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BN 1 Atorvastatin calcium 40 mg tablet
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1.8 Atorvastatin calcium 40 mg tablet

2. amaniana
2.1 31w Duedainfaufay (film coated tablet) S1MTUTULIZMU
2.2 dautszney  Usznaudanennn Atorvastatin calcium ‘ﬁ'auyjaﬁ’u Atorvastatin 40 mg 1% 1 (Ja
2.3 MTUTYI Uﬁiﬁp‘luLLN\‘iﬂﬂﬁﬁﬂ Uoaruanuinu
2.4 2.4 a8 - s:q%am SIS NaURINE N YUATAIINLTI TUNES 'S'u?(vumq \Anae uasisnnadon
fnsuen adwganuunusraiun
- UWMITULUIINEN aahoﬁamﬁ"aas:q%amw‘%a%amamsﬁ’\ AU IENoUULAZTWIAA IS
293 LaUTINER fuﬁvumq iraiau |
3. amaaANIIMaRa

3.1 Finish product specification®

1. Sunudrsndagy mmmumuﬁszﬁlu Finished product specification
2. Identification asraruAuTiszylu Finished product specification
3. Uniformity of dosage units (ﬂi’)i}ﬁi’lu@l’mﬁizlﬂu Finished product specification
4. Dissolution m’mmumuﬁsquu Finished product specification
5. Related substances m’;mhu@’mﬁiquu Finished product specification

3.2 Drug substance specification : Atorvastatin calcium®™

AMINUANINARA USP 38 BP 2013

1. USanmengndegy 98.0 - 102.0% of atorvastatin calcium 97.0 - 102.0% of atorvastatin calcium

(on the anhydrous and solvent free basis) trihydrate (anhydrous substance)

2. Identification AT ATIINU
3. Content of propylene glycol 5.4% - 7.3% -
Raatn)
4. Heavy metals NMT 20 ppm NMT 20 ppm
5. Enantiomeric purity NMT 0.3% of atorvastatin related Impurity E : NMT 0.3%
compound E (38,58 enantiomer)
6. Sodium - NMT 0.4% (anhydrous substance)

7. Water ( 4wriu Crystallinity
WBITILEINY )
- Trihydrate form 3.5% - 5.5% 3.5% - 5.5%
- Amorphous form or NMT 6.0%

Semicrystalline form

- Propylene glycol solvate NMT 1.0%

LR ki13) T e UszruameNIINMT
(wiadoziod Tnuamaad)

nITUNII nITUNT

(Wil yarn) (WNEINTI mty?ufmﬁ)

Wi FnumIniyenB26/2560




3.2 Drug substance specification : Atorvastatin calcium

(3)(4)

AMANLANINATRA

USP 38

BP 2013

8. Related substances

- Organic impurities

(Lﬁan Procedure 1 #38 Procedure 2 ’i‘}’uﬁu
ERAATERURE polymorph TBIHIEN)
Procedure 1

- Atorvastatin related compound A
(Desfluoro impurity) : NMT 0.3%

- Atorvastatin related compound B
(3S,5R isomer) : NMT 0.3%

- Atorvastatin related compound C
(Difluoro impurity) : NMT 0.3%

- Atorvastatin related compound D
(Epoxide impurity) : NMT 0.2%

- Any other individual impurity : NMT 0.1%
- Total impurities : NMT 1.0%
Procedure 2

- Atorvastatin diamino : NMT 0.15%

- Atorvastatin related compound A
(Desfluoro impurity) : NMT 0.3%

- Atorvastatin related compound B
(3S,5R isomer) : NMT 0.3%

- Atorvastatin related compound C
(Difluoro impurity) : NMT 0.3%

- Atorvastatin 3-deoxyhept-2-enoic acid
:NMT 0.1%

- Atorvastatin related compound H
(Lactone impurity) : NMT 0.15%

- Atorvastatin epoxy tetrahydrofuran analog
: NMT 0.15%

- Atorvastatin ethyl ester : NMT 0.15%

- Atorvastatin related compound D
(Epoxide impurity) : NMT 0.15%

- Atorvastatin related compound |
(Acetonide impurity) : NMT 0.15%

- Any other individual impurity : NMT 0.1%
- Total impurities : NMT 1.0%

- Impurities A,B : for each impurity,

NMT 0.3%

- Impurities C,D : for each impurity,

NMT 0.16%

- Unspecified impurities : for each impurity,
NMT 0.10%

- Total : NMT 1.5%

(W93rdh 1asT)
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WANBLHAA : 61989970

1 = General requirement VaILN§FBFIUF NIV Finished product 7wy Tablets

2 = The International Conference on Harmonisation of Technical Requirements for Registration
of Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B
(2R) ; Current step4 version, 2006.

3 = The United State Pharmacopoeia 38

4 = British Pharmacopoeia 2013

5 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLa:@:ﬁa
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