged an
application with a Notified Body by 26
May 2024 and has signed the agreement
with the Notified Body by 26 September
2024.

SGS confirms that the application from
Flexicare was received on the 30 June
2022. The written agreement is pending but
is not required until 26 September 2024.

i Otfice: Noord

SGS Belgum MY Gertification and Business Enhancement Reg:

Boulevard Intarr

187 BE-2030 Antwerpen t+32 (0)3 5454848 [+32(0)3 5454849
ternationalaiaan 550 BE-1070 Brussels 1+32 (0)2 556 0040 1+32 (D)3 5454849 wyw nososqnn

bk b LA TR

Member of the SGS Group
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We hope that this letter explains the situation of Flexicare’s CE Mark, how they are -able to
extend the validity of CE Certificates GB19-964677 and GB19-964678 under Regulation
2023/607 and continue to use these certificates to CE Mark devices and place them on the
market. Additionally, SGS is not required or able to issue certificates with extended dates as
the regulation itself directly extends the validity of the certificates.

Please contact me with any questions regarding this letter.

Yours sincerely

Virginie SILORET

Global medical device certification Manager
SGS Belgium NV NB1639

Phone: +41 22 739 98 58

Mobile: +41 79 731 49 32

Email: virginie.siloret@sgs.com

SGS Betgum NV Centification and Business Enl it Regi

187 BE-2030 Antwerpen t+32 (0)3 54548 48 {+32 (0)3 545 48 48

55D BE-1070 Brussels 1+32 (0)2 556 00 40 £+32 (0)3 545 4849 www s sgsoom

Member of the SGS Group

RPR Antwerpen VAT BE 0404 882 750 Belfius 550-3560000-93
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EC Certificate Full Quality Assurance System: Certificate GB19/964677

The management system of

Flexicare Medical Ltd

Cynon Valley Business Park, Mountain Ash, CF454ER , UK

" has been assessed and certified s meeting the requirements of
Directive 93/42/EEC
on medical devices, Annex Il (excluding Section 4).

For the foliowing products
The scope of registration appears on page 2 of this certificate

This certificate is valid from 21 May 2021 until 07 July 2023
And remains valid subject to satisfactory surveillance audits.
Issue 8. Certified since 28 January 1997.

Certification is based on reports numbered GB/PC 05884

Authorised by

Global Medical Devices Head of Notified Body

SGS Belgium NV, Notified Body 1639

SGS House Noorderiaan 87 2030 Aniwerp Belgium
t+32 (0)3 545-48-48 £ +32 (0)3 545-48-49 www.sgs.com

LPMDS007 - Cartficate CE1638 Aanex [14_EN rev. 02

Page 1012




Certificate GB19/964677 continued

Flexi_care Medical Ltd

Directive 93/42/EEC

on medical devices, Annex Il {excluding Section 4)

Issue 8
Detailed scope

Sterile devices for use in anaesthesia,

emergency and intensive care:

- Suction catheter;

Endotracheal tubes;

Laryngeal mask airways;
Humidification chambers;
Suction Yankauers;

Infant nasal CPAP therapy device.

Foley Catheter

Short Term Use Urinary Catheter
Sterile Stoma plugs

Sterile and non-sterile devices

for use in anaesthesia, emergency and intensive care:

Breathing circuits;

Humidification circuits;

Breathing filters;

Heat and moisture exchangers (HMEs);

Heat and moisture exchange {HME} filters;
Nebulisers;

Oxygen and aerosol therapy devices.

Non-sterile devices for use

in anaesthesia, emergency and intensive care:
Pocket resuscitation first aid masks;
Anaesthesia facemasks;
Oxygen tubes;

Resus bag resuscitators;
Manual resuscitators;
Respiratory humidifiers;
Nebuliser compressor;

Endoscopy bite block with 02
delivery and CO2 monitoring;
Booster Heater — Respiratory
Humidifier

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

Page20f2
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EC Declaratio

Flexicare Medical Limited EU Declaration of Confarmity

This EU Dedlaration of Conformity has been kssued under he soie responsibity of the manufacturer:

Flexicars Medical Limitsd
Cynon Valley Business Park. Mountain Ash, CF45 4ER, LK.
Company Registration Mumber: 2428573
Single Regisiratian Number (SRN): Mot issued

ancmuwj:aumdmummmmmammmwmmmmmm Couneil Diractive
YAAZIEES concaming medical devices as amended by Directive 200TMT/IEC

Conformily assessment route: Annex |l (excluding section 4
Cetificate Number(s): GB13/86467T

‘Tha Notified Body respansible for is SGS Belgium NV (CE 1639), Noorderaan 87,
BE-2030 Antwarpen. Belgium.
Flexicare Medical Limiled dectares that the devices listed below and idantified as applicatle meel the of
Directive 201 1/65EU [as af the E: and of the Council of 8 Jmc 2011 en the restriction
of the use of certain in edectrical and e equip
Flexicare has appeinied its Germany based facility as its ised Rep fve wilhin the Unian, with
registared address as follows:
Flexicara Deutschiand GmbH,
Onlenhohnstrasse 34,
53819 Neunkirchen-Seelscheid,
Garmarny

For and an benalf of Flexicars Medical Limited:

Hash Poormand
Feforanes:  DOC-0UCOIESD
Director g 25 v 2023
Flanizam Mesical Lirvsd
:‘:’_" Cymon Valley Busienss Park,
gl Mourain Ash, CF4% JER, U
GOPOIS-FOE fivee Mo L Page 10of 156
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Resus Bags - Reusable (Non-Sterile)
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Intended uee: A Suvice ditsigned to dalivar cgen o & inidee 5f Srygan and G 12 8 patent whs Ras & Yachoomeary avay. 1t E
Exfrmeticd 10 an axyiRnimsdical s souree with Wbng s & constracied of stadtic. The device 0o ba Uiwed sreer @ Tachosd e o0

st THS [ & sifgla-usa devits. Intended use: A length of Nexible Bbe, fsically & snxal bore, fheck-walied, mfikink lling (1o aven! backage) intemdid Tor

dedvesy of & pure uxygen (2] or an OF envched gos o 3 mank of sasal cannali, typically duing defivery of dry O2 (o e patinar.

