Drager Technology for Life

Dragerwerk AG & Co. KGaA, 23542 Libeck, Germany

To our customers of
Filter/HME TwinStar® Plus

July 2023

Important Safety Notice!

Possible desaturation due to late replacement of Filter/HME
Only the products listed in Annex | are affected

Dear Madam/Sir,

Our market surveillance activities regarding Filter/HME TwinStar® Plus revealed cases of increased
inspiratory resistance resulting in insufficient ventilation, which may be related to formation of condensate
in the filter housing.

Filter/HME TwinStar® Plus products are intended exclusively for single patient use no longer than 24 hours.
Excessive condensation can significantly shorten the period of use of the Filter/HME TwinStar® Plus and
require the product to be replaced latest after 24 hours.

Increased resistance carries the risk of desaturation for the patient. Should this hazardous situation
encounter, please consider the possibility that it may be related to the occlusion of the filter due to
condensate.

The current Filter/HME TwinStar® Plus Instructions for Use contain warnings related to condensate. However,
we determined that the instructions can be further improved. We are currently working on an update with
highest priority.

Until the revised Instructions for Use are available you may continue using the Filter/HME TwinStar®
Plus as long as both airway pressure and volume are permanently monitored and alarm limits for each
patient are suitably selected. Change the filter in the case of resistance increase.

Please add a copy of this Important Safety Notice to every box of Filter/HME TwinStar® Plus you have in your
facility and ensure that all users of the above-mentioned products and other persons within your organization
are made aware of it.

If you have provided the products to third parties, please forward a copy of this information.

Drager will be updating the Filter/HME TwinStar® Plus Instructions for Use accordingly. Until the updated
version of the Instructions for Use is available, we will be adding this Important Safety Notice to each box of
Filter/HME TwinStar® Plus.
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Please keep this information at least until the measure has been completed.

The responsible authorities have been notified of this action.

Identification of the affected medical devices:

According to our records, you have received Filter/HME TwinStar® Plus manufactured by Dragerwerk AG &
Co. KGaA, (SRN: DE-M F-000005329, see part numbers in Annex ) that are affected by this issue.

Contact:

If you have any questions, please do not hesitate to contact your local Drager representative.

We apologize for any inconvenience caused by this measure.

