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Acceptance

Criteria , NMT (%)

Total impurities

Any Other individual impurity

Atorvastatin related compound D

(Epoxide)

Atorvastatin related compound C
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Atorvastatin related compound B
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ICH Guidelines
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(Packaging )   (
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(Active Pharmaceutical Ingredient)
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(Package & Labeling)
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(Certification of analysis of raw material)
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b)   nTs^ntin/^^o vn^fi^upi (m^^ln'bn^^Ej'l^funT^^^M'^luTi'^^iivi'iin^afia)

<t)      um^xi Therapeutic Equivalence

i^^itini^i^^nnmhy^LM^a^al^^ tii-u US.FDA ,EMA itl^^^u

sO     w^^^^il Bioequivalence (^iiJinEUiifn^^TiiWi Bioequivalence )

en)       w^^^^oi/n'^ua^/n'B'usi'u^i^vi^jweiEJ'i ti^^fi'aim^^Q^nn (Package &

Labeling)

is)    wsi^ej^a'upiaifn'^m^^n'yi^n'iajpi^^n (Stability data)
(©) Long term stability iiltAtJ^njj ASEAN Guideline fiiiti'iMQiE|Envimvi<u'lTL<UQ?nn

-    w^nTS^^nw On-going stability tldi^^i (find)

(Is) In-use stability
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©)   w^^^aauflWfnwwuafia^ii^a^annfji.flrisw (Certificate of Analysis; CoA)

(a) Active Pharmaceutical ingredient

-    ^uvi CoA of API iia^iwiww^wTPi^fm

-    ^hi^n CoA of API na-njiwiHw^^tn

(Is) Finished Product

^non CoA of finished product

u. inan^^^ummoins (Specific quality criteria)

m)    jjn^^^n^mimiifnwu^^n^sa'iaanw'iiJVi^ninsuii^snnivi^i'l'un'i^in'uf'n^i.^s

n^saiatn (Good Storage Practice / Good Distribution Practice ; GSP/GDP)

-    Clviansnunn^Cl^inw^^u^unn^m'ufri^ij.^snnin^isa'iaa'iw'iiJvianmcu'ii^sm^villi^
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