LACTATED RINGERS- sodium chloride, potassium chloride, sodium lactate and
calcium 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.

SODIUM LACTATE RINGER’S INJECTION

HEALTH CARE PROFESSIONAL LETTER



Baxter

Important Prescribing Information

December 3, 2024

Subject: Temporary importation of Sodium Lactate Ringer's Injection from Shanghai, China, labeled in
Chinese, to address drug shortages

Dear Healthcare Profeszional,

To prevent a drug shortage of large volume parenteral fluid drug products, Baxter Healtheare Corporation (Baxter)
is coordinating with the U.5. Food and Drug Administration (FDA) to temporarily import Sodium Lactate Ringer's
Injection (500 mL) from Baxter’s manufacturing facility in Shanghai, China. FDA has not approved this product
manufactured by Baxter’s Shanghai 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.

At this time, no other entity except Baxter is authorized by the FDA to import or distribute this imported product
in the United States.

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

e ; Bags per
Product name and description Size Product code Hlapieit of a single bag

Sodium Lactate Ringer's Injection 500 mL ABE2323 24 0338-9832-01

It is important to note the following:

* The imported Sodium Lactate Ringer's Injection is identical in composition to the US preduct Lactated
Ringer’s Injection.

+ 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
product 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 VISIBELE OR IF THE IV BAG CONTAINS A LEAK.

# The imported product has primary container label written in Chinese. The primary container label contains
the active pharmaceutical ingredient, concentration, volume, and product code in English.
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* The imported product’s administration port system is fully compatible with Baxter sets marketed in the
United States.

# The imported product uses a carton box that is taped closed. To avoid damage to the solution container,
take care not to use sharp instruments to open the carton.

# Theimported product does not contain barcode on the unit label. Institutions should manually input the
product into their systems and take appropriate precautions to ensure accurate product identification in
processes and workflows. Alternative procedures should be followed to ensure that the correct drug
product and concentration is being used in all systems and processes and administered to individual
patients.

s Lactated Ringer's Injection, USP is available only by prescription in the United States. However, the imported
product does not have the statement “Rx only” on the labeling.

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

Table 1. Key differences between FDA-approved Lactated Ringer's Injection, USP and imported Sodium
Lactate Ringer's Injection
Table 2. Label images of FDA-approved Lactated Ringer’s Injection, USP and imported Sodium Lactate

Ringer's Injection

Please refer to the FDA approved package insert for the full prescribing information of the drug product as
follows:

s lactated Ringer’s Injection, USP (click here)

Reporting Adverse Events or Product Quality Issues

To report adverse events associated with this imported product, please call Baxter at 1-866-888-2472, or fax: 1-
800-759-1801. Adverse events or quality problems experienced with the use of this imported product may also
be reported to the FDA's MedWatch Adverse Event Reporting program either anline, by regular mail ar 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.htm 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 this imported product, please contact Baxter Product
Surveillance through Baxter Product Feedback Portal [https://productfeedback.baxter.com/).
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Please refer to the FDA approved package insert for the full prescribing
information of the drug product as

follows:

 Lactated Ringer’s Injection, USP (click



https://dailymed.nim.nih.gov/dailymed/druginfo.cfm?setid=dad7735c-709b-40ea-ab7a-
15577e242966)

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 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/MedW atch/getforms.htm 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

Surveillance through Baxter - Product Feedback Portal
(https://productfeedback.baxter.com/).



If you have any questions about the information contained in this letter or the use of the imported product,
please contact Baxter's Medical Information Service at 1-800-933-0303.

To place an order, please contact Baxter's Center for Service by calling 1-888-229-0001.

Sincerely,
. me farda Sovians
Dade: Davc 3, 2024 0341 EST

Cecilia Soriano
President, Infusion Therapies & Technologies
Baxter Healthcare Corporation

Baxter and Viaflex are trademarks of Baxter International Inc.