The huting is typcally svallable in standard col lengths and i cul by clivical atalf to spproprisle leisglis 1o create o0 sxisoion o
ROHS
PREQUCT PRODUCT CLASSIFICATION QDN - L3 L
co0E DESCRIPTION - UNDSRANNEX R €ODE GMDN TERM  APPLIES conmectieg piece. This is a singie-tse devine.
, At Trachasstamy Mask with 32mm Swivel Trachacsicmy ;
b Carmecioe and Head Strap Cussiaifued)  F7E oy arygen K e PRODUCT CLASSIFICATION amMoN s Aty
5 DESCRIFTION UNDER AHHEX X copeE
321081 m!rﬂm% mm Sival Cinss fa (R ?) 35178 Trachecsomy " Vaalke High Fiow Téac H
ool " B GLRA1ES b e ey Clnsa Ha (Ruls 31 kit Cwypan Adminbrmton Tubng N
Pawviiaine Trachaownnny Mk with 2 Sauel Tracheasory
A0 i ot Hand 5 Clazstia{Run 2] 3178 ., N R b Fraw Class fa (Fuie 21 12875 Orygen Admisismasen Tubing N
0321008201 Pasdisiric: Tmmw;ydM't;;hw Swivnd Class fia Rue ) 35i7a | [EBchesaomy " 320175 Vaafia High- F':'.‘Yﬂ"""""""' Clasa fln (Huis 73 12878 Cpgen Admishmation Tubng N
) Wmafic High Flow Tracheassmy .
- Wi 2% - 60 e 232-1ATY ooy Ciass W (Fude 2 13675 Grygan Adminsirstion Tubing N
0321009272 = tcm Huvesvor Fubs + 2-1m Dxygen Tuing CstaiRied) IR o g "
210003 Al Tracheastomy Mask wih MadNeh Nebollser  Ciass lla {Rule ) Jaym - (Teneomamy n : :
: : s, axrgen Post-Operative Oxygen Therapy (Non-Sterile)
o At Tracrpoatamy Mask wim Masien 50 Nebuiser Techeosiamy TF. 028d
L0838 w2 e o T Ciasa BaiRue} 39178 - W
4 Intended use: A configuration of comugated Saing, T-piece soarecir. Vertur bares. anpgers ubing and o mesk e o dalter
aanans hlﬁﬂfm;;ﬂ“:?:::ﬁm 3% 3% Cimas i (fsmdy  35i7n  [Teehecsmy N wimplementary dxyed 1o a patkmt post operation. Tha is & non-sieiie. single-use dewics
: ROHS
s hdul Tracheasaimy Wask 24% - 50% venhirl Barsis 2 Trachuasomy PROGUCT CLASSIFICATION  GMDH
LR R A T + 2t v T Cinsn i Rite 23 61780 2 w : UNDER JMER X CODE MO TERM APPLIES
Cieygen T-pace with Z2mms Sank - » Fubemmask bruatting armil
292.10-008 ‘:‘;:W:;g:ﬁw Ciacy ita iFhin 7} amra TrRcheouniy N 02- 16529 praiiful Class i Mule 2] 02348 oA Srch : sarii N
. i """"‘1 - . Chayyen T-Piaca wim Rodusing Mdapti 1 y
A Tiaen Mask Z2imm Seeten Cannecsorib ‘. 33105204 EomMp22mm Fe2tmGugen  Clowlla Ruin2) 81348 wWMm "
2100062 Slrapilistscing adapton, 1mozl\smwsu T RaRu 2 35170 m‘w_ o 0 : Tuing - = g
FomiaCeeactor " azanas Onyion TPicn i 248 o Chssila(Rule) gz | Tobemasebmammdmd oy
' Faod Trach Mask, J2mm Swivel Cannmcior & Haad Tracwasiomy s s wrd i
oS 10092 Siap £ 2.1m OFTubing! St & Wice Connectes OO ER(RueZ atws (SR N LR s IRl ok iion Ao 7y
D320-83 Cowyga T-Pisce with 515 Ve Closs laiRule2)  S104G Tutwmank. hllﬂ:!cewﬁl_ N
05210525 WT"‘?“”‘“""‘“ Ciosa llaRuleZ)  §1340 “““":‘""’le N
Daygan T-Place with AD% Vel 3 Tubwmase fraatnng circst
5 A [HERTER] Ciass lla (Fle 2) 61348 u
Gilston T-Piece (Non-Sterile) e e e
TF: 029¢ ot 395405 4 0% o Bl ol a2y i L
s Dhuypen T-Pleca weih 5% Venduri s o (R T P aimask WAL cinmat »
Intended use: T-Plece device tat channals suppinmentary seygan o patienis with Sachearony bes. A siding cows alitws sasy FEOTT Moo S 4 m’ﬁ:" ¥
aceess for suction 2 can e chosed when notIn use. A Veaius can Be fed 19 one ena of the deuits 15 provide ougen 3 3 ficd 2 HE35 ""“‘w Bag Samel  CoasshsiRieZ 8346 Sl iaieres -"““‘_“M‘*‘“. i
=enceniralion or comalned with o humigty asapior lor humicficaron. Gilslon T-Pioce & imended for Afust and Pacdlatie pafierts. aT0aka BCOT T-Pisca with 0% Vanwm Harai Comp s Rl d] 63360 Tubemask Seaashing ool "
and ae suppied non-steriie, lor aingle use only., ard Iedicator Bag ' CARBCIOE, Singiaate, non-atrRy
o o el g FEOT T-Pioca with S0% Vet Barrl: s frue | g | Tubmask beatig decun =
) == 18 and Incteatar Bag = O R gl 1) . comnaciar, wns-uas, non-suris
PROBUCT CLASEIECATION NN FEAT T-Pince Ki with 40% venhai Tuna
PRODUCT coDE GMETS TERM APBUES BI040 Banef Indicaicr Bag ASul Asrosol blask  Cisss s (Rule ) §3048 T hynaling M
DESCRIPTION LENDER AMNEX 1L CODE M ..-dnimcnv ¥ SOAAREIET, Singhe-us, TEN-SWEE
=360 Ditaton T-Fww Ackilt Cimes il (Fhee ) 15T Trashaostomy mash, mojien H ! FOOT T-Ploce KE with 207% Waniusi : it .muu
2081 Ul:m'l—nm Gizes fia thiie 2) a5t [ — " CALIAOTADA mm:qmmwuan Tl RleT) M8 s ui o ‘. L
FEOT T-Pioce K with 0% Vantur
. .. Tubwimass Breaw-g sruil
BZALTAL ammu;;x‘a:ﬁrmu Gl tafrulezy  msa S ' N
GEFGRSFE inue o L Page 25 of 158 GOPRASFD vt o | : Page 10 of 158

Declaration of Cenfor

Aerosol Therapy Components (Non-Sterile) Humidification Componen(Non-Stefi[e}
TF: 0254 TF: 0284

Intended use: A feagth of Sumbls fube, typiealy 3 smail beve, thichwalled, ari-Eny lubing {io prevest bockagel inlended for e Intended use: A device designed & prevent the dryng of sireay passages avsociaied wilh the inhatalion of orygen (02) by adding
dafvary of i g expgen (025 or an 02 ennched gt 16 4 musk o sl connut, yeicaly dunng selivary of diy O w i satint waler vagaur 1o the dry gas 4 i & passed feough. or more seidom, aver walar. I typically consists of @ graduatud confiinar

Tha tulbicap i ysos ifabie in etznad cok | vl & + i y sexinala megtt it {rasurvniri for the water, 2 top pisce Ihal funclions. as & detachabile & fppleay a scraw & wilh o gastight seail, snd a fube thal
MLl STERN COF R o el st b AP OR M e X e : [rottudies 050 i Water 0 Sheerl the gan bedow Ine witer el This device, comemonty Knowi as @ Bubiile Nsmbkdifier. does nal haat

