GLUCOSE AND SODIUM CHLORIDE- dextrose anhydrous and sodium
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.

5% GLUCOSE/0.9% SODIUM CHLORIDE INJECTION

HEALTH CARE PROFESSIONAL LETTER

Baxter

Important Prescribing Information

lanuary 24, 2025

Subject: Temporary importation of 0.9% Sedium Chloride Injection, 5% and 10% Glucose Injection, and 5%
Glucose/0.9% Sodium Chloride Injection from Shanghai, China, labeled in English to address drug shortages

Dear Healthcare Professional,

To prevent a drug shortage of large velume parenteral fluid drug products, Baxter Healthcare Corporation (Baxter) is
coordinating with the U.S. Food and Drug Administration (FDA) to temporarily import 0.9% Sadium Chleride Injection
(250 mL and 1,000 mL), 5% Glucose Injection (250 mL and 1,000 mL), 10% Glucose Injection (250 mL), and 5%
Glucose/0.9% Sodium Chloride Injection (1,000 mL) from Baxter’s manufacturing facility in Shamghai, China. FDA has
not approved these products manufactured by Baxter's Shanghal 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 these products in the
United States.

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

Product name and description Size Product code |Bags per carton of:I:icngored:ag
250 mL ABC1322US 40 0338-9791-01
ey B R b s00mL | A6C1323US 24 0338-9808-01
1,000 mL ABC1324U5 12 0338-9793-01
250 miL ABCO062US 40 0338-9795-01

5% Glucose Injection
1,000 mL ABCO064US 12 0338-9801-01
10% Glucose Injection 250 miL ABCO162US 40 0338-9797-01
5% Glucose/0.9% Sodium Chloride Injection | 1,000 mL ABC1064US 12 0338-9799-01

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.
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« The imported products’ administration port system is fully compatible with Baxter sets marketed in the United

States.

# The products listed in the table above contaln black barcodes (versus the white barcode on the approved
product) and the barcode has been placed in a different position. The barcode on the imported product is
encoded with the National Drug Code (NDC) that is specific to the imported product. However, the barcodes may
not register accurately in the U.S. scanning systems. Institutions should manually input the product into their
systems to ensure that barcode systems do not provide incorrect information when the product 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.

« CORRECTION: The 250 mL product is NOT compatible for admixing with Baxter’s Vial Mate adapter because
the Vial-Mate adapter can introduce particles into the admixture.

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

+ Dextrose, USP Is a hydrated form of glucose. The imported glucose product Is an anhydrous form of glucose.
Therefore on an energy content per ml basis,

5% Glucose/0.9% Sodium Chloride Injection (0.20 keal/ml) is NOT equivalent to 5% Dextrose,/0.9%

o
Sodium Chloride Injection USP [0.17 keal fmL),
o 5% Glucose Injection (0.20 keal/mL) is NOT equivalent to 5% Dextrase Injection USP (0.17 keal/mL),
o 10% Glucose Injection (0.40 keal/mL) is NOT equivalent to 10% Dextrose Injection USP (0.34 keal/mL).
# The imported glucose containing products are NOT directly interch ble with d containil

injections USP. Protacols, order entry, and compounding systems will need to be adjusted.

# 0.9% Sodium Chloride Injection USP, 5% Dextrose Injection USP, 10% Dextrose Injection USP, and
5% Dextrose,/0.9% Sodium Chloride Injection USP are available only by prescription in the U.S. However, the
imported products do not have the statement “Rx only™ 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
Table 2
Table 3
Table 4
Table 5
Table &
Table 7

Key differences between FDA-approved and imported 0.9% Sodium Chloride Injection USP

Label images of FDA-approved and imported 0.9% Sodium Chloride Injection USP

Key differences between FDA-approved 5% Dextrose Injection USP and imported 5% Glucose Injection
Label images of FDA-approved 5% Dextrose Injection USP and imported 5% Glucose Injection

Key differences between FDA-approved 5% Dextrose Injection USP and Imported 5% Glucose Injection
Label images of FDA-approved 10% Dextrose Injection USP and imported 10% Glucose Injection

Key differences between FDA-approved 5% Dextrose/0.9% Sodium Chloride Injection USP and imported

5% Glucose/0.9% Sodium Chloride Injection

Table 8

Label images of FDA-approved 5% Dextrose/0.9% Sodium Chloride Injection USP and imported 5%

Glucose/0.9% Sodium Chloride Injection
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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-
B00-758-1801. 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 mall or by fax:

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

+ Regular mail or Fax: Download form www .fdagov/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.

To report product quality issues associated with these imported products, please contact Baxter Product Survelllance

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

Please also refer to the local prescribing information of the imported product, translated into English, available for:

» 0.9% Sodium Chloride Injection (click hera)

# 5% Glucose Injection (dick here)

# 10% Glucose Injection (click here)

s 5% Glucose/0.9% Sodium Chloride Injection (click here)

Please refer to the FDA-approved prescribing information for each drug product listed below:

» 0.9% Sodium Chloride Injection USP (click here)

* 5% Dextrose Injection USP (click here)

+ 10% Dextrose Injection USP (click here)

* 5% Dextrose/0.9% Sodium Chloride Injection USP (click 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 1-800-933-0303.

Ta place an order, please contact Baxter's Center for Service at 1-888-229-0001.

