GS-441524 Compounding Forms

Available Dosage Forms for FIP Treatment

Dr. Fabien BRUNO
PharmD b

Dr. Youcef BOUKAACHE

VetMD Vet

Pharmacie Delpech Paris, France

Cholbhects Vv

L - S FlEied
TAPRIPARATION MAGISTRALS e . » ’ - - " p - >

i_/)r/’ﬁzm; 7873, A /1//1 WILACLE Al SE2INCE r/: L Sfispraralion u.'u;//,x/}zzA

i . ' / ¥




Plan

@ Pharmacie Delpech Paris
9 GS-441524 : Quality
9 GS-441524 . Compounded formulations




Pharmacie Delpech Paris

) Founded in 1873

) European leader in outsourced

non-sterile pharmaceutical

compounding

) 2500 preparations per day
- 130 team members

) Revenue 2025 : 25 M€

) Gegrundet im Jahr 1873

. Europaischer Marktfuhrer im

ausgelagerten nicht-sterilen

pharmazeutischen Bereich

) 2500 Zubereitungen pro Tag
- 130 Teammitglieder
- Umsatz 2025: 25 Mio. €




GS-441524 : Quality
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EP General Monograph (2034)

9 Identification

9 Purity

< Impurities (organic and inorganic)
g Water content

@ Microbiological quality
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Our GS-441524

9 GMP manufactured V1

@ Compliant with European
Pharmacopoeia [ ¥

J Suitable for use in pharmaceutical

compounding
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pharmaceutical contract analysis
UERCUS GMP cartficaton 1843 H -V - M9
SOALIYY By
Our Ref F24/2240-1
Our Sampie 92146
MedicaPharma BV
Noordenberastraat 2
7411 NL Deventer
NETHERLANDS
Product GS-441524 Date of apphcation 20008/2024
Lot nurvder SNV-240220 Date of recaption 20002024
Customes produc! numbers NA Date stnrt of anslyss Q20472025
Customes reforencs NA Dale of end of aralyss 17082025
Test Mathoo ANAMED-0011
Spec Reference ANA-MED-001/1
PERFORMED ANALYSIS AND RESULTS
Analywin Specification Resut
Aspect
Appearance Winte 1o off-white to ight yellow solid Congiies
Identifications
identification (WPLC) POSITIVE POSITIVE
Other tests
Water condert (Ph Eur serm-mmcro Kar-Fise NMT10% 02%
har)
Rosidue on ignilion 0.06 %
Related substances (HPLC)
Tots! imgaribes (HPLC) NMT 20 % 0.041 %
ACSS087-1001 (HLC) NMTO.1 % 0.026 %
ACSH0E7-201 (HPLC) NMT 0.1 % Not dotecied
ACSBOa7.4 (HPLC) NMTO1 % Not detacted
ACSEH0ET- 1004 (HPLC) NMT OS5 % Not detected
ACSH087-1011 (HPLC) NMT 10 % 0.004 %
ACSH087-1005 (HPLC) NMT 05 % Not detecied
ACSB08T-1007 (HPLC) Not detected
ACSB087-1003 (HLC) Not detected
Any indvidual unspecfed mmparity (HPLC) NMT 05 % 0011 %
Assays
Assay (HPLC) NLY 85% calculated on CI12H1INSO4 9.0
Querrus Lato QL_COFAY - Verwes 2
Wsrensraat 218 Ropon Nurvber - 41006
B0030 Marisverse. Bagrer Frortog Oule - bove . 170120285 120011
T +20N5TN0M 8 Doratase LMLPRD
Pagra 1van 2
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1. GS-441524 : Dosage forms
(Oral paste, oral suspension, Capsules)
2. In the pipeline : tablets (hard, soft)
3. Palatability difference
4. How to prescribe
5. How to order
6. How to use
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Oral Paste

Two strengths available:

3.75 mg/click

|

Leaflet:

Weight 15 20 22.5

. i k /kg/d lkg/d lkg/d
Suitable for cats under 4kg (ka) maRGeay | mafaiay | matkgieay

3 12 16 18

400 clicks (20 mL) || 200 clicks (10 mL)

7.5 mg/click Weight 15 20 225
Suitable for cats above 4kg m tel MENEREY | MEREREY | R

6 12 16 18

400 clicks (20 mL)

200 clicks (10 mL)

Storage: room temperature - Shelf life: 6 months
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Oral Suspension

One strength available: Leaflet:

Weight 15 20 225
5 O mg /m L (kg) mg/kg/day | mg/kg/day | mgl/kg/day
Suitable for all weights 4 1.2 1.6 1.8

10;20;30;..;100 mL

Storage: room temperature - Shelf life: 12 months
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Capsules

Four strengths available:

e
——
e ——— 3 Weight 15 20 225
L :~ ; : i = (kg) mg/kg/day mg/kg/day mg/kg/day
10; 20;50; 100 mg i ———————

S —— 60mg | 80mg | 90mg
e ———
[?.1 !Q_E H .: 1 .:_ |
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e ———
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10 mg capsule * 10 units Combine strengths

20 le * 10 unit . .

Mg capsu’e * unts to reach prescribed daily
50 mg capsule * 10 units dose
100 mg capsule * 10 units
Storage: room temperature - Shelf life: 3 months
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In the pipeline

Two forms, two strengths each:

Standard tablets (Hard)

Flavored quarter-scored
tablet 30 ; 60 mg * 30 units

— —

Lozenge tablets (soft) —

Flavored quarter-scored
tablet 30 ; 60 mg * 30 units
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Palatability difference between these oral forms and
flavors in cats

35 Answers 59 Answers

g Capsules

. Oral suspension

0 Chicken
‘ Beef

Fish

Troches

. Oral paste

. No significant difference
. No significant difference

Vet galenic forms “Salted” flavors
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