DEXTROSE- dextrose monohydrate injection, solution
Baxter Healthcare Company

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.

70% dextrose injection usp

Health Care Professional Letter



Baxter

Important Prescribing Information

December 18, 2024

Subject: Temporary importation of Sterile Water for Injection and 70% Dextrose Injection from Canada to
address drug shortages

Dear Healthcare Professional,

To prevent a drug shortage of large volume parenteral fluld drug products, Baxter Healthcare Corporation (Baxter)
is coordinating with the U.S. Food and Drug Administration (FDA) to tempaorarily import Sterile Water for Injection
USP 1,000 mL Pharmacy Bulk Package and 70% Dextrose Injection USP 3,000 mL Pharmacy Bulk Package fram
Baxter's manufacturing facility in Alliston, Canada. FDA has not approved these products manufactured by Baxter's
Alliston Facility.

You may be provided with additional letters for other imported products you receive. Please read each letter in
its entirety because each letter may contain different product-specific information.

AL this time, no other entity except Baxter is authorized by the FDA to import or distribute these products in the
United States.

Effective immediately, and during this temporary period, Baxter will offer the following imported products:

Product nd deseription Siz Product code P s ST
name a [

Carton of a single bag
Sterile Water for Injection USP 1,000 mL JBO304 12 0338-9782-01
70% Dextrose Injection USP 3,000 mL 180297 4 0338-9789-01

It is important to note the following:

» After opening the carton or box, the bags should be inspected visually to confirm there is no visible
particulate matter or bag defects, such as leaks. Container integrity is imperative to ensure sterility of
products listed in the table above. Parenteral drug products should be inspected visually for particulate
matter and bag defects prior to administration, whenever solution or container permits.

USE A NEW BAG IF PARTICULATES ARE VISIBLE OR IF THE IV BAG CONTAINS A LEAK.

+ The imported products are not intended for direct patient administration. When compounding with the
imported products, check for compatibility of all additives and stability of the resulting preparation.
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« The imported products’ port system is fully compatible with Baxter inlets and sets marketed in the United
States. Mote that the imported product, Sterile Water for Injection USP, has an additive port as well as an
outlet port, while the FDA-approved product only contains the outlet port. The imported product, 70%
Dextrose Injection USP, has two outlet ports, one short and one long. We recommend connecting the inlet
or set to the longer outlet port, although either ports can be used. The FDA-approved product only has
one outlet port.

* The barcode on the imported product labels may not register accurately in U.S. scanning systems. The
imported products do not have a linear barcode on the bag, rather they have a 2D barcode that contains
the product Global Trade Identification Number (GTIN). Institutions should manually input the products into
their systems to ensure that barcode systems do not provide incorrect information when a preduct is scanned.
Alternative procedures should be followed to ensure that the correct drug product is being used in all
systems and processes and administered to individual patients.

+  Sterile Water for Injection USP and 70% Dextrose Injection USP are avallable only by prescription in the U5
However, the imported products do not have the statement “Rx anly” on the labeling.

Additional key differences in the labeling between the FDA-approved products and the imported products are
stated in the product comparison tables at the end of this letter as follows:

Table 1 Key differences between FDA-approved and imported Sterile Water for Injection USP
Table 2 Label images of FDA-approved and imported Sterile Water for Injection USP

Table 3 Key differences between FDA-approved and imported 70% Dextrose Injection USP
Table 4 Label images of FDA-approved and imported 70% Dextrose Injection USP

Reporting Adverse Events or Product Quality 1ssues

To report adverse events associated with these imported products, please call Baxter at 1-866-888-2472, or fax:
1-800-759-1801. Adverse events or quality problems experienced with the use of these imported products 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 www.fda.gov/MedWatch/getforms.him or call 1-800-332-1088 to
request a reporting form, then complete and return to the address on the pre-addressed form, or
submit by fax to 1-800-FDA-0178 (1-800-332-0178).

To report product quality issues assoclated with these imported products, please contact Baxter Product
Survelllance through Baxter Product Feedback Portal (https://productfeedback. baxter.com).
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Reporting Adverse Events or Product Quality Issues

To report adverse events associated with these imported products, please call Baxter
at 1-866-888-2472, or fax: 1-800-759-1801. Adverse events or quality problems
experienced with the use of these imported products may also be reported to the FDA’s
MedW atch Adverse Event Reporting program either online, or by regular mail or by fax:

 Complete and submit the report Online: https://www.fda.gov/safety/medwatch-
fda-safety-information-and-adverse-event-reporting-program



* Regular mail or Fax: Download form https://www.fda.gov/safety/medwatch-fda-
safety-information-and-adverse-event-reporting-program or call 1-800-332-1088 to
request a reporting form, then complete and return to the address on the pre-
addressed form, or submit by fax to 1-800-FDA-0178 (1-800-332-0178).

