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Finished product specification

1. YSunausiendifny 95.0-105.0% labeled amount of Empagliflozin

2. |dentification mﬂﬂmumuﬁ‘izq‘lu Finished product specification
3. Uniformity of dosage units mﬂﬁlmumuﬁszu‘lu Finished product specification
4. Dissolution Gl‘i”m&i’lumuﬁ‘iquu Finished product specification

5. Degradation products
Any unspecified degradation product < 0.2%

Total degradation product < 0.6%
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1. MAsFIUGHERIRINRENINaIEN1s TR luNsREReN
(Good manufacturing Practices)(GMP) (100 Agtuy)

1.1 anasgrugudadaedrdn(APl) (50 azwyy)
- lfim3g13 GMP-PICs W30 08.5usevinfisuii PICs (50 Azwwuw)
- lduasgu GMP (0 Azuuw)

- 9g581iN9ree1Y (0 AZLUL)

1.2 3195FIULHEAYT (UAzUIIUT3)(Finish Produ Ay
- liumsgu GMP-PICs w30 98.5us093#iBuMn PICs (50 Azuuw)
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- 1 udlailogunised@aieniu (5 avuuw)

- 145 (0 Azwuw)

2.2 Active Pharmaceutical ingredient Specification (45 Agwuu)
2.2.1 n3fllasunssuseslusisen Official Pharmacopoeia
- 91984 USP, BP, Ph.Eur., IP, JP aliuangn (45 Azuuu)
- 91989 USP, BP, Ph.Eur, IP, JP atulwininuszmeaszy
13187 (30 AZILUL)
- 81989 USP, BP, Ph.Eur,, IP, JP snuuszmeszysingen
(0 AzLU)
2.2.2 n3nllailasunissusestusiigen Non-Official Pharmacopoeia
- 97984 In-house specification fiaonadaiy general
chapters aufiszylu USP, BP, Ph.Eur., Ph.int, JP atfudgn, ICH
Guidelines (Q6A) wazudlalunzidousiueuan (a5 aguuw)
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- 972984 In-house specification fiaenndosiy general
chapters mmﬁsmﬂ,u USP, BP, Ph.Eur., Ph.Int., JP aduluininusenie
58YA5181 1N 1 T, ICH Guidelines (Q6A) wazuflulunzilou
FSULILD (30 AZUUL)
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13181, ICH Guidelines (Q6A) wazuilvlungifousizueuan (0 Azuuw)

2.2.3 n3ahdusndunuu (45 aziuw)

2.3 Finished Product Specification (45 Agkuu)
2.3.1 n3filasumssusestusisen (Official Pharmacopoeia)
- 81984 USP, BP, Ph.Eur,, IP, JP atuagn wazuiluly
Neilousisuea) (45 Aviiuw)

- 91984 USP, BP, Ph.Eur,, IP, JP atudgn usdalulaudlaly
neidousmsuen (25 aziuw)

- 81984 USP, BP, Ph.Eur,, IP, JP atulminisznimssy
f15181 wazwilulungiouiiSueudd (30 Azwuw)

- 81984 USP, BP, Ph.Eur,, IP, JP atulmininsznimssy
sirsen uadslilaunlulungifoudiSuen (10 avwuw)

- 87989 USP, BP, Ph.Eur,, IP, JP auuseniAssysisnen
wazunllunzifoudiSueuds (0 Avwuw)
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Pharmacopoeia)

- $1984 In-house specification fidenAdasfiu general
chapters siiseylu USP,BP, Ph.Eur., Phlnt,, JP atfudan, ICH
Guidelines (Q6A) uaguilalunzifaussueuds (45 Avwuw)

- 92984 In-house specification figenAassiu general
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58YM15181 11NN 1 U, ICH Guidelines (Q6A) uazunlulunzidou
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-91484 In-house specification figonndoeu general
chapters mu‘ﬁ'ﬁsq‘lu USP, BP, Ph.Eur., Ph.nt., JP avulvininusenie
52UASI8T MAeNans 8.5 widninnuanenssunisemsuazedelula
Fusoansudly (10 Azwul)

- 972484 In-house specification fiaonndoariu general
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- I518numsfinyiniendin (Clinical trials) ¥3o31897UM19
ratnideudliluglnguasitanifiniifonguinnit 10 Pauly #du
Tsawmusiiadl 2 dwumunusziuihmaludenssufunisaauny
DMNTUALNITOINMAINTY UasANUNIUINTANTNNNITUNNEG T U
WIUYH AW Quatile 1 %38 Quatile 2 MUNFIRTIRUVDA
SClmago Journal Ranking (25 Agww)

- figaunsAnymnendiin (Clinical trials) 3031894
patnAddeuddluglugiuasfineiniiionguinndt 10 Yiuly Aidu
Tsawwwmuaiiadl 2 dwumuauseduimaludonsaufunsauau
pMsuazMseanmdime Weisuiuendunuy uazAfuilunsasms
MIUNMETEAUUINTIA AN Quatile 3 W30 Quatile 4 AUNS

o
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-I5e9unsAnymeaaiin (Clinical trials) ¥3o31897UM9
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pWnsuazmseenindine alieuiueduuuy uagifuilunsaisms
MIUNNGsERUIARAL impact factor (10 Aziww)
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denlufuredlvaidulsaummuriind 2 Ailsalauasvaenidon
Srude Wadlsuiuenduiuy wasiifiuwlunsansmensunmdsesiu
WIWNYH AW Quatile 3 %39 Quatile 4 AMUNTIAAIFUTD
SClmago Journal Ranking (20 Azkuw)
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- fivsaunsfineimandiin (Clinical trials) 139318971UN
aainfifideudldilunsanaruidsavesnisideiinonlsaiilowas vasn
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(5 AzlU)

- laifisngarunmsAnemneaadin (Clinical trials) ¥38518971U41M19
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- 519U sAnyImMeadiin (Clinical trials) 19931897UN1S
padnfifidauddlunsananudeweinsidedinanisamlauazvaen
den wazmsdnsunmssavaimelulssweuiaanlsarlaauimad
dlofsufuenduuuy uasiRulunsasnieanisunme (5 azuu)

- laifisrsaumsAnwinmienddn (Clinical trials) ¥939357897UN
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3.4 Jaudldlunisanmnudssuadinisanasadal eGFR Wuu

sustained, Mstialsalasyazdaang, NswdsTinanlsanilalasiase
Hon waznisiniunissnwdlulsamenuialudihadlvaiidulsale

Posiimnudsdunsiiannuinntnvedsa (25 aswuu)

- fisreeunsfneneaddin (Clinical trials) #3931891UM N
padnfifideusldlulunmsananuidsaveinisanasvedsl eGFR wuu
sustained, maiinlsalaszezgaving, nsdedinanlsailauazvasn
on wagmaiirfumsinudlulsmenalugihedingidulsale
Heseiifirnudedumsiiaruimivedsa Wedleusuenduuuy
wagARuWluNTaNITIINITUNMETEAULINIA AW Quatile 1 %0
Quatile 2 MuMIIARERUVDY SCImago Journal Ranking (25 AzLUL)

- fisrwaunisdnemnenddn (Clinical trials) #3935989UNN
padnfifideuddlunsananuidesveinisanasvesdn eGFR wuy
sustained, maiinlsalaszergaiing, nsdedinanlsaiilauazviaon
\don LLazmiLﬁﬁ'ﬁ'Ums%’m:né’ﬂukqwmmaluéﬂw;ﬂmﬂﬁﬂubalm
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