% i 2 ainglounn divica the wales, s conmaciors: 1} one (&g 9 ihal connzels 1o 20 oxyge: e of 21 oa to which: the patient
tibing it connacied.
PROOUST PRODUCT CLASSIFICATION  GMDN. gt
conE DESCRIFTION UNDER ANMEX X CODE oo Lk 7 | pRODUCT CLASSFICATION  GMDN A Rediis
Star Luiman Tubing FRODUCT co0E DESCRIPTION UNDER ANMEXIX  CODE % gl -
ong S Limen Cuygan Tutsng 2 tm wim = o 5 Hii Humisiy Adapiar
St swumm:m'rmz.mm S - sae Hmieity Aduptr Zmen Camlia Puie2)  BI3E w:um :«-mmu ~
032100864 = mﬁ; e Classlla Rl 2y %202 Aansl duvary bt n ; i
" Sy = e o : Bubisln iifier 200 witn apsratcey h
BEI0-08ONZ swmmm:: """“"Z‘mm Closslia e} 3232 Aol sery bl M 03210000 VT u_:‘: Cussa(Rus2)  IS113 Non-heaied, tespraiory hoiier N
c_m"' Standard Cane=ciors o la g e Mgl sofwry v i 10058 Difiser and 46s Snety Vo S1 CagaBaRum2) 3513 Mon-hemied mapimeny bt N
S:-0neny  TrEUmend Molre Grigen TEMGWIN  Clags i (a7} - 20202 Aot ey miting » Hoapt Use:
Slar Lumen Oxygen Tubing 2 1m wen
237-10-06312 ‘Standard Connactors & Reducing Clamalia () 32202 Acmss ctvery sabing ¥
Acapior fimm M fo 23mm
oa.sognnzs S Lumen Ocygen Tubing T.5m /250 i e 2 2 3 %
ziodeasy I Lumen Ovgen TUbng 1IN Gl e Ruie 23 Aosol semery tatiing [
‘omangss S Lumen Ouygen TUblg Am A Gla i Friie 2) Aaroaod ctvery g .u
mpemosgy 5 Lemen Ok TG AMMIY  Gingg la fRie 21 Asrvssl nesiery twbing W
ey o?:wwn-:m-w_‘:, Chii 1 {Fse 2) Asranol Suivery tabing M
Q32000830 Wsmmw'm Clans 2 e 2) Aarase demary hading "
oxzinasn B e o Camn e 2) Aarans daery ubing #
03210059 “Star Lumen Grygen Tubing 1007 Chana 2 (Rke 2} Aurmsat duiiry tuiny " A
Oxygon Bubbie Tubing &
DAZ0-063 um—iwnu‘lmm"rﬂm Cobts E iRt 2) Aarosod teivery litfing N -
01210007 thws&;mnw“ Chnes Aa (R 2)  Aaroacd teitenry tuking ol
mragery 9NN Tubing 30m Bl Trom A pey na e 2) T pe———— "
oxr0en | Owen Tubing 100m Botblo Time I g e chiie 2) Aatiscl dediiry lubing N
Cormgated Tubing .
03891230 a"“‘“""‘, : m'...“"'r......""‘""ua’:m“' R Clng e 2 gty mbog. e, %
Corugatnd Tuing 3.4m Z3mm wh 220 [ ——.
02104102 to EM Reducry Adaptor (Blank Vernl)  Clnes la {Rile 2) resgitwery Sabing, singiese. ]
and 1.3m Cygen Tubing i
Tisbing Conneclions :
: rsathasg cesil
0z0.17 o-m!«nntw Ciaes lia {Fula ZH connector, ren-sledie, ingle use M
03240118 Crygen Tuténg Right Anghidt Connessor Claes 11 {Foale 2 '“‘""'w.”“‘w N
: .' . single
00250115 oy Tunity Sirsight Confctor Class tha {FRule 2) CONOCADN, Nn-aiecri, Singie Uk M
o010 Class fha {Fue 73 connaior, non-aebe, single e 1
. bagarhing
03210417 Claes Fa (Ruse 2} comoaces, nansterte, sings Lt N
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Wt T-Piece Ciesulf 18m

J[ Iexk:are

e

il fart Redusatsian
NeoForce {NDH-S[&!’“B} mr:o:wu].b- Timi2)a0d Rocnd flasks Ciasataiied 3708 Vel Mo e, N
TF: 033a
“m_ﬂlrmﬁl?"!h i Vioniialor brassting circiai,
Intended use: A non-sieria sssembly of devices designod lo conduct o or arygen (0] enrched gases ant adEtions gases g, Hhiney ""'l"'w'"‘-'ﬂ"-;:.ﬂ"ﬁ“hﬂu ClunslaRule2) X708 e H
nilrous exide (H20). hainganated gases) fram a veniifatar 1o a polient. 1t indudes breathisg tuhes, a ¥-gpiece coanecis:. and provises y Ielant Hesusatason Kit T-2lece Ciroul 1.8m i
conpections o devices Ml numisity, defver metcation, and montor gas concanration or pressune within the breathing cnud: NF-128-1U  (707) Owygen Line Z1m {227} and Hound hasks  Clasella Rule 23 37708 I'IWD o L3
some types may include an integrated heakng wind powered by a connected humistier niondad o wamm traatning gases 35 oy i mmntﬂil:t‘:'u|mm1m P —
Hetaioney " : Class In (Rui 2} 37705 ok s, e N
enter the paiieni's airway. This & 2 siogie-wsar davice, Filter (2 Line 2.1m LT
WA infant Raam it T-Pimce Croul 1 9m (757 with Wapetator hreathing ciost.
b e P, 07 i 2 100 82 ot Adopter Plasl ). - Fa70e singleuse. "
PRODUCT PRODUCT o e GOy GubNTERM aeriies NEARO. it Romasantr .feca Ccut (A 010 Ciga jn iy srros || Vensaer eing ok i
NF-130U infant Resusciator T Pace Creuit 15m (757 Vendlator breathing ciru, .
T . AT R ... .oy < s Fech st o Clawn lia (Ruls ) 37708 i N
Adapier e d SN, rng | intenl Resia Kt T-Pimcn Croutt 1.6m (70°) with laiRubez g77os | Vendishr breaifng ciui. A
o 8 s i : Filtar, 02 Line 2.1m [42°) Found Mask Szan Gvt 080 angle-uze
o fad Reuscititos T-Ploce CAlbetar ACSUES Gy g (Rule2)  BITHE  commcton, sisgie-sna, por- " snsat et TP oot LImGCISD . ey e T ey cea, N
o Sini NE-185 FResus i T- o TS Wil - . ‘enbialor Dreathing croul,
Infant Resusciaton Kt T-Pwon Cacut | Sm z e - y ms "
NFOSE (157} Caygen Line 21m (&2°) Gaimter Accass  Class lla (Rula2)  Srrge TS braathing citui, » o Liulimeciedanup ol MR ot
" viogie-use Nrgagy el Romis € T-Pioce Grcul 1.0m [T5bwilh o on 4 gppes  Vendiator Breathing Grcul 5
Kol T-Plsce Circutt 1 5m " Fln-muullmuz‘mw-um{_s'gsoﬂ fr
e benging e, infaen Resauz L T-Pincs Circut 1.8m (707} it
INF-256L mwm?mm Aopess Clmagila(Rule ) 37708 Wncte-dee N A Fiar, 02 Line ummmm Clsda a2l 37706 Wantilalor Brasihing tirui, N
WF.150 muﬂmmﬁr”":nmmmm Claeatn(Ruiz) 37 VeRTRCeaming SR, 5 i MMKIT.W:—MIMPB'} W iatagused) e VenawrSeeamiog orou,
Infiane lesutctator T-Pieca Cicuit 1.9m (757) aribatar boaaening crauil 2 PHZ, AnmomeESl MR oo 0 5 | ; '-
HE-150U il Adustatie PEER Cluss tx (Ruke 2] 37706 N N:;ab nmmn'rmmummm‘ fauedl  ITTOR Wenlitmar braadhiog S, N
e . Anaiomicst Masks o : singe-ne
Infant Rossszctator T-Fwce Ciresil 1.3m (757} Vartiatar breasning croui,
NSt Cinsn ta (e 2) 31705 n intare flasus K r-nmcmwmmn—m o
L e i At NP Pas.O2Lne 21m(Z) AnsiouicalMasks  Class e 37708 Yamiinot futalog cheal u
NF-155 175") Owygen Lise 2.9m (827} Round Kashs Class ita (Rube 2] 37708 Fanalator braafting sicsit, N R “TH c‘“‘hm_‘.
Sipew 0+ 1 NF-1Ar M A i sk Class I (Rule 2) 3704 A oot ) ¢, N
I G H T £ NS CTT LA \ensator brgarning ecun, mnmurmcmum‘mm 7
M55 ‘?O'_imu;lt::!‘lﬂ Routnt knake mns lla ifade 2 7706 sngieuse M NPRTO  Fiker D?ch?\nﬂu‘] M Ses  Closs i Bk 2) 37106 Uhﬁhu:nmﬂu;qu! "
Infaret Resuscitation 1 T-Piacs Cieuir 1.9m e 3 ‘Ventator breaifeng croud -
NEABSNT ERAT Cone 1 F 2) 37705 N mmnrmmimmm | .
(757} itk Fiound Masks Sizes 0+ 1 y Rr— cireut,
NF-1S5.  intant Resuschason Gt T-Plaos Cuoilt 1.6m st Ll sy ph NEABIOU Pl O3 Lina 21 () Arstomi Mask Sz Clasa I3 (e 2) 37708 e u
i ﬁnﬁmmrﬂnmﬁc-\h I : it |M“HBWTM°NM‘MW'M Varmblatof Soneibing cHaR,
NE136 (75| Onygen Une 2.1m (62 Asaomical Maska Class gy 3ros . enSisirbimsiing crou " MRl Dl CLiion 2 JeripZ] Monumsnd ek Chuen T {Fused) 37708 singieae N
inetane Rams Wi rmc-m 1,8 (757 with 3
it Rasuactation it T-Fice Gimuit 1 m = Verplasar brealfyg circust.
NE-1SE (T} O Line 2 1m (827 A joal Mashs  Class laRule2)  3T708 Wil brmaliving crast, N NF-1ET-1U Fiter WW&“N“}?‘WH Class IF (Rule Z) 37708 aingle N
0e1 WG
) ) ; |mm-uunrﬂmomnzhasum Vuntlasas braaiting cires.
NEASENT %m‘;ﬁmml‘m cm%tlr» Ctaos lln (Rl 23 37708 Venbtater breaihing cimul, " NP8 Class lla (Rule 2y 37708 e L
WF. 158 o Pasuseaston Wit T-@s Cecnt 1.8m ) entasios brmating cesL HEL 1880 """‘mm"""“"""‘“"‘m‘“‘ Cluss lla (Rus ) 377pg  Versluhor brealhe chead, H
e 0% Wity A Mk S48 0 + 1 Class b ifule 3y 37706 i N Piur, 02 Lire 2.t (327} Fowd Mask See O Aninvse
Wit TPl Cermit 1.9 Vientlata brsaihing atiat, Neasagy  MertRevor Kt TSiecs Conil Lom TV e oo imuez)  apiee Vel beathing croa, o
NF1S7 pliaciey i ot Class lla (Rje 2 37708 . N 5 Fitar, 02 e 2, 1 (42°) Raueu Mtk Size sl P
At . eaus it T-Piaca Circu 1.8m (707} with -' Varalator breathving chicut,
NP-187U “'ﬂw&m‘:&mﬁﬂ’ B Ciaes s (Rule2) Siros vt bewaliie ovtust, » NEABET gy 02 Line 2100 (82°) Rotmit ank Siza 1 e 18 (Ruls 2y - 37708 aingiene L
. g Infat Fnmus Kit T-Piace Cirtuil 1.6m (757 withy rasr breathing cifus.
Infare ResuscRaion it T-Fece Cirouit 1.3m 5 NF-1ESU Clans I Fube 2y 3TT0R L
NFASTA (757} Oxygen Line 2 1m (82°) o Mask  Ciaes ln (Rulez) 37706 WaniEalor BraBInng Sreuil N Firver, (32 Urs 2. 1 (827} Rawnd Maak Size 1 sl
iem O WF-160.30 MMFmMWounmi Class Il (e 21 81308 CUNCEAMORArY fE TN "
Infart Resusctution Kit T-Piece Creul 1.8m = a bl sabaotliO
NEISTOU (707 Oryges Line 2 m (27 Ansomeat Mask s (Ruls2) 37708 %““"“"’ A I "‘:;15“' e sfun Clans fia oo 21 B1324 o H
3 Rasusckatian Face Musk Singls Uss Round nanary resuscitaton
It Ressuschstion K1 T-Pieca Carsét 1.5 ; NF-101-10 4 Class ln [Rule 23 61328 H
NF1ST-1 (757 Oxygen Line 2.1m (82°) Anstornicai Mask  Class s (Ruke2) 37206 - ¥e"Wlior brsaening cirouil, N SR ' ; iz )
NE-tRL rp Pesaitasin
Sizn 1 Classlia (RuieZy G138 N
Infart Resusctation < T-Plocs Circst 1 8m i Eiiecns nfiet fuy 3 ; T i e
HESSTIL (0 QeygunLine L m 621 Anad sk Gl o o2} 37708 Yasnee Lot coam, % T e —taau ez R u
= | Site NPATE Rustscitaton Face Mask Singie Use basiirical i Catiicpimanary sl
NF158.0 f’!% Lins z.urqg'::n bl B A T 7 arion Ve beswining st W e iy o b vl S s, singe-ase W
Sz20 oy Wy || Rasmiaton Tt Wit Sriia Uss i Clissla B2 €1328 povee e (1SN
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038-53-5801 Mecutsl Round Resusciution b Sies 001

