GLUCOSE- dextrose anhydrous 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.

10% GLUCOSE INJECTION

HEALTH CARE PROFESSIONAL LETTER

Baxter

Important Prescribing Information

Novemnber 21, 2024

Subject: Tempaorary importation of 0.9% Sodium Chloride Injection, 5% and 10% Glucose Injection, and 5%
Glucese/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 volume parenteral fluid drug products, Baxter Healthcare Corporation (Baxter) is
coordinating with the U.5. Food and Drug Administration (FDA) to temporarily import 0.9% Sodium Chloride Injection
(250 mL and 1,000 mL), 5% Glucese 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 Shanghai, China. FDA has
not approved these praducts manufactured by Baxter’s Shanghai facility.

You may be provided with additional letters for other imported products you receive. Please read each letter inits
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 I coae
of a single bag
250 mL ABC1322U5 40 0338-9791-01
0.9% Sodiurn Chloride Injection 500 mL ABC1323U5 24 0333-9808-01
1,000 mL ABC1324U5 12 0338-9793-01
250 mL AGBCDDE2US 40 0338-9795-01

oM Glucose Injection

1,000 mL ABCDDEAUS 12 0338-9801-01
10% Glucose Injection 250 mL ABCD162U5 40 0338-9797-01
5% Glucase/0.9% Sodium Chioride 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 PARTICLULATES 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 contain 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 inta 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 avoid 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,
o 5% Glucose/0.9% Sodium Chioride Injection (0.20 kcal/ml) is NOT equivalent to 5% Dextrose and 0.9%
Sodium Chloride Injection USP (0.17 keal/mL),
o 5% Glucose Injection (0.20 keal/mL) is NOT equivalent to 5% Dextrose Injection USP (0.17 keal/mL),
o 10% Glucose Injection (0.40 keal/mL) is NOT equivalent to 10% D jection USP (0.34 keal/miL).

= The imported glucose containing products are NOT directly interchangeable with dextrose containing
injections USP. Protocols, 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% Sadium Chloride Injection USP are available only by prescription in the LS. 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:

Table1l Keydifferences between FDA-approved and imported 0.9% Sodium Chlaride Injection LUSP

Table2  Label images of FDA-approved and imported 0.9% Soadium Chioride Injection USP

Table 3 Key differences between FDA-approved 5% Dextrose Injection USP and imported 5% Glucose Injection
Table 4 Label images of FDA-approved 5% Dextrase Injection USP and imported 5% Glucose Injection

Table 5 Key differences between FDA-approved 5% Dextrose Injection USP and imported 5% Glucose Injection
Table 8 Label images of FDA-approved 10% Dextrose Injection USP and imported 10% Glucose Injection

Table 7 Key differences between FDA-approved 5% Dextrose/0.9% Sodium Chloride Injection USP and imported
5% Glucose/0.9% Sodium Chloride Injection
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Table 8 Label images of FDA-approved 5% Dextrose/0.9% Sodium Chioride Injection USP and imported 5%
Glucose/0.9% Sodium Chioride Injection
Reporting Adverse Events or Product Quality Issues

To report adverse events associzted with these imported products, please call Baxter at 1-866-888-2472, or fax: 1-
BOD-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.htm or call 1-800-332-1088 to

request a reparting 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: /oroductfeedback. baxter.com/).

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

10.9% Sodium Chloride Injection (click here)

5% Glucose Injection (click here)

10% Glucose Injection (click here)

5% Glucose/0.9% Sodium Chioride Injection (click here)

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

10.9% Sodium Chloride Injection USP {click here)

5% Dextrose Injection USP (click here)

10% Dextrose Injection USP (click here)

5% Dextrose/0.9% Sadium Chioride Injection USP (dick here)

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

To place an order, please contact Baxter's Center for Service at 1-383-229-0001.

