Urager

To our customers and users of the Drager Oxylog 200 0 disposable
ventilation hoses Ventstar 2M86791

May 2014

Important safety notice!!

Disposable ventilation hoses Ventstar for the Drage  r emergency breathing device
Oxylog 2000
Batch numbers 330384.001 - 331661.002

Dear Sir or Madam,

During our market and product monitoring we became aware of three cases where prior to
the use of the Oxylog 2000 disposable ventilation hoses Ventstar adhesive residue the size
of a finger nail was found loose in the hose or the packaging around the hose. Had the
hose been used with the residue in place, it may have entered the patient's lungs.

Our investigations showed that the adhesive residue originated from the glueing of the
angled connector to the hose. Further investigations indicated that during the time between
January 2013 and April 2014 too much adhesive may have been applied and then pushed
to the outside when joining the components. After the adhesive hardened, excessive
adhesive could detach and move within the packaging.

The following batches may be affected:

Part number Batch number (from — to)
Packaging box set 2M86841 330384.001 - 331661.002
Hose packaging 2M86791 330384.001 - 331661.002

Our records indicated that you received Disposable ventilation hoses Ventstar from an
affected batch. Please check your stock in accordance with the batch number stated on the
packaging label. An illustration of the packaging label with batch number is shown in
appendix 1 of this letter.
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To prevent complications during the use of an affected hose we highly recommend that you
check for the presence of residue inside the hose prior to use. Since potential residue can
generally move freely within the hose, the residue can be removed by holding the hose
vertical with the opening facing down.

If in doubt, do not use the hose system from the batches mentioned. For the free of charge
replacement of unopened packaging units please contact your Drager representative.

We apologise for the inconvenience to you during this action but consider the action
necessary as a preventative measure for increasing patient safety.

If you have any questions or need any additional information please do not hesitate to
contact your local Drager representative who would be happy to answer any queries.

With best regards,

Martin Déring
Head of Key Application Field
Hospital Consumables & Accessories
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lllustration of the label on the packaging of the disposable hose 2M86791

-
VentStar Oxylog 2000, 180 nmger

Elnweg-stemechlauschsysiem nur for Cuylog 2000, 1.6m
Disposable breathing circuit only for Oxylog 2000, 1.8m
Circuit patient & usage unique pour Oxylog 2000, 1,8m
Circuito parients monouso sole per Oxylog 2000, 1.8m
Beademingseirouit voor éénmalia gebruik, alleen voor Oxylea 2000, 1.8m

Circulio respirstoric desschable sélo para Oxylog 2000, 1.8m teas

Circuita respiratsrio descartévsl soments para Onyfog 2000, 1,8m g TR

Engangssiangesystem kun il Oxyiog 2000, 1.8m

Engéngsandningssystem sndast for Oxylog 2000, 1.8m & it

Enga ! uan for Oncylog 2000, 1.8m

Kertakaytnen s e wain Onylag 2000, 1,8m | E 1 5 i Zom—

Jednarazowy obwod adsechowy tyiko do Cxyleg 2000, 1.8m

Jednorarovy dychaci okruh pouze pro Oxylog 2000, 1. 8m ® Do nat 1euse

Egyszer hasznalatos légzékir csak az Oxylog 2000, 1 Bm szamaia

Jednokratno respiratorno kolo samo za Ohoylog 2000, 1.8m

Jednorazowy dichac okeuh iba pre Osxylog 2000, 1 8m % R S

wienkartinis kvepawimo kontdas ik, Oxdog 20007 1,8m .

Tek kullanimik solunum dewresi yalmizes Oxylog 2000 igin 1.8m fﬁ_f.‘? Lo gt

AVTTVEUTTIKG KORMupa ag xpfens pdve ya 1o Oxylag 2000, 1.8

—IRIEFFRERES . DU T Owylog 2000 . 1.8m S0

RO Sistern de respiratie de wnica folesinla nuemai pentru Crylog 2000, 1.8m s ':j;?

aw Tampivature

Oxylog 2000, 1.8m T& NS BT o8 am
CANOPazoRLIR GEEETEM R KONTYR Tonuso ann Oxyleg 2000, 1,6

[ HA | Crylog 2000/ 7 4 2ot — T LIFELE BE 1, BH 5
Respiracijsh ceuni sistem za enkraine upsrmbo same za Cxyleg 2000, 1 8m @ e
1ae

Jdednakratni respiracijski krug samo za Oxylog 2000, 1.8 m

BG | Eaporpatia naumenTHa nphrona cHoTemn camo aa Oxylog 2000, 1.8 m :;L:J nea
4
LW &jAs listoSanas. komors tikai Oxylog 2000; 1.8 m
Atmoepneic
£70 hPa Pressle
@ Fon atenis 558 psi
o by z
- For USA- Rx aniy N kg AR Quantity: 1
= : Tetord, P4 185en-1042 =
= Drager Medical GmbH el Ectem ‘ € =
= haislinger Alles S3-55 Drscger Medlkeal Tio ve Ssrvis Lick: 9t o
= 23842 Libeck, Germany i ior, SRRl LS e b AnsA

Affected batch numbers: 330384.001 - 331661.002