Sincerely,

Log Arn Schugtts S oot
Rty

e

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

Baxter and Viaflex are trademarks of Baxter International Inc.
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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, 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.

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

Please also refer to the local prescribing information of the imported
product, translated into English, available for:

* 0.9% Sodium Chloride Injection (click https://nctr-crs.fda.gov/fdalabel/ui/spl-
summaries/criteria/723233)

* 5% Glucose Injection (click https://nctr-crs.fda.gov/fdalabel/ui/spl-
summaries/criteria/723235)

* 10% Glucose Injection (click https://nctr-crs.fda.gov/fdalabel/ui/spl-
summaries/criteria/723237)

* 5% Glucose/0.9% Sodium Chloride Injection (click https://nctr-
crs.fda.gov/fdalabel/ui/spl-summaries/criteria/723238)

Please refer to the FDA-approved prescribing information for each drug
product listed below:

* 0.9% Sodium Chloride Injection USP (click
https://www.dailymed.nim.nih.gov/dailymed/getFile.cfm?setid=f55bd888-5e01-474d-
871b-24654c070178&type=pdf&name=f55bd888-5e01-474d-871b-24654c070178)
* 5% Dextrose Injection USP (click



https://www.dailymed.nim.nih.gov/dailymed/getFile.cfm?setid=3bb406a9-f5cb-403a-
blbb-5c4facbea3d5&type=pdf&name=3bb406a9-f5cb-403a-blbb-5c4facbea3d5)
* 10% Dextrose Injection USP (click
https://www.dailymed.nim.nih.gov/dailymed/getFile.cfm?setid=3bb406a9-f5cb-403a-
blbb-5c4facbea3d5&type=pdf&name=3bb406a9-f5cb-403a-b1lbb-5c4facbea3d5)
* 5% Dextrose/0.9% Sodium Chloride Injection USP (click

https://www.accessdata.fda.gov/drugsatfda_docs/label/2019/016678s007,0166835s103,016687s104,0166895107,016697s098Ibl.pdf)

Table 1

Product Comparison Tables

Key differences between FDA-approved and imported 0.9% Sodium Chloride Injection USP

FDA-approved product

Imported product from Shanghai, China

Product name

0.9% Sodium Chloride Injection USP

0.9% Sodium Chloride Injection

Label volume

100 mL; 150 mL; 250 ml; 500 mL; 1000 mL

250 ml; 500 mL; 1000 mL

Language of the
Labele English English
Indications Sodium Chloride Injection, USP is indicated as a source of water Sodium Chloride Injection is indicated as a source of water and
and electrolytes. electrolytes.
0.9% Sodium Chloride Injection, USP Is also indicated for use as a
priming solution in hemodialysis procedures.
Active
i s Each 100 mL contains 900 mg Sodium Chloride, USP Each 100 mL contains 900 mg Sedium Chloride
Additional pHis 5.0 (4.5 10 7.0) pH is 5.0 (4.5 to 7.0)
information Osmolarity 308 mOsm/L (calc) Osmolarity 308 mOsm/L (calc)
Storage i e il ki
conditions Store at room temperature 25°C/77°F. Store at room temperature 15°C/59°F. to 30°C/86°F.

Container type

VIAFLEX (PVC)

IVINA [non-PVC)

Medication and
Administration
port closures

Contains medication port and administration port; Pull off port
protector (blue color), right side

Contains medication port and administration port; Twist off port
protector (white color), left side
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Label images of FDA-approved and imported 0.9% Sodium Chloride Injection USP

FDA-approved product

Imported product from Shanghai, China

0.5% Sodium Chloride Injection USP

0.9% Sodium Chloride Injection

Label Color: Black. Barcode not shown.
1000 mL shown as representative label.

Label Color: Black.

1000 mL shown as representative label. Imported product contains the
NDC number, which is not yet shown below. Barcode location is shown
and will contain a linear barcode with human readable information.
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Table 3

Key differences between FDA-approved 5% Dextrose Injection USP and imported 5% Glucose Injection

Dextrose Injection, USP is indicated as a source of water and
calories.

FDA-approved product Imported product from Shanghai, China
Product name 5% Dextrose Injection USP 5% Glucose Injection
Label velume 250 mL, 1000 mL 250 mL, 1000 mL
Language of the
Labels English English
Indications

Glucose Injection is indicated as a source of water and calories.

Active ingredients

Each 100 mL contains 5 g Dextrose Hydrous USP

Each 100 mL contains 5 g Anhydrous Glucose

Administration port
closures

Contains medication port and administration port; Pull off port
protector (blue color), right side

‘Additional pHA0(32t06.5) 20(321065)
information Gsmolarity 252 mOsmol/L [calc) Gsmolarity 278 mOsmol/L (calc)
Caloric content 170 keal/L 200 keal /L
Storage conditions
Store at room temperature 25°C/77°F. Store at room temperature 15°C/58°F. to 30°C/86°F.
Container type VIAFLEX (PVC) IVINA (non-PVC)
Medication and

Contains medication port and administration port; Twist off
port protector (white color), left side
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Table 4 Label images of FDA-approved 5% Dextrose Injection USP and imported 5% Glucose Injection
FDA-approved product Imp d product from China
5% Dextrose Injection USP 5% Glucose Injection
Label Color: Black.
Label Color: Black. Barcode not shown. 1000 mL shown as rep ive label. Imported product tains the

1000 mL shown as representative label.