Sincerely,
Ewcunicaly sgned by: Mads

Sonam
Raoason' | approva this

Py
Diawa: New 3, 3024 143 E5T

Cecilia Soriano
President, Infusion Therapies & Technalogies
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 Surveilance 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-blbb-5c4facbea3ds5)
* 5% Dextrose/0.9% Sodium Chloride Injection USP (click

https://www.accessdata.fda.gov/drugsatfda_docs/label/2019/016678s007,0166835s103,0166875s104,0166895107,016697s098Ibl.pdf)

Product Comparison Tables

Table 1 Key diff s FDA-app and imported 0.9% Sodium Chloride Injection USP
FDA-approved product Imported product from Shanghai, China
Product name 0.9% Sodium Chlaride 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 " =
Labels 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 is procedures.
Acti
A wp. Each 100 mL contains 900 mg Sodivm Chloride, USP Each 100 mL contains 900 mg Sodium Chioride
ingredients
Additional pHis 5.0 (4.5 to 7.0) pHis5.0 (4.5 to 7.0)
information Osmolarity 308 mOsm/L {calc) Osmolarity 308 mOsm/L (cale)
Storage - 7 " =
conditions Store at raom temperature 25°C/77°F. Store at room temperature 15°C/59°F. to 30°C/86°F.
Container type WIAFLEX, (PVC) IVINA (non-PVC)
Medication and Contains medication port and administration port; Pull off port Contains medication port and administration port; Twist off port
Administration protector {blue calor), right side protector (white color), left side
port closures
| M

SHTT-SI-DHCP-202410-01, Rev 02 Page 4 of 11
Table 2 Label images of FDA-approved and imported 0.9% Sodium Chloride Injection USP
FDA-approved product Imported product from Shanghai, China
0.9% Sadium Chloride Injection USP 0.9% Sodium Chioride Injection
Label Color: Black.
Label Color: Black. Barcode not shown. 1000 mL shown as label. product ins 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 3 Key diff es FDA-app i 5% Dextrose Injection USP and imported 5% Glucose Injection
FDA-approved product Imported product from Shanghai, China
Product name 5% Dextrose Injection USP 5% Glucose Injection
Label volume 250 mL, 1000 mL 250 mL, 1000 mL
Language of the " 2
Lahels English English
Indications e S
Destrase Injection, LISP is ::;T:_?;Ed as a source of water and 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
Additional pHA.0(3.2to6.5) 40(3.2t065)
information Osmolarity 252 mOsmol/L (calc) Osmolarity 278 mOsmol/L (calc)
Caloric content 170 kealfL 200 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.

Container type VIAFLEX {PVC) IVINA {non-PVC}

Med?c?liun _and Contains medication port and administration port; Pull off port Contains medication port and administration port; Twist off
Ald""'“'st'at'“" port protectar (blue color), right side port protector (white color), left side

closures

=5
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Table 4 Label images of FDA-approved 5% Dextrose Injection USP and imported 5% Glucose Injection
FDA-approved product Im d uct from Sha i, China
5% Dextrose Injection USP 5% Glucose Injection
Label Color: Black.
Label Color: Black. Barcode nat shawn. 1000 mL shown as label. product the
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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
icati Dext: Injection, USP is indicated f wat d LR S .
insications e Y i ":;.i At Glucese Injection is indicated as a source of water and calories.
calories.
Active Each 100 mL contains 10 g Dextrose Hydrous USP Each 100 mL contains 10 g Anhydrous Glucose
ingredients & L
Additional pH4.0(3.2t06.5) pH4.0{3.2t06.5)
information Osmalarity 505 mOsmol/L (calc ) Osmolarity 555 mOsmol/L {calc )
Caloric content 340 keal/L 400 keal/L
Storage
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 (nan-PVC)
Medication and Contains medication port and administration port; Pull off port Contains medication port and administration port; Twist off port
Administration protector (blue colos ht side Protector {wh’lal;e color), left side
port closures -

]

4
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Label images of FDA-approved 10% Dextrose Injection USP and imported 10% Glucose Injection

US-FDA a) d uct

Imj d uct from Shai i, China

10% Dextrose Injection USP

10% Glucose 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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Table 7

