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REMAL TECHNOLOGIES

Optiflux® Dialyzer Label Change

PRODUCT NOTIFICATION

Dear Valued Customer:

Thank you for being a loyal Fresenius Medical Care Renal Technologies customer.

We have updated the layout and coloring of the product and case labels for our remaining Hemoflow™ and
Optiflux® dialyzers. Orientation of the printing on the product label has been changed to make it easier to
identify and read key information in the vertical treatment position. Coloring specific to each model will also be
added to both the product label and the case label to improve identification of the various models. Key relevant

information will now be displayed as symbols on the product label, case label and instructions for use.

Representative comparisons of product label, case label and a table of symbols are included for your reference.
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New F160NRe (ebeam) Dialyzer Label:
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Please note that we have added a small “e” to the end of the model’s name to coincide with the product or
reference number. For example, the Optiflux FI60NR model will be the Optiflux FI60NRe.
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Current FI60NR (ebeam) Dialyzer Label:
[ Caution: Federal (US) law restricts this device to by or on the order of a physician. h

(F)  Surface Area/Superficie/frea superficial = 15 m . Max TMP/TMP (pression transmembraniquel MaxTMP
méxima = 600 mmHg. Priming Volume Blocd/Volume d'amergage - sang/Volumen de cebado de sangre = 87 mL

(ﬂnglewse High—Fqu@)

Z 0
=
=

O “~~ FRESENIUS z
v MEDICAL CARE 3
o Capillary dialyzer. Blectron baam stediizad. Blood pa'hwuv iz gteria Freaenius Madical Care North America
‘and non-pyrogenic. Use only on machines with controlled Batch no. ‘:'m’mé_::'“m
uitrafiltration. Refer to instructions. Lotno. #1032
— Dialysaur illaire. Stédilisé par fakcaau Slactroniqus. Le circuit Mo dz latz
zanguin est tanle ot non pyregéne. A m'ufilzer qu'ovec des Date of expiration
iitriseurs woluméatr dultra fion. Se référer awir L Date de
Dializodor capidlar. Esferiizado con hoz de electrones. El recomido [Facha de caducidad
de la sangre es estér y ne pirogénico. Uso exclusivo en oparafos 0500316E
A automaticos con contral de uitrafifrocidn. Utlicese segdn instrucciones. y

Example of new dialyzer labels
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New F160NRe (ebeam) Dialyzer Case Label:

Advanced Fresenius Polysulfone®

‘ ’ o Capillary dialyzer Dialyseur capillaire Dlallzador capilar
/ - L/X Electron Beam sterilized. Stérilisé pas faisceau con haz de
Blood pathway is sterile and Le circuit sanguin est stérile ot non El recorrido de la sangre es estéril y
Units non-pyrogenic if the blood port caps. pyrogéne si les capuchons des orifices no pirogénico si la tapas de los
Pigces are in place and undamaged. Use only pour connections sanguines sont bien puntos de acceso a la sangre estan ]
A on machines with controlled en place et intacts, A n'utiliser quavec colocadas e intactas. Use séloen a
Unidades ultrafiltration. des maltriseurs volumétriques apmilns con ultrafiltracién 3
diultrafiltration. g
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Fresenius Medical Care North America
d Waltham, MA 02451
1;mmu|aa Patents apply, visit www.imena com/patents Made in U.S.A.
01)10840861100146 (17)150924 (10)123456789

Lot 123456789 ¥ 2015-09-24 [REF] 0500316E

Current FI60NR (ebeam) Dialyzer Case Label:

F160NR

0
. g
H/ /7 F/ UX Capillary dialyzer Dialyseur capillaire Dializador capilar &
— Refer to instructions. Blectron Beam Se riéférer aux instructions. Stérilioé par Utilicese de acuerdo con las [
. de electrones.
Units Biood pathway is steribe and Le circuit sanguin et stéile et non
Piéces non-pyrogenic i the blood port caps pyrogéne ol les capuchana des orifices El recorrido de la sangre ea ectinl y 3
Unidades are in place and undamaged. powr connections sanguines sont bien no pirogénico & la tapas de loa
R storage en place et intacts. Conditiona de puntos de acceso a la sangre eotin
between + 5° C and + 30° C. Use only slockage recommandées entre + 5° C colocadas e intactas. Temperatura
on machines with controlled o + 30° G A nutilliser quiavec des de almacenamsento recomendada
ultrafittration. maitriseurs volumétriques entre 5° G y 30° C. Use sdlo en
diultrafitration. aparatos con ultrafitracion
controlada
- "~ FRESENIUS
( Single-Use @) ¥ MepicaL care
— Fresenius Medical Care North America
Waltham, MA 02451
1-800-323-5188 Made in U.S.A
Baxch na. Date of expiration Prodiuct Code
R T o 0500316E

Fresenius Renal Technologies, a division of Fresenius Medical Care North America

Page 3 of 5 920 Winter Street, Waltham, MA 02451



The Instructions for Use (IFU) or package insert has a symbols table and glossary for determining symbol
meaning as needed. The symbols table is indicated below.