Attachments:

Product Comparison Tables 1 and 2
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Product Comparison Tables

Table 1. Key differences between FDA-approved Lactated Ringer’s Injection, USP and imported Sodium Lactate Ringer's Injection
FDA-approved product Imported product from Shanghai, China
282323 ABE2323
Product name Lactated Ringer’s Injection, USP Sodium Lactate Ringer's Injection
Label volume 500 mL 500 mL
Lenpg o The English Chinese

Labels

Indications Lactated Ringer’s Injection, USP is indicated as a source of water Itis ir?[_ﬁc?tEd_ forl regula.ting body fiuid, Elec'trnlvte,_and .al:id.—hase

and electrolytes or as an alkalinizing agent equilibrium; this St'.i-ll.ltlﬂn is als_o used far rhetalljnlufamdcms ar
dehydration cases with metabolic acidosis.
Active Each 100mil contains 310mg Sodium Lactate, 600mg Sodium Each 100mL contains 310mg Sodium Lactate, 600mg sodium
ingredients Chloride, 30mg Potassium Chloride and 20mg Calcium Chloride chloride, 30mg Potassium Chloride and 20mg Calcium Chloride
Dihydrate, USP Dihydrate, ChP

Additional pH: 6.0t 7.5 pH:6.0t0 755

information Osmolarity 273 mOsm/L (calc) Osmolarity 273 mOsm/L [calc)

Stocege Store at room temperature 25°C/77°F. Store at room temperature 10°C/50°F. to 30°C/86°F.

conditions

Container type

VIAFLEX (PVC)

AVIVA (non-PVC)

Medication and
Administration
port closures

Contains medication port and administration port; Pull off port

protector (blue color), riiht side

4

Contains medication port and administration port; Pull off port
protector (yellow color), left side
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Table 2.

Label images of FDA-approved Lactated Ringer’s Injection, USP and imported Sodium Lactate Ringer's Injection

FDA-approved product
282323

Imported product from Shanghai, China
ABE2323

Lactated Ringer's Injection, USP

Sodium Lactate Ringer’s Injection

Label

Color: Black. Barcode not shown (white).

Label Color: Black. (No barcode)

LOT

Baxter

DesrrieLe 1L G0O0IS LISA
Mace n USA

EXP

282323
NDC 0338-0117-03

Lactated Ringer’s
Injection USP

500 mL

Eacw 100 mL conrams 600 mg Sooium Chorine USP
310 mg Soowm LacTtate 30 mg PoTasswm CHLORIDE
USSP 20 mg Caccum Gruoripe USSP pH 6.5 (6.0 1o 7.5)
mEg/L Soowwm 130 Potassiwm 4  Caccium 2.7
CHiomioe 109 Lactate 28 Osmowsrimy 273 mOsmolL
(cac) SteriE MNOWPYROGEMIC SINGLE DOSE CONTAINER
NoT FoR USE 1N THE TREATMENT OF LACTIC ACIDOSIS
ADDITIVES MAY BE INCOMPATIELE  CONSULT WITH PHARMACIST
IF AVAILABLE WHEN INTRODUGING ADDITIVES WSE ASEP
TecHnicuE  Mix Torouskly Do woT sToRe Dosace
INTRAVENOUSLY AS DIRECTED BY A PHYSICIAN  SEE DIRECTIONS
Caumons SoUEEZE AND INEFECT INNER BAG WHICH MAINTAING
PRODUCT STERILITY  DISCARD IF LEAKS ARE FOUND  MusT NoT
BE USED IN SERIES CONNECTIONS Do KOT ADMINISTER
SIMULTAMEDUSLY WiTH BLoon Do moT usE uNLESS souuTion
i5 CLEAR  Rx OWLY STORE UNIT IM MOISTURE BARRIER
COVERWRAF AT ROOM TEMPERATURE (259C/7T9F) unmL READY
T0 USE  AVOID EXCESSIVE HEAT SEE mseRT

VIAFLEX contamer  PL 146 puaamc

BAXTER VIAFLEX aso PL 146 are TRADEMARES OF
BasTeR INTERMATIONAL b

For pRopucT srcamaTion 1-800-933-0303

Baxten HEaLTHeaRE CoRPORATION
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English translation

