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 Peritoneal Dialysis Solution with 7.5% Icodextrin

Health Care Provider Letter



Baxter

IMPORTANT PRESCRIBING INFORMATION

DATE: Nowember 15, 2024

Subject: Temporary importation of EXTRANEAL Peritoneal Dialysis Solution with 7.5%: lcodextrin from
Singapore for use in Automated Peritoneal Dialysis to address drug shortages

Dear Healthcare Professional,

Due to the curment crtical ehortage of EXTRAMNEAL (icodextring Peritoneal Dialysis SoluSion in the United States [US)
market, Baxier Healthcare Corporation (Bexier) is coordinating with the U.S. Food and Drug Administration (FDOA) to
Emporarily import EXTRAMEAL from Baxter's manufacturing facility in Woodlands, Singapore. FDA has not
approved this product manufactured by Baxier's Woodlands, Singapore facility.

‘You may be provided with additional letiers for other imporied peritoneal dislysis solufions you moeive. Please read
each letier in ts entirety because each etter may contain different, product-specific information.

Bexier has inifiated femporary importation of EXTRANEAL (icodex trin} Peritoneal Dialysis Solution for use in
Automated Peritoneal Dialysis (APD) therapy as described in the table below. This product is manufactured by
Baxer's manufacturing facility in Woodlands, Singapore and is markeled in Singapore. At this time, importation or
distribution of this EXTRANEAL (icodextrin} peritoneal diakysis solution in the United States by any entity other than
Baxier 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.

Effectne immediately, and during this Eemparary pericd, Baxter will offer the following impored proeducts fraom
Baxier's facility in Woodlands, Singapore:

Product Hame and Dazcription CAPD Product Cods Bags par NOC Code

Flll Volume Carton
EXTRANEAL Peritoneal Dilalysis s MO D9417-0707-03 (Eaq)
Solution wih 7.5% locodextrin 2000 mL FHB49T4SG & MDC 094 1-0707-05 {Carton)

It iz important to note the following:

# There are no clinically relevant difierences in the EXTRANEAL drug composition betwesen the Singapores-
manufactured and US-mamdactured APD product (see Table 1). As such, cinical praciios for usags,
administration, and dosage for Extraneal with 7.5% icodexirin (manuizctured in Singapors) product is the same as
with the Exfransal with 7_5% icodextrin (manuiactued in LIS). Please refer 1o the FOA-approved EXTRAMEAL
(icodetring Peritonesl Dialysis Solution Prescribing Information for releence.

EXTRAMEAL (icodesdring Solution for Pertoneal Dialysis imporied from Singapore will only be available in 2000
mlL il volume for APD.
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* Calcium and Magnesium elecirolyie concentrations are dentical in EXTRANEAL manuizctured in Singapore and
fhe IS but appear diffisrent as they ar expressed m mmol'L (Singapore) and in mEgL (US).

* The Luer-lock connector functions the same and is fully compatible with perioneal dialysis sets marketed in the
United Staies. However, the U5, product has a purnple pull ring covering fhe luer to identify the solution, while the
Singapore imported product has a blue protective tip protector. The frengible is green in the Singapors imporied
product, but blue in ULS. product. Users of the impored product ehould check the product label 1o ensure that they
are using the comect APD solution. See Table 1 for more details of product difierences.

EXTRAMEAL Salusion for Pertoneal Dialysis with 7 5% icodex trin mporied from Singapore includes barcodes on
the shipping carton; however, the barcodes may not register accurately in the US scanning systems. Ther
are no barcodes on the solution containers of the imporied product. Alemative procedures should be followed fo
assure that the comect drug product is being used in all systems and processes and administered fo individual
paiients. For example, institutions should consider manually inputting the product nto ther sysiems and confirm
that barcode systems do not provide incomect nformason when the product is scanned.

» EXTRAMEAL (icodextring Solution for Pertoneal Dialysis is available only by prescription in the US. However, the
imporied product does nof have the statement “Bx only™ on the labeling.

Before prescribing, healthcare providers should be eware of some key difierences in the container packaging and
labeling betwesn the EXTRAMEAL [icodexiring Solufion for Peritone al Dialysis products (manufactured in
Singapore) and EXTRAMEAL (icodextring Peritoneal Dialysis Solution (manufactured in US).

