EXTRANEAL- icodextrin, sodium chloride, sodium lactate, calcium chloride,
magnesium chloride injection, solution
Baxter Healthcare Corporation

Disclaimer: This drug has not been found by FDA to be safe and effective, and this
labeling has not been approved by FDA. For further information about unapproved
drugs, click here.

EXTRANEAL Solution for Peritoneal Dialysis

Health Care Provider Letter



Baxter

IMPORTANT PRESCRIBING INFORMATION

DATE: October 22, 2024

Subject: Temporary importation of EXTRAMEAL (icodextrin) Peritoneal Dialysis Solution from Ireland for use
in Continuous Ambulatory Peritoneal Dialysis to address drug shortages

Dear Healthcare Professional,

Due to the current critical shortage of EXTRAMEAL (icodextrin) Peritoneal Dialysis Solution in the United States
(US) market, Baxter Heatthcare Corporation (Baxter) is coordinating with the U5, Food and Drug Administration
(FDA) to temporarily import EXTRANEAL from Baxter's manufacturing facility in Castlebar, Ireland. FDA has nat
approved this product manufactured by Baxter's Castlebar, Ireland facility.

¥ou may be provided with additional letters for other imported peritoneal dialysis solutions you receive. Please
read each letter in its entirety because each letter may contain different, product-s pecific informatian.

Baxter has initiated temporary importation of EXTRAMEAL (icodextrin Peritoneal Dialysis Solution for use in
Continuous Ambulatory Peritoneal Dialysis (CAPD) therapy as described in the table below. This product is
manufactured by Baxter's manufacturing facility in Castlebar, Ireland and is marketed in the United Kingdaom and
other countries within the Eurcpean Union (ELU). At this time, importation or distribution of EXTRANEAL
(icodextrin} peritoneal dialysis solution in the United States by any entity other than Baxter or its authorized
distributor(s) is considered a violation of the Federal Food, Drug, and Cosmetic Act and is subject to
enforcement by the FDA,

Effective immediately, and during this temporary period, Baxter will offer the following imported products from
Baxter's facility in Castlebar, Ireland:;

Product Name and Description CAPD Product Code | Bags per Carton MNDC Code
Fill Volume

EXTRAMEAL (icodextring Solution
for Peritoneal Dialysis

0941-0717-01 (bag)

2000 mL FPBS268C o bags 0941-0717-05 (carton)

EXTRANEAL (icodextrin) Solution
for Peritoneal Dialysis

0841-0681-01 (bag)

2500 mL FPBS2T0 4 bags 0941-0681-04 (carton)

It is important to note the following:

¢ There are no clinically relevant differences in the EXTRANEAL drug composition between the
European-manufactured and U.S -manufactured CAPD product (see Table 1). As such, clinical
practice for usage, administration, and dosage for Extraneal with 7.5% icodextrin (manufactured in
EU) products is the same as with the Extraneal with 7.5% icodextrin (manufactured in U.S.). Please
refer to the FDA-approved EXTRAMEAL (icodextrin Peritoneal Dialysis Solution Prescribing
Information for reference,



Baxter

o Calcium and Magnesium electmlyte concentrations ane identical in EXTRANEAL manufactured inthe EL and
.5, but appear different as they are expressed in mmolL (EU)and in mEg/L (U.S.).

¢ The Luer-lock connector on the lreland imported product functions the same and is fully compatible with
peritoneal dialysis sets marketed in the United States. Ireland imported product has a single green frangible
near the ¥ connector which is broken at the same time during flush phase as the corresponding blue
frangible in U3 -manufactured product. The lreland imported product has solution in the infusion line
whereas .S, manufactured product has a dry line. See Table 1 for more details of product differences.

« EXTRANEAL (icodextring solution for peritoneal dialysis imported carton labeling indudes barcodes, however, the
barcodes may not register accurately in the U.S. scanning systems. There are no barcodes on the solution
containers of the Ireland imported product. Alternative procedures should be followed to assure that the correct
drug product is being used in all systems and processes and administered to individual patients. For example,
institutions should consider manually inputting the product into their systems and confirm that barcode systems do
not provide incorrect information when the product is scanned.

Before prescribing, healthcare providers should be aware of some key differences in the container packaging and
labeling between the EXTRANEAL (icodextrin) Salution for Peritoneal Dialysis products (manufactured in EU)
and EXTRANEAL (icodextrin) Peritoneal Dialysis Solution (manufactured in U.5.).

Key differences are highlighted in the following Product Comparison Tables:

= Table 1: Key differences of EXTRANEAL for CAPD therapy
» Table 2: Label images of EXTRANEAL for 2000 mL and 2500 mL CAPD product presentations

Reporting Adverse Events

To report adverse events associated with the imported product, please call Baxter at 1-B66-BB8-2472, or fax 1-
800-759-1801. Adverse events or quality problems experienced with the use of the imported product may also
be reported to the FDA's MedWatch Adverse Event Reporting program either online, by regular mail or by fax:

Complete and submit the report Online: www.fda.gov/medwatch/report. htm

* Regular mail or Fax: Download form hittp://www fda gov/iMedWatchigetforms.htm or call 1-800-332-
1088 to request areporting form, then complete and return to the address on the pre-addressed form or
submit by fax to 1-B00-FDA-0178 (1-800-332-0178).