NeoCaire Resuscitation Circuit (Sterile and Non-Sterile)
TF: 033a

Intended use: {MW i 'slnqnnal Hisstscitation Crruts sre ilendad o facktite defvary of angger: or blemded guses o provids
Iy 0 Neonates weghing <10kg, Rususalacon srute 7 baienes are for
profesuios gee onf, Jy ‘me eliniching and sre usad in labour waids ! deiivery sudes. Thay iray alss be used 51 emergeesy
depastmints o dofver supplemental mxygen. The daviers are suppisd non-siede for single use oniy.

TF: 033t

Conma lia (Fute 2]

Resuscitation Units (Non-Sterile)

Intended use: A nomsteide meembly of devices dosigned to conduct air of oxygen (OF) sndched geses and additional goaes [e.q

PROBUCT CODE Dt TN OuH  omONTERM  APRLES nirous exide (N2O), halogenated gases| from o ventiiator 1 3 patient. It includes beaathg tubos, 3 Y-pece
5 M connoaticons for devices tha hurvidify, celiver meticagion. und montor gis concentttion o grnswe within the teeathmg oroud;
Fmascitation Wit with -Pisce with Adassiatiie P — seme types may include an iitegrated healing wee powered Sy = copnacted mdiber Dtended & warm reathing gases an they
ml-m-m Preyacms Vabve and 2 Tm Cuygen Tubing and 2L Res  Class (12 (Ruta 3§ 15603 roauscimtion kit; N il the patinn’s ainway, This s a singie-ise devics,
ungpe-use
i NeaCaire Meonatsl Resiscitncon T-Mece Cimut “aniilator Brmaihing ; i
s it atuinthe PEEP Clasafia{Rued)  ITT0E g smgiacise N NE-100 NeoPIF Intant Resuncaais: Cima la (Rl ). 13068 Pl s »
Sterils OORUN IO
' _. 2 # R [ eres———y
OR.022T1ISTR wﬁ:;;‘lm T-Pince Srooitbone Clrou Class T3 (Rua 2} TT08 arbluin brealbig N MF-t00L Mecf Intant Resuscitator Ciass lla (Rule 20 13368 N
2o wwithonit stjustable PEER <wed, shgleuse ¥ . : et s
NE800 Madicor MeaPip Kit Clata [la (Flule 23, 35893 W""‘"“ el N

Neonatal Resuscitation Circuit — Face Masks (Non-Sterile)
TF: 033a

Intended wse: Dusing infant resuscitation, Sie Cvermeuloes Rcund Masks aze intendad to provide o range of patien! inlerface
orpthans to perform senbolied and acovrate sesiscittinn v welation of new-boms, neonates. and nfants uwp to W0kg, The
masks are ndended 10 56 used In mullole emdronments; 2avegency iransparl. iestue and hospital (in paticular Labor and
Defiary 0l MBGLY) for pariods of ip to a0 hour. tough most compeon is 35 mitdes.

