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Adult-Pediatric Electrostatic Adult-Ped}atr}c Electrostat'lc ﬁlter HME Small Infant—!’eqlatrlc Pedlatnc‘—Ne_TonataI
. Adult-Pediatric Electrostatic Filter HME Small, Electrostatic Filter HME Electrostatic Filter HME
Filter HME Large
Angled Port Small Small
Recommended Vt
(tidal volume) 300 - 1500 ml 150-1200 ml 75-300ml 30-100ml
indications
Resistance to flow
(IS0 9360-1)
(IS0 23328-2)
Adult-Pediatric Adult-Pediatric
Electrostatic Filter Electrostatic Filter HME -? T
before use HME Small Small, Angled Port
1cm H.0 at 30 I/min 1.2cm H:0 1.2 cm H:0 at 30 I/min 1.4 cm H.0 at151/min | 03 cmH.0 at 2.5 |/min
2.1 cm H:0 at 60 |/min 2.7cm H.0 2.9 cm H.0 at 60 I/min 3.0cm H:0 at 30 I/min 0.6 cm H:0 at51/min
3.7 cm H:0 at 90 I/min 4.8 cm H.0 5.2 cm H:.0 at 90 I/min 4.7 cm H:0 at 45 |/min 1.0cmH:0 at7.51/min
1.5 cm H.0 at 10 I/min
2.5 cm H.0 at 15 |/min
after use (24 h)
1.1cm H:0 at30l/min | 1.6 cmH:0 1.6 cm H:0 at 30 I/min 1.7 cm H:0 at151/min | 04cmH.0 | at2.51/min
2.5cm H:.0 at 60 I/min 3.6 cm H.0 3.6 cm H.0 at 60 I/min 3.7 cm H:.0 at 30 I/min 1.1 cm H0 at 5 1/min
4.0 cm H.0 at 90 I/min 6.0 cm H.0 6.0 cm H:0 at 90 I/min 5.8 cm H.0 at 45 |/min 1.6 cm H.0 at 7.5 l/min
23cmH0 | at10l/min
4 cm H:.0 at 15 |/min
Moisture loss
(IS0 9360-1)
5mgH.0/I atVt 300 ml 6mgH0/1 atVt 250 ml 6mgH0/1 | atVt75ml
6mgH:0/1 | atVvt500ml 6mg H:0/1 atVt500ml | 8mgH.0/1 | atVt250ml
6mgH:0/1 | atVt750ml 7mg H0/| atVt 750 ml
7mgH:0/1 | atVt 1000 ml 8mg H.0 /1 atVt 1000 ml
7mgH:0/1 | atVt 1500 ml
Gas Leakage
(IS0 9360-1)
before use Oml/min | at70 cm H:0 0ml/min at 70 cm H.0
after use (24 h) Oml/min_| at70 cm H:.0 0ml/min at 70 cm H:.0
Internal Volume
(1SO 9360-1) 93 ml 51ml 61 ml 29 ml 10ml
(1SO 23328-2)
Compliance
(10 9360-1) 0.87 ml/KpPa 0.51 ml/KPa 0.58 ml/ KPa 0.34ml/KPa 0.15ml/KPa
Weight (approx) | 48g 289 299 | 99 |
Connectors 22M/15F -22F/15M | (1SO 5356-1) | Adult-Pediatric Electrostatic Filter HME Small: | (1SO 5356-1) 1SO 22M/15F - (150 5356-1)| 15M-15F (IS0 5356-1)

Luer lock gas
sampling port ISO
22M/15F - 22F
Luer lock gas
sampling port ISO

(IS0 594-1)
(IS0 594-2)

22M/15F -22F/15M

Luer lock gas sampling port ISO

22M/15F - 22F Luer lock gas sampling
Adult-Pediatric Electrostatic Filter HME Small,
Angled Port :

22M/15F -22F/15M

Luer lock gas sampling port ISO

(IS0 594-1)
(IS0 594-2)

22F/15M
Luer lock gas
sampling port ISO

(IS0 594-2) | s

(IS0 594-1) | Luer lock gas

port SO

(IS0 594-1)

ampling (ISO 594-2)
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Identification of a substance that is Identification of a substance that
not contained or present within the v is contained or present within the
\g product or packaging. product or packaging.
This product cannot be adequately cleaned and/or sterilized by the user in order to facilitate safe reuse, and is therefore intended for single use. Attempts
to clean or sterilize these devices may result in a bio-incompatibility, infection or product failure risks to the patient.
This product contains DEHP. When used as indicated, very limited exposure to trace amounts of DEHP may occur. There is no clear clinical evidence that

this degree of exposure increases clinical risk. However, in order to minimize risk of DEHP exposure in children and nursing or pregnant women, this
product should only be used as directed. Refer to primary labeling.

