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Formulation:
Active ingredient 100 mg
Lactose 44 mg
140 1+ Aerosil 200: 1.5mg
Mg- stearate: 1.5mg
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MCC type 12
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cv =rel. Mixing Behaviour @5 min.
standard deviation depending from Mixing Time :;3 (i,
min.

Active: Acetaminophen
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2R — XTI A Metiormin, PROSOLY SMCC' 90 and VIVASOL® were blended to hamogenesy, Then PRUY™ was added and mixed for
another 3 minutes. The powder-mix was ready for Direct Compression,
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Tablet Characteristics
R 0,021 % 0,025 mg
PROSOLV® 50 9,30 % 9,3 mg
PROSOLV® 90 84,9 % 104,3 mg
EXPLOTAB® 5,0 % 6,1 mg
Mg-stearat 0,70 % 0,85 mg
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| with Lactose: 5-8 %

ZEP 7 - critical active
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Quali-Quantitative Formulation (without PROSOLV® SMCC 90)

Unit dose formulation (mg) Un |Quant
Cat’s claw powder (lyophilized extract) mg 90
Emcompress mg 82
Microcrystalline cellulose mg 10
Silicium dioxide (Siloid 244) mg 10
Estearic acid powder mg 5
mg 2

mg 1

200

Developed at Laboratorio Hofarm S.A.C. - Lima - Per( (2004)

BEH77 - critical active

WA
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Quali-Quantitative Formulation (with PROSOLV® SMCC 90)

Unit dose formulation (mg) Un | Quantity| %
Cat’s claw powder (lyophilized extract) [ mg 90,00 66,2%
PROSOLV SMCC 90 mg 40,00 29,4%
Vivasol mg 4,00 2,9%
Magnesium Stearate mg 2,04 1,5%
136,04 100,0¢

Developed at Laboratorio Hofarm S.A.C. - Lima - Per( (2004)

BFH77 - critical active
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Technical parameter of comparison Unit Form without Prosolv| Form with Prosolv
SMCC 90 SMCC 90
Average weight x 20 tablets mg 200,0 136,0
Diameter mm [ 8,0 [ 7.5
Thickness mm [ 34 [ 33
Average hardness kp [ 8,6 r 8,0
riability % [ 0,13 r 0,11
S gration time (37°C / with Discs x 6 tablets) min 45 - 50 20

Developed at Laboratorio Hofarm S.A.C. - Lima - Per(i (2004)
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[Manufacturing process (old) ing process (new)

Sieving Sieving
Mixture Mixture
Precompression Final compression

Dry granulation

n rate (unit/hour) : 20 000 Production rate (unit/hour) : 30 000
i Compression force : 12 KN

Developed at Laboratorio Hofarm S.A.C. - Lima - Per( (2004)
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LR (B L)
Cost analysis Unit [Form without Prosol{Form with Prosolv
SMCC 90 SMCC 90

Cost of excipients x thousand tablets Uss 0,55 0,44
Manufacturing cost x thousand tablets US$ 1,21 0,50
Total US$ 1,76 0,94

Developed at Laboratorio Hofarm S.A.C. - Lima - Per( (2004)
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