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Importation of US-labelled Oseltamivir Phosphate for Oral Suspension, 6 mg/mL
due to the current shortage of Canadian-authorized Oseltamivir Powder for Oral
Suspension, 6 mg/mL

Natco Pharma (Canada) Inc.
2000 Argentia Road

Plaza 1, Suite 200
Mississauga, Ontario

L5N 1P7

February 20, 2026

Dear hospitals, wholesalers, pharmacists and healthcare professional associations:

There is a critical shortage of Oseltamivir Powder for Oral Suspension in Canada. To help mitigate
the shortage, Health Canada has permitted the exceptional, temporary importation and sale of
US-labelled Oseltamivir Phosphate for Oral Suspension, 6 mg/mL, with English only labels, by
Natco Pharma (Canada) Inc. Health Canada has accepted the addition of Natco Pharma (Canada)
Inc.’s product to the List of Drugs for Exceptional Importation and Sale

(https://www.canada.ca/en/health-canada/services/drugs-health-products/drug-

products/drug-shortages/list.html).

In Canada, Oseltamivir Powder for Oral Suspension, 6 mg/mL is indicated for the treatment of
uncomplicated acute illness due to influenza A and B infection in adults, adolescents (> 13 years)
and pediatric patients (1 year and older) who have been symptomatic for no more than 2 days;
and for the prevention of influenzaiillness in adults, adolescents (> 13 years) and pediatric patients
(1 year and older) following close contact with an infected individual (the index case).

The US-labelled drug product has the same formulation, active ingredient, strength (6 mg/mL
after reconstitution), dosage form (powder for oral suspension), route of administration (oral),
total dry powder content (13 g/bottle for reconstitution), and container closure system as the
Canadian-authorized drug product from Natco Pharma (Canada) Inc. (DIN 02499894).
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Healthcare professionals are advised of the following:

For information on appropriate use, refer to the Canadian Product Monograph for the
Oseltamivir Powder for Oral Suspension, 6 mg/mL product from Natco Pharma
(Canada) Inc. (DIN 02499894) available in English and French on the Health Canada
Drug Product Database (https://health-products.canada.ca/dpd-bdpp/).

The US Prescribing Information (USPI) provides a different description of the final
volume for the reconstituted powder (360 mg of oseltamivir per 60 mL) compared to
the Canadian Product Monograph (390 mg of oseltamivir per 65 mL). The reported
guantities are proportionally equivalent and are not expected to lead to dosing errors.
After the powder is reconstituted with 55 mL of water in the bottle, both products will
have the same final concentration of 6 mg/mL.

Healthcare professionals should continue dispensing the necessary components to
allow safe storage and dosing of the drug product according to the Canadian Product
Monograph (with a 10 mL oral syringe and a universal or 28 mm press-in bottle
adapter). The USPI provides instruction to ensure patients have an oral dosing dispenser
that measures the appropriate volume in milliliters.

For reference, a copy of Natco Pharma (Canada) Inc.’s bilingual package insert for the

Canadian-authorized drug product (DIN 02499894) can be found at our website
https://www.natcopharma.ca.
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Information on the Imported Product:

powder blend
produces a white
to off-white tutti-
frutti-flavoured
oral suspension.

Country of
Dosage form, o .
Product authorization | Foreign Importer
Brand strength and L L .
description and and authorization | in
name route of ) . e s
. . packaging identifying holder Canada
administration
code
Powder for Supplied as a United States | Alvogen Inc., Natco
oral white to off-white | NDC # 47781- USA Pharma
Oseltamivir | suspension, | granular powder in 384-26 (Canada)
Phosphate | 6 mg/mL (after a glass bottle. Inc.
for Oral reconstitution) After
Suspension reconstitution, the

Additional information about the US-labelled Oseltamivir Phosphate for Oral Suspension for
reference by healthcare professionals is available in English only at:
https://dailymed.nlm.nih.gov/dailymed/druglnfo.cfm?setid=82df3237-636b-7bf9-3ba0-
2b476e74bf4c&audience=professional

Healthcare professionals are advised that aspects of the product labels and packaging of the US-

labelled product may differ from marketed Oseltamivir Powder for Oral Suspension, 6 mg/mL

products in Canada. Proper selection of the intended product must be verified to avoid

confusion with other products and prevent medication errors. Images of the US-labelled

product can be found in Appendix 1.

The US-labelled product does not have a drug identification number (DIN) or a barcode that

scans in medication management systems in Canada. A facility-generated sticker may be

required to enable barcode scanning and allow the product being dispensed and administered

to be properly identified.
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Reporting adverse drug reactions

Adverse drug reactions associated with the use of US-labelled Oseltamivir Phosphate for Oral
Suspension, 6 mg/mL should be reported to Natco Pharma (Canada) Inc. by calling toll-free at 1-
800-296-9329, by email to drugsafety@natcopharma.ca or by visiting our website’s contact us

page https://www.natcopharma.ca/contact/, or to Health Canada
(https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-
canada/adverse-reaction-reporting.html ) by calling toll-free at 1-866-234-2345.