To report product quality issues, please report to:
Baxter - Product Feedback Portal (https:productfeedback. baxter.com/),

Please refer to the FDA approved prescribing information for EXTRANEAL (icodextrin) Peritoneal Dialysis
Solution at DailyMed (nih.gov).

If you have any guestions about the information contained in this letter or the use of imported EXTRANEAL
(icodextrin} Solution for Peritoneal Dialysis, please contact Baxter's Medical Information Service at 1-BB88-736-2543.

To place an order, please contact Baxter's Center for Home Care Services by calling 1-800-284-4060.
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Sincerely,
Erem:-r:-rl]r' sigred By

&uum
‘5" aasm
D:E'E DGr.E‘E‘. 2024 0852

Geovana Basso, M.D.

Director of Americas Medical Affairs
Baxter Healthcare Corporation

One Baxter Parkway

Deerfield, Ninois 60015

Baxter, EXTRAMNEAL and ULTRABAG (or UltraBag) are registered trademarks of Baxter International Inc,
Attachments:

Product Comparison Tables 1and 2



Table 1. Key differences of EXTRANEAL for CAPD therapy

Baxter

Imported Product from Castlebar, Ireland USs FDA Approved Product
Product EXTRANEAL (icodextin Soluion for Pertoneal EXTRAMEAL (icodextrin ) Pertoneal Diatyais Solution
nanme Diatyais
Labeled 2000 mL 2000 mL
Fill Volume | 2500 mL 2500 mL
Container TwinBag (FVE) UiraBag Container (PYWC)
Type
Bags per 2000 mL: § bags 2000 mL: & bags
carton 2500 mL: 4 bags 2500 mL: 5 bags
Indications | Extraneal i recommended a5 a onog daily EXTRANEAL (icodexdnn ) is indicaled for a single dally exchange
replacement for a sngle glucose exchange as part ofa | for the long (8- 1o 18- howr) dwell during continuous ambulaiory
conlinuous ambulatory peritaneal diatysis (CAPD) or peritoneal dialysis (CAPD) or avlomaled peritoneal dialysis (APD)
automaied pentoneal diahysis (APD) regimen for the for the management of kidney fallure in patients requiring kong-
treatment of chronic renal falure, pariculary for fterm kidney repla cement therapy. EXTRAMEAL is also indicaled
patiants who have lost ultrafiftration on ghucose o improve (compared o 4 25% dextrose) long-dwell ulirafilration
solutions, because it can exiend Sime on CAPD therapy | and clearance of areatinine and urea nirogen in patients with
in such patients. high avwerage or greater transporl characlensiics, as defined using
the periloneal equiibrafion test (PET)
Active 75 g'L lcodextnn (7.5 g/ 100 mL) 7.5 gM00 mL kcodexirin
Ingredients | 5.4 g'L Sodum Chionde (540 mg 100 mL) 535 mg/ 100 mL Sodium Chionde, USP*
4.5 g/l Sodium Lactate {450 mg 100 mL) 448 mg/100mL Sodiun Lactale *
0.257 gL Calcium Chioride (25.7 mg/1 00 mL) 257 mgf100mL Caldum Chlaride, USP*
0.051 gL Magnesium Chionde (5.1 mg/ 100 mL) 5.08 mgf100 mL Magnesium Chlonde, USP*
*considerad excipients in US drug regisfrafion
Electrolyte Sodium 133 mmol/L (equivalent 1o 133 mEglL) Sodium 132 mEgL
Content Calcium 1,75 mmollL (equivalentio 3.5 mEglL) Calcium 3,.5mEg/'L
per Liter Magnesium 0.25 mmaolL (egquivalent o 0.5 mEgiL) Magnesium 0.5 mEqi
Chioride 96 mmolL (equivalent to 98 mEgiL) Chioride 95 mEg/L
Lactate 40 mmolL {equivalent to 40 mEg/L) Lactate 40 mEg/L
PH pH 5.0 -&0 ) pH 50 - 6.0
HEI NaCH mary have been used to adjust pH HCI / NaOH may have been used 1o adjust pH
Additional Osmalarity 264 mOsmiL Dsmatarity (Cale) 262 - 286 mOsmalL
Infermation
Storage Do not store below 4°C Store at 20-25°C (68-TT'F),
Conditions Excursions permitied to 15-30°C (58-86"F)
[5ee USP ControBad Room Temperature].
Protect from freezing.
Euxpiration 24 maonths 18 months
Drating
Container
Closure
System grta
(]
=
[
4 9
Container +  One green frangible in “Y"Junction to be «  Two frangibles — one blue in “Y"Junction and cne
Closure broken in Flush phase green near solution bag
Differences +«  Solution in infusion fubing line #  Dry tubing lines
+  Purple ning cap +  Purple ing cap
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Table 2. Comparison of EXTRAMEAL (icodextrin) PD Solution Container Labels

A comparison of labels is provided below. MNote, both Baxter and Vantive-branded labels are presented, which
represent all imported lot labeling scenarios during this transition.