Symbols/Simbolos/Symboles

Symbol EN ES FR Source-Sym- Definition
bol Number
:..Jifz... Temperature Limite de Limit de IS0 15223:2016 | Indicates the temperature limits to which the
N o limit temperatura | température 537 medical device can be safely exposed.
- Usebydate | rechade Datede | ISO 15223:2016 | Indicates the date after which the medical
caducidad péremption 514 device is not to be used.

Ak 18015223:2016 Indicates the manufacturer’s batch code so
Baichcode | Codigode ote | Code du lot 515 that the batch of lot can be identified

Catalogue | Numerode | Numerode | 1SO15223:2016 the manufacturer's catal umber
number pedido catalogue 5186 so that the medical device can be .dermfned

one use or for use on a single patient during a

180 150292016 | Indicates a medical device that is intended for
542 single procedure.

g. Donotre-use | Noreutilizar [Ne pas réutiliser]

. . IS0 15223:2016 Indicates a medical device that has been
Sterile fluid | o ming fluido | | NeMin de 524 sterilized using iradiation.

patnthat | SAMInOfUido | g igc steriie

RLE| R | mm"l;::g esterilizado ﬂ%:i:ée‘:ar Indicates the presence of a sterile fluid paih
with- in the medical device in cases when

using irradiacién faisceau 1S0 15223:2016 | other parts of the medical device, including
imadiaton diimadiation the exterior, might not be supplied sterile.
180 15223:2016
Fluid path La ruta del Chermin de 562 Indicates the presence of a fluid path.
W is nor- fluidono es | fluide est non Indicates a medical device that is non-
pyrogenic pirogénica pyrogene IS0 152232016 pyrogenic.
563
Cons: 150 15223:2016
I:E . COI\S!.IR igsurt_e fas - “’.r les 543 Indicates the need for the user to consult the
instructions for use.
for use de uso dutilisation !
& Indicates the need for the user to consult the
1S0 152232016 instructions for use for important cautionary
Caution Precaucion Attention information such as wamings and precau-
fions that cannot, for a variety of reasons, be
presented on the medical device itself.
Caution: Precaucion: | Attention: La

Federal law |LaLey Federal | loi fédérale

restricts this | restringe este limite cet . . .

- . N [21CFRB09.109(b) | Caution: Federal law restricts this device fo
R 0I"I|Y device to sale | dispositivo a appareil m sale by or on the order of a physician
by oronthe |laventaporo [venduparou

order of a bajo laorden  [sur ordre d'un
physician | de un médico médecin.

uy mantener tenir a I'écart i
e Keep away N = Indicates a medical
N from alejadode  |delalumiére | iSO 15228:2016 device that needs
- la luz solar directe du 532 protection from light
sunlight directa soleil sources

d |S0152253:2016 Indicates the medical device
Manufacturer | Fabricante | Eabricant 511 manutacturer.defined in EU Directives
o 90/385/ EEC, 93/42/EEC and 98/79/EC.
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Please be aware that you may receive product with the existing labels for a period of time. Please contact
customer service at 800-323-5188 for further information.

Thank you for your continued support of our Fresenius Renal Technologies hemodialysis products.

Sincerely,
Syhf

Stephen Jaquith
Product Director, Concentrates and Dialyzers

Please forward this letter to the Nurse Manager, Chief Technician and Patient Care Staff.

Indications for Use

Optiflux F1I60NRe, F1I8ONRe, FI80ONR, F2Z00NRe, and F250NRe dialyzers are intended for patients with acute
or chronic renal failure when conservative therapy is judged to be inadequate. Hemoflow F3 and F4 dialyzers
are designed for single use in acute and chronic hemodialysis. The suitability of a dialyzer for a particular
treatment is the responsibility of the physician.

Caution: Federal (US) law restricts these devices to sale by or on the order of a physician.

Note: Read the Instructions for Use for safe and proper use of these devices. For a complete description of
hazards, contraindications, side effects, and precautions, see full package labeling at fmcna.com. In rare cases,
thrombocytopenia or hypersensitivity reactions including anaphylactic or anaphylactoid reactions to the
dialyzer or other elements in the extracorporeal circuit may occur during hemodialysis.

© 2022 Fresenius Medical Care. All Rights Reserved. Fresenius Medical Care, the triangle logo, Optiflux,
Fresenius Polysulfone and Hemoflow are trademarks of Fresenius Medical Care Holdings, Inc. or its
affiliated companies. All other trademarks are the property of their respective owners. P/N104638-01Rev
B12/2022
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