Tivicay & Tivicay PD: Expiration Date, Partial Dispensing, V/"\V
Unit-Dose Repackaging and Temperature Stability ALY,

Storage, Partial Dispensing and Expiration?!

ViiV Healthcare cannot recommend the use of Tivicay (DTG) tablets or Tivicay PD (DTG) tablets for oral

suspension when stored outside of the following conditions:

25 mg and 50 mg

» Store and dispense the » Store and dispense the * Once the original manufacturer’s
DTG 5 mg tablets for oral DTG 10 mg tablets in the bottle is opened and some tablets
@ suspension in the original original package. are partially dispensed, the
~Z bottle. «  Protect from moisture, and remaining tablets can be dispensed
+  Protect from moisture, keep the bottle tightly closed. up to the expiration date stamped on
and keep the bottle [ e dlestesrT the container when the original
tightly closed. bottle is stored in accordance with

the recommended temperature
range described in the local label.

* Do not remove desiccant.

Z * DTG 5 mg tablets for oral * DTG 10 mg tablets should be ' « DTG 25 mg and 50 mg tablets
Z suspension should be stored at 77°F (25°C), with should be stored at 77°F (25°C), with
9 stored below 86°F (30°C). excursions permitted excursions permitted 59°F to 86°F
59°F to 86°F (15°C to 30°C). (15°C to 30°C).
Expiration Date 5mg and 10 mg 25 mg and 50 mg
» Once opened, any remaining tablets may be dispensed up to * Once opened, any remaining tablets
the expiration date that is stamped on the label, as long as the may be dispensed up until the expiration
desiccant is present and still intact. date that is stamped on the container,

when the original bottle is stored in
accordance with the recommended
temperature range.

Unit Dose Repackaging 5mg and 10 mg 25 mg and 50 mg

» Do not repackage the 5 mg tablets for oral » Currently no data is available on
282283 suspension or the 10 mg tablets into unit-dose repackaging 25 mg or 50 mg tablets
blister packages. into unit-dose blister packages.

Low Temperature Stability?

A 28-day freeze-thaw study evaluated DTG 10 mg, 25 mg, and 50 mg:

Under alternating 86°F —_—
temperature conditions (30°C) No S|g_n|flcan-t-
7 Days < = @ 7 Days change in stability
Two cycles each of alternating conditions

High Temperature Stability?

5mg D Rer 10 mg e 25 mg D eE 50 mg _ 86°F
Upto 36 = (30°C) Upto @0 = (30°C) Upto 48 = (80°C) Upto @0 = (30°C)
Months Months Months Months

No significant change in stability for all four dosage strengths was found at temperature of:
104°F = 122°F =
ey Forupto 6 (50°C) ~

Months
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Forupto 3
Months




Important safety information is found in the Prescribing Information.
CLICK FOR ViiV US

For more information —({&NVIT=aNEY) frescribing MP | Medical Portal

Some information contained in this response is outside the approved Prescribing Information. This product is not approved for the use
described. This response is not intended to offer recommendations for administering this product in a manner inconsistent with its
approved labeling. In order for ViiV Healthcare to monitor the safety of our products, we encourage healthcare professionals to report
adverse events or suspected overdoses to the company at 877-844—-8872. Please consult the Prescribing Information. This response
was developed according to the principles of evidence-based medicine and, therefore, references may not be all-inclusive.

Abbreviations: DTG = dolutegravir, RH = relative humidity.
References: 1. ViiV Healthcare, Global Data Sheet for dolutegravir, Version 0021, August 10, 2022; 2. Data on File. 2019N420035.

MED—US-8788 | Jan-23 Trademarks are owned by or licensed to the ViiV Healthcare group of companies. © 2023 ViiV Healthcare group of companies.  Page 2


https://medinfo.gsk.com/5f95dbd7-245e-4e65-9f36-1a99e28e5bba/43f69fbe-56b9-4eac-b450-cb5f5f48a595/43f69fbe-56b9-4eac-b450-cb5f5f48a595_viewable_rendition__v.pdf
https://www.viivhcmedinfo.com/?MIContent=ViiVInf
https://medinfo.gsk.com/5f95dbd7-245e-4e65-9f36-1a99e28e5bba/88b5db66-391f-4fbd-a1a5-e24c4fd68b10/88b5db66-391f-4fbd-a1a5-e24c4fd68b10_viewable_rendition__v.pdf