" ROHS
PRODUCT CLASSIFICATION  GMOM
TADo Soe DESCRIPTION UNDERANNEX X coDE  OMOWTERM.  AFFLES
CamOnary
PEA-5352Y Infant Aeund Aesuscitation Mask Size 2 Class s {Rute 22 51326 resuscraion mask, L]
Hngiedse
B8 535700 Infant Aound Hesusatahon Mask Size 2 Class la(Rule 2} 81338 resuseaanion mash. N
rga-use
Camanuimonany
03853539 intans Rewnd Rasusciation Wask Sze 1 Class s Plule 28 61326 resuscitalion ma, M
g
= Camiopulmeonany
G3E-51-530U Infant Heund Hesusdaation Mask Size | Class ffz e 2} 81328 resuscation mask, L
i gl
- Carmonuimanany
DI85 ‘Heanatal Round Kessciaton Mask Swe 01 Class la (Fule 2y 0135 resusclalion mase, N
sirgumna
3535350 - - iza 01 Class llaftise 7} D106 rmsuschation moss. N
siripa-use
Cwomulmanaty
038-53-540 Hearatal Reund Rescsctaion Mask Size O Clpzs lla (Fule 2} 01320 resuschalion mank, H
singasia
038.53-540U U] Class iln(Rule 2} 61128  resuscitafion mask, N
Cartopuimonary
018-53-550 Fawk Sze 00 Class ln (Fuie 2} 81328 resuscitation mark, N
angie-use
U2B-53-550U Mgonatal Floss i S Chssila (Rule 2] 61328 recusceslion mask. N
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Electrostatic Bacterial Viral Filters {Non-Steriie)

Electrostatic Bacterial Viral Filters (Sterile)

TF: 041b TF: 0410
Intended use: A sivcin acreoning device [nlended o remove microbes rom medical gasen 1o prevent palient sxpous during Intended use: J\m«mmmﬁ dovice intended 0 ramove micrabas from medical gases te pravent petient exposure dring
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Mapleson Circuits - Anaesthesia Breathing Systems
(Sterile and Non-Sterile)
TF; 03Ba
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Nitrous Oxide Breathing Systems (Non-Sterile)
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Anaesthesia Breathing Systems (Non-Sterile)
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Split Lumen Breathing Systems (Non-Sterile)
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(Sterile & non-sterile)
TF: 06gb

Intended use; Mon-siedie devices dasignad to condutt 8r or oxvgen ({2} snrched gases ana aadilional gasss [e.g., nercus oxide
(N2, hadogenabed gases] fraem o ventilator 10 8 pasent. it nchides broathng bez. a Y.piece and provices

fiar drvices that humidify, delfser Mecicalion. snd Monior 436 Concentralion or pressure wilhin the breaihing Circud sama byoes may
inclinde 2 infegrated eating wine powsred By a connected humidifies imended 1o winn brusthing gases as thay anser B paliont’s
alvay. This & 3 singie-uea devee,

PRODUCT CLASSIEICATION GMoN
FRTIET Eeur DESCRIPTION UNCER AWNEXDX  CODE SHM TN —_arum
Wyniitaler heastiing
AR5 Necrsatal Systom  Classiia {Fiule ) arres P : "
380057 gentic K : lalor braatiog
: il Misnatel Mirie Cuide (et 0 &5 : ” s MIIVIM‘ -
0803100 peideck gt Caases f1a (Fuia 7) 37708 W
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CPAP Masks (Non-Sterile)
TF: 056
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shori e (single-use) befure being discarded.

7 ROMS
PRODUGT CODE S TN GMDN CODE GMDN TERM APPUES
DEBCRE N e i 2 ™
02815830 Adhit CPAP Mask Lurge Cars lta (Fluke ) s7a13 RRARI Fave e N
038-35-531 At CEAP Mask Mpdum | Clama tia (Ruke 2) 51813 CRANBLDAR Fled Mas: N

Ventilator Breathing Systems Adult Standard Non-Heated (Non-Sterile)
TF: 0560

Intended use: A non-starie assembly of devices desiged 1o conduet air of oxygen (02 endched gases and adetiondl gases ja.g.
wilkauy saite (N, huiogenated gasws] irom & verdision lo a petieil, |t includes breathing tubes, 8 Y-pisce connecton, and provides
conmectons for devices that humidify, deliver awdicaion. ansd monitor as concentralion o1 preaswie wibin the brasthing dnout:
noene types miy ncluds e integrated hetig wite powersd Sy & onrecied humidifer mtended to warm Seathing gases a5 ey
wriler the patient's airway, This B a sisgie-use duvice,

CLASSIFICATION ROMS
PRODUCT GMON
PRODUCT CODE DESCRIPTION UNDERANNEX | Gong GMDNTERM  APPLIES
Adull Vendfialer Breaiiing Systems
i Verikains
e Wenittalor Breashing System Adult 1.fim Kt 1 Class fa (Fude 2] arToE Ereatning circul, L3
. : Venviior
Tagraggag NS Verslokd Bwning SymmAITET  Cisaaded 37708 Renaghing crcu, n
mw
028011360 O e g 7 ClssUa(RdeZ] 37705 Eeeaming oroull »
sngisuse
Varmiaior
038311395 S I 5”""‘”‘“"‘“‘" Classis P21 37708 Erwasning creun, "
o gt egh-usa
i enialoe
QIAD1-TI2 aniilaios Breathing System Adull 2 4m it 1 Tlass Ha (Auie 2] ArTos Eramning orour, N
: snygle-use
03801435 Verdlar M‘&m;ﬁ” LEmwthOAm e s (Rde 3 7T Benadning crc, N
i
Oasorqay  VerdaerDeiaiiog Spuem AMILEMY-PUCE  Csamafmuez) M8 beeamingommu, M
‘Veriiate
y Ventlasar Braathing Sysem Adut 1 Bm ¥-Flace ;
R with 2 % Fets aed ETbes with Luse Foa K1 T Bl o L
‘ VorRar
‘mntilatr Bresthing Syvam Adut 1Em ¥-Fisce .
301150 e I8 brestning ol N
Werndater
- . Wantilare Breathing System Adul 1.m Y.
TRl Duperes L Luer Stbaw + 1 % Water T Ivaliig dvl. ¥

GOMZEFEL owwe Nee 1

“antlate Beaathing Systam Adet 1.8m wim & Sm
Lo i 10 Class th (Rule 2]

oL ock Tubwg Linoh + 3.7m50.27m 22mm
libw wh 7 « 23w F Senaled Canreciors Lt (Ruledi 3708

Flaxi-Lack Tubing Limb 0.7 io 2.0m Z2mm fuse
wna-aa ‘wilh 24 Z2emin ¥ Serrwhed Connacioes ot S\UTh

Al Fmogihbars Limn 1.8m with Z2men o Smm
Clans lla (Rule 2} 3e

O3-01-2337)

Smpethtars Parsdel Crouit Adult | dm ¥-Piace
i with 22 aoets anek 2% Waer Traps il 6 Chles Uk yrale 2y, ) T,

Smeathoars Crruz 1.8m 2inm « Porled Y-Piece
038.01- 15585 TR + Fiauetale 228 Conmucions + 2 Wislee Trags + Clams Il (Rule 2) 3706
[rtbem Lty

Wentilator
Varsilatar Braaibiog System Adul §,8m V-Pieos
038.01-1555TR wilh 2 5 Paits and 2 x Water Traps 11 1 Clans 13 {Rule 2} 37708 ‘Braathing ciroun, L

