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Empagliflozin 10 mg film-coated tablet
(GPU = 965159)

: 3 #am : Empagliflozin 10 mg film-coated tablet

2. auautAvhly
1. \Wusndandauiidu (film-coated tablets) dmiuiuusenm
2. Tuen 1 Wia YseneusededdgyAe Empaglifiozin 10 fadniy
3. ussqlumeurusseiiausiianansafumutuld
4. faansyyToaniiynieen, TuIRAINLs, W@uikdn, Tundnuas Tuvumenyliegedaauuy
MYUTUTIWUALUTIINY

3. anguiAniamaila
nsdifielifleglulndwiuatuiifisuvinvielminiumsgrundusirfulasiiunimuysenie

NIENTNABIUAUTDITTYITIEN 2Tl 2 W.A.2562 asTuil 3 nIngIAN W.A.2562 (aasymelusne

Aamyiunwiudl 26 nngiau w.a.2562) wan1sasaadieisigua iyl finished product

. . o 3 J v = i o
specification wag drug substance specification @slsaanzidsunadinIMUANENITNNITEMITUAZEN

ﬂi‘dﬂi']ﬂa'lﬁ'ﬁmf!‘ﬂ
3.1 AuANUANIUMALIAYEY Finished product : Empagliflozin 10 mg film-coated tablet
AENUR UATIDYA
(1) Identification test avavsuamiszyly finished product specification
(2) Assay 95.0 - 105.0 % labeled amount of Empagliflozin
(3) Dissolution* laidpsningesar 80 (Q) WosU3uuiien Empagliflozin
fudauuaanavanelu 30 uadi
muiiszylu Ph.Eur.2.9.3 requirements (51,52,53)
(4) Uniformity of dosage units** mwdmmuﬁ‘:zlﬂm finished product specification
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AEUUR uaziden

(5) Degradation products
- Any unspecified degradation | lsixnn31 0.2 %
products

- Total degradation products lainna1 0.6 %

(6) Microbiological test
- Total aerobic microbial count | lisnnnin 10% cfu

(TMAQ) /g

- Total combined yeasts/molds | lsiunnin 10? cfu
count (TYMC) /g

- E.coli/g Tainu

MIEG * UaRIATARIAIRIaYEE NALIBEAAINATIIUN TNAGEY ViauanllulenanIuuy

* TuuuienalsuaniAdilareg NadennuinasgIunImaasy Uniformity of dosage units

3.2 auautAnunaiiaLed Drug substances : Empagliflozin
AMEUUR Teandun
(1) Identification test mi'r\wi’lumuﬁ'izu‘lu drug substance specification
(2) Yhanaudeddiny 98.0 - 102.0 % of labeled amount (Fanilugy
anhydrous)

(3) Organic Impurities

- IN 78287 liwnnda 0.20 %
- IN 78288 laisnndn 0.25 %
- Any unspecified Impurities | laiunnan 0.10 %
- Total Impurities laiwnndn 1.0 %

- BI 10772 laiynnan 0.0 %

(4) Residual solvent

avte % UsEBsUNTINNS
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AuENUR FUAZIDYN

- Toluene lsisnnnan 890 ppm
- Ethanol launndn 5000 ppm
(5) Water content lsiinnnd1 0.2 %
(6) Sulfated ash lalyunnan 0.2 % o
(7) Particle size X90 (particle dimension corresponding to 90% of the

cumulative undersize distribution) lalsnnni1 50 pm

(M35 Laser-beam diffraction)

medesUszneunusiie Ausingaglude 3.2

siaasUsENaU Hoansusznau
IN 78287 2-4{4-Chloro-3-[4-(tetrahydro-furan-3-yloxy)-benzyl]-phenyl}-5<1,2-
dihydroxy-ethyl)-tetrahydro-furan-3,4-diol
IN 78288 1-{4-Chloro-3-[4-{tetrahydro-furan-3-yloxy)-benzyl]-phenyl}-hexane-
1,2,3,4,5,6-hexaol
Bl 10772 2-{4-Chloro-3-[d-(tetrahydro-furan-3-yloxy)-benzyl]l-phenyl}-6-