With kind regards

Sebastian Henning
Product Management

Business Unit Hospital Consumables & Accessories

Attachments
Annex | - List of affected products
Annex Il - Key abstract in multiple languages
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Oliver Moller
Post Market Surveillance
Quality and Regulatory Affairs
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Annex | - List of affected products
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Part No. Part Name Part No. Part Name Part No. Part Name
FromRI uDI FromRI uDI FromRI uDI
MP05800 Filter/HME TwinStar® 90 Plus MP07225 Set2go Ventilation 85 (A) MP07938 Set2Go Ventilation 26 (A)
00 04048675665809 01 04048675694205 01 04048675559436
MP05805 Filter/HME TwinStar® 55 Plus MP07238 Set2Go Ventilation 95(A) MP0Q7950 Set2Go Ventilation 1(A)
00 04048675665847 00 0404867574415 06 04048675420033
MP05810 Filter/HME TwinStar® 60A Plus MP07243 Set2go Ventilation 92 (A) MPQ7951 Set2Go Ventilation 2 (A)
00 0404867566586l 00 04048675732600 04 04048675437123
MP05815 Filter/HME TwinStar® 25 Plus MP07902 Set2Go Ventilation 74 (A) MPQ7952 Set2Go Ventilation 3 (A)
00 04048675665885 01 04048675609902 04 04048675443650
MP05820 Filter/HME TwinStar® 9 Plus MP07905 Set2Go Ventilation 72 (A) MP07954 Set2Go Ventilation 5 (A)
00 04048675665908 01 04048675633068 04 04048675446811
MP12060 CombiStar Plus Filter + HME straight MP07909 Set2Go Ventilation 69(A) MP07968 Set2Go Ventilation 12 (A)
00 04048675713685 01 04048675596554 02 04048675544739
MP12061 CombiStar Plus Filter + HME flex MP07912 Set2Go Ventilation 66 (A) MP07972 Set2Go Ventilation 14(A)
00 04048675714408 01 04048675595632 02 04048675544364
MP20370 Pack2Go Evita invasive Vpack CO2 MP07914 Set2go Ventilation 64 (A) MP07981 Set2Go Ventilation 27 (A)
Cuvette
00 04048675714521 01 04048675595670 01 04048675552734
MP20371 Pack2Go Evita invasive Vpack MP07917 Set2go Ventilation 62 (A) MP07984 Set2Go Ventilation 22 (A)
00 04048675714545 02 04048675569879 02 04048675547488
MP20375 Pack2Go invasive Vpack Coax MP07919 Set2Go Ventilation 58(A) MP07988 Set2Go Anesthesia 15(A)
00 04048675714620 01 04048675653103 02 04048675555124
MP20376 Pack2Go invasive Vpack Basic MPQ7920 Set2Go Ventilation 57(A) MPQ7991 Set2Go Ventilation 30(A)
00 04048675714644 01 04048675652984 01 04048675555148
MP20377 Pack2Go Evita inv. Vpack Coax/CO2 MP07921 Set2Go Ventilation 56(A) MP07992 Set2Go Ventilation 31(A)
Cuv.
00 04048675714668 01 04048675652960 01 04048675555162
MP20378 Pack2Go Evita invasive Vpack Coax MP07922 Set2Go Ventilation 53 (A) MP07994 Set2Go Ventilation 33 (A)
00 04048675714682 01 04048675635611 01 04048675557333
MPQ7209 Set2go Ventilation 77 (A) MP07924 Set2Go Ventilation 76 (A) MP07998 Set2Go Ventilation 37 (A)
01 04048675666844 01 04048675633709 01 04048675558507
MP07213 Set2go Anesthesia 31 (A) MP07926 Set2go Ventilation 54 (A) MP07999 Set2Go Ventilation 38 (A)
01 04048675674047 01 04048675569084 01 04048675558521
MP07214 Set2go Ventilation 79 (A) MP07927 Set2go Ventilation 55 (A) MPQ7232 Set2go Ventilation 85 (A)
03 04048675674061 01 04048675569305 01 04048675716426
MP07218 Set2go Ventilation 82 (A) MP07936 Set2Go Ventilation 45 (A)
02 04048675677123 02 04048675559566
MP07224 Set2go Ventilation 84 (A) MP07937 Set2Go Ventilation 44 (A)
01 04048675692638 02 04048675559580
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EN/ENUS - Risk of patient injury

If liquid appears on the device-side of the product or in case of
resistance increase, the product must be replaced.
Permanently monitor airway pressure and volume and set
suitable alarm limits for each patient.

DE - Patientengefdhrdung

Wenn FlUssigkeit auf der Gerateseite des Produktes auftritt
oder der Luftwiderstand ansteigt, muss das Produkt
ausgetauscht werden. Atemwegsdricke und Atemvolumen
mussen kontinuierlich Uberwacht und Alarmgrenzen dem
Patienten entsprechend gewahlt werden.

FR - Risque de blessure du patient

Si du liquide apparait sur le c6té appareil du produit ou en cas
de résistance accrue, le produit doit étre remplacé. Surveillez
de maniére continue la pression et le volume des voies
aériennes et définissez des seuils d’alarme adaptés pour
chaque patient.

ES - Riesgo de lesiones para el paciente

Sera preciso sustituir el producto si observa liquido en el lado
del dispositivo o ante un aumento de la resistencia. Supervise
permanentemente la presion y el volumen de las vias
respiratorias y establezca limites de alarma adecuados para
cada paciente.

IT - Rischio di lesioni al paziente

Se compare del liquido sul lato dispositivo del prodotto o nel
caso in cui aumenti la resistenza, il prodotto deve essere
sostituito. Monitorare costantemente la pressione e il volume
delle vie aeree e impostare limiti di allarme adeguati per
ciascun paziente.

PTBR - Risco de lesdo no paciente

Se aparecer liquido na lateral do equipamento ou em caso de
aumento da resisténcia, o produto deve ser substituido.
Monitore permanentemente a pressao e o volume das vias
aéreas e defina limites de alarme adequados para cada
paciente.

NL - Risico op letsel bij de patiént

Als er vloeistof aan de apparaatzijde van het product verschijnt
of als de weerstand toeneemt, moet het product worden
vervangen. Bewaak permanent de luchtwegdruk en het
luchtwegvolume en stel geschikte alarmlimieten in voor elke
patiént.