Questions or concerns

For questions or concerns about US-labelled Oseltamivir Phosphate for Oral Suspension, 6
mg/mL, please contact Natco Pharma (Canada) Inc. by calling toll-free at 1-800-296-9329 or by
visiting our website’s contact us page: https://www.natcopharma.ca/contact/.

Appendix

Appendix 1: Images of US-labelled Oseltamivir Phosphate for Oral Suspension, 6 mg/mL

Sincerely,

Mike Tersigni
Director, Quality Assurance and Pharmacovigilance
Natco Pharma (Canada) Inc.
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Appendix 1: Images of US-labelled Oseltamivir Phosphate for Oral Suspension, 6 mg/mL

1. US-labelled Product Photo
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2. US-labelled Product - Bottle Label
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3. US-labelled Product - Carton Label
Front and side panels:

NDC 47781-384-26

Oseltamivir Phosphate
for Oral Suspension

*Each mL contains 6 mg
oseltamivir base after
constitution.

60 mL (usable volume
after constitution)

Rx Only

eAIvngen’

NDC 47781-384-26

Oseltamivir Phosphate
for Oral Suspension

Note to patients and

* Refrigerate and discard
unused portion after
17 days OR
* Keep at Room
Temperature and discard
unused portion after
10 days.
When finished with the
prescribed dosing, discard any
unused L
See patient information for
instructions and ask your
pharmacist if you have any
questions.

47781-384-26 5

N
3
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Plain Text — US-labelled Carton — Front and Side Panels:

Front Panel

NDC 47781-384-26

Oseltamivir Phosphate for Oral Suspension

6 mg/mL *

*Each mL contains 6 mg oseltamivir base after constitution
60 mL (usable volume after constitution

Rx Only

Alvogen®

Side Panel
NDC 47781-384-26
Oseltamivir Phosphate for Oral Suspension
6 mg/mL *
Note to Patients and caregivers: SHAKE WELL BEFORE EACH USE.
Store constituted product as follows:
e Refrigerate and discard unused portion after 17 days OR

e Keep at Room Temperature and discard unused portion after 10 days

When finished with the prescribed dosing, discard any unused portion.

See patient information for instructions and ask your pharmacist if you have any questions.
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Back and Alternate Side Panels:

NDC 47781-384-26

Oseltamivir Phosphate
for Oral Suspension

When constituted the usable
volume of oral suspension is
60 mL, equivalent to 360 mg of
oseltamivir free base.

Usual dosage: See package
insert.

Storage: Store dry powder at
25°C (77°F); excursions
permitted to 15° to 30°C

(59° to 86°F).

Store constituted suspension

under refrigeration for up to
17 days at 2° to 8°C (36° to 46°F).

Do not freeze.

Alternatively, store constituted
suspension for up to 10 days
at 25°C (77°F); excursions
permitted to 15° to 30°C

(59° to 86°F).

[See USP Controlled Room
Temperature]. See insert.

Note to pharmacist:
Contains 1 tamper-evident
bottle.

Prepare the suspension at

time of dispensing:

* Tap the closed bottle
several times to loosen
the A

* Measure 55 mL of water
in a graduated cylinder.

* Add the total amount of
water for constitution to
the bottle.

bottle well for 15
seconds.
* Dispense with patient
package insert.
Please ensure that your
patient has an appropriate
dosing device to correctly
measure the oral suspension
as prescribed.
60 mL (usable volume after
constitution)

Distributed by:

Alvogen, Inc.

Morristown, NJ 07960 USA
384-26-01  Rev. 05/2020

PKGO27LY
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Plain Text — US-labelled Carton — Back and Alternate Side Panels:

Back Panel

NDC 47781-384-26

Oseltamivir Phosphate for Oral Suspension

6 mg/mL *

When constituted the usable volume of oral suspension is 60 mL, equivalent to 360 mg of
Oseltamivir free base.

Usual dosage: See package insert

Storage: Store dry powder at 25°C (77°F); excursion permitted to 15° to 30°C (59° to 86°F).
Store constituted suspension under refrigeration for up to 17 days at 2° to 8°C (36° to 46°F).
Do not freeze.

Alternatively, store constituted suspension for up to 10 days at 25°C (77°F); excursions
permitted to 15° to 30°C (59° to 86°F).

[See USP Controlled Room Temperature]. See insert.

Alternate Side Panel

Note to pharmacist:

Contains 1 tamper-evident bottle.

Prepare the suspension at time of dispensing:

Tap the closed bottle several times to loosen the powder.

Measure 55 mL of water in a graduated cylinder.

Add the total amount of water for constitution to the bottle.

Close bottle with child-resistant cap tightly and shake the closed bottle well for 15 seconds.
Dispense with patient package insert.

Please ensure that your patient has an appropriate dosing device to correctly measure the oral
suspension as prescribed.

60 mL (usable volume after constitution)

NOTE: For information on appropriate use, healthcare professionals should refer to the
Canadian Product Monograph for the Oseltamivir Powder for Oral Suspension, 6 mg/mL
product from Natco Pharma (Canada) Inc. (DIN 02499894) available in English and French on
the Health Canada Drug Product Database (https://health-products.canada.ca/dpd-bdpp/),
rather than the United States Prescribing Information.
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