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6.1 AnuantRnaly
6.1.1 JUwuy WuedandeuRidu (film coated tablet) dwiuiuusen
] . . o U .
6.1.2 dauusznaulu 1 1fla Usznaunae Atorvastatin calcium nauyanu Atorvastatin
20 mg Tu 1 e
a a L A’ [ Y (3 v
6.1.3 NYULUITY UsTHeUnaiiv Jeafumnugu wavussyduntesiuues
6.1.4 281N
A ] U L3 L4 a U Y A a
- s3yewn dnusenaufendifty uazAaL Tundn Tuueny ke way

wunzidousiisuen Legenauuuussgsiue
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- vuMTLEUTIEneEeedinsszyTesmdedomensi dulszneunazeuna
ATALTIYEsYT Laviikan Suduey Tidaiou
6.2 AauaniAManaila
Namws'aﬁﬁmswﬁqmmwLi‘]uhlmu finished product specification Wag drug
substance specification ig198sanindusifuiieafu sldaanziloudediinnuanznssunis
DWMNSUAZEN NIENTHATITUAY IeEndr3uilliEBaieauatiuiifisurivielmininunsgu
wndasisuladsunils mulsgmansenssansnsgy Fee seusnene e 2561 agiudl 6 Suney
w.ei. 2561 (asUsemelusieRniyiunufudl 12 quawus we. 2562) waznulsenfnsEnsie
a151304A% 1304 Srysinen (UUT 2) asfudl 3 nsngian wa. 2562 (asseniAlusisRisayunw
Jufl 26 nsngeu w.a. 2562) wazldTunsusesandinauangnsuNseNSUATEUED BE
vessalsenaumy

6.2.1 Finished product specification: Atorvastatin USP 41

U8 Wit AANYY
1 | Identification test Complied with finished product specification
2 | Assay 94.5-105.0% of the labeled amount of atorvastatin
o o
NY........c...... Jﬂmm ................ U5 UNTTUMS aa‘i‘ia ............... OB N33UNT
aq%a..........:i}mmn( .................... NITUNTUALLAVIYNIT
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49 Wide AMANBY
Dissolution*
- Test1l Not more than 80% of labeled amount in 15 min.
- Test2 Not more than 85% of labeled amount in 30 min.
- Test3 Not more than 80% of labeled amount in 30 min.

Uniformity of dosage units*

Complied with finished product specification

Organic impurities

Atorvastatin pyrrolidone
analog

Atorvastatin related
compound H
Atorvastatin epoxy
pyrrolooxazin 6-hydroxy
analog

Atorvastatin epoxy
pyrrolooxazin 7-hydroxy
analog, if present
Atorvastatin epoxy THF
analog

Atorvastatin related
compound D

Any other unspecified
degradation product
Total degradation
products

Not more than 0.5%

Not more than 1.0%

Not more than 0.5%

Not more than 0.5%

Not more than 0.25%
Not more than 0.35% or 0.5% if Atorvastatin epoxy
THF analog is integrated together

Not more than 0.2%

Not more than 4.0%

Finished Product specification:

Atorvastatin USP 42

U8 Wte AN YY
1 | Identification test Complied with finished product specification
2 | Assay 94.5-105.0% of the labeled amount of atorvastatin
3 | Dissolution*
- Testl Not more than 80% of labeled amount in 15 min.
- Test2 Not more than 85% of labeled amount in 30 min.
- Test3 Not more than 80% of labeled amount in 30 min.
- Testd Not more than 80% of labeled amount in 15 min.
Uniformity of dosage units* Complied with finished product specification
Organic impurities
Not more than 0.5%
B9TDr @\’1” ............... Use81unIIuNS oRE N O .o AIIUNTT
asde........... u AL SO NITUNTUALIAVIYNNT
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U9 Wle AANYMY