Chloride Injection

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

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
Label volume 1000 mL 1000 mL
Language of the _ 3
Labels English English
Indications Dextrose and Sodium Chloride Injection, USP is indicated as a Dextrose and Sodium Chloride Injection is indicated as a source of
source of fluid and electrolyte replenishment and caloric supply. fluid 2nd 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 Chlaride
‘Additional pH4.D(3.2t0 6.5) pH4.0 (3.2 to 6.5)
information Osmolarity 560 mOsmol/L (cale) Osmolarity 585 mOsm/L |calc)
Caloric content
170 keal/L 200 kealfL
Storage
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 (nan-PVC)
Administration Contains medication port and administration port; Pull off port Contains medication port and administration port; Twist off port
port clasures protector (blue color), right side protector (white color), left side
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Label images of FDA-approved 5% Dextrose/0.9% Sodium Chloride Injection USP and imported 5% Glucose/0.9% Sodium Chloride

| product

Imported product from Sk hai, China

5% Dextrose and 0.9% Sodium Chloride Injection USP

5% Glucose and 0.9% Sodium Chloride Injection
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Baxter

Approval Date: October 26, 2006
Revision Date: Aprl 15, 2008, January 23, 2008, October 01, 2010, December 23, 2011, February 10, 2012, March 12, 2012, April 18, 2012, October 18, 2014, October 25, 2015,
December 01, 2015, January 15, 2019, January 16, 2019, April 23, 2019, July 07, 2020, December 01, 2020

Glucose Injection Package Insert
Please read the package insert carefully and use under the direction of the physician

Molecular weight: 1981?

Excipients: llneeewy adjust the pH value with an appropriate amount of dilute

This product is a coloress or aimost colofess dear liquid.
]

)

As a source of energy and fluids; indicated for underfeeding or loss of large
amounts of fluids caused by variows reasons (such as vomiting and diarhea),
Iotal infravenous nulrition. and starvation kefosis.
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[Dosage and Administration]
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can generally be given infravenously, which can also
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Total intravenous nutrition therapy. Glucose is the most important enengy supply
substance for this theragy. In non-protein heat energy, the ratio of energy
i melumwpliedbyfalisgﬂwmdome
determined acconding o the clinical calorie requirement Depending on the
amount of fluid replacement required, glucose can be prepared in different
‘concentrations bebween 25% and 50%. Insuln can be added i necessary, with 1
unit of regular insulin added for every 5 to 10 g of ghucose. As fhe nomal
application of hyperionic glucose solution is highly imiating fo the veins and
requires the infusion of fat emulsion, lange weins are generally used for infusion.

Patients with severe

administerad 5-25% ghucose injection by infravenous drip. Administration of 100
g of glucose dadly can generally control the condition.

Watter loss. For fsotonic water loss, 5% glucose injection should be administered
bry infravenous drip.

Hyperkalernia. 10-25% injection shoud be administered. Adding 1 unit of regular
insulin for every 24 g of glucose can reduce seum conceniration,

, this 1y only alows extracellular potassium ions o enter the cels,
and the content in bommmmchm.ltmun
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Dilution and other effects on senum electrol

2)

3

(=}
@3
4

Depending on the infusion \-ommw:'and rate and depending on a pauem‘s
undertying dinical condiion and capabiity to metaboiize glucose, inravenous
Maﬂmrs:h?:n ddmww% hypercsmolality, M@m.m

P ic: of hyp ""-_ P

increase the body's free water load, MII:h may lead to hypoosmotic

Manmmofummumsmmlw High valume infusion rrust
be administered under specic monfioring conditions in patents with cardiac or
pulmanary failure, am in patients mm non-osmobic vasopressin release
(including Homone Secretion, !.
duewthensko(hoeoma

to acute hyponatre ncephlopam (b edw]ﬂmnaedw
2 mic & al y {bran a

headache, nausea, seizures, leth: womiting, and Patients with brain
edernanatparhwlanskufmlnmsblea Mmmmgbmn
injury and death. The risk for i ia is
increased, for example, (I} in pediatric patients, (2 in elderly pabents, (3 in
memd(ﬁunmmwm
risk for