CLEAN/STERILE (CHECK LABEL) AND READY FOR USE: unless package has been opened or damaged. Single use device to be used on a single patient.
Discard after use.

DESCRIPTION:

The Adult Pediatric Large and Small Filter HMEs, Infant-Pediatric Electrostatic Filter HME Small and the Pediatric-Neonatal Electrostatic Filter HME
Small are electrostatic bacterial/viral Filters with Heat and Moisture Exchanger (Filter/HME) for breathing circuits. These Filter/HMEs help to protect
patients, equipment, and hospital staff from cross-contamination while minimizing heat and moisture loss from patient airways. These devices
alsoinclude a luer lock fitting, luer lock cap, and a non-threaded cap mount (except for Infant-Pediatric Electrostatic Filter HME Small and Pediatric-
Neonatal Electrostatic Filter HME Small) for use during CO, monitoring.

INDICATIONS:
These Filter/HMEs are indicated for single use on patients under anesthesia or in intensive care as follows:
- Adult Patients: Adult-Pediatric Electrostatic Filter HME Large; Adult-Pediatric Electrostatic Filter HME Small; Adult-Pediatric Electrostatic Filter
HME Small, Angled Port
«  Pediatric Patients: Adult-Pediatric Electrostatic Filter HME Large; Adult-Pediatric Electrostatic Filter HME Small; Adult-Pediatric Electrostatic
Filter HME Small, Angled Port, Infant-Pediatric Electrostatic Filter HME Small
« Neonatal Patients: Pediatric-Neonatal Electrostatic Filter HME Small
These Filter/HMEs must be placed at the patient’s side, between the tracheal tube and breathing circuit in the positions indicated in figures A and B.
Consult the attending physician for tidal volumes (Vt).

CONTRAINDICATIONS:

« Do NOT use these devices in conjunction with heated humidifiers or nebulizers.
« Do NOT use these devices in a position other than described.

DIRECTIONS FOR USE:
1. Remove the Filter/HME from its protective package.
2. Firmly connect the device to the breathing circuit as close to the patient as possible. Check all connections for an airtight seal.
3. Adjust tidal volume to compensate for dead space.
4. For CO, monitoring, attach the monitoring line to the Luer lock port.

Periodically inspect any increasing in the resistance to flow and replace the device if necessary.
Maximum Filter/HMEs use: 24 hours. Do not reuse. Discard after use.

Precautions should be taken when discarding this device and disposal of the device shall be made in accordance with applicable hospital or national
regulations for biologically hazardous waste.

NOTE: these devices are latex-free and non conductive.

WARNINGS:

« Prescription device to be used only under medical supervision.

« The productis guaranteed only if the package has not been damaged. Check integrity of the filter package; any damage or opening
may compromlse sterility and/or performance of the device. In this case, do not use the filter concerned.

. ive secretions/bleedings can block the Filter/HMEs, making breathing difficult; in this case, replace the device immediately.

« Ensure that the connections to the breathing circuit are secure to reduce risk of accidental disconnection.

« Ensure the patency of the device.

« Donotuse on patients having a tidal volume (Vt) Iower than those indicated in the table.

« Ifthe device is used with spont y breathing p on assist-control or intermittent mandatory ventilation (IMV), keep the
ventilation parameters monitored.

» Before use, check that the Luer lock cap on the CO, monitoring port is in place and secure.

¢ Toreduce therisk of damage and obstruction by small objects, keep wrapped until required for actual use.

PRECAUTIONS:
< Donottry torefurbish. Do notreuse. Do not soak, rinse, wash, sterilize or treat with any disinfectants (in particular phenolic and
alcoholic-based solutions are to be avoided).

+ Donotattach CO, monitoring line to the non-threaded Luer lock cap mount.

«  Adjust ventilator to account for added dead space, especially for those patients with small tidal volumes (Vt). The effect of mechanical
dead space should be eval d individually for each p

* Use only with devices having ISO standard connectors.