NDC number, which is not yet shown below. Barcode location is shown
and will contain a linear barcode with human readable information.
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Table 5

Key differences between FDA-approved 10% Dextrose Injection USP and imported 10% Glucose Injection

FDA-approved product Imported product from Shanghai, China
Product name 10% Dextrose Injection USP 10% Glucose Injection
Label volume 250 mL 250 mL
Language of the
Labels English English
Indications Dextrose Injection, USP is ‘I:r:li;c:::d as a source of water and Glucose Injection s Indicated as a source of water and calaries.
Active
i flents Each 100 mL contains 10 g Dextrose Hydrous USP Each 100 mL contains 10 g Anhydrous Glucose
Additional pH4.0(3.210 6.5) PH4.0(3.2106.5)
information u! 505 mOsmol/L (cale ) Osmolarity 555 mOsmol/L (calc |
Calorie content 340 keal/L 400 keal /L
Storage
conditions Store at room temperature 25°C/77°F. Store at room temperature 15°C/S9°F. to 30°C/86°F.
Conkalner type VIAFLEX [PVC) IVINA [non-PVC)
Medication and Contains medication port and admink port; Pull off port Contains medication port and ation port; Twist off port
Administration protector (blue color), right side Protector (white color), left side
port closures E

SHTT-5-DHCP-202410-01, Rew 03

Table 6

Page B of 11

Label images of FDA-approved 10% Dextrose Injection USP and imported 10% Glucose Injection

US-FDA approved product

China

product from

10% Dextrose Injection USP

10% Glucose Injection

Label Color: Black. Barcode not shown.

Label Color: Black.

Imported product contains the NDC number, which is not yet shown
below. Barcode location is shown and will contain a linear barcode with
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Table 7

Key differences between FDA-approved 5% Dextrose/0.9% Sodium Chloride Injection USP and imported 5% Glucose/0.9% Sodium
Chloride Injection

FDA-approved product

Imported product from Shanghai, China

Product name

5% Dextrose and 0.9% Sodium Chloride Injection USP

5% Glucose and 0.9% Sodium Chloride Injection

pratector (blue color), right side

Label volume 1000 mL 1000 mL

Language of the

Labels English English

Indications Dextrose and Sodium Chioride Injection, USP is indicated as a Glucose and Sodium Chioride Injection is indicated as a source of

source of fluid and electrolyte replenishment and caloric supply. fluid and electrolyte replenishment and caloric supply.

Active Each 100 mL contains 5 g Dextrose Hydrous USP and 900 mg Each 100 mL contains 5 g Anhydrous Glucose and 900 mg Sodium
ingredients Sodium Chloride USP Chloride

Additional pH 4.0 (3.2106.5) pH 4.0 (3.210 6.5)

information Osmaolarity 560 mOsmal/L (calc) ‘Osmolarity 585 mOsm/L (calc)

Calori tent

bl 170 kealfL 200 keal/L

Storage

conditions Store at room temperature 25°C/77°F. Store at room temperature 15°C/5S9°F. to 30°C/86°F.
Contalner type VIAFLEX (PVC) IVINA (non-PVE)
Administration Contains medication part and administration port; Pull off port Contains r port and ation port; Twist off port
port closures

protector (white color), left side

SHITT-51-DHCP-202410-01, Rev 03

Table 8
Injection

Page10of 11

Label images of FDA-approved 5% Dextrose/0.9% Sodium Chloride Injection USP and imported 5% Glucose/0.9% Sodium Chloride

FDA-approved product

product from China

5% Dextrose and 0.9% Sodium Chloride Injection USP

5% Glucose and 0.9% Sodium Chloride Injection

Label Color: Black. Barcode not shown.

Imported product contains the NDC number, which is not yet shown
below. Barcode location is shown and will contain a linear barcode with

Label Color: Black.

human readable information.
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Baxter

Approval Date: October 26, 2006

Revision Date: April 15, 2008, February 1, 2009, October 1, 2010, February 2, 2012, March 12, 2012, March 22, 2012, July 10, 2012, December 1, 2013, June 27, 2014, December 1, 2015,

August 2, 2016, January 25, 2019, June 16, 2020, June 22, 2020, December 1, 2020

Glucose and Sodium Chloride Injection Package Insert

Please read the package insert carefully and use under the direction of the physician

[Drug Name]
Generic Name: Glucose and Sodium Chioride Injection

[Ingredients]
The product is 2 compound preparation containing glucose and sodium chioride.

[Description]
The produetis a elear, coloess liquid

[Indications]
To replenish heat ensrgy and fuids. The product is indicated for underfeeding or loss of large amounts of
fuids caused by various reasons.

