Phytobase”" Cream Base

Stability Study

Phytobase™ Cream Base is an all-natural, innovative, transdermal cream for a more natural approach to hormone replacement therapy.
It is an ultra-light, hydrophilic gel-cream with unique antioxidant and skin moisturizing properties. Ideal for low-concentrations of a wide
variety of active pharmaceutical ingredients (APIs), Phytobase™ Cream Base is a unique solution to compounding challenges.

Beyond Use Dating (BUD) — Phytobase™ Cream Base

The formulation samples were assayed by HPLC using validated, forced-degradation indicative methods at pre-determined time points to verify the
stability of the APIs in the tested vehicle. Sampling times were: initial (T = 0), 30 days (T = 30), 60 days (T= 60), 90 days (T = 90), 120 days (T = 120),
150 days (T=150), and 180 days (T=180). Formulations were immediately assayed six times (6 aliquots) at each time). The evaluation parameter is the
percent recovery with respect to T = 0, using the HPLC method. Results are given as percentage + standard deviation (SD).

Formulation Tested
Estriol 2% / Estradiol 1% / Estrone 1% / Progesterone 20% / Testosterone 5% with Ethoxy Diglycol 10% and Phytobase™ Cream Base 61% (all w/w %)

Assay Results at Time Points as % of Indicated Formulation Amount

- it the APl studied e aable
Estriol (20 mg/g) 9549 | 94.49 | 9458 | 9361 | 9127 | 9300 alone or in combination in
15-25 100 90.05 | 90.66 | 9207 | 9474 | 9469 | 91.99 Phytobase™ Cream Base for the
2-8 100 9654 | 96.85 | 94.68 | 9154 | 9114 | 92.95 time period indicated..
15-25 100 9425 | 9472 | 9369 | 92.08 | 9475 | 93.91
2-8 100 9677 | 94.02 | 9701 | 9228 | 9114 | 92.92
15-25 100 9224 | 9083 | 9297 | 9525 | 9573 | 92.82
2-8 100 | 103.41 | 94.40 | 9781 | 9785 | 94.81 | 9935
15-25 100 99.94 | 9484 | 9611 | 9723 | 96.85 | 96.65
2-8 100 | 101.69 | 98.65 | 99.83 | 10136 | 99.04 | 9874
15-25 100 9674 | 9594 | 101.09 | 10210 | 101.89 | 101.29

Estradiol (10 mg/g)

Estrone (10 mg/g)

Progesterone (200 mg/g)

Testosterone (50 mg/g)

Disclaimer

Although a great deal of effort has been spent to ensure the accuracy of the content of these statements, no claims are made as to the use, safety,
efficacy or bioavailability of mentioned combinations. The content of these statements cannot be construed as medical advice, recommendation or
opinion. Medical professionals, doctors and pharmacists reviewing these statements are advised to do so solely based on their own professional
opinion, experience and judgment. Fagron does not accept and cannot be held responsible or liable in any case for the information contained herein.
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