Imported Product from Castlebar, Ireland US FDA Approved Product
= = ® 0]
B5268 2000 mi aﬁmgﬂagn&‘ |irrnuxm::n£n|5
Baxter
Baxter

EXTRANEAL Solution for Peritoneal Dialysis
Formula 1000 mi mmot| | Extraneal (icodextrin)

[o— 75 g 133 | Peritoneal Dialysis Solution
- 5‘,—"!E{'-i""‘ 1'?5 EACH 100 sl CONTAINE 7.5 g IDODEXTAM 535

Sodium (5 lactain 4.5 g|ug 0,25 BODIUM CHLORIDE USF I-I-'mn mmmur?
Caicsum Chiorits 240 0,257 gler | [
Mageesism Chisride 5Ho0 0,051 g |cyrgny 40 mEQ/L SOOWM 132 CALCIUM 35  MAGNESIM 0.5 =
Water for injections Bsmatarity 284 mpema || | CHLORDE 38 LAGTATE 40 ™

S ; PHED-80  pH MAY HAVE BEEM ADSUSTED WITH ]
Hydrachknic acid of sodivm fpdronite {for pH adjusiment ] 5,0=6,0 HYDRBCHLDRIC ACED OR S00IL HYDROXIDE [
e EXTRANEAL SOLUTION CONTAMS MO BACTERIOSTATIC O QO
Mot for intravenous use e e =
st i3 Sroctnd Iy b physician DSMOLARITY (CALC] 282 - 785 mOsmolL =
Raid the: paciage Inafiet betom use STERILE  NONPYROGENIC
Koy s B el aeul rmach o chilkien POTASSIUM CHLORIDE TO BE ADDED ONLY -
'Dc-nctﬂ'.::cml-"ﬂ UMDER THE DIRECTION OF A PHYSICLAN
uanqtummumhﬂms-ﬂwlmwnarlw ‘SEE PACKAGE INSERT FOR DOSAGE INFORMATION ""-E
Y N LISE A% IRECTED BY PHYSICIAN l.ﬂﬂ
Drszars unused sobution FOR INTRAPERITONEAL ADMINISTRATION ONLY -4
- |E and MT: CAUTIOMSE SOUEETE AMD INSPECT INNER BAG h

i ik THAT MANTARS: PRODUCT STERILITY DESCARD P
Baxier Healtheare Banter Holding B\ LEAKS ARE FOUND
Cavion Way, Thettond, Neckolk, F24 52, Krbaltweg 88, I5&ICE. Utrecht,
et e mmmu:uwuum E:ll
AL D018 /0244 Bz BHLY =
PA2299/017/001 ETORE I MOISTURE BARRIER OVERPOUCH o
WA 127700 CARTON UNTIL READY TO USE
o STORE AT 20:05°C (6B-T7°F)  EXCURSIONS
PERAMITTED TO 15-30°C [55-86"F) |SEE USP
Wadalarhoed Do ok Healhiass £ 0 FLCSbell CB5 0L BE COMTROLLED ADOM TEMPERATURE] PAOTECT
FROW FREEZING
BAXTER VERSION UltraBag conmuner PL 146 PLASTIC

BAXKTEA EXTRANEAL ULTRABAC AMD PL 148 ARE
TRADEMARKS OF RAXTER INTERMATIONAL INC
BAXTER HEALTHCARE CORPORATION
DEERFIELD I 80015 UPSA

MAADIE IN U5

LS PAT NOS 4781237 A5THGD aERATAD
BOTTEME  A248TH Bi
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Imported Product from Castlebar, Iretand

Lok

US FDA Approved Product

B5268
Vantive

EXTRANEAL Solution for Peritoneal Dialysis

2000 mi

Formula 1000 mi

mimal/|

kendextyis 759
Sodiurs Chiorids 5,440
Sodium [5-sctae 4,59
Cakciom Chioride 2Hg0 0,257 g
Magnesium Chloeida 6Hy0 0,051¢g
Wsder for Injections

Rysdrochioric acid af sedivm Ipdroside ffor pH edjustment)

For imtrpsriteeeal use

Mot for infemnencus use

Usn as dircted by a physician

Aesad Tha pracchagn lsafial before use

Kenp aut of the sight and reach of childma
Norgyrogenic

Do ot slone belew 4°C

Do sot s unbess solutien b chear and conlenes undsmagad
For gingle use only

{nce mesovnd from the overpeuch use immeediately
Discard unisasd salution

Waperyae Tecbnclogy Park
[
2 Wararires Boulsvand
A LT GFe
hitwd Kingdom
PL 58711 /0005
(POM|

VANTIVE VERSION

.
D.+-|-
w"H'
o
Lty

133
1.75
0,25

96
40

Osmnlarity

pH

284 mism|
5,0-6,0

EEEED
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Imported Product from Castlebar, Ireland

