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Magnesium Sulfate Injection, USP 500 mg/mL SD Vial 10 mL
Product Changes

Dear Valued Customer,

Fresenius Kabi Canada would like to advise that the following changes have been made to our
Magnesium Sulfate Injection, USP 500 mg/mL SD Vial 10 mL:

- Vial: There have been changes to the vial material and stopper colour.

- Labelling: The tray and vial labels have been updated to include the new Fresenius Kabi Canada
design and Plain Language Labelling (PLL) requirements.

- Product code: The new product code is outlined in the table below.

- Latex content: The stopper is now latex-free.

A more detailed look at the current verses “new” labelling can be found in the table below. There has
been no change to the formulation and the product remains free from preservatives.

Current NEW NEW NEW S
DIN Product Description Product Product Ulgcl:”(r:irgites UPQE\gvdes MDP McKesson Avag:tt;'“ty
Code Code Code Code
Magnesium Sulfate Vial: Vial:
Injection, USP 629336964109 | 629336005079 December
02139499 500 mg/mL C96410P 964011 Tray: Tray: TBD 176445 15, 2022
SD Vial 10 mL 629336000418 | 629336005086

Please note, during this transition period the current product code may still be in distribution until inventory
is depleted, at which point the current product code will be discontinued.




Labelling & Component Changes:

Current Product

*NEW?* Product

Magnesium Sulfate Injection, USP

Vial
’ 10mL DIN 02139499 Electrolyte Solution. Single use. Discard o
cosnon  Stopper contains latex unused portion. Each mL: magnesium ——
sulfate 500mg(4.06mEq 2 =o
Injection, USP = mp;umacﬁ/nszdm ; 2 _—§
ro; fjusters) ar er for S—
— 5000 mo / 10 mL injection. Osmolarity 406 mOsmol/mL. S =
E 500 mg / mL Contains no more than 300 mcg / L of b — O
Sterile Solution Stérlle aluminum. Store at 15 °C to 30 °C. —_—
o IV or IM Use Only. ON:  Preservative free. —
MUST BE DILUT! D BEFORE Fresenius Kabi Canada Ltd. M9W 0C8 ’6 s 1
— IV USE. Read insert before use. Questions or concerns? 1-877-821-7724 b= - )
©
>
(@)
U) ________________________________________
— Tray
é 25x10mL  DIN 02139499 Electrolyte Solution «©
(@) 96410 Stopper contains latex Each mL: magnesium sulfate
= Magnesium Sulfate  heptahydrate 500 mg —— -
3 —
In|ectlon, USP (4-06/ mEq anhydrous), sulfuric =3
o acid / sodium hydroxide (pH —_—
o ELU L WAL o5 cter) and water for injection. === O 4
n 500 mg / mL Osmolarity 4.06 mOsmol / mL. — N
Sterile Solution Stérile Contains nomore than 300 mcg /L S g 2
For IV or IM Use Only. of aluminum. Store at 15 °C to _—
CAUTION: MUST BE 30 °C. Preservative free. —t
DILUTED BEFORE IV USE.  Questions or concerns? —
Read insert before use. Single Fresenius Kabi Canada Ltd. s Q
use. Discard unused portion. M9W OCB, 1-877-821-7724 © a8

Vial
7
10mL DIN 02139499 Electrolyte Solution. Single use. Discard o 3
€96401 unused portion. Each mL: magnesium ]
Maqnesium Sulfate sulfate heptahydrate SO0 mg (4.06 mEq —
Injection, USP anhydrous), sulfuric acid / sodium : o 1
hydroxide (pH adjusters) and water for —
5000 mg /10 mL my;ect«on. Osmolarity 406 mOsmol /mL. [0 — 8
| 500 mg / mL Contains no more than 300 mcg /L of ) —
Sterile Solution Stérile  aluminum. Store at 15 °C to 30 °C. < —
For IV or IM Use Only Vial stopper is not made with natural -
CAUTION: MUST BE rubber latex. Preservative free. — O
DILUTED BEFORE IV USE. Fresenius Kabi Canada Ltd. MOW 0C8 - g S
Read insert before use. Questions or concerns? 1-877-821-7724 9 ﬁ = o |
L J
Tray
25x10mL DIN 02139499 Electrolyte Solution. Each mL: ©
500 (Aoseuuagr ;dl )A
mg mEg anhydrous), Se—
maeq:telzLuTjss g Hate sulfuric acid / sodium hydroxide s &S
1 (pH adjusters) and water for — 1)
5000 mg / 10 mL injection. Osmolarity =1
500 mg / mL 406mOsmol /mL.Containsno  sem— ;
9 more than 300 meg / L of — °
Sterile Solution Stérile aluminum. Store at 15°C to 30°C. s & oy
For IV or IM Use Only. Vial stopper is not made with — O
CAUTION: MUST BE natural rubber latex. ——
DILUTED BEFORE IV USE. Questions or concerns? —
Read insert before use. Single  Fresenius Kabi Canada Ltd b &
use. Discard unused portion.  MOW OC8, 1-877-821-7724 © 20

Component

3 Cap Colour: Orange
= Stopper Colour: Red
g Vial Material: Plastic
© Vial Dimensions: 20CC

Cap Colour: Orange
Stopper Colour: Gray
Vial Material: Glass
Vial Dimensions: 20CC

If you would like to obtain more information on this product, please contact your hospital representative or

our Customer Service Department at (877) 821-7724.

Sincerely,

George Shamsoun
Associate Director — Marketing, IV Drugs
george.shamsoun@fresenius-kabi.com
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