/R v TS
YAV oz q oo
Ol A dalgy QLdlicudl Gl Gita

Oxygen co:centrators b e dnglia il 1 g gall

I - I . ] ———

- Nidek medical mark 5 Nuvo, Oxygen concentrators
- Trade Mark: Nidek Medical
- _Local Representative:

LS 0¥ FDA J Sy e jalall il o o0,

e ‘.’_]gi_)ﬁﬂlo;\.h'-;l-ajq‘s:"‘.ﬁ)s‘°)‘°1")1)” j@l@@dﬁ;,;}oclé@‘;:\l‘)
: RGBT AT |

x

FDA JaRsy G sohuall y il -

e pSall Cladiadl -
ilagiadl -

. @m.gtu.h
Cax 961 A B15790 - Brmalk Sroongens

Lo T R

g - 8., BN BA972A SBASTES-




\

3 | AL Ay yggant

REPUBLIQUE LIBANAISE -~
MINISTERE DE 1A SANTE PUBLIQUE g‘% Aelalt Aswali 5yl 3y

- L~ Di ecteur Général pladl sl

H AN REC T
\"—f/\\\ (VAREIST I N Y
:g.iub_,_).gg

oY 0w 18
ol b/ ladll A el Gl quila

Oxygen concentrators (s e 4ailiay jlad) _&ﬁ‘ﬂ

ey gl gl

- Nidek med.cal mark 5 Nuvo, Oxygen concentrators
- Trade *Mark: Nidek Medical
- Local Representative:

i Y FDA J S,y e olall il e el
&na_,...a_,a.\Hu-\.ubn(S.\.nP_).i so)Lc‘JJ\JJijL@dlgannghJP}up ‘;.L“J
Axiadl 45 3 e B plall Gl il i gar Jeadl y Gusliaia¥il bl

FDA J S, e ol ull
cl__)ml_,.e.al_)g.“ 3_)'3‘.1 -

T Sal clidiadl -
clgiadl -

Rue de la Musée - Imm. Hussein Mansour - Beyrouth, Liban - Tel.: 961.1.615724 - 615725 - Fax: 961.1.615730 - Email: dirctorgeneral@moph.gov.b




.

F 1
REPUBLIQUE LIBANAISE ) |
MINISTERE DF LA SANSE I IBLIQUE =_.A; o L_:t:m W,
.‘.__-‘: Directeur Gé; =;5] - N | dvesall 3 3139
- ‘ rt{ —a]l ,)-—l..LU

g/ Ol q‘ slaba¥l Gl il

Oxygen concentrators (b Sl daiias jlad 1F g gall

A iaaly ) gl ]
- Nidek medical mark 5 Nuvo, Oxygen concentrators
- Trade Mark: Nidek Medical J
Local Representative: _

c«l-.ljﬂyicnt_,m_,«dl |;\Aaul:u?5.u_,;_).‘| ‘0)\:—‘ "J‘J“JLP'“MQJ&;JPJLFWQSJHJ
Gabaaell 48580 e 5 jbeall e il i gy Jaall y CparaliailV)

FDA J Ay g bualt il -
e

Lo Sl ol -

ciligiadl -

e

W c govlb
Rue de la Musée - Imm. Hussein Mansour - Beyrouth, Libsn Tel.- 861.1.615724 - 615725 - Fax: 961.1.615730 - Emai: W@M gov.



:Recalls, Market Withdrawals, & Safety Alerts > Nidek Medicai Products, Inc. issues a Page 1 &7

Safety

Recall - Firm Press Release
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Nidek Medical Prod .ts, Inc. issues an Urgent Medical Device Correctiop affecting
oxygen concentrators. '

Contact:
Consumer:
1-205-856-7200 ext 242

FOR IMMEDIATE RELEASE - June 18, 2012 - Models Affected: Nidek Medical Products, Inc.
oxygen concentrator models ' '

Nidek Medical Mark5 Nuvo / M5C5 Std, 115V ~60Hz - 410W

Nidek Medical Mark5 Nuvo / M5CS Std, 230 V ~50/60Hz - 420W

Nidek Medical Mark5 Nuvo / M5CS OCSI, 115V ~50/60Hz - 410W

Nidek Medical Markb Nuvo / M5C5 OCSI, 230V ~50/60Hz - 420W

Nidek Medical Mark5 Nuvo 8 Std, 115V ~60Hz - 500W

Nidek Medical MarkS Nuvo 8 OCSI, 230 V ~50/60Hz - 420W

Nidek Medica! Mark5 Nuvo Lite Model 52C Std, 115V ~60Hz - 330W

Nidek Medical Marks Nuvo Lite Model 525 OCSI, 115V ~60Hz - 330W
. Nidek Medical MarkS Nuvo Lite Model 920 Std, 230 V ~60Hz - 330W

10, Nidek Medical Mark5 Nuvo Lite Model 925 OCSI, 230 V ~50Hz - 300W

11. Nidek Medical Mark5 Nuvo Lite Model 925/60 OCSI, 230 V ~60Hz - 280W

Nidek Medical Products, Inc., today announced that the U.S. Food and Drug Administration
(FDA) has classified Nidek’s voluntary recall action regarding capacitor-related fires in Medical
Mark5 Nuvo Lite Oxygen concentrators as a Class 1 recall. The affected devices were
manufactured and distributed from January 2004 through May 2010 with serial rumbers in the
range of 042-10000 throug* 102-09335. The reason for the field correction is ¢uie to a
capacitor component inside *he concentrators found in some instances to fail, which has
resulted in residential and nursing home fires, and loss of suppiemental oxygen supply. There
have been no reports of injury to date.

Use: Oxygen concentrators are normally used to supply supplemental oxygen to patients within
a home setting. They are n~t considered to be life supporting devices.

Nidek Medical Products, Inc., is in the process of notifying all of its distributors and customers
by email and regular mail as necessary and is arranging to supply replacement capacitors for ail
affected devices as available.

To date, recipients of more than 95 percent of affected concentrators have been notified. The
Food and Drug Administration is aware of this action and receives reports of its progress.

Public Contact: Consumers should notify their equipment providers if they have an affe_cted '
product in their home or place of business. Patients may continue to use the device while
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waiting for correction. Consumers with questions may contact Nidek Medical Pr

‘ oducts, Inc. -
205-856-7200 ext 242 or by email at fieldcorrection@nidekmedical.com. et
Any adverse experience with the use of these products may be reported to the FDA at 1-800-

FDA-1088 or online at http://www.fda.gov/sa 3
T DrL08 or ontine at hitp:, gov/safety/Medwatch/HowToRepert/default/htm? to
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