Paadiatric Ventitatar Sreathing Systems

eesiialor
Paackairi: Parabed Giresnt 1.5 win Ponad Y-
03802150 i o Claas lla (Rl 2) 308 m‘immu N
Narslalor
TIBR-ISOSTR P"mm""'maf‘“m“' z“;‘*' Patnd Y- s la ey 37706 ranttisg Grou, M
singo-use
Vertialor
(3802155540 ’“",‘z’fm‘fhmfw" Cssila(Rue2) 37708 raathing sseoun, H
Venwiaior
Prediirs Parsks Clicu 1 G weh Parted ¥ :
038-2- 155641 RO oA L Clsslls(RunZ)  3TT05 bresming cheuil, N
030215880 Fmﬁ?m‘ﬁm‘tt\hw Clesslla(Ruld) 37706 Erasning cevur, "
Paedistrc Smoalkbars Parsiet Cireut 16m wih
052091558 Class Il Rudm2)  WTT0R bewahing chcull, N
Parted Y-Piece + 2x Watet Trage g
meazisg  Paedleme w,mwz"m Clasnlla(Ruke 3y JTTOR bewahing eircu, N
Vamiliatar
‘Pascisivic Parakel Clrcut 1 S with Portw ¥
03802755 Classlia(Rude2]  3TTO6 Beeaining clesit N
Peaca a2 5 Watar Traps o
i Paediairic Parakiel Cireuit 1.6m with Ported ¥ _ . Veniistor
03043-1535F - Piecs + 3 x Water Traqs * inline Viabve wen T8 ermathing oy, N
Paediatne Smacthoare Vent Breatrung System Venlisor
GIB0Z.ISSEB4T 1AM wim Pored Y.Plece + Luer Ebow + 31 B tewatning siresit N

Wiatar Traps
Ventilator Breathing Systems Adult Standard Non-Heated (Sterile)
TF: 058b

Intendad use: A nan-aterife assembly of davicen Jaaigned to sonduct air or awygan (02) endchet gases and adgitional gases je.g.
nibrats ede NIV hafspensted gasas| fram a ventistor to & petenl. Itinciudes braalning tubes, a Y-pieos conpedtar and provides
eonnecions for devices st hurmidify, desiver madicaton, and mondor ges concentratian or pressune wihin the beeamming circdt
m!ypelmuyme&mmmdwammmmmmhmwwmam
enter the patient's arway. This & 3 singe-ute device,

i  ROHS.
Warttilates Sraating System Adut redihing
O3B0 13ETH =i N
Comaas WaniSaies Brsathing Symiam Adur ‘rasthing N
4 . fam K vt i, single-sn
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Bi-PAP Ventilator Breathing Systems (Non-Sterile)
TF: 0580

Intended wae: & ifm assemibly of divicen designad @ conguct Al or akygen (O2) erviches geses and adoional gases e -
rotrtais anirte (N2UR, hadtienated ganes] rim a vantiaie: 1o 2 patient, B inchades B2aathing tubas, 3 Y-plice sennecine, st pravidas.
connistions r devises e hanidify, deiver medication, and monitor gas cotcshiation of pressdre within the Blealhing s
s Types may el 20 istagraled feabng wre powennd by 3 coinected hurmidifisr infenided to warmn breathing gasss bs ey
weur {he patieals sway. Thiv =5 3 singie-ume device.

Ventilator Breathing Systems CPAP Non-Heated (Non-Sterile)
TF: 056

Intended use: A stadle & son-slenls assambly of davices dessgnad fo conduct air o Skygen (OF] erviched gases and andiional
ga4es fe.g-. nitrous oxide (N20), halogenated gases| from a ventlaior to & patient. it hchides braathing fubes. a Ypeon cannactar,

] vk connectivns for devices that luinirdy, delives medh ¢ pressare within the breathing PRODUCT PRODUCT Wﬂm&' GMON  GMON E
gt suma vpes may ncude an b i heatig yre powered hy & '} Iwﬂu intendad o warm hreathing gdees as CODE DESCREPTIGN e nﬂl-l cODE  TERW
they enier the palient's airny. This is @ single-use devien, frbibicermal
brmating
e Arun Smouthbare SLPAP Breaking Sysiem 1 #m Clans [l Rotn 2} 3708 choud, N
CODE DESCRIPTION UMDER ANNEX (X  CODE i b
At CP&F FlaaiLack Breaning Syaieen 1.6-5.5m x e
03804300 nm'www':rm win Colection Class i Fuiv 21 37708 "‘_‘M“,’.ﬂ.ﬂ“""" ] m;?a- Adult Coerugute] B-PAR Brawthing System 1,6m Class lla (Rulu2j 37708 st N
3835840 mwwérowmrﬂﬁm Clows i (Ruie7)  Jrype VoAl bewiiheg =3 -
Ach CPAP Breaihing Syatien 1 Gem Z2men wilh vesntalon Biadihig " . Duzath
SIEREY Maic S § ani PEER Valve 10cmHI0 C"ﬁlh.snu»ap TR opoat, wrgriste L ﬁ;f wmmmwwueg“msmmmm Class lla (Rule 3} 37708 ﬁw:.m "
WeISMZ  ARACPAP Brea Ve ns  CemmiRuen I Smaeberme Fataioy ) -
Syumen 16m with Madium P Vesilgia breathing Venthator
1353504031 cﬂwmavﬂurlaum:o‘:is:‘vm Gl (Rued) 57708 i, ] ezt el = T ating —
Adult rwathing System Fass Vertilasr bresdeng s AR St S Classila(fide) IITOE i N
DIt Filer a0 SanHO & 20emHE0 PEE) et Reind) | AT o, snge-unn L 283 anitormg Line for BPAP Vision =1 ke
835048 m?;l’:nwh‘_-ﬂwmlh Chun e (e 21 T braating ™ " tme
Aduil CPAP Srigls Limb Brasting System .0m S eaibing Bowathing
anacy with 7-#ca Claaslia Ru 2] 21700 " cioeuz, singie-use B 03835 gt BLPAP Single L Sheam 1Bm kS  Classlla (ReZ]  AMeA cheud, u
Agult CPAP Braating Systum 22m 2Imm with b bl s siagla.
DB-15. g mvm-zx*mmmwanmu s (R 21 FTioe 3 sk L4 e,
Ventfatr
0383505 mwmwummw R Wit brsalhing H i i - broathing
T-Plocs i bl O B %‘%ﬂ' Adult Smocttiors Bi-PAP Sngle Limb Breatting Systom 1Am kit Classla(Rule ) 37708 oot M
(335050 »jtﬂn?ﬁmm:w&;:ﬂdmmwﬂ- Class i (e 21 yyrpe Vel beealhing W o prans
3 _ e Thap < s ey
BIB:A5350 Akl CPAP Braaibivs Synteem L0m mw Clluﬁalﬂlﬂb w708 Wantialer Breatting N Verstator
At CPAR Bt Systens 3. 0m Z3ewn win T- 04835 Ault Smositbom BI-PAR Single Link Breathing Sysinm LSmKRD  GiasslaRule ) STT0E . croul, H
GBS0V Fiace ar Waiar Tp ani Saley Valre and 02m  Claba f ety 37708 Ynmealorhamiveg H B » o oz sgler
3 mm\?wmkmﬂnm-mm TR v it vertdatee
DIE-25-G50W Sataty Valvw s rwmﬂ 2.4 Oiwygmn Clay fia (Ruw 3} e Faphey L] i i broathing
Cubing TR e s PP Shgl TEmKLF  CussilaRun2) 37708 crout N
383051 L PR T . B s uliind u i s
Sysinm 20m waih ?-&m SO, 5 U
Vet
m‘;as A Simolbboth BLPAP BioNBes, St 1.6t Eenaason Vo ooy ez 3708 “w'.""‘;" N
Pt sngie
ke
vaniaiar
i i
AR T ¢ i Syatsm |8m W-Pana + :
s = st e i Cuma fla {Rule 2) 37708 croun, N
ume
entiatar
. 35 beenirng
s At BI-PAP Single L thing Syziem *.5m Ciassllafuin ) 37708 oroud, N
g
Vaniaior
9535 At Smastsson: BI-PAP Singie Limb Breainisg Sysiam 18m wib : :
e Ernted iy ClstlaRae2) 37705 bresthng N
GO%RIS O rue o | Page 779l 156 GO FUR T e L #ape 78 of 158

