Calculated Drug Delivery Rates
Following Partial Covering of

Neonatal Pharmacists

78U NINPINA AN
Group in Israel Tr ans d erm al PatC h es — NI"AD MpIN DNIY —
Reduced DDR for partial covering
TDP Brand Area-dependent DDR | DDR for Intact of TDP (mcg/hour)
Name (mcg/cm?-hour) TDP (mcg/hour)
1/2
Fenta® 12 3.75 3.33 12.5 mcg 3.125 6.25 9.375
i ®
Nitroderm 10 20-25 200-250 50-62.5  100-125  150-187.5
TTS 5
Scopoderm® 2.5 5.6 14 3.5 7 10.5

All dosage information is in micrograms (mcg). DDRs are given as average values or range, where appropriate.
TDP = Transdermal patch; DDR = Drug delivery rate

The evidence for given/calculated parameters (drug-releasing area, DDR) are
provided in the following pages for each type of TDP:



Evidence - Fenta
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2. Qualitative and quantitative composition

Fenta 12*: Each patch releases 12.5 micrograms fentanyl per hour. Each patch of 3.75 cm? contains 2.063 mg fentanyl.

-- Rafa Laboratories Ltd. Fenta Patch (fentanyl) - Israeli Prescribing Information. December 2022.

e TDP area = 3.75 cm?

mcg

* DDR for intact TDP = 12.5

hour

12.5mcg ~ 333 mcg

3.75 cm?2 - hour cm?2-hour

 Area — dependent DDR =


https://mohpublic.z6.web.core.windows.net/IsraelDrugs/Rishum01_6_05252923.pdf
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Neonatal Pharmacists 78U NINPINA AN
Group in Israel — NI'ad mp1n oMo —
Table 21 Nitroderm TTS pharmaceutical forms

Nitroderm TTS 5 Nitroderm TTS 10

Nitroglycerin content 25mg 50 mg

Drug-releasing area 10 cm? 20 cm?

Imprint (backing side) | CG CG Novartis Israel Ltd. NITRODERM®
DOD ____ _ DPD TTS (nitroglycerin) — Israeli

Colour of the release off-white to yellowish - .. .

liner Prescribing Information. June 2021.

The numeric components of the product designations TTS 5 and TTS 10 denote the nominal
amount of nitroglycerin in mg delivered by the system per 24 hours.

The remainder of the nitroglycerin in each system serves as a reserve and is not delivered
during normal use. After 12 hours, for example, each system has delivered 10% of its original
nitroglycerin content. Since nitroglycerin is released from Nitroderm TTS at a constant rate
per cm?, the dose administered is related to the size of the drug-releasing area. The nominal
rate of nitroglycerin release in vivo is approximately 20-25 microgram/cm?.h.

e TDP area = 10 cm?

. 5
- DDR for intact TDP = 2279 ~ 7083 1Y
24 hours hour
5000
* Area — dependent DDR = —d__ ~20.8 —2—
10 cm# - 24 hours cm#4-hour

(Accordin to leaflet: 20 — 25 &)
g ' cm? - hour


https://mohpublic.z6.web.core.windows.net/IsraelDrugs/Rishum01_6_991594722.pdf
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Product description

* TDP Diameter = 1.8 cm (r = 0.9 cm)

What Scopoderm looks like and contents of the pack

Scopoderm is a flat, round patch approximately 1.8 cm in diameter and 0.2 mm

thick. . TDP area = 71T - rz =25 sz

One side of the patch is tan; the other side is silver and is placed on an oversized
clear hexagonal film.

Each patch is individually packed into a foil pouch. N DDR fOT' iTltClCt TDP _
Scopoderm is a PHARMACY MEDICINE.

1000 mcg ,_ 4 mcg
72 hours hour

Ingredients

Active ingredient(s): b Area — dependent DDR =
= The active substance is scopolamine (hyoscine). 2.5 cm?-72 hours
« Scopoderm contains 1.5 mg active substance scopolamine (hyoscine) per ~ mcyg
patch. The average amount of scopolamine (hyoscine) absorbed from each
patch in 7.2 hours is 1mg.

1000 mcg

cm?-hour

Inactive ingredients:
« The other ingredients are light mineral oil/ paraffin light liquid and

polyisobutylene.

Scopoderm® consumer leaflet, New Zealand Consumer
Medication Information, November 21, 2023



https://www.medsafe.govt.nz/consumers/cmi/s/scopoderm.pdf

