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Luzenac

TALC FOR THE WORLD

Product Data Sheet

LUZENAC PHARMA M

Luzenac Pharma M is micronized talc originating from one of Rio Tinto Minerals’ European deposits. It is bacteria
controlled and complies with European, US and Japanese Pharmacopoeia specifications. It is produced according to the
IPEC GMP guidelines for bulk pharmaceutical excipients.

Luzenac Pharma M is an excipient ideal for use in pharmaceutical tablet coating application. It is also recommended in
cosmetics for its spreadability, smoothness, optical properties and perfume retention.

Typical Properties
Whiteness (Minolta CR300, illuminant D65/2°) Y
B.E.T. (DIN 66131/2)

Density (ISO 787/10)
Tapped bulk density (ISO 787/11) ... e e e e 0.63 g/cm3
Loose bulk density (EN 1097/3).... ..ot st e e eee e 0.28 g/cm3
Hardness (Mohs scale)
MOIStUIE (105°C) (ISO 78T/2) ... e e ettt et h et e e e e <0.2%
(O] 1= o= 1o o] o PRSP 45 ml/100g
Pharmacopoeia
European (Talc monograph 04/2005:0438) ..........couiiiiiiiaieiie ettt sa e e e e e ee e Compliant
US (Talc monograph USP30 — NF25) Compliant
Japanese (TalC MONOGraPN 14) ... .ottt e e st e e e e sttt e e e ettt e e e st e eeeasaeeeeennseeeesanneneeenannes Compliant
Hegmann fineness (GrNA GAUGJE) ... ..o .ui ittt sttt e e et e e sae e s sen s < 20pum
Particle Size Distribution by Sedigraph by Laser Mastersizer
Sedimentation analysis, Stoke’s Law (ISO 13317-3) Laser diffraction, Mie Theory (ISO 13320-1)
Median Diameter: 4.7 pm Median Diameter: 10.5 ym
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Notice: Although the data listed are typical, they are not production specifications. The supplier
provides the data in good faith, however it makes no warranty or representation of any kind, express
or implied, regarding the information given or product described, including any warranty of suitability
for a particular purpose.

For more information, please visit www.riotintominerals.com
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EUROPEAN PHARMACOPOEIA (Talc monograph 04/2005 :0438)

Lo LT a1 XL TeT=N Ao AN = - Compliant
ADSENCE Of ASDESTOS, Bo...ooeeiiiiiie et e e e e e e e e e e e e e — e e e aeaaaaaeaaaeenanaaanes Compliant
N1 111 YA Yo o [ SO SSS Compliant
Water SOIUDIE SUDSTANCES ..ottt e e et e et e e e abe e e e s be e eabe e e sabe e e ebseesnbeesaneeesnnes <0.2%
N[5 115 0o PSS PEPP <2%
(O o101 o USRSt e 20.9%
LYol (o =T ] 8] o[- o) o IO P TR P P PP VRFTPURN <0.25%
IVIAGNESTUM ...t e e e et e b e e bt ee e e e b e e se e e eb e e see e eme e s e e sae e seesaeeanneas 17.0 - 19.5%
ACIA SOIUDIE TEAA ...ttt ettt s s s e e e e e e e e <10 ppm
Loss on ignition (1050°C — 1100°C) ....eeeiuieeeieeeeieieiiieeeieeetie e stee et ee s e e e steeesaeeesseeeasseeesneeeanseeeanaesanseeesnseeanseeennseeessees <7%
Microbiology (cfu/g)

Total viable aerobiC COUNT.........oiiiiiiee e e e e <100 cfu/g (topical); < 1000 (oral)
Combined MOId AN YEAST.....cccueieiiiie ettt et e e er e e ee e sreeeenaeeeneeas < 50 cfu/g (topical); < 100 (oral)
[Tz Lo T =T =112 SRR none detected
US PHARMACOPOEIA (Talc monograph USP30 — NF25)

Lo LT a1 TeT=N Ao AN = - Compliant
P oL YeT el N o] =Tt o 1= ] (o1 = Compliant
N1 1111 YA Yo o [ SR Compliant
Water SOIUDIE SUDSTANCES ......ooieiiieiieiie ettt et e et e e e et e eabe e e e st e e eabe e e sabe e e ebeeeanbee s nneeesnnes <0.1%
LN (8401 a1V T4 o OO PRV R OPPFTORIN <2%
(01 Lo 0] 3 o RO PRRTROURRN e $0.9%
o] T I (V] o] L=TN T o P USTREPN <0.25%
1= e =T] U 4RSS 17.0-19.5%
3T =] 1] o] L= = U <10 ppm
Loss on ignition (1050°C — 1100°C) ....eeeiuieerieeeeieiesitieeeeeeetee e seee ettt e ste e e steeesseeeaseeeanseeesneeeanseeaasaeeanseeesnseeaaseeennseeensees <7%
Microbiology (cfu/g)

Total viable aerobiC COUNt...........ociiiii s <100 cfu/g (topical); < 1000 (oral)
Combined MOold and YEast.........coii i s < 50 cfu/g (topical); < 100 (oral)
GIFAM NEJALIVES ... ettt e et e b e ee e e e a e e eh e e eae e e s e e e e bt se e e s e e e e e ae e ebe e saeesieesane e none detected
JP PHARMACOPOEIA (Talc monograph 14)

1o =Y 01 1 1o%= (o o SR SSRRN Compliant
L0SS ON drying (450 — 550°%C) ... ettt e et e e et e et e et e e et e e e e e <5%
ACIA SOIUDIE SUDSTANCES ...ttt ettt e ettt e st e e et eensb e e s ae e e embe e e bbeesneeenaeean <2%
Water SOIUDIE SUDSTANCES .......eeiiiiiiiiie ettt e e st e e ettt e e et ee e e easeee e e e nneeeeeaannsneeeeannneaeennnns <4 mg
L = = =T ] 18] o) = o o S ... Compliant
AATSEINIC .ottt et £ e ee £ e h e ee e e eh e eae e e b e et e e e ae e b e e e ae e e e e aee e e e eeas <4 ppm
] (0= o TSRS Compliant

INCI name: Talc

CAS n°14807-96-6
EINECS n°238-877-9
Cl: 77 718

JSCI: 41

Notice: Although the data listed are typical, they are not production specifications. The supplier
provides the data in good faith, however it makes no warranty or representation of any kind, express
or implied, regarding the information given or product described, including any warranty of suitability
for a particular purpose.

For more information, please visit www.riotintominerals.com
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