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Great choice. Great taste.

The functional filler-binder that makes
medicine taste better
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galenIQ"
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Why is galenlQ™ the solution for you?




Why galenlQ™? gab|?QIQ B

TASTE
STABILITY
WORKABILITY
HIGH DRUG LOAD
COMPRESSIBILITY
CONTENT UNIFORMITY




Properties of galenlQ™ galenIQ

a brand of beneée

* toothfriendly”

* Calorie reduced (vs. Sucrose)
* Very low glycemic response(low Gl), '

: : : : . . u
low insulinemic, suitable for diabetics ~ ‘@ble g,

* Supports gut health

* Chemically very resistant, e.g. against acidic or enzymatic hydrolysis
* No Malillard Reaction or interactions with active ingredients
* Available in different solubilities

* Very low hygroscopic , very stable in amorphous state

= excellent shelf life of finished products!




galenlQ™ in tablet formulations gaIenIQ““
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* Flowability: low fines content enhances flow properties of final blend

* Mixability: high content uniformity in low and high dosage DC formulations

« Compressibility: hard tablets with low compression forces
* Good dissolution profiles

* Excellent stability even with moisture sensitive drugs

sweet (sugar)

AF: astringent caramel

* Excellent taste — sweet sugarlike profile —
and capacity for bitterness reduction

AF: intensity metallic

MF: dusty, chalky MF: body

AF (aftertaste) = Sucrose
MF (mouthfeel) — galenlQ™ 721

galenlQ™ is a filler/binder for all kind of tablets!




galenlQ™ 720 and 721 Tablet Hardness-
Compression Force Profile

galenIQ"
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Tablet hardness [N]
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Tablet hardness vs Compression force
Tableting FETTE P1200 iG 12mm 600 mg 20000 1/h

4 6 8 10 12

Compression force [kN]

—a— galenlQ™ 721 + 0,5% Mg-St
—e— galenlQ™ 720 + 0,5% Mg-St

Outstanding compactibility at extremely
low compression forces




Tablet disintegration properties
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Tablet Disinteqgration Time vs Tablet Hardness

Tableting FETTE P1200iG 12mm 600 mg 0,5% Mg-Stearate
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—8— galenlQ™ 721
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Tablet hardness [N]

200

For prolonged residence time in the mouth we recommend galenlQ™ 720!
For all other kinds of tablets: galenlQ™ 721




Disintegration of tablets galenIQ
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Films

Disintegration of galenlQ™ 720 Disintegration of galenlQ™ 721
based lozenge tablets based tablets




The Sensory Properties of galenlQ™ galenIQ
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galenlQ™ - pharmaceutical excipient
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sweet (sugar)

10

AF: astringent sweetner/artificial

el

\_—a
AR

vanille

\

woody, papery

MF: body metallic
O Saccharose

bitter musty, old 0 galenlQ™72

*n=16 O galenlQ™72

* MF: mouth feeling ; O Mannitol

AF: After Taste

™

Spiderplot of sensorial evaluation galenIQ
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Characterization of the bitterness suppression in liquids
galenlQ™ in comparison to sucrose, maltitol and mannitol ggalenIO"
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* Results
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Figure Suppression effect by sugar and sugar alcohol using a bitterness sensor
Bitter material: 0.1 mM quinine hydrochloride

Tests with artificial sensors show that isomalt has a significantly
better bitterness masking effect!
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galenIQ
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What is galenlQ™ and how can you use it?
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ISOMALT has a natural source galenIQ
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Enzymes

a Hydrogen

Glucose

ISOMAL m%@

Fructose

Isomaltulose

production under cGMP
‘ guidelines for pharmaceutical excipients (IPEC-PQG) ’

Y
galenIQ’

tional carbohydrate for
® &) . optimized en anagement

Sugarbeet Sucrose

Wrmaceutical graded W
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History of ISOMALT galenIQ
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v

ISOMALT e
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History of ISOMALT galenIQ
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European
Pharmacopokia