To report product quality issues associated with these imported products, please
contact Baxter Product Surveilance through Baxter Product Feedback Portal
https://productfeedback.baxter.com/



Please refer to the FDA-approved prescribing information for each drug product listed below:
+« Sterile Water for Injection USP (click here)

s  70% Dextrose Injection USP (dick here)

If you have any guestions about the information contained in this letter or the use of the imported products,
please contact Baxter's Medical Information Service at 1-200-933-0303.

To place an order, please contact Baxter's Center for Service by calling 1-888-225-0001.

Sincerely,

Blactronically signad by: Lee Ann

Schusite
Lo Anr ;m:\a:m | approve this documant

Dale: Daz 18, 2024 15:42 C8T

Lee Ann Schuette
Vice President, Global and US Marketing IV solutions, Clinical Mutrition, Pharmacy Tools
Baxter Healthcare Corporation

Baxter and Viaflex are trademarks of Baxter international Inc.
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Please refer to the FDA-approved prescribing information for each drug
product listed below:

» Sterile Water for Injection USP (click
https://www.accessdata.fda.gov/drugsatfda_docs/label/2016/018632s051Ibl.pdf)

* 70% Dextrose Injection USP (click
https://www.accessdata.fda.gov/drugsatfda_docs/label/2019/020047s021Ibl.pdf)



Table 1

Product Comparison Table

Key differences between FDA-approved and imported Sterile Water for Injection USP

FDA-approved product

Imported product from Canada

Product name

Sterile Water for Injection USP

Sterile Water for Injection USP

Label Volume 1,000 mL; 2,000 mL; 3,000 mL; 5,000 mL 1,000 mL
Language(s) of :
the labsls English English and French
Indicstioié Sterile Water for Injection is indicated in the aseptic preparation of Sterile Water for Injection is indicated in the aseptic preparation of
parenteral admixtures. parenteral admixtures.
Active ’ .
i lents Sterile Water Injection USP Sterile Water Injection USP
Additional pH is 5.5 (5.0 to 7.0) pH s 5.5 (5.0 ta 7.0)
information Osmolarity 0 mOsmol/L (calc) Osmolarity 0 mOsmol/L [calc)
Storage 2 ¥ o . a o
conlions Store at room temperature 25°C/77°F. Protect from freezing. Store at 15°C/59°F ta 25°Cf77°F.

Container type

VIAFLEX [PVC)

VIAFLEX (PVC)

Port closures

Outlet port only with pull off port protector (blue color)

e

Additive port and outlet port with pull off port protector (blue
color)
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Table 2 Label images of FDA-approved and imported Sterile Water for Injection USP

FDA-approved product

Imported product from Canada

Sterile Water for Injection USP

Sterile Water for Injection USP

Label Color: Red and Black. Barcode not shown.

Label Color: Red (fully). White 2D Barcode not shown.

LoT Exp

wl
RO 2180013 78 o paEn]

8

Sterile Water
For Injection USP

Pharmacy Bulk Package
Not For Direct Infusion

[
g

Rx Daly

B AHTIEECRIOIAL DR OTHER SUBSTAMCE HAS BEEN ADDED
PHES[EITO70) DSMCLARITY & mOumail, [CALT)
STERLE HOMPYROGENIC

CONTARS NO MORE THAN 25 pgil. OF ALUNSLIM
ADDTIVES KAY BE NCOMPATIBLE WITH THE FLLID

DOSAGE  ADMIX FOR INTRAVERGUS ADMINGS TRATION

CAUTIONS SOUEEZE ARD MEPECT INNER BAG WINCH o
MAINTANE PRODUCT STERILITY  DISCARD IF LEAXS. 1500
ARE FOUND D0 MOT USE UMLESS SDUUTION I8

CLEAR AND SEAL 15 MTACT

STORE LINT N MOISTURE BARRER OVERWRAF

AT AOOH TEMPERATURE (Z3°C/77OF) UNTIL READY

TOUSE AVOHD EXCESSIVE HEAT  BEE INSERT

VIAFLEX CONTASER PL 148 PLASTIC 1000

Baxter

S ——
T e e
IR T oeth e
i

ATTER 1 AND SLAFLET R8T TRADEMARED OF ANTEN ASDSATSAL B

JB0304 1000 mL DN 02014882
Sterile WATER for
Injection USP
EAU stérile pour
injection USP

