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Finished product specification: Simvastatin wo mg tablet
amauﬂ’a USPe® BP boe®b
® Identification Test R ALY NI
b UTunasienddgy ®0.0% -©©0.0% «b.& % to @o&.0%
e  Dissolution e/&% (Q) in mo mins w/&% (Q) in o mins
Uniformity of dosage units | A3296HU
& Organic impurities(USP) Tenivastatin NMT @.0% | Impurity A NMT @.0%
Related substances (BP) Individual unspecified NMT 0.&% | Impurities B and C NMT @.0%
Total NMT .0% | Impurities E and F NMT @.0%
Impurities D and G NMT o.€%
Any other NMT o.b%
Total other than A, B+C D, E+F, G NMT @.0%
Drug substance specification: Simvastatin
GG USPe® BP lboed
@ Identification Test HIINU MIIINU
o USuwusendingy ®z.0 % - ©0.0% «0.0% 10 ®o.0%
e Specific rotation Between +oz&° and +oac® +oxk& to +moo
& Loss on drying NMT o.&% Maximum o.&%
& Residue on ignition NMT o.e%
- Heavy metals NMT o.ocolb% Maximum o ppm
¢ Sulfate ash Maximum o.®%
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Drug substance specification: Simvastatin (#®)

qmauﬂ’ﬁ USP&® BP boab
< Chromatographic Simvastatin hydroxyacid NMT o.€% SumofEandF  NMT @.0%
purity (USP) Epilovastatin and Lovastatin NMT @.0% SumofBandC NMT 0.s%
Related substances | Methylene simvastatin NMT o.c% Impurities A,D,G for each NMT o.c%
(BP) Acetyl simvastatin NMT o.c% Unspecified NMT o0.0%
Anhydro simvastatin NMT o0.e% Sum otherthan Eand F NMT @.0%
Simvastatin dimer NMT o.e%
Any other individual NMT o.e%
Total other than lovestatin and epilovastatin NMT .0%
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o.o.0 n3iinanelussmelng frdnazdesdiduunamienideiuseunnsgiunsuin
HIMUVENNAITISMINARTIRUNMSNEREN PIC/S (pharmaceutical Inspection Co-operation Scheme) g
WU PIC/S participating authorities w3eilienanssusaamsguNsHAREIRMMENINA9ILALITNSTIA
Tun1sndne1vesdninIUANENITIUNITOIMITUALET NTENTIEIFITUEY Famuntulasfinuaenades
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