[Strength]

000 ghuosse 50g and sodum chioride 0

1000t ghuoose 259 and sodurm chioride 4.5
and Administration]

ﬂ\almsagendspsrdsmhaga !em clinical and biological (acid-base balance) condilions of fhe patient,
8 welas concarmtant herapy, i hould b determined by i ghysican
The dosage ar

nd administration of both glucose and sodium chioride should be considered:
mmeammmdqm
Supply of heat energy. wmpmmmlmunmmmmm 10% 1o 25% glums-
inpection can generally be given infravencusly. This can also replace fuids. The dosage of glucose

enemy.
the most imporiant energy supply substance for this

therapy. I nonprtei heat energy mrmmwwmh;mmmwmmmmu
mwwsmmmu\gmnum requirement. Depending on the
amaunt of Ruid repiacement required. gucose can be prepared into diferent concentrations of 25% fo
S il o ke sy 1 A s s e et . s 5 0. of

susose. s the poduc = generaly use s & ypekoric soktion, whih s ohly sty b he veis
and requires the infusion ision, large veins per in the body are gencrally seledted,
mammvmwwmemumulxvemem

a s with lycemia can be administered 2040 mi of 50% glucose

atients with severe starvation ketosis should be administared 5%-25% glucoss
injection by infravencus dip. Adminstration of 100 g glucose daily can generally Gontrol the candiion
Water loss. _Funmicwmmbs&?% shouid be administered by intravenous drip.

s i

ghucose ca ium concentration
E:llaw”ulil potassham -:ﬂs h enter the u‘ls lhe ml potassium wnn:i m

unchanged. If potassium
& dedudmMmldhm\cwmwwmmqmpmum
administered by ray injection. However, the efiect is shortived. Clinically, attenson shoul

be paid o preventing hyperglycemia, o this therapy is rarely used at p.mwrmusedmmmm
mwmdmwlmmswm 20 mi of 50% gluecse injection, Le. 10 g of glueose, can
increase the osmoic pressure of 1 L of peritoneal dialysis. unmbfsﬁnﬂsmgzﬂfha'ulcr
m‘%mnglmwmnﬂwdah«wsm oemoalic pressure increases by
55 mOsmikgH:O

{8 Dosago ar adminisiration o o ot

ll|

ing hypertonic the osmatic of brain cels and
m.d.rmasas nnmmusesampdmpmsndummmmm
plasma and extracelular flid, it can lead to cerebral edema, Therefore, quenenilw

beieveqmat Bumlheimd&hous Dl treatment, the plasma sadium concentraten should

decrease by mone than 0.5 mmalfL per |

nmmsnmmmmmugmmmmm appropratn.
omem and plasma sodium >155 mmell, with plasma osmosc concentrason 350
midsmiL, Dmﬁhwmmdmmlcnﬂeruamm be adminstersd. Once piasma osmotic
conceniraton <330 mOsml, m»ommmmTwmmum
using the following fomuia for reference:

Roqured flad | _[Plasma sodium concentration (mmolL) - 142]

[ ~o08~goay

volume {L)= | piasmg sodium canceniration immaliL) | weiaht 03}
\lupeneva\ly recommended to supplement half the needed volume on the first day, with the remainder
ppiemented ouer the next 2-3 days, which can be adjusted as appropriats based on heart, lung, and
hdnev
Isalonic. dehydration. Isolr.w: smbuns should gune-alry be prwmed such a5 0.9% sodium chioride
ingection or chloride injection. Howsver, mshmemmmmns

significantly r.g;ermsn plesma; using the sone in Iulge use hyperchioremia

Therefore, i is recommended s:ﬂnndh\del)mbmwﬂh125%su@mhm

1mumnmumnﬂsunmmummm The latier 1as a chloride: concentraton

of 107 rreneil. and can comect metabolic acxioss. The amount 1o be supplied can be calculated based

g weight o hemetoct o2 reference. 'l‘Bywuyl Pl voluma (L) = (eigh mmmtm}:mzum
(Achual hematocrit

1

The spexific concantration, dosage, volume, and rate and duraion of administration of sodium chioride
and glucose depend on the patients age, weight, and dinical condiion as wel as concormitant therapy,
and shousd be determined By a cinican. For Mmdemwemgummmaﬁesm

experienced in inravenous fuid thera)
5. Whenmmmhadmnw;lmemmanrgpud\m consideration should be given to gradually
increasing the drip rate.
6. Electrolyls may based on cinical needs
7. When adminsterng any mjeckon, 1 is recommended 1o use an in-ne fiter f conditons permit
[Adverse Reactions]
1) Excessive or rapid nfusion v\dsﬂd\mldmkﬁdwwmmuwdbm

peessure, rapd hear e, Chest iginass, ifeuly Breasing, and even aue of hear faure
adminisiration of hyperions: sedium chioride can cause hypematremia,
(3) Excessive or rapid adminsiration of hypotanc
edema

B

sadium chionde may resUlt in hemalysis o oerebral

(4) Phlebitis, which occurs durng madmnmﬂmofhypmumdumee injection by drip. Administration
b';alpﬂrmg\slagsmra'\mh

(5 i ulu!eloﬁliwelng and pan.