Sterile WATER / EAU stérile

Mot for Direct Infusion H20

Ne pas utiliser pour perfuser direclement
PHARMALCY BULK PACKAGE | CONDITIONNEMENT EN
VRAC POUR LA PHARMACIE
SINGLE PUNCTURE  MULTIPLE DISPENSING | PERFORATION
UM GUE, DMISPENSATIGN MULTIPLE
IS CARD UNUSED PORTION /| JETER TOUTE PARTIE INUTILISEE
APPRIOX mOumoll 0 APPROX pH 55
MO ANTINICPCENAL AOENT 0N OTWER S0 NCIL HAG DER™Y ADDET

VIAFLER &

Baxter @

Mississauga DN L5N 0C2 1724

1
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Table 3

Key differences between FDA-approved and imported 70% Dextrose Injection USP

FDA-approved product

Imported product from Canada

Product name

70% Dextrose Injection USP

70% Dextrose Injection USP

Label Volume 2,000 mL 3,000 mlL
Language(s) of 7 ;
the labels English English and French

Indications

Dextrose Injection is indicated as a source of calories when mixed
with amino acids or other compatible intravenous fluids for patients
requiring parenteral nutrition when oral or enteral nutrition is not
possible, insufficient, or contraindicated.

Dextrose Injection is indicated as a fluid and nutrient replacement.

Acti
e Each 1,000 mL contains 700 g Dextrose Hydrous USP Each 1,000 mL contains 700 g Dextrose Hydrous USP

ingredients
Total content
of active
b R 1,400 g of dextrose per bag 2,100 g of dextrose per bag
product
Additional pH is 4.0(3.2 10 6.5) pH is 4.0 (3.2 to 6.5)
information Osmolarity 3,530 mOsmol/L [calc) Osmolarity 3,530 mOsmol/L [calc)
Storage .

St t t ture 25°C/77°F. Protect fi fi i St t 15°C/S9°F to 25°C/7T°F.
S ore at room temperature 25°C/ ratect from freezing ore a f) o/

Container type

VIAFLEX (PVC)

VIAFLEX [PVC)

Port closures

1 outlet port only with pull off port protector (blue color)

"

2 outlet ports with pull off port protectors (blue color)
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Table 4

Label images of FDA-approved and imported 70% Dextrose Injection USP

FDA-approved product

Imported product from Canada

70% Dextrose Injection USP

70% Dextrose Injection USP

Label Color: Blue [fully). Barcode not shown.

LoT

A¥DID EXOESSIVE MEAT

BLITHR SBALT RS E SORPOAS TS

Er
280296 2000 mL
MO 333071 3406 [ iR B e
DEXTROSE e
Injection

USP 50

1400
Pharmacy Bulk Package
Not For Direct Infusion R
Must Be Diluted

OF ALLIMILIN
O 0 AR 5 RORUAL

600
R OVENNRAP AT
TiL RELSE TO LrSE
FROM FRECZI
TIAFLEX comTamn PL A4 PLASTIC
200

SHTT-CA-DHCP-2024 10-01, Rey 01

PACKAGE/LABEL PRINCIPAL

DISPLAY PANEL

Label Color: Black

JBO297 3000 mL DIN 02014874
70% Dextrose Injection USP
Dextrose a 70% USP, Injectable

(DEXTROSE|70% )