hypamniaisiueased mrplu(l;lnpudlﬁb:pabuﬂs{ﬁﬁyeaud
in particular, post-menopause women), (3) in patients with
hyposemia, and (4) in patients with underying central nervous system disease.
Clinical evaluation and periodic laboratory determination are necessary o
monfior fluid balance, electrolyle concentrabions, and acd-base balance during
Wmmlmmmmummmo{hmamm
such Particular caution is advised in
mauwmdawmwwmme
could be ravated by increased free water load, hyperglycemia, or insulin
administration. Preventive and comective measures must be instituled as
nc:llhrmdﬂed

Asﬂ!hmhauerusamnrnhhmnfnmm{eg 13.3-70% ghcose,
amino acids, and ications

nutrients or from inappropriate composiion dma:lmnuleinra parltalar

pafient's needs.

Rﬁﬁmmammmymum hyperghycemia

and hyperosmolar syndromme.

I order to avord hyperglycemia, the infusion rate should ot exceed the patient's
glucose.

To reduce the nsk of hypengly i
mubeadjumdandmmdmmwed blwddumelevebemd
levels considered acceptable for the individual patient @



(5} Infravenous should be administered with caution in pafients with, for
example: (D) |rrpmddumldemce[masndmmmxw
Fripairment, =

(risk

metabolizalion of pyruvate), and (1) water and electlyte disturbances fat could be
aggravated by increased andior free water load,

(&) Inﬁ'wiousglum!hmdwbeadmmmdwawmﬂ (D) patients with
Ischemic siro as been imp in increasing cerebral
mmmdamgewlnmnngmwaﬂzrammemmmmﬁz
pﬂrﬂlsmﬂ\se\oaehsumbnbmmry(npamukdumqmeﬁstzdhuum
following the trauma) (eardy h has been i with poor
ouicomes in patients with fraumatic brain injury), (:Dne«boms

@ Prolonged infravenous administration of glucose and associated hyperglycemia
may result in decreased rates of glucose-simulated insulin secretion.

nd slowly increasing nutrient infake while
amdngmlhedmcmm«entﬂﬁeoﬂnpﬁﬂh’m
disorders

Liver
For 20% glu:ooe Injection, hepmbchuy disorders including cholestasis, fatty bver,
fibresis and cirhosis, possibly leading farlu

of these disorders is thought to be mullifactorial and may differ between patients.

Patients presenting with abnormal laboratory parameters or ofher signs of hepatobliary

disorders should Demeueawbyadlnm kmﬂeﬂqe:ble |n|wcima|n

arder b identy p

prophylactic ints

Catheter infection and sepsls

For 20% glucose injection

{1 Infection and sepsis may occur &s a result of the use of infravenous catheters to
administer parenferal formulations, poor mairtenance of catheters, or
contaminated solutions.

2 Immunosuppression and other factors such as hyperglycamia, malnutriion andior
mmmmmmmmmmm

(=3 Pediatric patients including necnates and oider children) are at increased risk of

hypmmamllashdewbml\)mm
I lead 1o acule hyponatrernic

tbran mmal hm'
lethargy, vorning, mmmemmbmnmamatmmrum
severe, imeversible, and lfe-threatening brain injury and death. Plasma
electrolyte concentrations should be closely monitored in m

mstmummwmn Desage, rate, andduraon
of administrafion should be determined by a physician experienced in pediatric
infravenous fiuid therapy.

[Geriatrics
When selecting the type of infusion sclution, and the volume Jrate of infusion for a

Both the giycemic effects of ghicose injection and s effects on water and electralyte
balance should be taken info account when using glucose injection in patients treated
with other substances that affect ghycemic confrol, or fluid and electrolyte balance.
Caution is advised when adrmin product to patients reated with

to an increased vasopressin mﬂ?hebdwlmddmlncremhmwmkmg
effect, ing to reduced renal elecirolyte free water excretion and may Increase the sk
lowing treatment with intravenous Suids.