- Atorvastatin pyrrolidone
analog Not more than 1.0%
- Atorvastatin related
compound H Not more than 0.5%
- Atorvastatin epoxy
pyrrolooxazin 6-hydroxy
analog Not more than 0.5%
- Atorvastatin epoxy
i pyrrolooxazin 7-hydroxy
analog, if present Not more than 1.0%
- Atorvastatin epoxy THF
| analog
> - Atorvastatin related Not more than 0.5%
| compound D
- Any other unspecified Not more than 0.2%
degradation product
i - Total degradation Not more than 4.0%

products

6.2.2 Drug substance specification: Atorvastatin calcium USP 41-42

U9 Wito AANYY
1 | Description White to off-white powder
2 | Assay 98.0- 102. 0% of atorvastatin calcium (on the

anhydrous basis)

. . ' o . . Ay v &
3 | Identification a3k unuNIzylilu APl Specification NlAUu
nziloulidu 9. way uanInan1IsILATIEH
Polymorphism 6128735 X-ray powder diffraction
(XRPD) yjnjunswéin Malswugnaningdu uasguan
gdnsagy

4 | Propylene glycol ( if label as | 5.4-7.3%
propylene glycol solvate)

5 | Organic impurities Nl procedure 1 5o 2
Pr re 1
- Atorvastatin related Not more than 0.3%
compound A (Desfluoro
impurity)
aa‘?j‘a‘aﬁd .................. UsE61UNTIUNIS R I GO ..o NITUNT
as90...o A el SO NTTUNTLALLAYIYNIT
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Atorvastatin related
compound B (3s, 5R
isomer)

Atorvastatin related
compound C (Difluoro
impurity)

Atorvastatin related
compound D (Epoxide
impurity)

Any other individual
impurity

Total impurities

Procedure 2

Atorvastatin diamino
Atorvastatin related
compound A (Desfluoro
impurity)

Atorvastatin related
compound B (3s, 5R
isomer)

Atorvastatin related
compound C (Difluoro
impurity)

Atorvastatin 3-deoxyhept-
2-enoic acid
Atorvastatin related
compound H (Lactone
impurity)

Atorvastatin epoxy
tetrahydrofuran analog
Atorvastatin ethyl ester
Atorvastatin related
compound D (Epoxide
impurity)

Not more than 0.3%

Not more than 0.3%

Not more than 0.2%

Not more than 0.1%

Not more than 1.0%

Not more than 0.15%

Not more than 0.3%

Not more than 0.3%

Not more than 0.3%

Not more than 0.1%

Not more than 0.15%

Not more than 0.15%

Not more than 0.15%

Not more than 0.15%

Not more than 0.15%
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10 e AMENYMY
- Atorvastatin related
compound | (Acetonide Not more than 0.1%
impurity)
- Any other individual Not more than 1.0%
impurity
Total impurities
6 | Enantiomeric purity Atorvastatin related compound E: Not more than
0.3%
7 | Water @ufi crystallinity U99281
dAgy)
- Trihydrate form 3.5-55
- Amorphous form or Not more than 6.0%

semicrystalline form
- Propylene glycol solvate | Not more than 1.0%

NUNBLWA)

L4

- *syyadie Dissolution waz Uniformity of dosage units Tl uULONATLANITIEAZIDEANANTT
avaasey mndileudalilulu COA
_ nsditmanadouu (waive) msnsavdeuiinseidenenislalvidunanaenansudngufing
Aldsuoysiase
- Drug substance specification Aa1sananluiasieivesdndn drug substance w3aluIATIZ
drug substance vasangndFaguatilaatunil Tasiimansninseinsuynideditvua
6.3 eulvdue
6.3.1 wonansn1slisueygntunzifusivsniedmirelulszmalneuasdung
(declare) uviasnén
6.3.1.1 luddymstunsdousiuen me.2 ne.3 ne.a wdudnsd)
- Tunsdidueniindnluuszmelng (e.2)
- luns@ififusnindieutaussy (e.3)
- Tunsddugnindranssssina (e.a)
6.3.1.2 luAwetunzifouen ve.1/6.1 veseniliauesian wisuneasiduariado
NM3AIUANAMATWIBINEA NSRS ungLTE (finished product specification) uagdarimun
AN MUBITMgAY (drug substance specification) nsdiflagsgninaninilasuntas wily s

EADILUVLBNAITNITVOUALY (8.5) uAwdou finished product specification wag/%3e drug

= P
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