Pharmacy Use Only | Dilute

Before Infusing

'z Pour Usage Par La Pharma-

- gie Seulement | Diluer Avant
La Perfusion

L

Pi
imissmasscess Mot for Direct Infusion |
Me pas utiliser pour perfuser directement
HYPERTOMNIC | HYPERTONIGUE
CONTANS: NO MOFE THAN 25 L OF ALUMINUN |
ME CONTIENT PAS PLLIS DE & eyl DAL LN
APPRON mOsmoll-3530 APPROX pH 4.0
INTRAVENDUS FUUID AND HUTRIENT REPLENISHMENT /
RECHARGE LIDUIDNENNE ET MUTRIMENT PAR
IHIECTION INTRAVEIRELISE
PEA 100 mL DEXTRAGSE HYDROUS USE - 70 g/ WATER
FOR INJECTION UEF g5
PAR 100 L DEXTROSE HYDRATE ISP - TO g/ EAL
POUR INJECTION USF gs
COLOUR VARIATION FROM LIGHT YELLOW TO AMBER 13
MOAMAL AMD DDES MOT ALTER EFFICACY 7 IL EST NOR:
MAL QUE LA COULEUR VARIE DUN JAUNE PALE A UN
JAUME AMBRE ET CELA MAFFECTE PAS LEFFICACITE
AFFIX ACCOMPANYING LABEL FOR DATE AND TIE OF
ENTRY { APPCSER UME ETICUETTE ET INSCRIRE LA
DATE ET LHELURE D FRELEVEMENT INITIAL | DIECARD
UMUIEED CONTENTS WITHIN £ HOURS OF INITIAL ENTAY
{ JETERA LE CONTENANT 4 HEURES APRES LE PAEMIER
PRELEVEMENT
CAUTIONS SOUEEZE AND INSPECT BAG ( SEE IREC-
THONES FOR USE/ STORE AT 15°C T 25°C
ATTENTIONS PRESSER ET INSPECTER LE SAC /vDIR
MODE DEMPLON | SARDER ENTRE 15°C ET 280

HOMFYROGEMIC | STEFILE | AFYROGERE | STEALE
PRESCABING IMFOAMETION AGULABLE DN REQUEST | IhFDFN
IO POECHOGIOLE DESPOMBLE SUA DERANDE

DAL 84T

Baxter ian
Pdisses sauga LEN BC2 TR0

2700

2400

1500

ey
=
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JB0297 3000 mL DIN 02014874 2700
70% Dextrose Injection USP

Dextrose a 70% USP, Injectable
(DEXTROSE|70% ) 2
g Pharmacy Use ]

- Pour Usage Par La Pharma- 2100
. cie Seulement / Diluer Avant =
La Perfusion

onooscsoscooosss MOt for Direct Infusion /

Ne pas utiliser pour perfuser directement 1800
HYPERTONIC | HYPERTONIQUE

CONTAINS NO MORE THAN 25 pg/'L. OF ALUMINUM /

NE CONTIENT PAS PLUS DE 25 pg/L DALUMINIUM
APPROX mOsmol/L - 3530 APPROX pH 4.0
INTRAVENOUS FLUID AND NUTRIENT REPLENISHMENT /
RECHARGE LIQUIDIENNE ET NUTRIMENT PAR
INJECTION INTRAVEINEUSE

PER 100 mL DEXTROSE HYDROUS USP - 70 g / WATER
FOR INJECTION USP gs

PAR 100 mL DEXTROSE HYDRATE USP - 70 g/ EAU 1200
POUR INJECTION USP gs —
COLOUR VARIATION FROM LIGHT YELLOW TO AMBER IS
NORMAL AND DOES NOT ALTER EFFICACY / IL EST NOR-
MAL QUE LA COULEUR VARIE D'UN JAUNE PALE A UN
JAUNE AMBRE ET CELA NAFFECTE PAS LEFFICACITE
AFFIX ACCOMPANYING LABEL FOR DATE AND TIME OF
ENTRY / APPOSER UNE ETIQUETTE ET INSCRIRE LA
DATE ET UHEURE DU PRELEVEMENT INITIAL / DISCARD
UNUSED CONTENTS WITHIN 4 HOURS OF INITIAL ENTRY
/ JETER LE CONTENANT 4 HEURES APRES LE PREMIER
PRELEVEMENT

CAUTIONS SQUEEZE AND INSPECT BAG / SEE DIREC-
TIONS FOR USE / STORE AT 15°C TO 25°C

ATTENTIONS PRESSER ET INSPECTER LE SAC / VOIR
MODE D'EMPLOI /| GARDER ENTRE 15*C ET 25°C

&

VIAFLEX PVC CONTAINER/CONTENANT DE PVC 300

BAXTER AND VIAFLEX ARE TRADEMARKS OF BAXTER INTERNATIONAL INC e
BAXTER ET VIAFLEX SONT DES MARQUES DE COMMERCE DE BAXTER
INTERNATIONAL INC

Baxter (709) @

Mississauga ON L5N 0C2 70-20-462



JB-OQ-Q? 4 - 3000 mi. units

Storeat 15°C 1025°C

=

70% Dextrose Injection USP

Lot WWWIWWWWWW exp: 2093 99

S

{ Pharmacy Sulki

(01)20809080000658

Container Label

JB0297 3000 mL DIN 02014874
70% Dextrose Injection USP
Dextrose a 70% USP, Injectable