2 Drugs stimulaing vasopressin release such as

a\ﬁinﬁmh:nes [NSAIDSJ cyclophosphamide.
‘Wasopressin analogues such as in, oocytocin, and

teripressin,
Caution is advised when administering the product o patients treated with drugs that
may increase the nsk of hyponatremia, such as diuretics and antispleptics (e.g.,

{3)  Careful symp
mmn::soompmnsmm the acoess device, mdhwmmmp
delsmmummaaw

=] of septic jons can be
aruw aseptic technique in mfwrmmemmm as well as
aseplic technigue in nuirtional farmula preparation,
mcgﬁ%qlum inpection, pulmenary vascular prodpham have been reporied in
pafients receiving parenteral nutriion, In some cases, fatal outcomes have occumed,
&wmmwmumwmﬂwwwudhmmd
jum phosphate Precipitates have been in the absence of

precpitates reported even
mohmummmmon Precspitation distal to the in - ine fiter and suspected

oxcarbazeping|

[Overdosage] )

Exrass n of the product hyE adverse effects on water

and balance, and comesponding mmphcanons For example, severe
and Eheil can be fatal

nypuglyuma severe diltional |
include

of
mﬂnﬂﬂumasmmhmwdnﬂmllﬁm Clinically
umelr\mmw therefore, constitute a medical emengency.

ﬁ%nﬂhm heat for the hurnan body. Evelylgﬂmm‘gmeun

predum-‘&local{]ﬂ?lu:ufmw =0 it is used to supplement heat and treat

potassiurn conceniration,
can be rapidly adrini ntran Jy for Basuie dely ]
dehyd'a‘h'igags‘lt.ﬁdd‘hmﬂty m_shmmmmmmgﬂﬁ

inspection solufion, the infusion set and catheter should also
checked for precipiates. If signs of pulmonary distress ocour, !Emﬂ.xsmsmt.lcibe
stopped and medical evaluation initiated,

2. General

(1 Inﬁwﬁrhmmdemdmnhvumdummfuymmayr!sulmhhl
insulin production and hypeghycemia in necnates.

(2 Use with caution in fhe following creurmstances: (1 Patiants who have undergone
Mmmmhmmwwmﬂ

ucoss Tolerance lests and shoukd be swiiched o inkavenous glucose tesis; (@
hypokalerria, : 1o

conirolled.
(3)  Check the packaging carefully before use to make sure that it s infact, soueeze

(4)  Add a medication using hedmueas&eﬁedbv thmne
lho'wq'*;' wthhecklvleakaue

[5) fime

EB} Giucnseqedbnsah@wnlmienpwm Inmdl\elagt!npuaﬂre

[lenlﬁ-!len]

Intravenously administered glucose enters the bloodstream directly. Glucose is
codized nmmbmo&mm which are excreted through

the lungs and kidneys, along with energy production, and can also be converted into

glycogen and fat for storage. Generally, a normal human bedy utiizes glucose at a rate

of 8 mg'kg per minute.