DA - Risiko for skade pa patienten

Hvis der opstar vaeske péa apparatsiden af produktet, eller hvis
modstanden gges, skal produktet udskiftes. Luftvejstryk og -
volumen skal hele tiden overvages, og egnede alarmgraenser
skal seettes for hver patient.

NO - Fare for pasientskade

Dersom det kommer ut vaeske pa apparatsiden av produktet
eller motstanden @ker, ma produktet skiftes ut. Overvak
kontinuerlig luftveistrykk og volum og definer passende
alarmgrenser for hver enkelt pasient.

SV - Risk for patientskador

Om véatska uppstar pa produktens enhetssida eller om
motstandet 6kar maste produkten bytas ut. Overvaka hela
tiden luftvagstrycket och luftvagsvolymen och stall in lampliga
larmgranser for varje patient.

Fl - Potilasvahingon vaara

Tuote on vaihdettava, jos nestetta on havaittavissa laitteen
puolella tuotetta tai jos vastus kasvaa. Tarkkaile jatkuvasti
hengitystiepainetta ja -tilavuutta ja sdada halytysrajat
kulloisellekin potilaalle sopiviksi.

LT - Paciento suzalojimo rizika

Jei ant gaminio prietaiso pusés atsiranda skyscio arba padidéja
atsparumas, gaminj reikia pakeisti. Nuolat stebékite kvépavimo
taky slégj ir tUrj bei nustatykite tinkamas aliarmo ribas
kiekvienam pacientui.

LV - Traumu risks pacientam

Ja uz izstradajuma ierices saniem paradas skidrums vai ja
palielinas pretestiba, izstradajums janomaina. Pastavigi
uzraugiet elpcelu spiedienu un tilpumu un katram pacientam
iestatiet piemérotas trauksmes robezas.

ET - Patsiendi vigastuse oht

Kui vedelik ilmub toote kiljele voi takistuse suurenemise korral
tuleb toode valja vahetada. Jalgige pidevalt hingamisteede
réhku ja mahtu ning seadistage sobivad hairelimiidid iga
patsiendi jaoks

RU - Puck TpaBMUpoBaHus naumeHTa

Ecnu Ha nspgenumn co cTopoHbl YCTponcTBa NosiBunach
XWAKOCTb UMW YBENMYMNOCH CONPOTUBNEHWE, U3feNne
HeobXoANMO 3aMeHUTb. [OCTOSIHHO CneauTe 3a faBeHUEM U
06BEMOM B AbIXaTENbHbIX NYTAX U yCTaHaBNMBaNTe Ans
KaXaoro naumveHTa COoTBETCTBYIOLLME Npefenbl TPEBOru.

KK - Emdelusiniii jaragat alu gaupi

Onimnifi qorylgy jagynda siiyqtyq paida bolsa nemese
qarsylyq kiseise, onimdi auystyru kerek. Tynys alu joldarynyfi
qysymy men kélemin tiragty baqylap, ar emdelusi Usin saikes
dabyl sekteulerin ornatynyz.

PL - Ryzyko wystapienia urazu v pacjenta

Jezeli po stronie urzadzenia na produkcie pojawi sie ciecz lub
w przypadku wzrostu oporu, wtedy produkt nalezy wymienic.
Nalezy stale monitorowac ci$nienie w drogach oddechowych i
objetos$¢ oraz ustawi¢ odpowiednie granice alarméw dla
kazdego pacjenta.

CS - Nebezpeci poskozeni zdravi pacienta

Pokud se na strané pfistroje v produktu objevi néjaka kapalina
nebo v pfipadé narUstu rezistance, musi byt produkt vyménén.
Neustale monitorujte tlak v dychacich cestach a objem a pro
kazdého pacienta nastavte vhodné mezni hodnoty alarmg.
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SK - Riziko poranenia pacienta SL - Nevarnost poskodbe pacienta

Vyrobok sa musi vymenit, ak sa na strane zariadenia vyrobku Ce se na strani pacienta na izdelku pojavi tekoéina ali

objavi tekutina alebo v pripade zvySenia odporu. NepretrZzite poveclanje upora, je treba izdelek zamenjati. Stalno nadzirajte
sleduje tlak v dychacich cestach a objem a pre kaZzdého tlak in volumen v dihalnih poteh in za vsakega pacienta
pacienta nastavte vhodné limity poplachu. nastavite ustrezne alarmne meje.

