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DELBERT

July 16, 2024

Laboratoires DELBERT

49 Rue Rouelle

75015 Paris

France

Phone : +33(0)1 46 99 68 20
https://laboratoires-delbert.fr/en/

IMPORTANT PRESCRIBING INFORMATION

Subject:

Temporary Importation of Extencilline, (benzathine benzylpenicillin) Powder and
diluent for reconstitution for injection, 1,200,000 units and 2,400,000 units with
Foreign, non-U.S. Labeling to Address Supply Shortage

Dear Healthcare Provider,

To address the ongoing shortages of Bicillin® L-A (penicillin G benzathine injectable
suspension) in the United States, Laboratoires Delbert in conjunction with Provepharm Inc.
(Provepharm) through its distributors ("Distributors") coordinating with the U.S. Food and
Drug Administration (FDA) to temporarily import Extencilline, (benzathine benzylpenicillin)
Powder and diluent for reconstitution for injection, 1,200,000 units and 2,400,000 units into
the U.S. market. Delbert’s Extencilline, (benzathine benzylpenicillin) Powder and diluent for
reconstitution for injection, 1,200,000 units and 2,400,000 units marketed in France and
manufactured in Italy for Delbert, is not FDA-approved. Benzathine benzylpenicillin is another
name for Penicillin G benzathine.

At this time, no other entity except Provepharm or its Distributors McKesson Corporation,
Cencora Global Procurement Ltd., Cardinal Health, Morris & Dickson, Anda Inc., Henry
Schein, OptumRx and Direct Success Inc. are authorized by the FDA to import or distribute
Extencilline powder and diluent for reconstitution for injection in the U.S.

Effective immediately, Provepharm will distribute the following presentations of Extencilline,
(benzathine benzylpenicillin) Powder and diluent for reconstitution for injection, 1,200,000
units and 2,400,000 units to address the critical shortage:
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Product Strength Packaging | NDC Lot/ Expiration Date
Description number Batch # (Labeled)
Extencilline, 1,200,000 units | 20 mL 81284-521- | 72000127 31 OCT 2025
(benzathine vials of 01
benzylpenicillin) powder for
Powder and suspension
diluent for
reconstitution for 5mL of
injection water for
1,200,000 units injection in
ampules
Extencilline, 2,400,000 units | 20 mL 81284-522- | 72000122 31 OCT 2025
(benzathine vials of 01
benzylpenicillin) powder for
Powder and suspension
diluent for
reconstitution for 5 mL of
injection, water for
2,400,000 units injection in
ampules

The barcode on the imported product label may not register accurately on the U.S.
scanning systems. Institutions should manually input the imported product information into
their systems and confirm that the barcode, if scanned, provides correct information. Alternative
procedures should be followed to assure that the correct drug product is being used and
administered to individual patients.
In addition, the packaging of the imported product does not include serialization information.
Delbert’s Extencilline does not meet the Drug Supply Chain Security Act (DSCSA)
requirements for the Interoperable Exchange of Information for Tracing of Human, Finished
Prescription Drugs.

There are key differences between the U.S. marketed Bicillin® L-A and Extencilline

e Extencilline labeling does not have a boxed warning. Please refer to the Bicillin L-A
boxed warning.
Extencilline carton labeling doesn’t have the warning “Fatal if given by other routes”
Extencilline contains soy phospholipids and may cause hypersensitivity reactions
(urticaria, anaphylactic shock) in patients with a history of allergy to soybeans.

e [Extencilline is supplied as powder for reconstitution compared to prefilled disposable
syringes for Bicillin L-A. Follow instructions for the preparation of an intramuscular
injection of Extencilline in the Preparation section below.
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e The volume of Extencilline 1,200,000 units after reconstitution is around 5 mL
compared to 2 mL for Bicillin L-A 1,200,000 units. The volume of Extencilline
2,400,000 units after reconstitution is around 7 mL compared to 4 mL for Bicillin L-A
2,400,000 units.

e Extencilline labeling does not include detailed instructions for deep intramuscular
administration. Please refer to the Bicillin L-A prescribing information.

e Extencilline does not require any special storage condition. Following reconstitution,
benzylpenicillin benzathine should be used immediately.

e Extencilline will be available only by prescription in the U.S. However, the imported
product does not have the statement “Rx only” on the labeling

When using Extencilline from Delbert the following advice has to be taken into account:
Method of administration:
For further Information please refer to the full prescribing information enclosed.

Prescription and Labeling:
Extencilline will be available only by prescription in the U.S. However, the imported product
does not have the statement “Rx only” on the labeling.

To place an order, please contact one of the authorized Distributors listed below:

McKesson Corporation,

Cencora Global Procurement Ltd., (fka Amerisource Bergen)
Cardinal Health,

Morris & Dickson

Anda Inc.

Henry Schein

OptumRx

Direct Success Inc.

@ e o @ ©® o & @

Reporting Adverse Events:

Healthcare providers should report adverse events associated with the use of Delbert’s
Extencilline to Provepharm at:

Phone: 1-833-727-6556
email: safety-us@provepharm.com

Adverse reactions or quality problems experienced with the use of this product may be reported
to the FDA’s MedWatch Adverse Event Reporting program either online, by regular mail or by
fax.

e Complete and submit the report Online: www.fda.gov/medwatch/report.htm
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¢ Regular Mail or Fax: Download form
https://www.accessdata.fda.gov/scripts/medwatch/index.cfm 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).

You may also contact our medical information department at medicalaffairs@provepharm.com
if you have any questions about the information contained in this letter or the safe and effective
use of Extencilline.

This letter is not intended as a complete description of the benefits and risks related to the use
of Extencilline. Please refer to the enclosed full prescribing information.

For additional information, please contact Provepharm Inc. at 610-601-8600 or at
medicalaffairs@provepharm.com.

Finally, please ensure that your staff and others in your institution who may be involved
in the administration of Extencilline receive a copy of this letter and review the
information.

Sincerely,

Thierry HOFFMANN
Qualified Person
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