[Storage] Sione in overwrap,

polyscprens
(2)  Athreetayer Co-exiusion Bags

difference betwaen freezing.
™ mmmmmnmmm Bafore u=e, it is necessary a designed nbberst:ppe(a;ﬁspaﬂuahﬁbrspendprpess.
closaly check whether there is akr in the infusion ine. Before infusion, the [amnm-]zqm:;
aif in e bag shoukd be mxpeled o avokd the formation of ar embolism, When Usng I of the Peaple’s Repubic of China, Volume II,
an arnlet infuusion set for infuision, make sure e air inlet is dosed. 2020 Edition
[1:1] Additives may be incompatible. Additives known fo be incompatible should not [License
be used. Before adding a medication, wwtnmwmmmmm p
water and that Ehe pH range of the product is The o ik il bvloin:
use of the modlcahm to be added and other relevant literature must m Glugose Injection 100m:5 H18564070
consulted. After addition, check for a possible color change andior the Glucose Injection 250ml:12.59 H1884071
ce of or crystais, Do not store Gl Tieion Higea3150
mwimuuaddmva For single use only, Discard any unused porfion, el o
P’mgnﬂlcy . — S Glucose Injection 100mi:10g H18883738
mmwm ucose may resull in ucticn, cose Injection 250mi 0994063
anassmxaedﬂnﬂetalhypugym metabolic acidosis as wel as rebound - L - o, o
hypoglycemia in the neonate, Healthcare practiioners should carefully consider the Glucose Injection 500mi-50g H1954062
pedenhal risks and benefits for each specific patient before administering glucose Glucose Injection 250mi-S0g H20013219
W"‘ﬂﬁ Use] Glucose IW 500mi:100g H20013218
(1) The drug should be administered under the guidance of a physician 0 Glucose Injection 50ml:2.59 H18883747
in pediatric infravenous fiuid therapy. Excessive or rapid flud replacement may Glucose Injection 50mi-Sg H18283748
result in palpiations, arhythmia, and even acute left heart failure.
2 Nmm[mlymbmmmmmmmmmmmm [Drug Marketing
increased sk

or
during lmdmanl with intravenous glucose solutions is needed o ensure
adequate glycermic control, in order to avoid potential long term adverse effects.
Hypoglycemia in the: newbom can cause pmhonged seizwes, coma, and

cerebral inju has been with cerebral
k{u'z\rﬂw lar hemomhage), late onset b:cteml and fungal I'M’m;'!y
increased oxygen

mum.wmdwm.wm.
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Name: Baxter Healthcare (Shanghai) Co.. Lid.
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PACKAGE/LABEL PRINCIPAL DISPLAY PANEL
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GLUCOSE INJECTION
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(01)00303389797012
LOT

MFG
EXP

10% Glucose Injection

LOT S0000000 EXP  YYYY-MM
250ml X 40 ABC0162US 1C/IN LIC  H19994063

10% Glucose Injection

LOT $S0000000 EXP  YYYY-MM
250ml X 40 MFG YYYY-MM-DD 1C/N 0000

Baxter Logo Trademark
A6C0162US
GLUCOSE INJECTION

10% GLUCOSE

[Strength] 250ml: 259

[Description] This product is a colorless or almost
colorless clear 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: H19994063

AA

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

BarCode
(01) 00303389797012

LOT
MFG
EXP

10% Glucose Injection
250ml X 40

LOT S0000000 EXP YYYY-MM
A6C0162US 1C/N LIC H19994063

10% Glucose Injection
250ml X 40

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

GLUCOSE

dextrose anhydrous injection, solution

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:0338-9797
Route of Administration INTRAVENOUS

Active Ingredient/Active Moiety
Basis of

Ingredient Name Strength Strength
DEXTROSE MONOHYDRATE (UNII: LX22YL083G) (ANHYDROUS DEXTROSE - DEXTROSE 110 g
UNII:5SLOG7ROOK) MONOHYDRATE in 1000 mL
Inactive Ingredients
Ingredient Name Strength

WATER (UNIIl: 059QFOKOO0R)

Packaging
P Marketing Start Marketing End
# Item Code Package Description Date Date
1 NDC0338-9797 49 in 1 caRTON 10/11/2024
1 NDC:0338-9797- 250 mL in 1 BAG; Type 0: Not a Combination
01 Product
Marketing Information
s Application Number or Marketing Start Marketing End
farketingiCategony Monograph Citation Date Date
Unapproved drug for use in drug 10/11/2024

shortage

Labeler - Baxter Healthcare Corporation (005083209)

Establishment



Name Address ID/FEI Business Operations

Baxter Healthcare 527191860 MANUFACTURE(0338-9797) , ANALYSIS(0338-9797) , LABEL(0338-9797)
(Shanghai) Co. Ltd. , PACK(0338-9797) , STERILIZE(0338-9797)

Revised: 11/2024 Baxter Healthcare Corporation
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