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AUANYUZEWIZYEW
Atorvastatin ........ .. Mg tablet
1. 3001 Atonvastatin ........ mg tablet
2. auusanianaly
21 sy Whanudimndauitaa (film coated tablet) dmivinlseny
22 dwvseneu  Usenauinudm atonvastatin calcium flamaiy atorvastatin ....... mg

Tu 1 dn
23 moususy  rsyhisselnadin Jeatusiiy
24 aan - ayBorn dnnlrenoufapddguareniuuse Yusdn Tuduery wuiudn
wemmmmlauinive Hatsinsuuuussgion
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3. pauaudimamaiia
wanaTvhareinan mdulumi finished product specification wate drug substance

specification FslAvamvuilousad Win uRUENTTIINTDINIUALE) NSENTIEIETTNAT

3.1 Finished product specification

40 | Testitems Specifications
1| identification Complied with finished product specification
2 | Assay 95.0 — 105.0% of the (abeied amount of
atorvastatin
3 | Uniformity of dosage units® Complied with finished product specification
Dissolution® Cornplied with finished product specification
Related substances Complied with finished preduct specification

3.2 Drug substance specification:
(A) Atorvastatin calcium USP35

da | Testitems Specifications
Identification Meet the requirement
2 | Assay 98.0 — 102.0% of atorvastatin calcium (on the
anhydrous basis)
Heavy metals Not more than 20 ppm
4 | Organic impurities
- Atorvastatin related compound A | Not more than 0.3%
{Desflucro impurity)

24
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- Atorvastatin related compound B
(35, 58 isomer)

- Atorvastatin related compound C
{Diftuoro impurity}

- Atorvastatin related compound D
(Epoxide impurity)

- Any other individual impurity

- Total Impurities

Not more than 0.3%
Not more than 0.3%
Not more than 0.1%

Not more than 0.1%
Not more than 1.0%

Enantiomeric purity Not more than 0.3% of atorvastatin related
compound E (35, 55 enantiomer)

Water 35-55%

(B) Atorvastatin calcium USP37

|dentification Meet the requirement

Assay 98.0 — 102.0% of atorvastatin calcium {on the
anhydrous and solvent free basis)

Propylene glycol (If label as a 54-T73%

propylene slycol solvate)

Heavy metals Not more than 20 ppm

Organic impurities

Procedure 1

- Atarvastatin related compound A
{Desflucro impurity)

- Atarvastatin related compound B
{35, 5R isomer)

- Atorvastatin related compound C
{Diftuora impurity)

- Atorvastatin related compound D
{Epoxide impurity)

- Any other individual impurity

- Total impurities

{iFon Procedure 1 WiB Procedure 2 Tufuisduaiuas polymorph vaamaL)

Not more than 0.3%

Not rmore than 0.3%

Not more than 0.3%

Not rmaore than 0.2%

Not more than 0.1%
Not more than 1.0%

25
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0 | Testitems Specifications
Procedure 2
- Atorvastatin diamine Not more than 0.15%
- Atorvastatin related compound A | Nat more than ¢.3%
(Desfluceo impurity)
- Atorvastatin related compound B | Not mare than 0.3%
(35, 58 isomer)
- Atorvastatin related compound C | Not mare than 0.3%
(Diftuoro impurity) If present
- Atorvastatin 3-deoxyhept-2-enoic | Not more than 0.10%
acid
- Atorvastatin related compound H | Not maore than 0.15%
{Lactone impurity)
- Atorvastatin epoxy Not mare than 0.15%
tetrahydrofuran analog
- Atorvastatin ethyl ester Not more than 0.15%
- Atorvastatin related compound D | Nat mare than 0.15%
(Epoxide impurity)
- Atorvastatin related compound | | Nat mare than 0.15%
{Acetonide impurity)
- Any other individual impurity Nat mare than 0.10%
- Total impurities Not mare than 1.0%
6 | - Enantiomeric purity Nat more than 0.3% of atorvastatin related
compound E (38, 55 enantiomer}
7 | water @iy crystallinity sosdandiy)
- Trihydrate form 3.5-55%
- Amorphous form or Not more than 6.0%
semicrystalline form
- Prapylene glycol sclvate Not more than 1.0%
(C) Atorvastatin calcium trinydrate BP2012
fia | Test items. Specifications
1 | ldentification Meet the requirement
2 | Assay 97.0 — 102.0% of atorvastatin calcium (on the
anhydrous substance)
26
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%9 | Test items Specifications
3 | Enantiomeric purity

- Impurity E Not mare than 0.3%
4 | Related substances

- Impurity A, B {for each) Not more than 0,3%

- Impurity C, D {for each) Nat more than 0,15%

- Unspecified impurities Not more than 0.10%

{for each)

- Total impurities Not more than 1,5%
5 | Sodium Maximum 0.4% (annydrous substance)
6 | Heavy metals Maximum 20 ppm
7 | Water 3.5-55%

mnumg - * ¥ide Dissolution U Uniformity of dosage units likuuenaiuanizmazisvn
uamIEnTiRTEl windiduimransveiituneniiulu coa
- naieanedouudinisiiy (waive) n3nTIvaeviwsisisuniile Iibusana
wnaTdnguAIna TR UBEIRA U
- Drug substance specification Wevsenantudineivoauin drug substance wia
TuSiAmedd drug substance mRaguAnudniagyu atulmedunia Fainimsas

v

- « #o
Fmseirnmmbiaiidiun

4. doulvidu

Twasduaanienaisdnd 2 Gos Gaulvdu

5. nmsUszdiunnlszansamwraiian (Price Performance)

swazdsarsanansdand 3 Gos nrivsdiudsedninwaaTn (Price Performance)
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Atorvastatin 40 mg tablet

1.3081 Atorvastatin 40 mg tablet

2.anautAnaly

2.1 3Uuuy ugdandiouilda (film coated tablet) dwsusuuseniu

2.2 @uusenau Usgnausesen Atorvastatin calcium flasyariy Atorvastatin
40 me Tu 1 din

2.3 AYULUTIY ussgluunsDnain Yoatueuiy

2.4 aa1n - syyBosn dadsznaufiedifyuasmiuuss Tundn Suduony

wunnanuaziaunzdouinFuen Llegadaauuuussydue

- UUN1BUEUTTIU081IH08ABITE UYL IMIUBN1ANTA

duUTENIULAYAILLIIVDIYT 1AUTNGS TuFueiy LTy

3. adudANIamaila

wamsmaaﬁmeﬁammwvﬂulﬂmm finished product specification wag drug substance

specification @4larnanziuufedinAMENITUNTOMTUALET NTENTIETITUEY

3.1 Finished product specification

UD Test Items

Specifications

1 |dentification

Complied with finished product specification

Assay

95.0-105.0% of the labeled amount of atorvastatin

Uniformity of dosage units

Complied with finished product specification

Complied with finished product specification

2
3
a4 Dissolution
5

Related substances

Complied with finished product specification
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