Key differences are highlighted in the following Product Comparison Tables:
*  Table 1: Hey difierences betwesn mported and FOA-approved EXTRAMNEAL for APD therapy
+  Table 2: Label images of impored and FDA-approved EXTRAMNEAL for APD therapy

Reporting Adverse Events

To mport adverse events associated with the impored product, please call Baxter at 1-866-B88-2472, or fax: 1-800-
TES-1801. Adwerse events or quality problems ex perienced with the use of the imparted product may also be
reporied to the FDA's MedWatch Adverss Event Reporting program either anline, by regular mail or by fax:
#» Complete and submit the report On-line: www fda. gov/medwatchite port hitm
+« Regular Mail / Fax: Download form woww fda. gov/ MedWatch'getforms. him or call 1-800-332-1088 to request
& reporting form, then complete and retun to the address on the pre-addressed form, or submit by fex o 1-
BOO-FDA-0178 (1-BD0-332-0178).
To mport product quality issues, please report to:
Baxter - Froduct Feedback Fortal (ifpg:iprpductisedbeck Dader.com)

Please refer to the FOW approved full prescribing information for EXTRANEAL (icodextrin Peritoneal Dialysis
Solution at DailvMed (i :

[f you have any questions about the information contained in this letier or the use of imporied EXTRAMEAL
(icodextrin} Peritoneal Dialysis Solufion, please contact Baxter's Medical Information Service at 1-888-T36-2543.

To place an order, please contact Baxier's Center for Home Care Sewvices by calling 1-B00-284-4080.
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Geovana Basso, M.D.

Director of Amenicas Medical Affairs
Baxer Healthcare Corporation

COng Bawter Parkway

Deerfisld, lllingis 60015

Baxier, Ambu-Flex and EXTRANEAL are regisiered trademarks of Baxter Intermational Inc.

Attachmenis:
Product Comparison Tables 1 and 2

Baxter
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Table 1. Key differences between Imported and FDA-approved EXTRANEAL for APD therapy

Imported Product from Singapore US FDA Approved Product
Prosduct EXTRANEAL Peritonesl Dialysis Solution with 7.5% EXTRAMEAL [lcodextring Peritoreal Dialysis Saolution
nama lecadeatrin
Latsiod 2000 mL 2000 mL
Contalner Ammbiue-Flex Container | PVC) Ambu-Flex Container [PWE
Type
Eags por & bags 2000 mL: & bags
i 2500 mL: 5 begs
Indications EXTRANEAL i recommended as & onoe daily replacement EXTRAMEAL [(loodextring i indicated for a single daily
for a single Destross exchange as part of a CAPD or exchange for the long (8 1o 16 hour) dwell during
sutomated peritonesl dialysis (APD) regimen for the pantinuous ambulatory peroneasl dialysis (CAPD) or
traatmert of chranic renad failure, particularky for some automated peritoneal dialysis (APD) for the
catesgories of patients who have st ultrafiltration on management of kidney failure in patients reguiring long
Deastrose Solutions, becauss it can exdend Hme on CAPD te=nm kidney replacement therapy. EXTRANEAL is alsa
therapy in such patients. indicabed o improve [comparnsd to 4. 25% dextross)
lang-dwell ultrafiltration and clearance of creatinine and
ures nitrogen in patients with high averags or greastes
rranspan characteristics, & defined using the pemoneal
equilibration best (PET).
Acthe 7.5 g/ 100mL lcodextrin 7.5 g/ 100 mi lcodestrin
Ingrodients | 538 mg/100mL Sadium Chicride, USP E35 mg/ 100 mi Sodfum Chioride, USP*
A48mgy 100mL Sodium Lactate 448 mg/ 100mL Sodivm Lactate®
25.7 mg/ 100mL Calcium Chioride, LEEP 287 mg/100mi Calcium Chilaride, LISP=
5.08 mg/ 100mL Magnesium Chicride, LIEP E.08 mg/200 mi Magnesivm Chiaride, ISP
* pormidered exciphants in US drag registration
Elnctrolan Sodium 132 mmal/L (equivalent 1o 132 mEg/L) Sadium 132 mEg/L
‘Conbent; Calkcium L.75 mmol/L (equivalent ta 3.5 mEq/ Ly Calcium 3.5 mEgyL
P Lo Magnesium 0.25 mmol/L (equivabent to 0.5 mEq/L) Magnesium 0.5 mEgy/L
Chiande 38 mmol/L (equivalent to 98 mEg/L) Chioride 96 mEg/L
Lactate 40 mmol/L {squivalent ta 40 mEg/L) Lactate 40 mEg,/L
pH pH 5.2 (5.0 - £.0) pH 5.0 - D
HC1 / MalH may have been used to sdjust pH HC / MaOH may have been used to adjust pH
Addricnad Osmodarity 284 mOsmol/L Osmalarity (Calo) 282 - 288 mOsmol/L
Infonmaticn
S | Stare below 30°C Saore at 20-25°C (68-T7°F).
Excursions penmified te 15-30"C (50-88*F)
[See USSP Contralked Rocm Tempenstune].
Protest from freezing.
24 mornths 18 months
Diating
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Container
Chosurs

