INSTRUCTIONS FOR USE Important Information For product complaints or questions, please call 1-800-651-3861.
Before Injecting .
Supplies

XACDUR o) i Durlobactam Included with kit:

(sulbactam for injection; 05 g/vial

Non-kit components:

b A Important Information
durlobactam for injection), Durlobact . i i 100 mL of 0.9% sodium
co-packaged for intravenous use ﬁ urlobactam + Forintravenous use only chloride infusion bag
0.5 g/vial . . (2) Durlobactam
19/1 g per dose « Always use aseptic technique 0.5 g/vials |
. R Sulbactam « Ensure carton and vials are stored in refrigerator at ?
Single-dose kit 1g/vial 2C to 8° C (36° F to 46° ) . ﬁ\ é
m - DO NOT use the supplies if damaged. This includes the vials, ig J il
This Instructions for Use provides information for syringes, sterile water for injection vial, and infusion bag (1) Sulbactam Mcohol  Sterile water  Syringe
preparing all 3 vials as a single dose. 1g/vial wipes for injection

Read this Instructions for Use befare using
this vial kit and prior to each use.

Prepare Supplies Clean Supplies

a. Use aseptic technique. a.

» ¢ a. Remove all vial caps a. b. c.
b. Prepare a clean, flat working surface. from the three vials
i i — and sterile water
c. Open kit and inspect that: =

%’ for injection.
« Vials are not damaged : -

i b. Clean all the stoppers
« Expiration date on carton and with alcohol wipe.
all three vials has not passed ’ & L
c. Clean infusion bag
d. Retrieve a full 100 mL infusion bag ‘ port of entry and
of 0.9% sodium chloride. surrounding area Failure to clean could result in loss of sterility.
L J . .
e. Retrieve a vial of sterile water N — with alcohol wipe.

for injection.

i i Reconstitute and Inject Both Durlobactam Vials (Vials 1of 3 and 2 of 3)

a. Inject 2.5 mL of sterile water for injection into durlobactam vial.

b. Reconstitute the powder by gently inverting durlobactam vial a b. ¢. d. e

back and forth 3-5 times. Hold vial base up to a light source to
ensure the lyophilized powder is dissolved after inverting.

Repeat
Step 3
with second
durlobactam vial

After reconstituting, ensure there are
no visisble particles in the solution.

Invert and ‘
withdraw

c. Insert needle into durlobactam vial and gently invert vial to
withdraw 2.5 mL.

Gently invert

d. Inject 2.5 mL of durlobactam into infusion bag.

3-5 times
e. Repeat step 3 with second vial of durlobactam.
—\ Reconstitute and Inject Sulbactam Vial (Vial 3 of 3)
a. Inject b mL of sterile water for injection into sulbactam vial. a. b. C.
b. Reconstitute the powder by gently inverting sulbactam vial
back and forth 3-5 times. Hold vial base up to a light source
to ensure the lyophilized powder is dissolved after inverting.
After reconstituting, ensure there are
no visible particles in the solution. Invert and
c. Insert needle into sulbactam vial and gently invert vial to withdraw
withdraw 5 mL.
d. Inject 5 mL of sulbactam into infusion bag. Gently invert
3-5 times
Prepare Infusion Bag Store Infusion Bag a. Dispose of Materials ‘
a. Gently invert infusion a. Store infusion bag in refrigerator a. Discard needle into
bag to mix contents. & at2°Cto 8°C (36° F to 46°F). sharps container. (E——)
DO NOT freeze. b. Discard syr|r.1ge in
waste container after —Q\
S ) N
b. Infusion time is 3 hours. needle is removed.
Complete the infusion within ~ b. . .
. within c. Discard vials and
24 hours of reconstitution. .
24 all packaging in
hours waste container.

Note: Before infusing, allow 15-30 minutes

Gently invert for infusion bag to reach room temperature £ac
infusion bag g p v = cNTASIS
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after removing from refrigerator.
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