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AMANUYIAN1EUBIY1 Simvastatin bo mg tablet

ﬂdam Simvastatin wo mg tablet
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Finished product specification: Simvastatin lvo mg tablet

AMANUR USPea BP boeb
@ Identification Test PTITMIU NI
b USunusiendAgy ®0.0% -©60.0% wlb.& % t0 @od.0%
o Dissolution @&% (Q) in emo mins #9&% (Q) in o mins
« Uniformity of dosage units | A37901U
& Organic impurities(USP) Tenivastatin NMT @.0% | Impurity A NMT @.0%
Related substances (BP) Individual unspecified NMT 0.é% | Impurities B and C NMT @.0%
Total NMT ©.0% | Impurities E and F NMT @.0%
impurities D and G NMT o.e%
Any other NMT o.w%
Total other than A, B+C D, E+F, G NMT @.0%
rug substance specification: Simvastatin
ﬂmﬂmﬂ’ﬁ USPde BP woab
® Identification Test NI NI
o USunwsendidey ®z.0 % - @ob.o% ®e).0% 10 @olb.0%
om  Specific rotation Between +be¢&® and +oxa® +omd to +moo
« Loss on drying NMT o.&% Maximum o©.&%
& Residue on ignition NMT o.e%
o Heavy metals - Maximum o ppm
o  Sulfate ash - Maximum o.@%
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Drug substance specification: Simvastatin (§19)

AU TR USPee BP boeb
@ Chromatographic Simvastatin hydroxyacid NMT o.% SumofEandF  NMT @.0%
purity (USP) Epilovastatin and Lovastatin NMT &.o0% SumofBandC  NMT o.c%
Related substances | Methylene simvastatin NMT o.c% Impurities AD,G for each NMT o.c%
(BP) Acetyl simvastatin NMT o.a% Unspedfied NMT o.e0%
Anhydro simvastatin NMT o.a% Sum other than Eand F NMT &.0%
Simvastatin dimer NMT o0.e%
Any other individual NMT o.e%
Total other than lovastatin and epilovastatin NMT @.0%
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AuanlRNBeUssluvdram Ui uRa no no
AR ®00 ®00
.0 FKUTTRMN @ : INTFIULTRIUNDR (PZUUWLAY o AZIUL)
faudsuan AU ATLUUENS
@. GMP PIC/S participating authorities ®00 ®0
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(N} WHO List of Prequalified Medicinal Products go o&
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(AZMULLAY o0& AZLLY)
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frudsuan ALY AZWUUEND
(n) FemsAnwnluwuy Randomized controlled trial o o&
@) 33n3mnwidunuu Non-Randomized controlled trial go olo
() 38n1sfnwndunuy Comparative studies wuu Cohort a0 o
studies
(@ A3n1sAnwrUuuuy Descriptive studies wuu Case Lo o
report or case series (F18NUEIY)
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Stora nd stabilit &co (oY)
(n) Long term stability @11 ASEAN guideline on stability & ol.&
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