System

Contalner »  One green frangible &t luer-lock connector #»  One blue frangible at luerdock connector
Diffonencos = Blue protective tip connector =  Purple pull ring cap closure
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Table 2. Comparison of Imported and FDA-approved EXTRANEAL (icodextrin) PD Solution
Container Labels

Imported Product from Singapore US FDA approved Product
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FNB4974 2000 mL

(APPROX 80 mL EXCESS)

Baxter

EXTRANEAL Peritoneal Dialysis Solution with 7.5% Icodextrin

EACH 100 mL CONTAINS

75 g ICODEXTRIN 538 mg SODIUM CHLORIDE USP 448 mg SODIUM LACTATE
25.7 mg CALCIUM CHLORIDE USP 5.08 mg MAGNESIUM CHLORIDE USP pH 5.2 (5.0 TO 6.0)
mmol/L SODIUM 132 CALCIUM 1.75 MAGNESIUM 0.25 CHLORIDE 96 LACTATE 40

OSMOLARITY 284 mOsmol/L (CALC)

STERILE NONPYROGENIC STORE BELOW 30°C SEE INSERT

FOR INTRAPERITONEAL ADMINISTRATION ONLY NOT FOR INTRAVENOUS USE

CAUTIONS SQUEEZE AND INSPECT INNER BAG WHICH MAINTAINS PRODUCT STERILITY
DISCARD IF LEAKS ARE FOUND DO NOT USE UNLESS SOLUTION IS CLEAR

DISCARD UNUSED PORTION KEEP OUT OF REACH OF CHILDREN
MANUFACTURED BY AMBU-FLEX CONTAINER PL-146
BAXTER HEALTHCARE SA, SINGAPORE BRANCH SINT1220P MALO6021264AZ
2 WOODLANDS INDUSTRIAL PARK D STREET 2 SINGAPORE 737778 HK-46627 BRU13021011P
(AN AFFILIATE OF BAXTER HEALTHCARE CORPORATION USA) THAI REG. NO. 2C 16/51 (N)

DIRECTION  TO BE USED AS DIRECTED BY PHYSICIAN £ A .
FOR HONG KONG ONLY: PRESCRIPTION DRUG & /3 1) “ﬁFgﬁﬁiﬂﬁg@*@
IMPORTED BY BAXTER HEALTHCARE (THAILAND) CO., LTD., BANGKOK RE: BEREERTER
FOR MALAYSIA ONLY: CONTROLLED MEDICINE. JAUHI DARIPADA KANAK-KANAK

PRODUCT REGISTRATION HOLDER:

BAXTER HEALTHCARE (MALAYSIA) SDN. BHD.,

B-21-3A, THE ASCENT, PARADIGM, 1, JLN 5S7/26A, 47301 PJ SELANGOR, MALAYSIA

"B BZEMBERENR

A EEEFE 023687 5% AERAEM{ER HsR R R FHBRFMBRAT

B RREAE BREAERARMHBIRAR adtmAk#EE 29557 28 48

EXTRANEAL, AMBU-FLEX and PL-146 are trademarks of Baxter International Inc.

