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INMED

(INMED MANUFACTURING SDN BHD. (“Inmed”)
cfo Teleflax,

IDA Business & Technology Park

Dublin Road, Athlone Co.Weslmesth, Ireland

g™ of December 2014

URGENT - FIELD SAFETY NOTICE

Recall

CAPA 006/ 14 ($CAR 040/13)

{HE

MAQUET Serva Fllter Humidlfler 173 01-06-8428.8 XKOO1-06-3425-8 | 6499383 Appendix 2
MAGIWET Servo Huridifier 163 01-06-8175-8 XKCO1-06-8125-3 | 6419 365

Dear Gustomer,

1, Detalls of affected devices

mmed has inltiated & voluntary Fleld Safely Coraslive Action for
the abova lstad products thal are distribiuted by MAQUET,

Description of the problem -

Inmed Medical has issuad a voluntary recail for the products fisted in Appendix 2.
Some connector mount crasks may lead to & laak fallure during use, which will cause
an equipment alarm and will necessitale immediate replacement in the breathing
cirewit,

If & loak exists and s Iefl unireated, then the pafient may be deprived of adequaie
anesthellc gases over a periad of time and setivus advarse health consenquences may
QRCUP, .

ADVICE ON ACTION TO BE TAKEN BY MEDICAL BTAFF
We racuest that you check your inventory for product within the scope of this field actioh.

Users should cease use and distribution of siock of the affected product batch and quarsriting
immediately.

If you do not have stock in scape of this field ackion as referred fo in above fable
then mark the according checkbox on the Acknowledgement form (Appendix 2)
and return the form to your MAGUET rapresentative.

It you have stock from the affected product as referred to in above table, mark the
according checkbox on the Acknowledgerent form (Appendix 2). Contact your
local MAQUET representative who will lssus you with a return number. Write this
return number Into the respective field in the Acknowledgarent form.

Complate ‘Appendlx 1° for al products in your possesslon and under control.
Return thls form immadiately to your local MAQUET representative.

Your [ocal MAQUET representalive will lssus a cradit nots upon recelpt of the
retorned sffected product,
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INSTRUGTION FOR DISTRIRUTORS OF AFFECTED FRODUGT

. Ifyou are a distributor, provide this field safety notice lo all of your customers who have
racelved product in scope of this Field Actien. Your sustomer is then required to
cumplete the acknowledgement form and returmn {bls to you.

. As a Dlstributor you are required to confirm to Magust Critical Care AB that you
have completed the field activily oullined above. Upon completion of your aclions,
Meass farward the completed Acknowledgerent Form to;

Update-Reporting MCO@meaguat.som

3, Plasise ke aware that 2ll Europaan Economic Araa/8wilzertand (FEA/CH) and Turkey

Member State Competent Authorities will be notified by Inmed.

4. If yolt are a distibutor andfor have g repearting resgonsiblily within or outside the

EEAJCHITK area, please notify your Tocal Compmetard Authority of this action. Plesge
forward the notification and all communication with your local competent suthorlly to
Inmad via your local MAGUET representative,

Inmed

Inmed informs all customers, empioyeas of Inmad and distrbutars on fhis Field
Aclion,

Transmlsslon of this Field Safety Notice

This notice should be passed on lo wll persons who need o be awars within your
organization or to dny organization where the potentially affecled devices have besn
fransferred. Please consider end ugzers, elinlclans, rsk managers, supply cheinfdigifbution
centers atc. in the circulation of this notice.

Maintain awareness of ihls nofice until all required aciions have heen completed in your
organization

Contact reference person

Should you require any further Information or support conceming this issue, please
contact your locsl Maguet reprosantative.

Inmed is committed to providing high qualily, safe and effective products. We sincerely
apologize for 2ny inconvenience this action may cause your operations. If you have any other
questions, fael free to contaet your local sales represantative o Customer Service,

For and on behalf of Tefeflex,

Padralg Hegarly
Senlor Diractar of Quality International

P.

b
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Appendix 1

No. 0363 P,

|

Customer No:

FIELD SAFETY CORRECTIVE ACTION

Teleflex Ref: CAPA 006/14 (SCAR D40/13)

Acknowledgement Form

URGENT ATTENTION REQUIRED

Medleal Staff shall return completed form immediately to their [ocal MAQUET representative

Distributors shall return completed form to: Update-Reporting. MCC@maguet.com

Please chack applicable box:

[ We confirm receipt of this FSN and
cornpleted the requirad actions
contalned therein. Wa confirm that our
inventory does NOT include praducts
affected by this Field Action.

[ We confirm recelnt of this FSN and completed the required actions
contained theretn, We confirm our inventory DOES tnciude products
affected by this Fleld Action. The use and further distribotion of the
affected producks has been stoppad, All products are on hold and the
quantity stated balow will be returned,

Return Authorisation No

Plaagse CLEARLY print the below return Informatian:

Names of Affacted Products:

MAQUET Sievvo Fllter Huraldifler 173
MABUET Servo Humldifier 163

Product Number {50ze}

Lot Number Quantity (Returning)

Return Instructlons for Warshouse / Pharmacy Parsonnal:

# Please label product returns as "Figld Action Returns”,

« Include a copy of this form (Inciuding RAN Number} with product returns.
Returns excluding ALl necessary documnettation CANNOT ba processed.

institution Mame - (Hospltal, Health Care Grgenlsation, eic.)

Institution Address: Evnail Addross;
Phone Riymbor:
Fornt completad by:
Print Name: -
nt Name Instikstion Stamm
Slgnature;
Dales
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Appendix 2

MATILIET Serva Fiitar HumigiNer 123

01-06-3475-
B

RKCO1-06-8425-
g

01245

201306

401308

201318

201315

3L
01335

201337

£419 381

MACUET Servo Humdifler 163

01-06-8135-
8

RECOL-06-8125-
B

#01371

201323

| 201324 |

6415365

No. 0393

P. §