(8 Remwnwagrymm which i memmlnmmmmmmnmmdmmm
msuln. a pre-gnsting hypoglycemia tendency, or sudden wilthdrawal from tolal inlravenous nurition

non-ketotic coma, which is more common in patients with diabetes, psbamsmn
pabamsm.g@msu(glummm wmumpanlmed dialysis who are
solution or total intravencus nuirtion ther:
of glucose alne can ENN lead to hypokalemia,
ypaphosphatemia
) Anaphylaxis, hypersensilivity, chills, and fever.
(10) wamuwwnmwwwm containmng 0.8% sodium chionde and 5% glucose and IV
sclutions ing 0.8% sodium chioride and 10% glucose).
1) Manbuic and muiional dsorders Hypematremea (applies fo sclutions contsining 0.0% sodium
scllions eontaining 5%1msslumemdhwemm
(12) Skin and subcutanecus tissue dseases: Rash and pruritus.
(13) Syihmlc inanses and recheaon i condfona: Injection site reacsons, inchuding injecion e pain,
infection site Biisters, chills, and fever.
(14) Ciher adverse reactions (class reactions) (applies to souions. containing 0.0% sodium chicride and
solubions containing 5%~10% glucoss)
Other adverse reactions reporied with similar products include: symptomatic hyponatremia;
and atidosis.

indications]

indcated n the foll patents:

(1) Those win e sy o ey ingrert i the product
- heart dysiunction

Patients with jc non-kelotic hypersmolar state.
() Clescaly sigrcant yparghycamia

[Preca
Wa

mngs
|, Hypersensivity reactions.
ctione, ekl
infusion immediately i signs or symploms of hypersensivityfinfusion reactions

if
£
Hi
i
g
g
£
E
g

, fhuad oweroad,
The product shoukd be used with particular caulion, in paheﬂu with or al risk for. [1Jhypuvwerr=<on\y

appies 1o [V solutions. containing 0.9% sodium chioride and 5% ghiose); lz: W (mty
appies 1o IV solutions containing 0.9% sodwm chioride and 5% (3) metabolic acidos:

applies to I solutions containing 0.8% sodum chioride and 5% glucose), (4) hwurvdwnu. =
condiions that may cause sodum retey and edema &)

rtion, fuid overioad, :neﬂu’slﬂ'\dpeﬂpmml]
mm;mmummmmmmmmmmm s corticosterids)
Soluticns containing sodiam ions shoud be wsed with greal care, lfmal\ n patients with congestive:
ant failure, severe renal insufficency, and clincal mandestations of sodium retention and edema. In
mmmmmmmlm‘mmwmmmm sodium ions may result n
‘sodium retention.
msmmmms%]mummmmm or immediately aiter surgery may result n
expessive sodum The patient circulatory Status can serve as & guide.
e ket

produet in mem wlm

resull in hypokalemia. Farlicular caution should be exercised when using the:
ia of at nsk for b ia, who may require close clinical
1) patients with metabolic alkdws, ) patients with Ihyrotoxic. periodic
‘associaled in aggravating hypokalemia; ()

prolonged low

of infvenous guccss has
) By hematocrit Fluidl volume (L) = * Weight (kg) = 0.2 f patierts gaswmmnannsses(eg diantea, m],\l itz on 3 potassium

Normal her herrﬂoalrslﬂ%ﬁ:nnﬁesandmhfemel; dlet@paﬂarﬂsvm;nnmryhypersldnshemm, (B) paients frealed with medicabions that ncrease:

Hypotoni fon: In severs solutes narkbmnnehdmasei:m-m the risk of hypokalernia fe.g. dure or insuin).

el volume. nmlmalmnglnmu\w and osmalic

plasma and exracellular flid, it may lead to brain cell damage. 1t is generally believed ulwhennhm

iu:llurlﬁbiuwIZDmmuULHvehedlmnlmdamsmiumalalﬂeufﬂﬁnﬂdﬂlpafmr.
and must not exceed 1.5 mmolL |

when central nenvous system symptoms. ocour, siow IV

Joride injection can be grven, It & usually required to raise the

su@mmmmmmmommmmsmsmm ‘supplementation (mmallL) =

s SOMUM Conce we?lll!u 02 Once plasma sodium

rises to abovel20-125 mmelil, won-cooum canbe instead or isotonic sohfions with

jection or 10% sodum chionde injection can be administered as approgriate.
Hypochloramic. alkalosis: Administer 500-1000 mi of 0.5% sodum chionide injsction o compound
sndlunmlmde injecsion (Ringer's solution), and subsequently adjust the dose based on the degree of

]mﬂwammlm
vamdmemdarwnaenmnonow-ewnm: of the product with different
280 mOsmollL for 0.45% stn.lrl chioride and 2.5% glucose, 560
rafion Mmay causs venous mitation snd

foncentaton nmgmhrgemlvanwalmmdnmdmasdmm

of excessve amaunts of potassium-free glucose solution may resull in severe
ium suy as neaded.

o s e e e ) psuamcpabans () the eiderly, |
pumpemwwy'@mwmwmm puyapaaam-mnpmmmmm;mms
that increase the sk of i tori

risk for developing encephalopathy is increased in- (1 pechalic patients (16 years nf
age); (2 women (n pmmmeusal women]; (5 patients with hypexeria; and (@) in paients.
urderlying central nenvous systerm
V. Rliknfhypamsmdalhy ialunabdm'vbsﬁ and water imibalar
Depending on the volume and rate of inl hﬂmdmim\m@DMMIummwamﬂfﬂb
glumsemdepeﬂdl

n a patients underying elinieal condiion and capability 1o metaboize plucose,
Intravenous. administraton of the product can cause: (1) hyperosmolality, csmobc diuresis, and

0]



Baxter

cociaors (2 o
yEomAgnesemia {SJ o |rma|m (4) overhydrationnypervolermia and, for !nampls
Al petuy kel (a1 ey comgeei x| pvpherd st wel (5)

S i i copomiralin rum osmosi

Wmhmwawmﬂnammumﬁddmmw

|nelec1mme
The intravencus administration of the produet can cause: Buid andlor solute overloading resuting in
diion of serum el concentralions, overtydration. stales, or pulmonasy The

octrolyte
tisk of dlutional stales is iversely proporional to the electiolyle
overkoad causing states, wih perigheral and pulmanary edema is directly proportional to the

concentration.
V1. Risk of hypoosmolality and hyperosmolalty, serum electrolyles, and water imbalance
Depending on the volume and rate of nfusion of soluions containing 0.45% sodium chioride and 2.5%
mmmmmmamsmmﬁmmmﬁmmwmmgm
Firaverus adminisiation o the prodit an cause: (1) hypoosriaity. @) Myparosroalty. cerotc

Carefully consider the potental risks and benefits for ing the produst.