B3IR35.
30

035
g

Acult Emasihbors S:PAP Breulking Syaten 18m

Acift Smapibibees BIFAP Ginalling Syslem 1.3m

Ackil Sioathtr BiPAR Breathing System 1 dm

B 0 A.80n and § Pisser

Adult Smoothhors BiPAR Bremhing Sysiem 1. 8m and * Fillar

GO dasue P L

Ay Smtclibore Bi #AP Srathing Systen: 1.8m « 2 Fiters
m&@mmnﬂmw‘mzzm'
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(tass in {Rile 23

Cines e e 2

Class Ha (Rube 2

i Ha P 2

Cames i {Rube 23

AT

e

aTroe

ue

Hi

(A

B BT

B
3

Paga T8 of 156

Intended wae: A stirdfe & non-steiile ssseimbly of dévices desigved to conduel s of aeypen 102}

Breathing Systems - Single Limb with Exhalation Valve Ventilator

(Sterile and Non-Sterile)
TF: 0560

ambahied gases and audi

qeses jeg., rimous mln 'Nz"': n:lnan.aﬂsd sasies] frum & vmuuurm a patient. It includes brnd\ﬂ,; fabies, i Y-i:ebs Donmetiac,

_and

Tumiclify, cakver

prnsi

CHCUT; SomE lypes may include an inlegrates heating wire powared by @ connecled dumiotier inlgnded & warm: vmgwas
Ihey ander the patient's amway. This 5 3 alngi-use devica,

PRODUCT CLASSIFICATION  BMDN
coDE DESCRIFTION UNDER ANNEX 1X  CODE
ma | D= Smonthbors Cirouit 1 8m 22mm Wi POred oo ey armme
Smactabare e Lims 1 4m wih Exnatatian Ve :
" Smocthtore Single Limn Breatiing System 1.8m ;
oimorziez Z2mm iy Extaltn Vv e Hells (Meia 8/ ComlauieZ)  37T08
Flibets Omnn Bbmﬂ‘!mmﬁw Sensor & Exhaizton e T
e s:mamsmhuunmammz.mm e e
0 Aduft Bilurcated Smoothbors Gl 1.0m 22mm e 4 108
itk i | VE LTt + Mok uT I Comhmie g e
Pasdiatic Ciowilt 1.8m + Poted Y-Piece + Ported
am2-16si8a Swrvol Elbawe + 2.1 Tubing Jmm + CusmitaRuez) 17708
22F, o
03B3329IAT  BamVen Silexble 22F Conectrs for BIFAP Classflafuled) 37706
Adult Smaotbore Singin Lirb 1.0meLasr
casas2mG Wanvms Véater Trag# 2 Montaring Line with Ciws n (Ruw2) 3706
Fitar 8.8 Limty
Pancising Parndel Breathing Syatem 1.8m with |
Da.a520471 mm-ﬂhsmmm Ciosa e Flae?) 37700
Ak Srors Gt o B » Exliin
13835200 Vo o oo o o CamlaRmz 376
Adht Bmouthborn Parae: Gt Ezm n i
@ cLst 1) -
BB aten + Coliar ConreciorsFiitla 22F Connecion “‘”""m” ki
. Ao et wzgw:m Doty VT T T
+5m + Bxfiaaton
BRI ate + Cokinr Comenor + Feakls 22F Comneces 49 L2 37708
Amzt Smoothhors Single Limb 1 8m with Exhaishon
bk “aive aed Fianie 22F Gonnecion Kit Demimpimn T8
33520754 LB M s la (ke ) ITTOE
mm-wm1m.mm
SIS yns + Coldar Conaecor + Puxiie 708 Comnacry, OO MR2) 37708

Limb 1 FRE

Vadun s Flaaile 22F Connecates for VIVO 50 i i 708
pivi s s Cuaseiim P 706
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Ciass o {Rule 2} 3T
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Class lla Ruie 7) o Catheter Mounts (Sterile)
Vangator : TF: 058c

o351 &mmm:.&mmmﬁmwzm Catheter Mourt,
1.