hydroxymethyl-tetrahydro-pyran-3,4,5-triol
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4. Foulvdu 9
a.1. wnasnsldfueygntunsdouidueniesmingluussmelng uazduns
(declare) byiaaHan
4.1.1. Widynstunseusiiuen (me.2 ne.3 ne.s uiudnsd)
4.1.1.1. nsdifdueniindeluusemalve mneds ve.2
4.1.1.2. nsilfuemindifenisuteussy mneis ve.3
4.1.1.3. nsdiiduemidrannssusema waneis ve.d
4.1.2. luAwetunsiliou ve.1 veiliauesial nisussanidenadenisnuna
ﬁtumwvaw‘ﬁmﬁ'mv‘&muﬁ%uwmﬁau (Finished product specification)
uazdorimusnunmusIngiu (Drug substance specification) nidifagzwing
mswasuutaudludiudy sedewuuenasnisvautluumioy Finished
product specification waz/3e Drug substance specification Ineveunluneu
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4.3.1. HaN1IITIVIATIAAMUN KGRI MYIVOIENER (Certification of analysis) Tuen
fuitdadudeen

4.3.2. HaNIATIVIATIEVAMNWINgRUYEIIEd Aty (Certificate of analysis of drug
substance) #lunandngfuiidatiusesievesidneuazgudninghu

4.3.3. lnanvisenang ududumudimiusseniniunidavesiieddy (drug
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ANANUUZIANIZYDIEN
Linagliptin 5mg film-coated tablet
GPU 650812

1. Foen Linagliptin 5 mg film-coated tablet

2. ArusuAnaly

1. Wusndandeuildu (film-coated tablets) dwsuiuuseniu

2. luen 1 din Ysznausneienddfe Linagliptin 5 Jadn3u

3. vsrglumeuzuTyeliaweiaansofueusuls

a4 ﬁaa'mﬁzu%'amﬁ’zwwm, YPUIAAINLTY, LaTTINER, Tundnuay Tununengliognstmauuunituy

UTTUALUTIUUS

3. quaNUANImALlA
dd ey o W @ d - | = ] 4 o W o W d
nstinehifieglunduirfvatuiifisuvinvdelmininasgundsdiuladiunimansyne
P o o o v o
NITNTRATITUGUIBITLYHTI87 aUUN 2 W.A.2562 aTui 3 NIngIAL W.A.2562 (AsUsznialuse
=y o d - (4 ¥ ”
Aeaylunwniui 26 nsngAu w.A.2562) kan1sasiviasiesinun mliduluay finished product
specification uag drug substance specification #slaaanzidousedninauAnensIuNITEIMNTHAZEN

NIENTRAIGTIIUFY
- & Finished fict
AENUR swadyn
(1) Identification test asasum eyl finished product
specification
(2) Assay 95.0 - 105.0 % labeled amount of Linagliptin
(3) Dissolution* Luifasnindevar 80 (Q) ?Jawguﬁn;ﬁ"w;lrLinagliptin
Fudsvuaanazanely 30 unii
auiiseylu Ph.Eur2.9.3 requirements (51,52,53)
B0 a0 / ...... UT¥eIuNTINNT
(wenunimd inesaSduns)
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AMAUUR Teandun
(4) Uniformity of dosage units** mi’zfuchumuﬁiquu Ph.Eur. 2.9.40 requirement
(51,52)
(5) Loss on drying laiiiu 3.5 %

(6) Degradation products
- CD 10085 L3N 0.8 %

- Any unspecified degradation laisnnnan 0.4 %
products

- Total degradation products Laiinnan 1.0 %

VB * UARIAUARIAINAYDENALIBEARMNNIATEIUNTVAGOU WiuandlulanaswuY

** TuuUENATLAAIAIRILAYEE AL B EAMUNINSSIUNSNAABY Uniformity of dosage units

- |

ANAUURA wanden
(1) Identification test m’mhumuﬁisq'lu drug substance specification
(2) Ysunaushendneiy 96.0 - 102.0 % of labeled amount (Fuanilugy
anhydrous)