[Pediatrics Use]
The volume and rate of fuid replacement should be strictly controlled. The infusion rate and volume depend
on the age, weight, metabaiic, Wwﬂnwmmﬂwo’umm mplmshmld
beusedumrwﬂumdapmmnmﬂawmpedmlmmm id therapy, Plasma
concentrabiens should be closedy monitored.

Newbomsisspecially those bom premature and with low Birth weight) are af increased risk of
hypoglycenia or hyperglycemia. Close: monitoring during treatment with inlravenous glucose solutions is
needed to i anaquaba glyaanlc contral, in order to avoid potential long-erm adverse eﬁm
Hypogiyoemia ‘seizures, coma, and ceretral mjry.
Wawwmumm\ﬂm\aEMWaww‘m mh,m
prematurity, necrotizing enterocolitis, ncreased oxygen requirements, prolanged length of hospital stay, and

death,
Pediaic patients (including necnates and dider pediatnc patents) Ly at increased sk of developing

diuresis, and dahydrsncn @)
() K ia and, for example,
nd\dr»g central (eg. pumenary mvm] and peripheral edema. (5) chnical
lermrnat

2 elecirolyte concentrations, i
risk of diutional states is inversaly proportonal o the conpeniraton.
overload causing congested states, with perpheral and pulmonary edema is directly proportional to the
elecirotyle concentrabon,

vuu;mpensmsamuwsudmumm

body, glucoss amm“a.mm-mwmq thypntnnn:du!tnmd
gl s metabolization. Monitoring of senum sodum is particularly important for hypotonic fuds
mmmmmuwmmmmm and rate of infusion, and depending on a patient's
Ui s coyiion ore copebily o moloctos e, aven ot of oo

reyle ,moslmubly Large
wolume infusion must be used under specific mondcri mpaﬁe meuiaccxwmawwure
and in patients with non-osmaotic vmnmbm[ndudmsrdmuﬂnawwm
Hormane Secrotion (SIADH]L due o the risk ufhowtalacq hyponatremia. mmm
0.8% sodium chioride and 5% ghuoose should be used with particular caution in paiients with or &t
increased nsk for hyponatremia, for exampie, in pedistic patients, elderly pabents, women,

posicperative patients, of in persons: can lead lo acute
(train edema), by headache, nausea, seizures, lethargy,
ing, and coma. Patients with brain edema are at patunar fisk of severe, imaversitle, and

Ik—&nahmng beain injury and death. Cliical evaluation and periodic laborato
necessary to monitor changes in flid balance, slecirolyie conoenirations,
proionged parenteral therapy or whenever the candition of the patient
warTants such evalustion.

Vil Hypes

as well as for de hyponatremic The infusion of hypotonic flids
mganmrmmmmmwmmmmm.mhmm[mmmmsunnmmm

y Nasen
Vomitng, and coma, Fulerts weh brain ecema are af paricuar fisk of Sevee, imeversile, and
We-veslni brain iy snc dea. Plasra seckole concariatons shoukd be closelyrrritored n e
pedatic poptaon. Rapkd comecton of hyporakora i potarial cangeras (rk of serous neurogc
complications|. Dosage, rate, and duration of sdministration should be determined by a physican
expenenced in pediainG intravencus fluid therspy

[Geriatrics Use]
{hen elacing i typ of nusion solution and e vokmaista of nfsion fo 2 gerain patint. conside
that genatnc patients are generally more liely 1o have cardiac, renal, hepatic, a
concomitant drug therapy. The volume and rate of fluid replacement shoud be strictly controed

[Drug Interactions]

Both the glycemic effects of the product and s effects on water and elecrolyle Balance: should be taken inte
acoount when using the product in patients treated with other substances that affect glycemic control, or
andior elecirolyte balance.

Caution is advised in patients treated with ithium. Renal sodium and lithium clearance may be increased
ﬂumg ‘administrabion of the product and can result in decreased Iithium leveds.

= adhised when administering the product b pafients freated with drugs lsadng 1o an inoreased
wwp'esm effect. The below listed drugs increase the vasopressin effect, leading to reduued renal
electrolyte free Wﬂer excrebion, and may increase the risk of hyponatremia following treatment with

- Drugs simuieing clofibrate. ine, incristine,

selecive serctonn lEumElrE thevned (ssms] lﬂ—nﬂwhvedmmm ffosfamide,
antipsychaotics. and opioids.

