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SUAZIBAAMENYMSIANIZEYN
Apixaban 5 mg tablet
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Tseunavauuny
1. Foen Apixaban 5 mg tablet
2. AuaNTANIIY
2.1 Uiy Jugsiandeuildu (Film coated tablet) dwiuiuusemu
2.2 dulsenau Tu 1 Jiausenausmesaen Apixaban 5 mg
2.3 AYULUTTY Ussq’luumﬂﬂaﬁwﬁmﬁumLLazmm%'ulﬁ
2.4 aan - seyTenn, duuszneudnenddiguazauuss, Jusdn, Juueeny,

viikdn uasiauiouwiiueledsdaauuuussydne
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3. AuaNUANIuvALla

3.1 Finished product specification: Apixaban 5 mg tablet

b Test items Specifications
1. | Identification ATIaHUAN finisfed product specification
2. | USinewshendndy ’ 95.0 - 105.0% of the L.A. of Apixaban
3. | Uniformity of dosage units MIAUAY finisfed product specification
4, Disintegration NMT 10 minutes
5. | Impurities (if tested) - BMS - 591455-01 : NMT 0.4%
- Individual 1< 0.2%
- Total Impurities : < 1.0%
6. | Dissolution (if tested) 2 80% (Q) in 30 minutes
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3.2 Drug substance specification : Apixaban

D) Test items Specifications
1. | Identification #599W 1WA finisfed product
specification
2. | Ysnnausiendrdiy 95.0 - 105.0% of the L.A. of Apixaban
(anhydrous substance)
3. | Heavy metal (if tested) NMT 20 ppm
4. Impurities
- 1-(4-methoxyphenyl)-7-oxo-6-(4-(2-oxopiperidin-1- | < 0.35%
yDphenyl)-4,5,6,7-tetrahydro-1H-pyrazolo[3,4-
cJpyridine-3-carboxylic acid (BMS-591455-01)
- 6-(4-((5-amino-5-oxopentyl)amino)phenyl)-1-(4- < 0.15%
methoxyphenyl)-7-oxo-4,5,6,7-tetrahydro-1H-
pyrazolo[3,4-c]pyridine-3-carboxamide
(BMS-724914-01)
- 1-(4-methoxyphenyl)-6-(4-(5-methyl-2- < 0.15%
oxopiperidin-1-ylphenyl)-7-oxo-4,5,6,7-tetrahydro-
1H-pyrazolo[3,4-c]pyridine-3-carboxamide
(BMS-728626-01)
- 1-(4-methoxyphenyl)-7-oxo-6-(4-(2-oxopiperidin-1- | < 0.15%
yUphenyl)-4,5,6,7-tetrahydro-1H-pyrazolo[3,4-
clpyridine-3-carboxylate(BMS-719288-01)
- Individual Other Impurities < 0.10%
< 0.90%

- Total impurities
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3.2 Drug substance specification : Apixaban D))

U8 Test items Specifications

5 Residual Solvents

- N,N-Dimethylformamide <0.2%
- Formamide < 0.1%
- Methanol < 0.1%
- Particle size < 0.30%

3.3 HAN15IAIIZH Elemental impurity 383l Risk assessment report (WHALDNETT
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4.1.1 ludrdmstunsdewhiue 1dun  vo.2 a3 ne.s vie 8.2 udausnsdl
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4.2 BNEANTSUTDWINIZIUNTSHANY
4.2.1 nsdlgmdnlulszineing Q’wam’faqﬁLaﬂmi%’usaammg’uuwammmwé’mnmm‘uaz
S3nsTialuntsndnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lngviaganu
PIC/S participating authorities vﬁaﬁLana'ﬁ%’mmmmgmmsmémjmmwé’mnm‘lu@ﬁ%msﬁﬁlu
AIHERENYB TN TUANENINANTEIMTUAYEN NSENTIEISISAGY Saimustulneiiaany
aonpdetuarviniivufundninausiuarisnsitalunssanen PIC/S lumnnenfidusvsatuange
ausaumsnTasulneinanisiusesdieiulssmauszninsmBiannseling
4.2.2 nsdlgnindnannanedseine Q’wﬁm&’mﬁLana'1s%’usaammsgwumswﬁmmmwé’nanuv'\
LaeisMsAAluANSWAReN PIC/S (Pharmaceutical Inspection Co-operation Scheme) laguigu
PIC/S participating  authorities aﬁudwqmmusaumimswaauiﬂaﬁwams%’usmﬁqi'uﬂssnm
Ussmasiadidnvsedndvseaignaeadniaiusinsdl
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4.5.3 nizﬁﬁuﬂwswmsv‘hmiejuéf'aaeiwmﬁeimauﬁaahm'sﬁLﬂmsﬁ@mmw Vel
swnmsasviviidedecvemedn lafiauesini (une) adpsd s nmus uauesIns
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4.5.4 fawesim ({u1e) wwdesfuidsusiesilndvuney viadleianmadenanimine
Usenslaq deutwun Taglsifiteuly

4.6 \enanTouY

_ fosfimsfinwmaan anti-Xa §28 Chromogenic assay w881 Tungudrednitlésueily
YUIANNTFIU (TBULABIA anti-Xa activity fugrduuuy Taelin peak level 1.4 - 4.8 i/ml uae
trough level 0.61 - 3.4 iu/ml 'luc‘i:ﬂ'w‘?iﬁmw atrial fibrillation AlaliAendestuduiile &
%uﬂszmul,ﬁaﬂmﬁ’unnz?{uLﬁaﬂqmﬁwaamﬁaﬂ‘luaumLLazwaaﬂLﬁaﬂSuﬁas'ﬂqnﬂa VRl R HGRELE
a1galay European Heart Rhythm Association
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1.3 doyaaduayunnnWYRIHARANS 25 TUUY

Wiadatay SUUY
n. #191NKARSUNAULUY 25
v. fin15fnwineadfin (Clinical trial AZIUL
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