POTENTIAL ADVERSE REACTIONS:

The following adverse reactions may result from the use of Filter/HMEs: mucus plugging and/or complications due to device occlusion including
difficult breathing, dyspnea, hypercapnia, and hypoxia. The order of listing is alphabetical and does not reflect frequency or severity.
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0O603HaueHve BEWECTBa, He 0O603Ha4eHve BeWeCTBa,
COflepXalLLerocs Wi oTCyTCTBYIOLLEro coAepxaLlerocs uiu NpUCyTCTByIoLIero
B 137eN1M NGO ynaKkoBKe. B U3[eN1M GO ynaKoBKe.

MNonb3oBaTenb He MOXET CBOUMM CUNaMM OCYyLEeCTBUTb JOCTaTOUYHYIO OYUCTKY U (VIHI/I) CTepuNN3auUnio AaHHOTO U3genva anAa ero 6e3onacHoro NOBTOPHOro
NPUMEHEHWA, NO3TOMY OHO NpefHa3HaYeHo /1A OIHOPa30BOro CTONb30BaHWSA. [OMbITKN OUMCTUTL WM CTEPUAN30BATH 3TW YCTPOWMCTBA MOTYT NPUBECTU
K BO3HMKHOBEHUWIO PUCKOB AJ1A NaluneHTa, CBA3aHHbIX C buonoruyeckoit HeCoBMeCTUMOCTbIO, I/IHd)VIL[I/IpOBaHVIeM W noBpeXxageHnem n3genus.

[LaHHoe nsnenune conepxut auatuirekcundtanat (DEHP). Mpu ncnonb3oBaHMM JaHHOTO U3AEMA MO €ro NPAMOMY Ha3HaYeHMIO MOXET UMEeTb MeCTO OUYeHb
orpaH/YeHHOe BO3/lefcTBMUE cnefioBbiX KonnuecT DEHF. HeT ABHbIX KNMHMYECKNX AOKa3aTeNbCTB MOBbIWEHNA KIMHUYECKOTO PUCKa NPy TaKoM ypOBHe
BO3aencTBUA. OfHaKO 4518 MUHUMM3aLMK prUcka Bo3aencTans DEHP Ha opraHn3m AeTen, a Takke KOPMALUMX U BepeMeHHDBIX XXEHLYMH, laHHOe u3jenve
cnepyeT NPUMEHATb COMNAcHO MHCTPYKLMAM. CM. OCHOBHYIO MapKMPOBKY.

YNCTOE/CTEPUIIbHOE (CM. 3TUKETKY) M TOTOBOE K UCMOJIb30BAHMIO: npu ycniosum, ecivi ynakoska He BCKpbiTa 1 He nospexpeHa. Mpuéop
0[JHOPa30BbIW, NCNONb3YETCA 1A OAHOTO NaLueHTa. locne NCNoNb3oBaHWA yAaNUTb B OTXOAbI.

ONMUCAHMUE:

BonbLwoit n manbivi punbTpel ¢ HME ans fetei n B3pocsibix, Manblii SnekTpoctatuieckuin Gunbtp ¢ HME ana feteit u mnafeHuUes, a Takxke manblii aet-
CKWi1/HeoHaTanbHbIV 3neKTpocTaTuyecknin dunbrp ¢ HME ABASIOTCA SNEKTPOCTaTUYECKUMI aHTUBAKTEPUaNbHBIMU/aHTUBUPYCHBIMIA GUABTPaMK C
TennoBnaroo6MeHHNKOM (unbTpbl-HME) ANA fbiXaTenbHbiX KOHTYPOB. 3TN GUNLTPSI, OcHalleHHble HME, nomoraloT 3amtiThb nalneHTos, o6opy-
AOBaHWe 1 nepcoHan GOﬂbHVIL[bI OT NepeKpPeCcTHOro 3apa)eHunsn, B TO XK€ BpEMA MUHUMU3UPYA NOTEPIO Tensa 1 B/1arun B AbiXaTesbHbIX NYTAX NaLneH-
Ta. [laHHbIe YCTPOWCTBa TaKkXKe OCHalleHbl pasbeMom Jlio3pa, Konnaykom pasbema Jliospa 1 6e3pe3b6oBbiM KpenneHneM Konnauka (3a NckiioyeHnem
Masnoro aneKTpocTaTuyeckoro punbtpa ¢ HME ans Aeteit n MnageHLes, a Takxe Manoro 1eTCKOro/HeoHaTanbHOro 3NeKTpocTaTuyeckoro GunsTpa ¢
HME) ans ncnonb3osaHua Bo Bpems MoHuTopuHra CO,.