- Drugs potentiating vasopressin action such as

non-steroidal

rohycemia

anwmuuwmmsmmuawm

In order to avaid hyperglycemia, the in mmmmmmmmmm
ulilize glucose. To reduce the nsk of | ia-assosiated complications, the infusion rate must be
adusted andior insulin administered if biood glucose levels eucesd levels considered acoeptable for the
indavidual patient, Inmmsglumaes}nldbeaﬁmrﬁmajmmmmmpamvmh (1) impaired
ghcose lolerance (such as n diabetes meditus, renal impairment, or in the presence of sepsis, rauma,
MMJ t?:mmmm[mdnwamwm} {3) hiamne deficency,
mahﬂd\uﬂ{rﬁkdhﬁmaﬂdﬂsﬁdm

(NSAIDS), and cyckophosphamice.
- analogs such . axylocin, and feripressin,
Caution is advised when administering the product to patients treated with drugs that may increase the risk of
hyponatremia, such 35 diuretios and antiepdeplics (e.g., oxcarbazeping].

[Overdosage]
Excessive administration of g\mse and sodium chlonde injection may lead 1o hypematremia and
hypoubam as well as bicarbonate

in paients with ch
pymuabe] cA:wauandmm isturbances that could be aggravated by increased ghicose andior

mamdmmmmmmmmmmmm (1) patients with
lsd’EH‘l:Sndﬂa Hyperglyeems has been implicated in increasing cerebral ischemic brain damage and
e acute ischermic stiokes; (2) patients with severe traumatic brain -n]ury {in

palmdum‘mhlmhmmnqmemm} Early hyperglyoermia has been assoc
PocF Cucomes in patients ry; (3) newboms.
Prokonged nirmverm a:tnl\shﬂhnllcﬂglumﬁear\d hyperglycamia may resultin decreasad
rates of guoose-stimulated insuln
X Refaading syndrome

\wwyummmmmymmnmmmmumwsmmd
by the shift of potassium, phosphorus, and rmagnesium intracetulary as the pabent becomes anaboke,
Thiamine deficiency and fluid retention may also develop, Careful monitoring and slowly increasing
anmmamﬂlmmmmwmmem;

X Usalnpahsnlswmn(atndsufssvsmmshmwmnl
pndﬂslmhheaﬁmrﬁhemmpsmmlummhpmlsmﬂ'\umnskdtsem)re\sl
impament, In such patients, administration of the product may result in sodum retention andicr fuid

avericad
2. General
(1) Usa with mnmummm njmmummmxmmmmwm liver
nmss heart failre, acute lef heart faiure, cerebral edema, and idiopathic edema
, ehronic renal failure with reduced wine oulput and poor

eic.; (2) acute renal falure duing cliguic
@ the voiume end aie of i repacement n

10 duretics; @ hypenensicn; (& hy
the ewywpemmmnm shoukd be stricly controbe.
2) Folow-up tests:  and chionde wncennllcm (% blood ack base balance
i mnal Mneenn‘ Limoo«pressure and cardiopulmonary
ntravenous . lesul in fetal insuiin production and

3

(4) Use wilh causion in the following cioumstances: (I patients with periodic. paralysis. or hypokalemis; (@
patients who are prone o siress- or glucocorticoid-induced hypergfycemia, ?iurm:swmsdsna

bmg, s tiacard #  thers = any e, The s il sheukd b clasr, Wikt visble prices of
discoloration, and shoud be used on

pussusabi o s WOAOH if necessary, please squeeze the bag afier adding a

medication to check canefully for

[l mammmmnwammb the physician, o tharoughly.
injection. |n view of the large Lemmmme difference between northem

be administered simutaneously with biood through the same administration set becaus of the
possibily of pseudo agglufination or hemalysis.

(10} Do ot connest this product in series for nfusion. Before Use, it is necessary 1o diosely check whether
tharesak by h s e Bdompmmnzedlmnml’nxnmemgmmbﬂmpﬂulnmﬂd

of ai

o1 Wmnmgmaumlelmmnmseﬂurmmmn make sure the air inket s dosed.

(12) Adtives may be noompatle Addtves known o be mocepaibe shoukd ot be used. Before 2ddng
mesiaion, verly el 4 & eokble andor Wable 1t water and bt the pH rangs of the preduc
appeopriate. The Instnuctions for use of the medication to be added and ather relevant iterature must be
consulted. After addiion, check for a possible color change andior the appearance of precipitates,
|muuemmm or crystals. Do ol store solutions contaming additves. For sinle use only.

unused portion.

[Pregnancy and Lactation]

Not clear yet
Inirapartum malermal intravenous glucose infusion may resultin fetal hyperglycemia and metaboli acidosis

a5 wel as rebaund necnatal hypoglyoermia due 1o fetal insulin producton

mmmdudranmuss (1) hyperglycamia, advarsa effacts on water and

balam and coresponding complications. For example, severe hyperglycemia and severs dilutional
nypmamma. and their wmphcamm can b ng hl.al (2: I’l‘ipunatr!mla {which can lead to CNS

ifestations, including death); (3} hypematremia, especially in
mmxmmNWmM{amnmwsmmammumﬁm m chioride and 5%
glucose and IV solutions. containing 0.8% sodum chiorde and 10% glucose), (4) fluid overcad (which can
Ieﬂlu ceniral andior peripheral edema)

\When assessing an overdase, anyadumvesnmswmm must also be considered.
Ciinically sgnificant cwartiosa of the product may, therefore, consttule  medical smergency.
Imhnsiﬁldemmdhpmdm dose reduction, administraion of msulin, and cther
rmeacuras s indeated for the specic dinieal conatellation

res,

[Pharmacology and Toxicology]

