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Field Safety Notice

Fresenius Medical Care HD concentrates

Date: 27 Apr 2018

Affected article number:
AP00250

Affected product name:
Acid Concentrate for Bicarbonate Haemodialysis F-A-21.5-G-34-5

Affected batch number:
MA02180080

Dear customer,

During the continuous monitoring of our HD concentrates on the market, we
became aware of incorrect product label used on one single batch listed
above.

Based on the investigation, incorrect product labels with the wrong article
number were used during production of HD Part A concentrates which may
impact the prescribed HD treatment. See the illustrations below:

Correct carton label on box Incorrect product label on canister
ACID CONCENTRATE FOR mﬂl 5
:IACSFEZET: HAEMOD}A}{;YSIS _

m—,m;-num—nnmdm
Acd

ACID CONCENTRATE FOR rK‘ 2.0 mmol/l
BICARBONATE HAEMODIALYSIS
F-A-21.0-34-10 1+34 10L

Ca** 1.0 mmol/l

Each 1 ltre of Past A cc
ap

Instructions for
MAMMNU‘“‘I

Pari A ls for e

mmammlwmml Wator, Puriied B.P. {1 make 14}

‘Water, Purifed BP. (1o maka 11)

mwm pre ‘por bre afler mixey) with Pan 8
mA pat e dihution with Punfied

i) Sodom 1400 v
wn- Purfied BP. 20me

1.5 m,
Dilute immediately before use.
Da not use Part A M any solid particles are present,
the seal Ix broken o if the solution is nat clear.
unuved portion.

Milimoios per kirs afer mixng with Pat B
Puthed Water

immadiately
mmmMAimmanmtl
fhe seal is broken or i the solution i not A 4.0 mmolt
th' Bicarbonate 31.0 mmoit
mumwm

y-o- Osmotaity of the ready-lo-use solution: 28850 mOsm1

Teages - .
FRESENIUS
" MEDICAL CARE

e
wer FRESENIUS
MEDICAL CARE

cc: Chairman Medical Board and relevant Head of Departments
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In order to avoid any potential risk, we ask you to immediately stop
using the affected product batch MA02180080.

Please provide this notice to all those who need to be aware of it
within your organization.

We sincerely apologize for the inconvenience and we will provide you with a
replacement as soon as possible. You will be contacted by your local
Fresenius Medical Care representative to organize the exchange.

In case of any further questions please do not hesitate to contact:
Name: Sunny Peh

Telephone: 91170023

e-mail: sunny.peh@fmc-asia.com

Sincerely yours

Anthpny T

Managing Director,
Fresenius Medical Care (Singapore) Pte Ltd

cc: Chairman Medical Board and relevant Head of Departments
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