HU - A paciens sérilésének veszélye HR - Opasnost od ozljede pacijenta

Ha az eszkoz feléli oldalon folyadék jelenik meg, illetve az Ako se tekucina pojavi na strani proizvoda ili u slu¢aju
ellendllds megnovekedése esetén le kell cserélni az eszkozt. povecanja otpora, proizvod se mora zamijeniti. Stalno nadzirite
Folyamatosan monitorozza a légUti nyomast és a térfogatot, tlak i volumen u diSnim putovima i postavite odgovarajuce

tovabba allitson be megfeleld riasztasi hatarértékeket minden granice alarma za svakog pacijenta.
paciens szamara.

RO - Risc de ranire a pacientului SR - Rizik od povrede pacijenta

Daca apare lichid pe partea de dispozitiv a produsului sau in Ako se na strani uredaja proizvoda pojavi te¢nost ili u slucaju
caz de crestere a rezistentei, produsul trebuie inlocuit. povecanja otpora, proizvod se mora zameniti. Trajno
Monitorizati in permanenta presiunea si volumul cailor nadgledajte pritisak i zapreminu u disajnim putevima i podesite

respiratorii si stabiliti limite de alarma adecvate pentru fiecare odgovarajuca ogranicenja alarma za svakog pacijenta.
pacient.

BG - OnacHOCT OT yBpeXXZiaHe Ha NaymueHTa EL - Kivduvog tpaupatiopol acbevoig

AKO Ce NosiBU TEeYHOCT MO NPOAYKTa Ha CTpaHaTa OTkbM ypeda | Edv eppavictei uypd otnv mAeupd TNG CUCKEUNG TOU

VMU B CNyYall Ha yBenMYyaBaHe Ha CbMNPOTUBIIEHMETO, MPOLOVTOG N og MepimTwon avufnong Tng avtiotaong, To
NPOAYKTBLT TPA6Ba Aa ce cMeHu. [oCTOSHHO cnegeTte MPOLOV TIPEMEL va avtikatactabei. Mapakohoubrote cuvexws
HanaraHeTo M obeMa Ha AMxaTeNHUTe NbTULLAa M 3ajanTe TNV TMEeon KAl Tov OYKO TOU agpaywyou KAt opioTe KATAAANAa
NOAXOASALLM FPaHNLM Ha aflapMaTa 3a BCEKM MaumneHT. Opla cuvayeppou ya kabe acBevn).

TR - Hasta yaralanma riski ID - Risiko cedera pada pasien

Urinin cihaz tarafinda sivi gériinirse veya direncin artmasi Produk harus diganti jika cairan muncul di sisi perangkat produk
durumunda Urin degistirilmelidir. Hava yolu basincini ve atau jika resistansi naik. Secara permanen, pantau tekanan jalan
hacmini surekli olarak izleyin ve her hasta igin uygun alarm napas dan volume dan tetapkan batas alarm untuk setiap
limitlerini ayarlayin. pasien.

VI - Nguy cc tén thuong bénh nhan ZH - BEZHRfER

N&u cé chat ldng xuat hién trén mat thiét bi san phdm hoac AIBRAET= it 1 4 M IR A B2 SBT3, Sk B A 2R B 46 7= il
trong truong hgp dién trd tang, can phai thay thé san pham. AL B F L S S UE AR R R & DR B B A IS R
Thudng xuyén theo déi ap suét va thé tich dudng thd, va dat FRAH.

giGi han bao dong phu hgp véi trng bénh nhan.
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UK - PU3uK TpaBMyBaHHS nauieHTa

Mpu nosiei pignHu 3 60Ky BUPO6Y abo y pa3i 36inbLLeHHS onopy
BUPi6 HeobXigHO 3aMiHUTU. MOCTIMHO KOHTPOMIONTE TUCK i
06'eM gnxanbHUX LUNSXIB Ta BCTAHOBIIOWTE BiANOBIAHI MeXi
CUrHaniB TPMBOMM 4719 KOXHOrO NalieHTa.