DEXTROSE 70%

2D Barcode
(01)00809080000654

Pharmacy Use Only / Dilute

Before Infusing

Pour Usage Par La Pharma-

cie Seulement / Diluer Avant

La Perfusion

Not for Direct Infusion /

Ne pa utilier pour perfuser directement

HYPERTONIC / HYPERTONIQUE

CONTAINS NO MORE THAN 25 g/l OF ALUMINUM /
NE CONTENT PAS PLUS DE 25 g/l D’ALUMINIUM

APPROX mOsmol/L - 3530 APPROX pH 4.0

INTRAVENOUS FLUID AND NUTRIENT REPLENISHMENT /
RECHARGE LIQUIDIENNE ET NUTRIMENT PAR
INJECTION INTRAVEINEUSE



PER 100 mL DEXTROSE HYDROUS USP - 70 g / WATER
FOR INJECTION USP gs

PAR 100 mL DEXTROSE HYDRATE USP - 70 g / EAU
POUR INJETION USP gs

COLOUR VARIATION FROM LIGHT YELLOW TO AMBER IS
NORMAL AND DOES NOT ALTER EFFICACY / IL EST NOR-
MAL QUE LA COULEUR VARIE D'UN JAUNE PALE A UN
JAUNE AMBRE ET CELA N'AFFECTE PAS L'EFFICACITE

AFFIX ACCOMPANYING LABEL FOR DATE AND TIME OF
ENTRY / APPOSER UNE ETIQUETTE ET INSCRIRE LA
DATE ET L'HEURE DU PRELEVEMENT INITIAL / DISCARD
UNUSED CONTENTS WITHIN 4 HOURS OF INITIAL ENTRY
/ JETER LE CONTENANT 4 HEURES APRES LE PREMIER
PRELEVEMENT

CAUTIONS SQUEEZE AND INSPECT BAG / SEE DIREC-
TIONS FOR USE / STORE AT 15°C TO 25°C
ATTENTIONS PRESSER ET INSPECTER LE SAC /VOIR
MODE D'EMPLOI / GARDER ENTIRE 15°C ET 25°C

NONPYROGENIC / STERILE / APYROGENE / STERILE
PRESCRIBING INFORMATION AVAILABLE ON REQUEST / INFORMA-
TION POSOLOGIQUE DISPONIBLE SUR DEMANDE

VIAFLEX PVC CONTAINER/CONTENANT DE PVC

BAXTER AND VIAFLEX ARE TRADEMARKS OF BAXTER INTERNATIONAL INC
BAXTER ET VIAFLEX SONT DE MARQUES DE COMMERCE DE BAXTER
INTERNATIONAL INC

Baxter Logo
BAXTER CORPORATION
Mississauga ON L5N 0C2

70%

No Latex Label
88-70-20-462

2100
1800
5
2
0

(=
(=]
o

=
o
o

O
o

(=)
o

W
o

]B-02-97
4 - 3000 mL units
Store at 15°C to 25°C



70% Dextrose Injection USP
LottWWWWWWWWW EXP: 2099 99

2D Barcode
(01)20809080000658

Pharmacy Bulk

DEXTROSE

dextrose monohydrate injection, solution

Product Information
Product Type HUMAN PRESCRIPTION DRUG

Route of Administration INTRAVENOUS

Active Ingredient/Active Moiety

Ingredient Name

DEXTROSE MONOHYDRATE (UNII: LX22YL083G) (ANHYDROUS DEXTROSE -
UNII:5SLOG7R00OK)

Inactive Ingredients

Ingredient Name
WATER (UNIl: 059QFOKOOR)

Item Code (Source)

NDC:0338-9789

Basis of

Strength Strength
DEXTROSE 70 g
MONOHYDRATE in 100 mL

Strength

Packaging
# Item Code Package Description I TG R IR IEAE) Ehe
Date Date
1 B'EC:0338'9789' 4 in 1 CARTON 10/18/2024
1 NDC:0338-9789- 3000 mL in 1 BAG; Type 0: Not a Combination
01 Product

Marketing Information

Application Number or

PR ) (S ey Monograph Citation

Unapproved drug for use in drug
shortage

Labeler - Baxter Healthcare Company (005083209)

Establishment

Name Address ID/FEI

Marketing Start Marketing End
Date Date

10/18/2024

Business Operations



Baxter 205087968 ANALYSIS(0338-9789) , LABEL(0338-9789) , MANUFACTURE(0338-9789) ,
Corporation STERILIZE(0338-9789) , PACK(0338-9789)

Revised: 12/2024 Baxter Healthcare Company
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