1285TR ‘s 1 Eriz2mm M and 18mm M Cannacions hrnidic o

13831, Smoallbon

o Cathater Mownl 15mm 15cm Swivel Eibow s Il (Fade 2) A

& breashing
s Ve ant Flalia T2F Connectors it § Classlia(Ruted) I8 ok singin-ima B
e Lirmia 1. ol - o Intended use: A dEvies uEad i ata e Gt {eg.. an 58 nreathing izt or venslain: beaathing cireuit) o
i i & e, tnglene. i A rsuscitatee T an wrdstrachess (ET) N, t enable increansd mobiily 4 the patient ead of S sireuit of conpactions, i mest
B wsm!?:msmumm Class fia (Rule 2} 37706 \':::ﬂvmﬂ-v » cemmany consisis of 4 22 mm MeTvaie SeSantor 31 the prosinal end 1nst it aftached 1 & shor langth of conugaled, Seiitie De [&.q..
e Adun i 1. 6m Y Mlmlul-ﬂn‘g 2 150 min long). and & stingld or angled 15 mes miss conmector 3t the distsl end which: may hive @ suction gt inchuded. This s a
; Eshalation st K1 1 i, sirgme single-use device,
= s:-nmu-sm Lamiy 1.5m Z2m with Exhilanen Yanlilales beaal .
Gaman3127 g g bl Clasalia (Rule) 37705 LS R N ) ) s
Se m&mmmmmtmm Veniiaior breathing PRODUCT PRODUCT CLASSIFICATION  OMDM
o i Wk 1 2 Fasslia Ry | 37T s, smgleuse i CODE DESCRIPTION UNDER ANNEXDU copE  DMOMTERM ""m”“
Aguit Smostnnors PPE Breatfing System 1,&m wish ‘ontillor breathing Maiar Mieent Standiand 27mm Catheosr Mourt
i mmmt—l:;sm e treathing i o cir S G ,.,_: faffuied)  ABTE " singia ine .
1, e ;
i 2 il Exhaintion Vaive and Feubia 22 Connociers Caetlin (e 2} NTOR ierst, singians e aasta0asTR | CAU il P Casma(Rus? 4y SHhserdount, H
ot ey il i a1 F22me M Conneckars Single Use
23835048 ociere P Basloba St Class lla (R 21 37708 —— pusstanasrR  CAPee Mount Standert 1ieen Swivel Efbow wi Clussfafuie2)  4247s  ComelRcMouns "
P E""""m! — . ch, sirigie e Diate Pt Cings el Swal 22F ot 1577200 Commmetars Sitgla Usw
i Exhaiation Valvs K 5 — Ciw i {Rule 2l TTH0 i singie-use: M B TR e (M || comiaipuezy < apgs. | TR N
AT S S 0 o R “mnttatcs breaitug esebck Cafla Nt 15men wits Z2om F and g Commeter Mo,
tamasaes Exhaiuton Valvs Waxbab 50 ebuilser and Cmsuamuen 3 TR N 038-51.31157R e ot ooz saars SRR "
. 03881~ memm1m:mu Camotar
omasiazy  ACRIFFBSngeLmb Bostied Spum13MIN g pamazs  ags Vpalrbeibieg ISR nd 15m M Gl Pule2) 8. i Use "'
e Lot ) Flnsi Lk Cabvatas Meurt 15mm §ow Profia Elbaw wi Catoter e,
oasgzuy Al Segle eb IPPR Broaming System 1.2m 22ma Cosaiia Fule2)  37op Vel bibing n 038-51-3125TR 22mm F w18 1Givpe Fi22mim M Comnacioes Class lla{fula 2y 42476 Stoghn tisa N
it it P, Loch Catatar Mourt 15mm Swsal Sl wilh Cumotar Mowt, -
apasazan  ACHIPPD Soglelmh Breatung Syemm 19m I po el o gy Veelaicbeating 03851315878 i e e S Casalinihute2)  aaars NSO Sy
’ ? e i SR Fomsi-Lack it 15mm Saesl Elbrm wih aye  Cltheies Mous
D3E-35-2234 At PP Siagls Linsb Braa ling Sywwen | 20 Clags lla Rum2) 377oe  “7v7Eumor beewlhing » DBIE1IIETR 1 vie Bt Cap and Seal 22F and 1SFIZIM Connacron oot IR (Rute ) 42a7e g, "
! disbarite A o e Foaxi-Lach Cathatar Moant 15mm Sewal Efow wilh e
wRatys b Smaie T ot ToN TIme EIMIn |l e 21— s (ATGCOOMI g il Diushie Port Gap and Seal 145220 1 15M Cums i Fn ) spers Comes it N
"t Sirae Limb Brealiang Sysiem 2.0 i € : apsiromong .
ossase ; i St Cseliafrz)  37rop Vendmesrmmng | mpetapraTR Lok Catbm s Sy i S PO oy dgdy 4247 cmﬁ:n N
: Oxtog 1 ) Truncated Flaxi-Lock Cathater Matnt i 12mm Famala . Cathetar Mourt.
03838527 gmcmw:’m“m Camiaifuez) ios VoSlewsbrusteng 038-41-3185TR anet 22min Famals Cuffs Caw la (Rule 2} 4418 g e rm N
= Adut Biwalhing Systo Tday KRIF Mo wil TE oo o Vel breatbeg Gaaaiditary  ahbae Citwac it te w22 P and Cmallafuied) 247 ms"f?_‘,:'_“ N
HME Fiteriand T x Camoser Mounts L, Bngia-iee - - i
i A oAt Smoothhore Cathwter Mount $Smm {0cm with 15mm M Cansha (RulaZ) 4478 Cathetar Moint, N
038071 4P Smeqthbore Circuit 1,6m Z2mm Tube with Y-Pisce v Ma (Ruie 2, 7T e N INSTR wnd 15mem FifZmm M Connaciors Single Uan
i with 2 x Monitonng Poria seed Pressune Lne. u bomashing: OB Smanthinone Catheder Mount 15mm 15cm with 33mm F Catheter Mourt.
: shnig-ut i 4 lirlisiosoncriolibn cowmiRuel  saen CgE W
L] . " - 1. Gamater hoonl 15mm 1 Som with 15mm Cathetar Mount,
1I8A5-3105TR it Seiapihions PR Bavating Syaremn 1 Sm with Class lin (Rule2) 37706 Wenilibalor bttt " 23ASTR F:22mm M and 15mm M Cisas W (Rulwd) 22475 incle Une: ]
et e R S 93841 Smactoorn Catmater Mounl 1 Smm 105 sl 1S Paipudey  apayp  C¥hemrieus, i
2USTR Fizimn W and Zimen F Comoscors .y Singln Use.
03841 Smacihors Catnaler Mount, 15mr 200 w1 Cathetar Mount
TussTR Frzimm M and Z2mm F Canneciors sl (Rule 2)" AHTS | " apiié Uka L
. Cathater Mount 1Smm 200m wah 1Smm P Cathetar Mount.
DIWSTR Fi22mm M and 15mem M Conneciors ClasslaiRuleZ)  S4T6 "o i \ice "
34-01- Smoctoore Catneier Mour 1Smm 25cm with 15emm
BTSTR Fiz2mm M and 35ime M Connecions CinssbuiRuis ), 4765 gpicia ne L]
038-81. Smocthvore Catwated Mound 1Smm S0an wih 15emm Comiter Mognt,
LRSTR Fizaimin M aisd 15mm e Conuctors GuasiniBuls) SUT6 oo tise i
08-51-3225TR el Mt ““'m‘. Fbow i 2mm T cipay la(RUD2) 42478 wm"m""“‘ [
I8F1.3TASTR ‘mmihm!MEmm Class lla(Rus?) 42478 w:rw. B
oI e e e ClasslingRuez) | szare  Topeterount N
PR 15T Sy EBw W1 oy ager CatelsrMount W
N
maasTR i *Seme Fr2mm b and 18mm M Cannacicns Singhe Uise R
‘a1 Mot 15mm Elberw Cathonee Maurd.
I2E5ISTR wilh 15 F23mm M snd Z2mene F Connectods R Py || Finghs Use »
03831 Smoctnbers Caees Wouit 150 100 Swvel Ebow L e Cameter our "
JZSTR wlts TS F22Zmm A4 and 23men F Carnects L Sl Uia
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of Conformity

. “Siotivern Cahatte Mot Yiosm Sureet ESow e : ; : . ) : . Ty
03041 -3265TR Sooe oG s S 3 8 Comarn Class lla (um2) 52476 l Catheter Mounts (Non-Sterile)
mncEhiare Catfioler Moot 10em Sesee Sl wi TE: 058c
Jgf,::;, Dosbie Pan (an ana Seal 155224 ana 1614 Cims laifein ) 42475 wﬁ‘ t‘:"" H
3B1- Emoothbons Cathelse Moset 20em Swsl Ebaw wilty e T it Mot " :mnmq wae: A device used 1o connect ymsulw circuit (2.5., an _an_:nz:urmsa 'uNan‘!ng:l'r:ui‘l ot .vnn!lliulm reathing droull} or
I2EISTR Double Purt Caa and Seal 15F:228 snd 22F Connscioes Singie Lias & temecilatsy 1o gn endohscheal {ET] wbe, o enable hoeused madility 4t the palien] end 5T the drool or connectione. i st
- Smocitiing Catheias Meus dein Suical St with sists of @ 22 mm femaie asiapior al the prowmal end that is alfached B & short fenqih of comigated, Baxis luba {2.9..
o384t d Caltvtar ot . a21mm m and gated, a
ISR mp‘“‘“’xﬂmm“ " Cun e s S e e o 150 mm Jong}, and a siraight or angled 15 mm male conneclor a he disial end which may have a suclion port insiuded. This is 3
Smaocthbors Cathetnr Mount T8cm Swvel Elbow with Fngle-use dewoe.
bt Dot Part Cag and Seal 18EZ2M and 154 Gassila Rua2)  apirg  SHbemeMou, N
INASTR ) Connecing: Tingio Lna — CLASSIFICATION ROHE
osmb1. Smaothiva Catnetar Mount Sem Saival Elbow wih s bt F 2 gl i UNDER ANEX  SHOM QDN TERM APPLES
MESETR Dosbla Pt Cag and Seal '9FTIIM and Z2F Conmentoes i R SHTE T s Sook ki i . oo X
Smaathione Catmter Wount 20cm Suwvel Elbow wits Catheter Maiee, = Stanctard TSmum Comugated Tublng )
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Humidification Circuits - Neonatal Heated Wire Breathing Systems
(Single Use, Sterile)
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Circuits - Neonatal Heated Wire Breathing Systems
(Single Use, Non-Sterile)
TF: 060
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infant Nasal CPAP (Single Use, Sterile) Heat and Moisture Exchangers (HMES) (Sterile and Non-sterile)
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Classic - Intermittent Urinary Catheters (Sterile)
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| (referintz)* |

Canula Nazala de Flux Inalt

Pentru Oxigenoterapie

1 Flexicare

2 Sistem de aspiratie cu circuit inchis Flexicare 14Fr, Endotraheal
3 Sistem de aspiratie cu circuit inchis Flexicare 16Fr, Endotraheal
i Tub conector tip Y Flexicare d-22 mm

5 Masca respiratoare pentru maturi Flexicare Nr.3

6 Masca respiratoare pentru maturi Flexicare Nr.4

7 Masca respiratoare pentru maturi Flexicare Nr.5

8 Masca respiratoare pentru maturi Flexicare Nr.6

9 Sistemn de aspiratie cu circuit inchis Flexicare P/u Traheostomie
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