NMOKA3AHMUA:
371 GunbTpbI, ocHaueHHble HME, npeaHasHaueHbl 4515 0HOPa30BOro NPUMEHEHUA Y MaLUeHTOB BO BPEMA aHeCTE3NM U MHTEHCUBHOW Tepanuin
npu cneayowmx ycnoBnax:
«  B3pocsnble naumeHTbl: 60nbLIOI SNeKTpoCcTaTUYECKN GunbTp ¢ TBO AnA B3pocnbix U AeTel; anekTpocTaTUieckuin dunbtp ¢ TBO ansa B3pocnbix
1 ieTell, Manbiii; 3neKTpocTaTuyecknin Gunbtp ¢ TBO AN B3pOCIbIX 1 ieTeid, Masiblii, C U30THYTbIM NOPTOM
«  [leTn: 6onbLuoit 3nekTpocTaTUYecKNiA punbTp ¢ TBO ANnA B3pOCAbIX 1 ieTeil; Manblii SneKTpocTaThyeckuin punbtp ¢ TBO Ana B3pocnbx 1 aeTeir;
Manblil 3neKTpocTaTnyecknii GunbTp ¢ TBO ANA B3POCbIX W IETeN, C U3OTHYThIM MOPTOM, Manblil aneKTpocTaTudecknii dunbtp ¢ TBO ana aeten
1 MnageHUeB
+ HoBOpoXAeHHble NaLVeHTbI: Masblil JETCKUIA/HeOHaTanbHbI 3neKTpocTaTuyecknin punbtp ¢ HME

3Tn punbTPBI, OcHaweHHble HME, cneflyeT pa3mewaTb CO CTOPOHbBI MaUMeHTa, MeXay TpaxeanbHoW TPYOKOM 1 AbiXaTebHbIM KOHTYPOM B
MecTax, yKasaHHbIX Ha pucyHKax A 1 B. TIpOKOHCYNbTUPYMTECH C NeYallM BpayoM N8 onpeaeneHuns fbixaTenbHbix o6bemos (V).

NMPOTUBOMOKA3AHUA:

. 3anpeLuaeTcn NPUMEHATDL 3TN I'lpl/lﬁophl BMeCTe C HarpeBaeMbiMU YBIAXHUTENAMN U pacnbiUTeNAMN.
«  Wcnonb3yiite 311 ycTpoiictea TOSTbKO B onmcaHHo nomuyun. -7

YKA3AHUA K MPUMEHEHUIO:
1. M3Bneub GunbTp U3 3aLUMTHON YNaKOBKN.
2. TnoTHO nopcoeamnHUTE yCTPOIMCTBO K AblXaTeNlbHOMY KOHTYPY Kak MOXHO 6/1xe K nauuneHTy. [[poBepnTh repMeTUYHOCTL BCeX COeANHEHNIA.
3. OrtperynupyTe AbixaTenbHbiii 06beM AnA KOMMNEHCaLMn MepTBOro NPOCTPaHCTBa.
4. [inA onpeneneHuns cofepXaHnA AMOKCUAA Yriepofia NPUCOeaNHUTb MarucTpanb MOHUTOPUHTa K nepexoaruky CO,.
PerynapHo nposepAiiTe, He yBENMUUIOCH I COMPOTUBIEHKE NOTOKY, M NP HEO6XOAMMOCTN 3aMeHUTE YCTPONCTBO.
MakcmmanbHaa NpoAOMKUTENIbHOCTb NCMONb30BaHWA — 24 yaca. [TOBTOPHO He MCNONb30BaTh. Mocne NPUMEHEHUA yAanuTb B OTXOAbI.
IMpw yaaneHnn B oTxoabl HeO6X0AMMO COBMI0AATL MEPbI NPEAOCTOPOXHOCTM B COOTBETCTBUM C NPaBUNaMi yTUIU3aLUM 6MONOrMYeCKn ONacHbIX
OTXOAO0B, MPUHATBLIMU B JaAHHOM MeANLIMHCKOM yupexaeHUn, nnv B COOTBETCTBUM C rOCyAapCTBEHHbIMU HOPMATUBHBLIMUW JOKYMEHTaMW.

