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. Finished product specification

UD Test items Specification
® Identification Complied with finished product specification
G Assay «&.0 — ®o&.0% of the labeled amount of

atorvastatin

m Uniformity of dosage units* Complied with finished product specification
« Dissolution* Complied with finished product specification
& Related substances Complied with finished product specification
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.o Drug substance specification :

Atorvastatin calcium USPeney

v

U8B Test items Specification
® Identification Meet the requirement
() Assay ®z.0 — ®@o.0% of atorvastatin calcium (on the

anhydrous and solvent free basis)

o Propylene glycol (If label as a &.& — o.n%

propylene glycol solvate)

&« Heavy metals Not more than o ppm

& Organic impurities

(1d®n Procedure @ %30 Procedure

b FufiUAtduAsIiLaE polymorph

VDINGEN)

Procedure o

- Atorvastatin related compound A |Not more than o.e%
(Desfluoro impurity)

- Atorvastatin related compound B |Not more than o.e%
(S, &R isomer)

- Atorvastatin related compound C |[Not more than o.m%
(Difluoro impurity)

- Atorvastatin related compound D |Not more than o.o%
(Epoxide impurity)

- Any other individual impurity Not more than o.@%

- Total Impuirities Not more than @.0%

ﬂmxﬂii&lﬂ’]‘éﬁ’]‘ﬂUﬂi’]EJa3L58ﬂﬂN5ﬂHﬂJ$LQW1$‘U§Nﬂ’1

(89%0) A/u .......................... U3851UNIIUNS
(Weyya  Fedaniide)
UGN I
GEG)— = NIIUNT
(weusilung  Ustnduw)
UILUNET YUY
4 JINA
(A9U0) o EE L ATIUAS

(WNEAITNAUT FUANRIUIAR)
LNFUNITIUIYNNT /&



Test items Specification

Procedure o
- Atorvastatin diamino Not more than o.e&%
- Atorvastatin related compound A |Not more than o.m%
(Desfluoro impurity)
- Atorvastatin related compound B |Not more than o.m%
(S , &R isomer)
- Atorvastatin related compound C |Not more than o.m%
(Difluoro impurity) if present
- Atorvastatin e-deoxyhept-lo- Not more than o.@0%
enoic acid
- Atorvastatin related compound H |Not more than o.e&%
(Lactone impurity)
- Atorvastatin epoxy Not more than oc.e&%
tetrahydrofuran analog
- Atorvastatin ethyl ester Not more than oc.e&%
- Atorvastatin related compound D |Not more than o.e&%
(Epoxide impurity)
- Atorvastatin related compound | |Not more than o.e&%

(Acetonide impurity)

- Any other individual impurity Not more than oc.e0%
- Total Impuirities Not more than @.0%
Enantiomeric purity Not more than o.m% of atorvastatin related

compound E (ms , &s enantiomer)
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U9 Test items Specification

[

o Water @uiu crystallinity vaedie1d1AL)

- Trihydrate form n& - &&%

- Amorphous form or Not more than ©.0%
semicrystalline form

- Propylene flycol solvate Not more than e.0%
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