US FDA Approved Product

B5270
Baxter
EXTRANEAL Solution for Peritoneal Dialysis

2500 mi|

Formula 1000 mi mmuol/l
keesleexlrin 75 g|na* 133
Saddiumn Chicride 5.4 g|ca* 1,75
Sodium [SHactate &.5 g|mg+* 0.25
Calciurn Chieride 39120 0,257 g|cr 96
Magnesium Chioride 8H;0 0,051 g|cqHsny &0
Walss fof Irgactions Gamolarity 284 miaml
Hydrochlers: sk of sodium hydroode (lar gH adjestment) pH 50=6,0

[Far wtraperdonasl use

ol o infriwvescu wie

e g chreched] by 2 phaysican

B The package eafll betom use

Rrwp oot of Hhe sight and seach of chelen
L

Do et sfiore: bedoan T

([ nel wae vl solstion o clar snd contsiner urdemaged
[Far singhs use only

Onoe temoned e the tverpeuch use msiiately
Dvscard umined sron

o

Baxier Healihears Lid

(Candon Wy, Thethand, Mool IF24 35E,

e Kavgadom

IE and WT;

Baxier Holding BN, Eobalweg 83,
FSERTE, rechi, Metheriands

FLOO114/ 0284
R Z2FRS0UT V001
WA AZTTFDA 04

[Pow]

Masiluctored by Rarled Mealhoais 5 & HL-Cofisba: [H-Tr-04-E0

BAXTER VERSION

5B4986 @ @

2500..

L T (APFRADH 0w, EXCER

Baxter

Extraneal (icodextrin)
Peritoneal Dialysis Solution

FACH 108 ml COMTARE 7.5 g EODCETAN 535 mg
RODREl T3 ORNE ABF L8 g RODAS LACTRTE
4.7 g CRLOIUN CHLOMIDE USF 408 oy WAGKESLNA
CPLOROE (BP  WETER FOR IRIECTION 19
mfgl GSODNM 137 CACHE 15 MAGHESEE 08
CHLORDE 86 LACTATE 40
pH B RO pei WAy MAWE BEEN ADJETED WiTH
HETRREHI CRIC RO QR SO0 HYDRONDE
FRTRARERL S0l BTHEH CTHTRIRE s RACTTERISTATIC 0
AMIIICROEAL ADENTS

(D) OEMOLARTY ACALE 352 - 398wl
STEMLE  ROKFEIOGENE

POTASSIMA CHLORIDE TO BE ADOED SMLY UMDER
THE DIFECTION OF & PHYEICIEM

SEE M CEAGE IMZERT FOR DOSAGE NFORMATION
UEE &% MRECTED B PHFSICIAN

FOR HTRAPERITOMEAL ADMIHISTRATION ORLY
CAUTIONS  SOULEIE AND INSPLCT INHEM BAG
THAT WAINTAINS FROCUCT STEARITY  CISCARD I
LEAKS ARE FOUND

D HOT USE UNLERS ROLUTION 5 CLEAR

DECARD UMISED PORTIOMN

R D8ILY

ETCRE IH MCIETURE BARRER DVERFOUICH N CARTON
UHTIL READY TO UESE

STORE AT 20:25°C MATT*Fr  EXCUREIINE PERMITTED
TO 12-30°C SN-0eF (SO USS CORTROLLED RO
TEWPERATURE! PROTECT FROM FREEDING

o UitraBag cosmuner PL 180 FLASTIC
BAKTER EXTRANEAL ULTRABAS AND PL 148 ARE
TRASEVARKE £F BAKTER INTERNATICAAL B
BARTER HEALTHSARE CORPORATION
DEERFIELD oL daain b s,

MADE I U5t
IR PAT MO TRAXIT ST
WTTEN TN B

PD-2 7.5% icodextrin|

8]
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Imported Product from Castlebar, Ireland US FDA Approved Product
Lok or
B5270 2500 mi
Vantive
EXTRANEAL Solution for Peritoneal Dialysis
Formula 1000 mi mimal
oo rin 75 g[ma+ 133
Sodum Chlonce 5.4& g|ca++ 1.75
Sokun (5+-tactaie .5 g|mg 0,25
Caicium Chicride 2H0 0,257 glor 96
Magresiam Chioiide SHo0 0,057 g|cygny’ 40
Wiales for injections Demolarity 284 mdsm
Hyrochion: acid or sodius Inpirauide fler pH adjustment) pH 5.0-6.0
For MraEmons sl s

PL SET11/000%

-E-a-E0

VANTIVE VERSION

PACKAGE/LABEL PRINCIPAL DISPLAY PANEL



Lot

EXP

B5268
Baxter

EXTRANEAL Solution for Peritoneal Dialysis

2000 mi

Formula 1000 mi

mmol/l

lcodextrin
Sodium Chloride
Sodium (S)-lactate

Calcium Chloride 2Ho0

Magnesium Chloride 6Ho0

Water for Injections

Hydrochloric acid or sodium hydroxide (for pH adjustment)

75 @
5,49
4,59
0,257 g
0,051¢g

Nat
Eﬂ++
Mg++
cr
CaH503"