Glucose s one of the main sources of heat for the human body. Sodium and chioride are important

alectralytes mmmﬁy which memymstnmemwmnudandmakummmn
smalic pressure of biood and extracedular fiux in the human body

[Pharmacokinetics]
Afer glucose enters a nommal aman body, I s Ullized al a rate of 6 mgkg per minute.
[Storage]

Store in averwrap

Il’lﬂlmnlnal
Layer Co-extrusion Bags Used for Infusion with a special injection port and a special infusion port or a
wemllmeﬂlmmﬂaspedalﬂenlmemmmnﬂwbmawamble—vmuenle aging

(1) A three-ayer ion Used for Infusion with a special injection pon and a special nfusion
port. Inskructions for 1000 mitbag: 1. This product is packaged sterle in inner and outer bags. When
using, wnmmmmmmmm.mz Both the injecson port and the nfusion
pnﬂaneaquppedwlm designed polyisoprene nbber stopper, and special valves for special purposes.
A three-dayer Co-extrusion Bags Lised for Infusion with a special injection port and a specal flexibie
infusion port. Instructiorns for 1000 mibag: 1. This procuct is packaged sterle in nner and culer bags
Mwmmnmawhumdwwmzmwmuwwm
a designed polyisoprane and special vaives for special

2)

[Shelf Life]
24 manths

gnmumﬂma of the People’s Repubikc of China, Velurne 1|, 2020 Edition
[License Number]
Product Strangth Licanss Nurriber

Ghucose and Sodium Chicride Injection | 1000mi; 50g ghucose and 8g sodium chioride H19004068
Glucose and Sodium Chicride Injection | 1000mi: 250 glucose and 4 53 sodum chlonde | H20013223

[Drug Marketing Authorization Holder]
Name: Baxter Healtncare (Shanghai) Co., Lid.
Registered Address: No. 388 Tingzhu Rd, Jinshan District, Shanghai

[Manufacturer]
Marme: Baxter Healthcare (Shanghai) Co., Lid

Address: No. 388 Tingzhu Rd, Jinshan Distict, Shanghai

Postal Code: 201508

Tel: 86-21-57030000

Fax: 86.21.57270674 @
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MFG
EXP

5% Glucose/0.9% Sodium Chloride Injection

LOT S0000000 EXP  YYYY-MM
1000m| X 12 ABC1084US 1C/N LIC  H19994068

5% Glucosel/0.9% Sodium Chloride Injection

LOT S0000000 EXP  YYYY-MM
1000mI X 12 ye6 yyvv.mmon  1cN o000

Baxter Logo Trademark
A6C1064US

GLUCOSE AND
SODIUM CHLORIDE INJECTION



0.9% SODIUM CHLORIDE

[Strength] 1000ml: glucose 50g

and sodium chloride 99

[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: H19994068

AA

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

BarCode
(01) 00303389799016

LOT
MFG
EXP

5% Glucose/0.9% Sodium Chloride Injection
1000ml X 12

LOT S0000000 EXP YYYY-MM
A6C1064US 1C/N LIC H19994068

5% Glucose/0.9% Sodium Chloride Injection
1000ml X 12

LOT S0000000 EXP YYYY-MM
MFG YYYY-MM-DD 1C/N 0000

GLUCOSE AND SODIUM CHLORIDE

dextrose anhydrous and sodium chloride injection, solution

Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:0338-9799
Route of Administration INTRAVENOUS

Active Ingredient/Active Moiety
Basis of

Ingredient Name Strength Strength
DEXTROSE MONOHYDRATE (UNII: LX22YL083G) (ANHYDROUS DEXTROSE - DEXTROSE 5.5g
UNII:5SLOG7ROOK) MONOHYDRATE in 100 mL
SODIUM CHLORIDE (UNIl: 451W471Q8X) (SODIUM CATION - UNII:LYR4MONH37, 09g
CHLORIDE ION - UNII:Q32Z N48698) SODIUM CHLORIDE 571750 i
Inactive Ingredients

Ingredient Name Strength

WATER (UNIIl: 059QFOKOO0R)

Packaging

i Marketing Start Marketing End
# Item Code Package Description Date Date
1 NDC:0338-9799- 15 iy 1 carTON 10/11/2024

12

1 NDC:0338-9799- 1000 mL in 1 BAG; Type 0: Not a Combination
01 Product

Marketing Information



Application Number or Marketing Start Marketing End

Marketing Category Monograph Citation Date Date
Unapproved drug for use in drug 10/11/2024
shortage

Labeler - saxter Healthcare Corporation (005083209)

Establishment
Name Address ID/FEI Business Operations
Baxter Healthcare 527191860 MANUFACTURE(0338-9799) , ANALYSIS(0338-9799) , LABEL(0338-9799)
, PACK(0338-9799) , STERILIZE(0338-9799)

(Shanghai) Co. Ltd.

Revised: 1/2025 Baxter Healthcare Corporation



	5% GLUCOSE/0.9% SODIUM CHLORIDE INJECTION
	HEALTH CARE PROFESSIONAL LETTER
	PACKAGE INSERT
	PACKAGE/LABEL PRINCIPAL DISPLAY PANEL

