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@mé’nmumawwwmm (Drug Specification)

Dapagliflozin 10 mg film-coated tablet

1. %aen Dapagliflozin 10 mg film-coated tablet
2. auaudAly
2.1. sUuuy g1dndmiusulseny
2.2. daudsenau 97 1 Win Usznousedien Dapagliflozin 10 mg
2.3, MYULUTTY - USIRLUUTIYAouiUnaiin, Jeefupniu :
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2.5 miwﬂaammauwm‘lﬂ

2.5.1. ﬂmauumaa Tablet umiLLﬁmNa/mim’m Untversa\ test mcﬂa"l,ﬂu

1. Desgription/Appearance

‘C,omplied to finished product speciﬂcétion

2. | Identification e 4 ‘ comp{sed to-all requirement of all speC|ﬂed procedures

~in the test on Reference monograph

3. | Assay ey s L Mcofnplied:to specific test of Finished product
‘, 5 | (Shelf-life COA only) (3.1)
4. | Elemental Impuritié‘é analysis Complled thh ﬂmshed product specifi ca’aon or specific
/Related substance (ICH " REE TRy test (3.1)
Q3AQ38,03D(RY), Elemental impurities | (Fosuunaiilefidnunnndy Reporting threshold)

in drug products, FDA guidance for
industry (August 2018),

USP<2325>,<233>,<2232>, BP
supplementary chapter IV Q., EP
general text 5.20)

5 | Microbial limit test Complied with finished product specification or specific

test (3.1)
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6‘ Dissc;it;ltion test " Compwtied with finished product specification or specific
‘ S test (3.1)

7 | Uniformity of dosage forms Cdmplied with fih"‘ighed product specification or specific
' ' test (3.1)

2.5.2. AruautRvaq Active Pharmaceutical ingredient fmsuanwna/n15naa Universal test sasialuil

1. Descripti’o’n/Appearance - Complied to Active pharmaceutical ingredient

specification

2. | Identification _comphed to all requirement of all speoﬂed procedures

e : ln the test on Reference monograph

3. Assay e chﬁphed«Lto specific test of Active pharmgceutical
st ainat i LN  ingredient '
i (Shelf life COA only) (3.2)

4. | Elemental Impurities analysis = "C’bfﬁp{ie:d“?to,&:Acttve pharmaceutical ingredient

/Related substance (ICH A specn‘lcatlon or specific test (3.2)
Q3A,03B,Q3D(R1), Elemental impurities - o ‘ '
in drug products, FDA guidance for
industry (August 2013), USP(41,
12)<2325,<233>,<2232>, BP B e s

suppLeméntary chap”télr Vi@, EP

general text 5.20) :
- Organic impurities Meets the requireme'htswj“
- Inorganic impurities . .. | Meets the requirerprehtsx

(Elementai"impurities

analysis) or

- heavy metal (USP39, 40). | NMT 20 PPM
Residual solvent (ICH Q3C (R5-6), éd?ﬂplied to Active pharmaceutical ingredient or
USP41 <467>,EP general text 5.4, BP specific test (3.2)
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appendix VIII’ L, JP17 supplementl
p.2634-40)

5. | Enantiomeric purity test .. Complied to Active pharmaceutical ingredient or
(if test) y i : specific.test (3.2)

3. AuaNUAnawaila
NANTSASIAILATIY Mﬂmmmﬂu"l,ﬂmu anshed product specification LLa“’ Actlve Pharmaceutical

ingredient specn‘lcatlon ‘V|EJN@\?T\]’]ﬂLﬂﬂ‘UW]iUQUULﬂEJ’)ﬂu mlmcﬂmw aumamum'}uﬂmwﬂssumsmmmavm

NITNTNABITUGY mumasumiuw‘l‘umqmmaaLﬂuauwmwmwmﬂwmmmsmummmiﬂmmiwm gL
USEAAnSENsIas sy 1309 seUsinsnen w.a.2561 amum 6 5UAU W.A.2561 (ﬁ\‘iﬂiuﬂ’]ﬁluﬁ‘ﬁﬂfﬂﬂﬂuLUﬂ‘U’]’JUVI
12 nuawus 2562) uagseysinsnen (a‘uwz) WA, 2562 mauw 3 fIngau 2562 (awivmﬁ’Luswmmuwﬂmaw 26

|

nsnYIAY 2562)

3.1 Specmcatlon of finished product non-ofﬁcnal in USP 41/ BP 2016/ JP 17

b} Test items Specifications

1 Appearance Complied with specification
2 | ldentification Complied with specification
3 | Assay Complied with speczi;;fication
4 | Impurities Complied with specéi’ﬂcation
5 | Microbial purity Cqmbiiéd with spe&iﬁcation
6 | Disintegration COmpoéa with specification
7 Uniformity of dosage unlts Comphed with Specsﬂcahon

N8R ‘Vi’]ﬂi‘lﬁ in-house speCIﬂcatlon .‘L‘WWQ'lSm'm’]ilmm‘ﬂm@f\mVl“LUﬁluﬁlaﬁ’Mﬂﬂuﬁil«luﬂ’i'illﬂ?ii)’m’ﬁl,l,ﬁuﬂﬂ

3.2 Specification of act;ve pharmaceutlcal ingredient (APi) nons- off‘ C|al in USP 41/ BP 2016/ JP 17
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Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH)
A
VED)
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8.2 &MuLONATUARIHANTANIANINAWIIUANTIZITS (Accelerated stability data) $1uau 3 Junisuan
8.3 duuman1s@nu on-going stability Usnan
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