133
1,75
0,25

96
40

Osmolarity

pH

284 mosm/
5,0-6,0

For intraperitoneal use

Not for intravenous use

Use as directed by a physician

Read the package leaflet before use

Keep out of the sight and reach of children
Nonpyrogenic

Do not store below 4°C

Do not use unless solution is clear and container undamaged
For single use only

Once removed from the overpouch use immediately
Discard unused solution

Caxton Way, Thetford, Norfolk, IP24 35E,

PLO0116/0266
PA2299/017/001
MA1277/01101

UK: IE and MT:

Baxter Healthcare Ltd Baxter Holding B.V.,
Kobaltweg 49, 3542CE, Utrecht,
United Kingdom Netherlands

Manufactured by Baxter Healthcare S A IRL-Castlebar CB-35-04-608

Lot EXP

B5268 2000 ml

Baxter

EXTRANEAL Solution for Peritoneal Dialysis

Formula 1000 ml

Icodextrin 75 gNa+
Sodium Chloride 5,4 gCa++
Sodium (S)-lactate 4,5 gMg++
Calcium Chloride 0,257 gCI”

mmol/Il
133
1,75
0,25

926




2H >0

Magnesium 0,051 gC 3H 50 3~ 40
Chloride 6H >0

Water for Injections Osmolarity 284mOsm/I
Hydrochloric acid or sodium pH 5,0 -6,0

hydroxide (for pH adjustment)

For intraperitoneal use

Not for intravenous use

Use as directed by a physician

Read the package leaflet before use

Keep out of the sight and reach of children
Nonpyrogenic

Do not store below 4°C

Do not use unless solution is clear and container undamaged
For single use only

Once removed from the overpouch use immediately
Discard unused solution

UK:

Baxter Healthcare Ltd

Caxton Way, Thetford, Norfolk, IP24 3SE,
United Kingdom

IE and MT:

Baxter Holding B.V.,
Kobaltweg 49, 3542CE, Utrecht,
Netherlands

PL 00116/0266
PA 2299/017/001
MA 1277/01101

POM Symbol
Manufactured by Baxter Healthcare S A IRL-Castlebar CB-35-04-608



EXTRANEAL FPB5268C 2000 mi x5

Solution for Peritoneal Dialysis

1000 mk: :
Icodéxdrin 759 Do not store below 4°C

Sodium Chionde 549

Sodam (SHactate 4509 ﬁ@g

Caleasm Chionde  2H;0 0,257 g

I

FPB5268C
2000 mix 6

£ oo

Twin bag with Luer connector

Magnesium Chioride 6H,0 0051 g

il

Waler for injections 1o 1000 ml MA 1277101101

PA 2285/017/00%

For intraperitoneal use
ot for intravenous infusion

Keep out of the sight and reach of children

|

UK: Baxter Healthcare Limited Caxton Way, Thetford, Norfolk, IP24 3SE United Kingdorm
|E and MT: Baxter Holding B.V. Kobaltweg 48, 3542CE Utrecht, Nethertands

{01)554 137604 23833(17)201200( 10)88CBBC88B2

BA-46-13-196

EXTRANEAL

il

Lot: g EXP

EXTRANEAL
FPB5268C
2000 mlx 5

Solution for Peritoneal Dialysis

1000 ml

Icodextrin 75 9
Sodium Chloride 549
Sodium (S)-lactate 4,59
Calcium Chloride 2H 0,257 g
20

Magnesium Chloride 0,051 g
6H 20

W ater for injections to 1000 ml
Sodium hydroxide or hydrochloric
acid (for pH adjustment)

For intraperitoneal use
Not for intravenous infusion
Keep out of the sight and reach of children

UK: Baxter Healthcare Limited Caxton Way, Thetford, Norfolk, IP24 3SE United Kingdom
IE and MT: Baxter Holding B.V. Kobaltweg 49, 3542CE, Utrecht, Netherlands

88-46-13-196



Lot: EXP
Do not store below 4°C
Twin bag with Luer connector

MA 1277/01101
PA 2299/017/001
PL 00116/0266

POM Symbol

Barcode
(01)554 13760423833(17)201200(10)88C88C88B2

EXTRANEAL
FPB5268C
2000 mlx 5

Lot: EXP



Lot

EXP

B5268
Yantive

EXTRANEAL Solution for Peritoneal Dialysis

2000 mi

Formula 1000 ml

mmol/I

Icodextrin 75 g|nat
Sodium Chiloride 5,4 g|catt
Sodium (S)-lactate 4,5 g|mgt++
Calcium Chloride 2H50 0,257 g|cr

Magnesium Chioride 6Hp0 0,051 g|cqH504

133
1,73
0,25

96
40

Hydrochloric acid or sodium hydroxide (for pH adjustment) pH

284 mosmi
5,0-6,0

For intraperitoneal use

Not for intravenous use

Use as directed by a physician

Read the package leaflet before use

Keep out of the sight and reach of children
Nonpyrogenic

Do not store below 4°C

Do not use unless solution is clear and container undamaged
For single use only

Once removed from the overpouch use immediately
Discard unused solution

Vantive Limited

Wavertree Technology Park
2 Wavertree Boulevard
Liverpool, L7 9PE

United Kingdom

PL58711/0005

CB-35-05-250

Lot EXP

B5268 2000 ml

Vantive

EXTRANEAL Solution for Peritoneal Dialysis

Formula 1000 ml mmol/I
Icodextrin 75 gNa+ 133
Sodium Chloride 5,4 gCa++ 1,75
Sodium (S)-lactate 4,5 gMg++ 0,25
Calcium Chloride 0,257 gCI” 26