NPUMEYAHME: Mpubop He coaepXUT NaTeKca v He MPOBOAMUT NEKTPUYECKNIA TOK.

NPEAYNPEXAEHUA:

« Tpubop cnefyeT NPMMEHATb TONBLKO NOJ KOHTPONeM Bpaya.

« KauectBo npu6opa rapaHTupyetca npu p ny Mp pbTe UeNOCTHOCTb yNaKoBKMN GUAbTPa; ecnu
ynakoBKa noBpeXaeHa Wiu BCKPbITa, CTEPWIbHOCTb U NPUFOAHOCTDb K NC A o np pa He rapaHTupyeTtcsa. Batom
cnyyae uc Tb A i GunbTp peuwjaercsa.

*  W36biTOuHOE HaKONNIEHNe KPOBU UM CNN3M B Nnpnbope moxeT 6 p Tb GUNBTP 1 3aTPYAHUTD AbiXaHMe naymenTa. B Takmx
cnyyanax npm6op NoANeXKUT HemeNIeHHON 3ameHe.

+ Y6epuTech B TOM, YTO C ¢ AbIXaT KOHTYPOM HafleXHo, 4To6bi npeAynpeanTb cnyyan oTcoep

« Y6epuTtecb B OTCYTCTBMM NPENATCTBMN A4NA NPOXOAA BO3yXa NO KOHTYpy npubopa.

e Henp Ty TOB, AbIXaT i 06bem (Vt) KoTopbix uemy B Tab

«  Ecnm ycTpoicTBO MCNONb3yeTcA ANA CNOHTaHHO AblWaLNX NaLUEeHTOB NN BO BCMOMOTaT! i nn6o nep nca
NPUHYANT Vi BEHT (IMV), co6. iTe KOHTpONUpyeMbie NapameTpbl BEHTUAALUN.

« MNepepuncnonbsoBanuem y6eanTech B TOM, YTO IMHUA ONpes conep AVOKCMAa yrnepopaa Ha nopcoeamnHeHa K

KpbilKe-nepexogHuky CO,.
«  [ins yMeHbLIEHNA PNCKa NOBPeXAEHNIA N 06CcTPYyKLMMN He6oNbwMMN 06beKTaMN CHUMaTb 06EPTKY HeNnoCpeACTBEHHO Nepen

ncnosiboBaHuem.
MEPbI MPEAOCTOPOXHOCTMW: .
« 3anpeuwaerca BHOCUTb U3MEHEHMA B KOHCTPYKLUMIO, NCMOJIb30BaTh NOBTOPHO. 3anpewaeTca Takxe Tb, NONOCKaThb,
P Tb, CTEP Tb unu o6pabarbiBaTh 60 A ¢ py pacrsop 0cob c ¢eHon

WM CnupT.

« Henpuc Te p copep AVOKCUAA Yyrnepofaa K Hepe3b6 W Kp p y CO,.

« Heobxopumo oTperynuposaTtb nap TPbl BEHT cyyeTomy MepTBOro NpoCcTPaHCTBa, 0co6 y TOB C
3HaYeHUAMM fbixaTenbHOro o6bema (Vt). g dekT mepTBOro NpocTpaHcTsa Hajo Tb y KaXaoro naumeHra.

WUcnonb3oBaTb TONBKO € annaparamm, MMer WM KOHHEKTOpPbI, COOTBETCTBYOWME CTaHAapTamM 1SO.

.
BO3MO>XHbIE HEXXEJIATEJIbHbIE ABJIEHUA

Mpu ncnonb3osaHnn GUABTPOB MOTYT HABNIAATLCA CREAYIOLME HEXenaTeNbHbIe ABNIeHUA: 6110Kaaa GnULTPa MOKPOTON MM OC/IOKHEHUS,
CBA3aHHble C OKKI03Wel Npubopa: 3aTpyaHeHNe AbiXaHWA, AUCTHOS, TNMNEPKANHNA 1 TMMNOKCKA. OCIOXKHEHNs NepeyncieHbl B andaBUTHOM NOPALKE 1
He OTPaXkalT YaCTOTy WK CTeNeHb CEPbe3HOCTU KaXaoro 13 HuX.
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