
inno.N 

November 22, 2024 

Subject: Temporary importation of 0.9% Sodium Chloride Injection from South Korea to 
address drug shortages 

Dear Healthcare Professional, 

To prevent a shortage of large volume parenteral fluid drug products, Supply Line International 
Medical (SLI Medical) is coordinating with the U.S. Food and Drug Administration (FDA) to 
temporarily import 0.9% Sodium Chloride Injection (1,000 ml) from Inna.N's manufacturing 
facility in South Korea. FDA has not approved these products manufactured by lnno.N's South 
Korea facility. 

At this time, no other entity except SLI Medical is authorized by the FDA to import or to distribute 
this lnno.N product in the United States. 

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. 

Effective immediately, and during this temporary period, Supply Line International Medical LLC 
will offer the following imported product from Inna.N's facility in South Korea: 

Product Overview: 

Product name and description Size Product code Bags per carton NOC code of a single bag 

0.9% Sodium Chloride Injection 1,000ml 171440 10 84988-1440-01 

Approved Lots 

Lot Number Manufacturing date Expiry date 

NS624K4 2024.09.25 2026.03.24 

NS624K5 2024.10.02 2026.04.01 

NS624H8 2024.08.13 2026.02.12 

NS624H9 2024.08.13 2026.02.12 

NS624J0 2024.08.21 2026.02.20 

NS624J1 2024.08.22 2026.02.21 

NS624J2 2024.08.22 2026.02.21 

NS624J3 2024.08.29 2026.02.28 

NS624J4 2024.08.29 2026.02.28 

It is important to note the following: 
• The imported products have primary container labels written in both Korean and English. The 

primary container labels contain the active pharmaceutical ingredient, concentration, volume, 
and product code in English. 

• The imported products' administration port system is fully compatible with sets marketed in 
the United States. 



• The imported products use 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. 

• The imported products do not contain barcodes on the unit label. 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. For example, institutions should consider 
manually inputting the product into their systems and confirm that barcode systems do not 
provide incorrect information when the product is scanned. 

• 0.9% Sodium Chloride Injection is available only by prescription in the United States. 
However, the imported products do not have the statement "Rx only" on the labeling. 

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

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

Table 1. Key differences between FDA-approved and imported 0.9% Sodium Chloride Injection USP 

Table 2. Label images of FDA-approved and imported 0.9% Sodium Chloride Injection USP 

Please refer to the FDA-approved prescribing information as follows: 

• 0.9% Sodium Chloride Injection, USP CLICK HERE 

Reporting Adverse Events or Product Quality Issues 

To report adverse events associated with these imported products, please call SU Medical's 
Customer Service at 1-844-239-4058. 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 on line, 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 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). 

If you have any questions about the information contained in this letter or the use of the imported 
products, please contact SU Medical's customer Service at 1-844-239-4058. 

To place an order, please contact SU Medical by calling 1-844-239-4058. 

Sincerely, 

Hk inno.N_Global Sales Team_Moon,Eun Jeong 
E-mail: eunjeong.moon@inno-n.com IT +82 2 6477 0145 

Attachments: 
Product Comparison Tables 1 and 2 

Josh Kaplan - SU Medical LLC 
E-mai I: Info@S LI Medical .com/844-239-4058 

Product Comparison Table 

https://dailymed.nlm.nih.gov/dailymed/lookup.cfm?setid=27c3175d-5df4-dc92-e063-6394a90ab5f4&version=1
mailto:eunjeong.moon@inno-n.com
www.fda.gov/MedWatch/getforms.htm
www.fda.gov/medwatch/report.htm


Table 1. Key differences between FDA-approved and imported 0.9% Sodium Chloride Injection USP 

Product name 0.9% Sodium Chloride ln·ection USP 0.9% Sodium Chloride In·ection 

Label volume 1,000 ml 1,000 ml 

Language of the English Korean/English 
Labels 

Indications Sodium Chloride Injection, USP is Sodium Chloride Injection is 
indicated as a source of water and indicated as a source of water and 
electrolytes. 0.9% Sodium Chloride electrolytes. 
Injection, USP is also indicated for use 
as a priming solution in hemodialysis 

rocedures. 

Active Each 100 ml contains 900 mg Sodium Each 100 ml contains 900 mg 
in redients Chloride, USP Sodium Chloride 

Additional pH is 5.0 (4.5 to 7.0) Osmolarity 308 pH is approximately 5.5 
information mOsm/L (calc) Osmolarit of 308 mOsmol/L calc 

Storage Store at room temperature 25 ° C/77° F. Store at room temperature 
conditions 20°C/68 ° F. to 25°C/77° F. 

Container t e VIAFLEX PVC Safe-flex Non-PVC) 

Medication and Contains medication port and Contains medication port and 
Administration administration port; Pull off port administration port; Twist off shield, 
port closures protector (blue color), right side left side 

Table 2. Label images of FDA-approved and imported 0.9% Sodium Chloride Injection 



FDA-approved product Imported product from South Korea 
0.9% Sodium Chloride Injection USP 0.9% Sodium Chloride Injection 

Label Color: Black. Barcode not shown. Label Color: Blue. No Barcode. 
1,000 ml shown as representative label. 
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