200

400

300

Baxter® ABE2323

SODIUM LACTATE RINGER'S
INJECTION

500ml

[Svengin] S00mi  Each S00mI conlains 1.55g Sodium Lactale,
3.00g Sodium Chioride. 0,159 Polassium Chicride, and 0.10g
Calcium Chionde Diryvorate

[Descriphon] Thes product & a clear, ooloriess bgud

|Dosage and Administration] Infravencus dip  See he package
insert for delaiis

For details of [Indacations), [Adverse Reactions],
[Contrandications], and [Pracautions], pleass ratsr o the
package insert

[Sharage] Stare i overarap

Thi solation should be chear and should be wsed

up af cne fime

Inspect the inner bag Dy squeezing I and discard

SHLTIN IT EAKIPE DCours

License Mumber H19983144

[Drug Markeling Autharization Holder] [Manufactunes]
L Baxier Healthcare (Shanghal) Co. Lk
Adress No 388

Tingrhu Road, Jinshan Disirict, Shangha

Lot
MFG
EXP
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SODIUM LACTATE RINGER'S INJECTION
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Baxter Logo Trademark
A6E2323

SODIUM LACTATE RINGER’S
INJECTION

100
200
300
400

500ml

[Strength] 500ml

Each 500ml contains 1.55g Sodium Lactate,

3.00g Sodium Chloride, 0.15g Potassium Chloride, and 0.10g
Calcium Chloride Dihydrate

[Description] This product is a clear, colorless liquid



[Dosage and Administration] Intravenous drip See the package
insert for details

For details of [Indications], [Adverse Reactions],
[Contraindications], and [Precautions], please refer to the
package insert

[Storage] Store in overwrap

The solution should be clear and should be used

up at one time

Inspect the inner bag by squeezing it and discard
solution if leakage occurs

License Number: H19983144

[Drug Marketing Authorization Holder] [Manufacturer]
Name: Baxter Healthcare (Shanghai) Co., Ltd.
Address: No. 388, Tingzhu Road, Jinshan District, Shanghai

LOT
MFG
EXP

LACTATED RINGERS

sodium chloride, potassium chloride, sodium lactate and calcium chloride injection, solution

Product Information
Product Type HUMAN PRESCRIPTION DRUG

Route of Administration INTRAVENOUS

Active Ingredient/Active Moiety

Ingredient Name

Item Code (Source)

SODIUM CHLORIDE (UNII: 451W471Q8X) (SODIUM CATION - UNII:LYR4AMONH37, CHLORIDE SODIUM

ION - UNI:Q32ZN48698)

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

POTASSIUM CHLORIDE (UNIl: 660YQ98110) (POTASSIUM CATION - UNII:295053K152,
CHLORIDE ION - UNII:Q32ZN48698)

CALCIUM CHLORIDE (UNII: M410D6VV5M) (CHLORIDE ION - UNII:Q32ZN48698)

Inactive Ingredients

Ingredient Name
WATER (UNIl: 059QF0KOO0R)

Packaging

# Item Code Package Description

Date

A~ ANAA AAAA

Marketing Start

NDC:0338-9832

Basis of
trength
Strength S
600 mg
CHLORIDE in 100 mL
SODIUM 310 mg
LACTATE in 100 mL
POTASSIUM 30 mg
CHLORIDE in 100 mL
CALCIUM 20 mg
CHLORIDE in 100 mL
Strength

Marketing End
Date



1 NULIU350-9834- 5,00 1 CARTON 12/03/2024

24
1 NDC:0338-9832- 500 mL in 1 BAG; Type 0: Not a Combination
01 Product

Marketing Information

. Application Number or Marketing Start Marketing End
LI, SRR Monograph Citation Date Date
Unapproved drug for use in drug 12/03/2024

shortage

Labeler - Baxter Healthcare Corporation (005083209)

Establishment
Name Address ID/FEI Business Operations
Baxter Healthcare 527191860 ANALYSIS(0338-9832) , LABEL(0338-9832) , MANUFACTURE(0338-9832)
, PACK(0338-9832) , STERILIZE(0338-9832)

(Shanghai) Co. Ltd.

Revised: 12/2024 Baxter Healthcare Corporation
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