FNB4974 2000 mL
(APPROX 80 mL EXCESS)

BaxterLogo

EXTRANEAL Peritoneal Dialysis Solution with 7.5% Icodextrin
EACH 100 mL CONTAINS
7.5 g ICODEXTRIN 538 mg SODIUM CHLORIDE USP 448 mg SODIUM LACTATE

25.7 mg CALCIUM CHLORIDE USP 5.08 mg MAGNESIUM CHLORIDE USP pH 5.2 (5.0 TO

6.0)

mmol/LSODIUM 132 CALCIUM 1.75 MAGNESIUM 0.25 CHLORIDE 96 LACTATE 40
OSMOLARITY284 mOsmol/L (CALC)

STERILE NONPYROGENIC STORE BELOW 30°C SEE INSERT

FOR INTRAPERITONEAL ADMINISTRATION ONLY NOT FOR INTRAVENOUS USE

CAUTIONS SQUEEZE AND INSPECT INNER BAG WHICH MAINTAINS PRODUCT STERILITY

DISCARD IF LEAKS ARE FOUND DO NOT USE UNLESS SOLUTION IS CLEAR
DISCARD UNUSED PORTION KEEP OUT OF REACH OF CHILDREN
MANUFACTURED BY

BAXTER HEALTHCARE SA, SINGAPORE BRANCH

2 WOODLANDS INDUSTRIAL PARK D STREET 2 SINGAPORE 737778



(AN AFFILIATE OF BAXTER HEALTHCARE CORPORATION USA)

DIRECTION TO BE USED AS DIRECTED BY PHYSICIAN

FOR HONG KONG ONLY: PRESCRIPTION DRUG

IMPORTED BY BAXTER HEALTHCARE (THAILAND) CO., LTD., BANGKOK

FOR MALAYSIA ONLY: CONTROLLED MEDICINE. JAUHI DARIPADA KANAK-KANAK
PRODUCT REGISTRATION HOLDER:

BAXTER HEALTHCARE (MALAYSIA) SDN. BHD.,

B-21-3A, THE ASCENT, PARADIGM, 1, JLN SS7/26A, 47301 P} SELANGOR, MALAYSIA

AMBU-FLEXCONTAINER PL-146
SIN11220P MAL06021264AZ
HK-46627 BRU13021011P
THAI REG. NO. 2C 16/51 (N)

EXTRANEAL, AMBU-FLEX and PL-146are trademarks of Baxter International Inc.

3A-00001
FNB4974SG
barcode

7.5% ICODEXTRIN
EXTRANEAL

6 X 2000 ML

MAL 06021264AZ

LOT:
barcode

Barcode
18806466013115

LOT: S24A12345 EXP: 12.12.2024

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: 2NX48Z 0A9G) (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)

Inactive Ingredients

Ingredient Name
WATER (UNIl: 059QF0KOOR)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging

# Rtem Code Package Description Marke;::\tge i
1 (DC09410707 6 in 1 carTON 12/11/2024

1 NDC:0941-0707- 2000 mL in 1 BAG; Type 0: Not a Combination

03 Product

Marketing Information

Application Number or

e Monograph Citation

Unapproved drug for use in drug
shortage

Labeler - saxter Healthcare Corporation (005083209)

Item Code (Source)

12/11/2024

NDC:0941-0707

Basis of
trength
Strength Sk,
7.59
ICODEXTRIN 100 mL
SODIUM 538 mg
CHLORIDE in 100 mL
SODIUM 448 mg
LACTATE in 100 mL
CALCIUM 25.7 mg
CHLORIDE in 100 mL
MAGNESIUM  5.08 mg
CHLORIDE in 100 mL
Strength

Marketing End

Date

Marketing Start Marketing End
Date

Date

Establishment
Name Address ID/FEI Business Operations
Vantive Manufacturing 500464843 analysis(0941-0707) , label(0941-0707) , manufacture(0941-0707) ,

Pte. Ltd. pack(0941-0707) , sterilize(0941-0707)
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