2H 70




Magnesium 0,051 gC 3H 50 3~ 40
Chloride 6H >0

Water for Injections Osmolarity 284mOsm/I
Hydrochloric acid or sodium pH 5,0 -6,0
hydroxide (for pH adjustment)

For intraperitoneal use

Not for intravenous use

Use as directed by a physician

Read the package leaflet before use

Keep out of the sight and reach of children
Nonpyrogenic

Do not store below 4°C

Do not use unless solution is clear and container undamaged
For single use only

Once removed from the overpouch use immediately
Discard unused solution

Vantive Limited
Wavertree Technology Park
2 Wavertree Boulevard
Liverpool, L7 9PE

United Kingdom

PL 58711/0005
POM Symbol
CB-35-05-250



EXTRANEAL FPB5268C

Solution for Peritoneal Dialysis

EWG mil:

|I_codau1ri1 75g
Sodium Chioride 5,
4g
Sodium (S)lactate 45
2 g

Calcium Chioride 2H.0

0,257 g

Magresium Chiaride BH-0 00519
JWaler for injections to 1000 mi
ljodium hydrexide or hydrochloric acid (for pH adjustment)
—

For intrgperitorreal use
Mot for intravenous infusion
Keep out of the sight and reach of children

2000 ml x 5

UK Only

Do not store below 4°C.

ot

Twin bag with Luer connector

PL 58711/0005

Vantive Limited Wavertree Technology Park 2 Wavertree Boulevard Liverpool, L7 SPE United Kingdom

88-46-14-007

Lai: 2 EXp

EXTRANEAL
FPB5268C
2000 mlx 5

Solution for Peritoneal Dialysis

1000 ml

Icodextrin 75 g
Sodium Chloride 5,49
Sodium (S)-lactate 4,5¢g
Calcium Chloride 2H 0,257 g
>0

Magnesium Chloride 0,051 g
6H >0

W ater for injections to 1000 ml
Sodium hydroxide or hydrochloric
acid (for pH adjustment)

For intraperitoneal use
Not for intravenous infusion

Keep out of the sight and reach of children
Vantive Limited Wavertree Technology Park 2 Wavertree Boulevard Liverpool, L7 9PE

United Kingdom
88-46-14-007
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Lot: EXP

UK Only

Do not store below 4°C

Twin bag with Luer connector
PL 58711/0005

POM Symbol

Barcode
(01)57332414203103 (17)201200(10)88C88C88B2

EXTRANEAL
FPB5268C
2000 mlx 5

Lot: EXP



Lot

EXP

B5270
Baxter

EXTRANEAL Solution for Peritoneal Dialysis

2500 mi

Formula 1000 ml

mmol/I

leodextrin
Sodium Chloride
Sodium (S)-lactate

Calcium Chloride 2H,0

Magnesium Chloride 6H,0

Water for Injections

Hydrochloric acid or sodium hydroxide (for pH adjustment)

2|
5,49
4,59
0,257 g
0,051¢g

Na* 133
Cat+ .5
Mg*+ 0,25
cr 96
C3Hs05 40

Osmolarity 284 m0sm/
pH 5,0-6,0

For intraperitoneal use

Mot for intravenous use

Use as directed by a physician

Read the package leaflet before use

Keep out of the sight and reach of children
Nonpyrogenic

Do not store below 4°C

Do not use unless solution is clear and container undamaged
For single use only

Once removed from the overpouch use immediately
Discard unused solution

LIK:

Baxter Healthcare Ltd

Caxton Way, Thetford, Norfolk, IP24 35E,

United Kingdom

IE and MT:

Baxter Holding B.V., Kobaltweq 49,

354 2CE, Utrecht, Netherlands

PLOD116/0266
PA 2299/017/001
MA1277/01101

[Pom]

Manufactured by Baxter Healthcare 5 A IRL-Castlebar CB-35-04-609

Lot EXP
B5270 2500 ml
Baxter

EXTRANEAL Solution for Peritoneal Dialysis

Formula 1000 ml
Icodextrin 75 gNa+

Sodium Chloride 5,4 gCa++
Sodium (S)-lactate 4,5 gMg++

Calcium Chloride 0,257 gCI”

mmol/Il
133
1,75
0,25
96




2H >0

Magnesium 0,051 gC 3H 50 3~ 40
Chloride 6H >0

W ater for Injections Osmolarity 284mOsm/I
Hydrochloric acid or sodium pH 5,0 -6,0

hydroxide (for pH adjustment)

For intraperitoneal use

Not for intravenous use

Use as directed by a physician

Read the package leaflet before use

Keep out of the sight and reach of children
Nonpyrogenic

Do not store below 4°C

Do not use unless solution is clear and container undamaged
For single use only

Once removed from the overpouch use immediately
Discard unused solution

UK:

Baxter Healthcare Ltd

Caxton Way, Thetford, Norfolk, IP24 3SE,
United Kingdom

IE and MT:
Baxter Holding B.V., Kobaltweg 49,
3542CE, Utrecht, Netherlands

PL 00116/0266
PA 2299/017/001
MA 1277/01101

POM Symbol
Manufactured by Baxter Healthcare S A IRL-Castlebar CB-35-04-609



EXTRANEAL FPB5270 2500 ml x 4

Solution for Peritoneal Dialysis
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Solution for Peritoneal Dialysis

1000 ml

Icodextrin 75 9
Sodium Chloride 549
Sodium (S)-lactate 4,59
Calcium Chloride 2H 0,257 g
20

Magnesium Chloride 0,051 g
6H >0

W ater for injections to 1000 ml
Sodium hydroxide or hydrochloric
acid (for pH adjustment)

For intraperitoneal use
Not for intravenous infusion
Keep out of the sight and reach of children

UK: Baxter Healthcare Limited Caxton Way, Thetford, Norfolk, IP24 3SE United Kingdom
IE and MT: Baxter Holding B.V. Kobaltweg 49, 3542CE, Utrecht, Netherlands

88-46-13-197



Lot: EXP
Do not store below 4°C
Twin bag with Luer connector

MA 1277/01101
PA 2299/017/001
PL 00116/0266

POM Symbol

Barcode
(01)50085412574412(17)201200(10)88C88C88B2

EXTRANEAL
FPB5270
2000 mix 4

Lot: EXP



Lot

EXP

B5270

WYantive

EXTRANEAL Solution for Peritoneal Dialysis

2500 mi

Formula 1000 ml

mmol/I

lcodexdrin

Sodium Chiloride

Sodium (S)-lactate

Calcium Chloride 2Hp0
Magnesium Chloride 6Ho0
Water for Injections

Hydrochloric acid or sodium hydroxide (for pH adjustment)

75 ginat

5,4 g|cat+

4,5 g|mg++
0,257 gicr-
0,051 g|C4H504

133
1,75
0.25

96
40

Osmolarity
pH

2 84 mosm/
5,0-6,0

For intraperitoneal use

Mot for intravenous use

Use as directed by a physician

Read the package leaflet before use

Keep out of the sight and reach of children

Nonpyrogenic

Do not store below 4°C

Do not use unless solution is clear and container undamaged
For single use only

Once removed from the overpouch use immediately

Discard unused solution

Vantive Limited

Wavertree Technology Park
2 Wavertree Boulevard
Liverpool, L7 9PE

United Kingdom

PL58711/0005

CB-35-05-251

Lot EXP
B5270 2500 ml
Vantive

EXTRANEAL Solution for Peritoneal Dialysis

Formula 1000 ml

Icodextrin 75 gNa+
Sodium Chloride 5,4 gCa++
Sodium (S)-lactate 4,5 gMg++

Calcium Chloride 0,257 gClI”
2H 70

mmol/Il
133
1,75
0,25
96




Magnesium 0,051 gC 3H 50 3~ 40
Chloride 6H >0

W ater for Injections Osmolarity 284mOsm/I
Hydrochloric acid or sodium pH 5,0 -6,0
hydroxide (for pH adjustment)

For intraperitoneal use

Not for intravenous use

Use as directed by a physician

Read the package leaflet before use

Keep out of the sight and reach of children
Nonpyrogenic

Do not store below 4°C

Do not use unless solution is clear and container undamaged
For single use only

Once removed from the overpouch use immediately
Discard unused solution

Vantive Limited
Wavertree Technology Park
2 Wavertree Boulevard
Liverpool, L7 9PE

United Kingdom

PL 58711/0005

POM Symbol
CB-35-05-251
EXTRANEAL FPB5270 2500 mi x 4
Solution for Peritoneal Dialysis T
1000 mi: 1'
Icodextrin 759 | Do not store below 4°C.
Sodium Chicride 54g
Sodium (SHactate 4539 | QIE g :
Calcium Chioride 2H,0 0257 g
- ; Twin bag with Luer connector
Magnesium Chicride 6H.0 00519
Water for mjections to 1000mi
Sodium hydroxide or hydrochloric acid (for pH adjustment) PL 58711/0005

For intraperitoneal use
Not for intravenous infusion

Keep out of the sight and reach of children

Vantive Limited Wavertree Technology Park 2 Wavertree Boulevard Liverpool. L7 9PE United Kingdom

88-46-14-008

Lot: ) 2 EXP

88C8882
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EXTRANEAL

Lat:

2500 mix 4
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EXTRANEAL
FPB5270
2500 ml x 4

Solution for Peritoneal Dialysis

1000 ml

Icodextrin 75 g
Sodium Chloride 5,49
Sodium (S)-lactate 4,5¢g
Calcium Chloride 2H 0,257 g
>0

Magnesium Chloride 0,051 g
6H >0

W ater for injections to 1000 ml

Sodium hydroxide or hydrochloric
acid (for pH adjustment)

For intraperitoneal use
Not for intravenous infusion
Keep out of the sight and reach of children