(3) Organic Impurities

-CD 749 lasnnnan 0.15 %

- CD 1033 lalnnnan 0.30 %

- CD 1065 laiwnndn 0.50 %

-CD 1245 laiunndn 0.30 %

-CD 1462 laisnndn 0.20 %

- CD 1680 lalynndn 0.25 %

- CD 1049 liwnndn 0.20 %

- CD 1559 (isomer 1) lainnan 0.20 %

- CD 1559 (isomer 2) laisnnndn 0.20 %

-
avve A ( Us¥sunIsums
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AMEUURA
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IYATLREA

- Any unspecified impurity

Tsiynndn 0.10 %

- Total impurities

liunnin 2.0 %

(4) Organic volatile Impurities

- 3-Aminopiperidine

Tivnnan 0.1%

- Ethanolamine (2-aminoethanol)

lsinnan 0.1%

(5) Enantiomeric Impurities

S-enantiomer (Bl 1355) luiu1nn31 0.15 %

(6) Residual solvent

- Ethanol

lsiynndr 5000 ppm

- Methyl tert-butyl ether

laiunnda 5000 ppm

- Tetrahydrofuran liynnan 720 ppm
- Toluene lainndn 890 ppm
- Methylcyclohexane lainndn 1180 ppm
(7) Water content lawnndn 1.5 %
(8) Sulfated ash laisnndn 0.1%

(9) Particle size

X90 (particle dimension corresponding to 90% of the
cumulative undersize distribution) 13i7nn71 50 pm

(Me33 Laser-beam diffraction)

msedassussneumusiaiusngeglude 3.1uas 3.2

sWaasUsznay YassUsznau
CD 10085 (R-N-(147-(but-2-yn-1-yl)-3-methyl-1-((4-methylquinazolin-2-
yUmethyl)-2,6-dioxo-2,3,6,7-tetrahydro-1H-purin-8-yl)piperidin-
3-yl)formamide
CD 749 8-((R)-3-(1,2-Dioxo-1,3-dihydro-isoindol-2-yl)-piperidin-1-yl)-7-
but-2-ynyl-3-methyl-1{(4-methyl-chinazolin-2-ylmethyl)-3,7-
dihydro-ourin-2,6-dion
asde % i Us¥sunssums
(uRnunImi wesATIuns)
o theyen NTIMST Ao U0 MY cssums
unelaudion aunwlnanaseg) (UNEEAT WIVuTD)
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svassUsznau Fassusznau

CD 1033 5-methyl-4-[2-methyl-5-(1,2-0xazol-3-ylcarbamoyl)anilino]-N-
propylpyrrolo[2,1-f][1,2,4]triazine-6-carboxamide

CD 1065 11-[2-(4-methylpiperazin-1-yl)acetyl]-5H-pyrido[2,3-
b][1,4]benzodiazepine-6-one

CD 1245 8-((R)-3-Amino-piperidin-1-yl)-7<(Z)-3-bromo-but-2-enyl)-3-
methyl-1{4-methyl-quinazolin-2-ylmethyl)-3,7-dihydro-purine-
2,6-dione

CD 1462 N,N’-Bis-{ 1-[7-but-2-ynyl-3-methyl-1-{(4-methyl-quinazolin-2-
ylmethyl)-2,6-dioxo-2,3,6,7-tetrahydro-1H-purin-8-yl]-piperidin-
3-yl}-phthalamid

CD 1680 Bis(8-((R)-3-Amino-piperidin-1-yl)-7-but-2-ynyl-3-methyl-1-(4-
propyl-chinazolin-2-ylmethyl)-3,7-dihydro-purin-2,6-dion)

CD 1049 N-{1-[7-But-2-ynyl-3-methyl-1{4-methyl-quinazolin-2-
ylmethyl)-2,6-dioxo-2,3,6,7-tetrahydro-1H-purin-8-yl]-piperidin-
3-yl}-phthalamic acid

CD 1559 (isomer 1) 8-((R)-3-Amino-piperidin-1-yl)-7-buta-1,2-dienyl-((R)-3-methyl)-1-
(4-methyl-chinazolin-2-ylmethyl)-3, 7-dihydro-purin-2,6-dion
CD 1559 (isomer 2) 8-((R)-3-Amino-piperidin-1-yl)-7-buta-1,2-dienyl-((S)-3-methyl)-1-
(4-methyl-chinazolin-2-ylmethyl)-3,7-dihydro-purin-2,6-dion
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