Handbook of B 8 Fiedler
Pharmaceutical Excipients ‘ Encyclopedia
8 of Excipients

Sixth edition

Today galenlQ™ complies with the Isomalt Monograph of
— Ph.Eur., BP, USP-NF, JPE + JP and IDL for China (Import drug licence)
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galeleTM (isomalt Ph.Eur., BP, USP-NF, JP) = PrOdUCt Range galenI X
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Direct compression Agglomeration Blending Suaarfree
Sachets, ODPs Wet granulation Capsule filling Cg i High Boiled
Dry suspensions Dry compaction Starter pellets Soa 'ng Lozenges
Dry compaction Film Coating Hot melt extrusion yrup
milled ieved
agglomerated sieve
DC-grade | ds, 2POpm NLT 90% |<504ym dso* 380pum dso | 770 pm dg, | 980um
galenlQ™(8p0
galenlQ™(720 galenlQ™(QB0 | galenlQ™ €81 | galenlQ™ 990
galenlQ™ 8@
DC-grade | dg, 180pum NLT 90% [<100pm \ : .
3:1 GPS/GPM ratio Particle size
Solubility in water: 42g/100g at 20°C 0 =small
9 = bi
galenlQ™ 721 galenlQ™ 8 1:1 GPS/GPM ratio h

Solubility in water: 25g/100g at 20°C

*Typical data within specification of the different galenlQ™ grades
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galenlQ™ 720 and 721

galenIQ

galenlQ™ 720
m Chemical composition: ~1:1 GPS/GPM

m Solubility in water at 20°C: 25g9/100g

m Particle size distribution [um]:

dyp 110 ; dgy 260 ; dgq 460

m Specific surface are BET: 0,28 m3/g
m Bulk density: 430 g/l

m Hausner Factor: 1,12

m Angle of response: 38°

m Flowability (orifice 6mm): 60 s/100g

a brand of beneée

galenlQ™ 721
m Chemical composition: ~3:1 GPS/GPM

m Solubility in water at 20°C: 429/100g

m Particle size disribution [pum]:

dyo 90 ; dgy 220 ; dgq 360

| - ey
b Zlnr

Magnification x400

m Specific surface are BET: 0,31 m?/g
m Bulk density: 420 g/l

m Hausner Factor: 1,07

m Angle of response: 37°

m Flowability (orifice 6mm): 62 s/100g
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Oil carrier

galenIQ"
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Chewable tablets with Simethicone

Chewable tablet with Simethicone

Direct compression —
galenlQ™ makes it easy

galenIQ 721 galenIQ 721

3. Tablet Propertieswean values)

. Property Method Unit Result
1. Formulation
Weight (Ph.Eur.) ma] 603
Item Component Description [wiw, %] Hardness (Ph.Eur) N] 60
1 Simethi * Atypical Activ T == = =
imathicone: typica e Disintegration time (USPINF) Is] 320
2 Isomalt {galenlQ™ 721) Filler/Binder 88
Friability (Ph.Eur.) %) 04
3 Native Com starch Disintegrant 5
*DOW CORNING® O7-2243 LVA, Simethicone USP
Remarks
2. Manufacture
* Due to the presence of Com starch no sncklng to the punches occurs.
Steps Equipment - Self- due to the of oil no further are y.
‘Weighing Balance * Very good flowability of the mixture.
Blending | High Shear Granulator (HSG} (6 liter) * Very good compressibility, no capping.

if HSG equipment is not available: Blending Il

Tumbler mixer with fixed blending blades

« galenlQ™ acts like a sponge which can absorb the oil:

Tabletting Rotary tablet press

Workflow lllustration Process Parameter

1. Blending | Rev. of Mixer [rpm] 250

Blend Items 1, 2 and 3 until a Rev. of Chopper [rpm] ]

uniform mix is achieved.

Pour in the oil carefully. Time [rmin] 3

2. Alternative Blending Il Revolutions [pml 20

Blend Items 1, 2 and 3 until a ...'(/ \‘ - Time [min] 60

uniform mix is achieved.

3. Compression Compression force  [kN] 79

Compress the blend into 600 mg THT Punch diameter [mm] 12

round convex tablets. This information and ail further technical advice is based on our present knowledge and experience. However, it imphies no liability or
other legal responsibility on our part, incuding with regard to ensu\g third party inteiectual property rights, especially patent rights.
In particular, no warranty, whether express or implied, or guarantee of product properties in the legal sense is intended or implied

[enr—————

We reserve the right to make any changes according to progress or further The customer is not
released from the obligation to conduct careful i and testing of incoming goods. Performance of the product
descrbed herein should be verified by testing. which should be camed out only by qualified experts in the sole
responsibility of a customer.

BENEO-Palatinit GmbH - Maxmilianstrasse 10 - 68165 Mannheim, Germany
Phone: +40 621 421- 150 - Fax: +40 621 421-160 - info@galeniQ.com

www.galenlQ.com
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