Vantive Limited Wavertree Technology Park 2 Wavertree Boulevard Liverpool, L7 9PE
United Kingdom

88-46-14-008

Lot: EXP

UK Only

Do not store below 4°C

Twin bag with Luer connector
PL 58711/0005

POM Symbol

Barcode
(01)57332414202649 (17)201200(10)88C88C88B2

EXTRANEAL
FPB5270

2500 ml x 4
Lot: EXP

EXTRANEAL

icodextrin, sodium chloride, sodium lactate, calcium chloride, magnesium chloride injection,
solution



Product Information

Product Type HUMAN PRESCRIPTION DRUG

Route of Administration INTRAPERITONEAL

Active Ingredient/Active Moiety

Ingredient Name

ICODEXTRIN (UNII: 2NX48Z0A9G) (ICODEXTRIN - UNII:2NX48Z 0A9G)
SODIUM CHLORIDE (UNII: 451W471Q8X) (SODIUM CATION - UNII:LYR4AMONH37,
CHLORIDE ION - UNII:Q32ZN48698)

SODIUM LACTATE (UNIl: TU7HWOWOQT) (SODIUM CATION - UNII:LYR4AMONH37, LACTIC
ACID, UNSPECIFIED FORM - UNII:33X04XA5AT)

CALCIUM CHLORIDE (UNII: M410D6VV5M) (CALCIUM CATION - UNII:2M83C4R6ZB,
CHLORIDE ION - UNII:Q32ZN48698)

MAGNESIUM CHLORIDE (UNII: 02F3473H90) (MAGNESIUM CATION - UNII:T6V3LHY838,
CHLORIDE ION - UNII:Q32ZN48698)

Packaging

# Iem Code Package Description Marke;;ntge S
1 (’;'A'?C:°941'0681' 4 in 1 CARTON 10/21/2024

1 NDC:0941-0681- 2500 mL in 1 BAG; Type 0: Not a Combination

01 Product

Marketing Information

Marketing Category Application Number or

Item Code (Source)

Basis of
Strength

ICODEXTRIN
SODIUM

CHLORIDE

SODIUM
LACTATE

CALCIUM
CHLORIDE

MAGNESIUM
CHLORIDE

Monograph Citation Date
Unapproved drug for use in drug 10/21/2024
shortage
EXTRANEAL

NDC:0941-0681

Strength
7.59
in 100 mL

540 mg
in 100 mL

450 mg
in 100 mL

25.7 mg
in 100 mL

5.1 mg
in 100 mL

Marketing End
Date

Marketing Start Marketing End

Date

icodextrin, sodium chloride, sodium lactate, calcium chloride, magnesium chloride injection,

solution

Product Information
Product Type HUMAN PRESCRIPTION DRUG

Route of Administration INTRAPERITONEAL

Active Ingredient/Active Moiety

Ingredient Name

Item Code (Source)

Basis of
Strength

NDC:0941-0717

Strength



ICODEXTRIN (UNII: 2NX48Z0A9G) (ICODEXTRIN - UNII:2NX48Z 0A9G) ICODEXTRIN 72

in 100 mL
SODIUM CHLORIDE (UNII: 451W471Q8X) (SODIUM CATION - UNII:LYR4AMONH37, SODIUM 540 mg
CHLORIDE ION - UNII:Q32ZN48698) CHLORIDE in 100 mL
SODIUM LACTATE (UNIl: TU7HWOWOQT) (SODIUM CATION - UNII:LYR4AMONH37, LACTIC SODIUM 450 mg
ACID, UNSPECIFIED FORM - UNII:33X04XA5AT) LACTATE in 100 mL
CALCIUM CHLORIDE (UNII: M410D6VV5M) (CALCIUM CATION - UNII:2M83C4R6ZB, CALCIUM 25.7 mg
CHLORIDE ION - UNI:Q32ZN48698) CHLORIDE in 100 mL
MAGNESIUM CHLORIDE (UNIl: 02F3473H90) (MAGNESIUM CATION - UNIl:T6V3LHY838, MAGNESIUM 5.1 mg
CHLORIDE ION - UNII:Q32ZN48698) CHLORIDE in 100 mL
Packaging
# Item Code Package Description RERIEEE) SEEGE L) (2

Date Date
1 (PC0940717 5 in 1 caRTON 10/21/2024
1 NDC:0941-0717- 2000 mL in 1 BAG; Type 0: Not a Combination
01 Product
Marketing Information
. Application Number or Marketing Start Marketing End
ARG, R Monograph Citation Date Date
Unapproved drug for use in drug 10/21/2024
shortage
Labeler - Baxter Healthcare Corporation (005083209)
Establishment
Name Address ID/FEI Business Operations

Baxter analysis(0941-0681, 0941-0717) , api manufacture(0941-0681, 0941-0717) ,
Healthcare 988899845 label(0941-0681, 0941-0717) , manufacture(0941-0681, 0941-0717) , pack(0941-
S.A. 0681, 0941-0717) , sterilize(0941-0681, 0941-0717)

Revised: 11/2024 Baxter Healthcare Corporation
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