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3.1 Finished product specification:

v

VD Test Items Specifications
3.1.1 | Identification Meet the requirement

3.1.2 | Assay 95.0-105.0%

3.1.3 | Uniformity of dosage unit Meet the requirement

3.1.4 | Disintegration time Not more than 12 minutes

3.1.5 | Impuirities
Empagliflozin

-Any unspecified degradation product Not more than 0.2%
-Total degradation products Not more than 1.0%
Linagliptin

-Any unspecified degradation product Not more than 0.4%

- Total degradation products Not more than 0.7%




NUELIA

1. ¥t Dissolution way Uniformity of dosage units TAWUUBNETSLARNIIIUAZIDIANANITASITIATIEAMNA LALLDS

srvaztduandusnavlilulu coa

2. nsainaandoundinIsiiu (waive) MInTINEUIATIENTIENITIA IVBuLanLoNaIsHANgIUAINATINLATUDLLR

4. NMSANWIDUY

4.1 Long term stability ANADIEEN

4.2 In-use stability N/A

4.3 | Insfinw TE N/A

aa | msvudeuveslavewin Tuanuenastoyamsuuiiouveslavemiin

(Risk assessment report) el Heavy metal

%39 Elemental impurities

5. oulvdu

v o =

Hlauesadestudiunnindngionans nisuasaneilovesuseenaisineiliieunasvaziden Al

Y

5.1 wnansnlasveugndunsdeumsveniedmielulsemelng uavdun (declare) waandn

5.1.1 ludynistuneDeumiue o ne.2 ve.3 ne.d 3o 0.2 udusdnsdl

5.1.2 Tudwotunsidou ve.1 vio v.1 vesefiiauesin wioussandeamitonsniuguamam
vowmAnSuTnuiitunzidou (Finished product specification) wagdaiunauamvesingiu
(drug substance specification) nsdiflegszwintsnsidsundasudludfisnfuazdouuuienaisnis

vaunly (8.5) umdau finished product specification Wwaz/w3e drug substance specification

5.2 laNENTTUTOININTTIUNTHAR YD

5.2.1 1In537UL51IUNTTHEAVOY Active Pharmaceutical Ingredient (API) #asl@suni1siuses

WHO GMP #4138 GMP PIC/S iU Lagn3auuunaswand

5.2.2 10591Ul59UN15HEAYBY Finished product (FP) Aadlasuni1sfuseuinsgiu GMP PIC/S

WITHUNSDULUULDNATITWER

53 Laﬂﬁ’]if’]‘QJﬂW'WleE]JEJ"IﬁLﬁu@i']ﬂ’]

¢ a

5.3.1 NaN139 93N RAUANHER S usiad1593Uvenan (certificate of analysis finished

q

product) luensuidadusiogns

5.3.2 HAN1IATIVUATIENAUNININGAUTRIRENEARY (certificate of analysis of drug

o

substance) fillun1sndnesuiiduduserwivwesndneuaziudningau

o

5.3.3 LONA1TNI VAN IUHUIUANUFUNUTTENINTUNTHAN VDTN AUTDIRIENEARY (drug
substance) 90 5.3.2 fusunsndnveandnsiueiendniagy (finished product) 98 5.3.1.
5.3.4 #aN13@nw1 long term stability naenvtenevesenVunes ieulifudinaunnenssunis

PIMNTUAZEN NTENTNATITUEY (E15)




5.4 mMUsziununneideey
5.4.1 gnfidseusiosiongliitesnin 1 ¥ fuaniudweu
5.4.2 gnnnfidsey wwdesdsdnunmaeluiusemanmInnvlinsgiouiidsaey
5.4.3 n3diimhenenainnsduiegeiidmeuiiedinaiinseinunin mihesunisazr
wifsde¥osweiiogns Inoflaussian ({une) axdesdwfiudnmudwiudiviiensnisdingg
Annwinasduffuiaveudldieiifsdedunmsnsaiinszsiguaim asdfiwuiieliduly
puAudnYUEIaNE MheTIvNIveanudnshiiuRinsuaue T mefindnveiauesiai
(Fane) waz/visognanluaduioly
5.4.4 fiauesien () szsesuidsusdosilndnuney viadleiansidenanimseuszns
a9 deurdmun nglsifidouls
5.4.5 LONATUANININTEIUNIIANULAZNTZBEUAT (GSDP) fiadlisunissusessydiv WHO u3a
PIC/S Wit

5.5 fiauesiat ({ane) Busenlvenidndayareuasuiun feil
5.5.1 nsdluansduamiinnesieni lensuinermansnisunnd wiefesUftinsiildunsgu
ISO/IEC 17025 wan13e5anszildilulumumnsgiuderiivug

a o 4 a

5.5.2 nsdindnsaeienaiiaigniseniivAuainrieswmaialagdinauauznssunisemswazenly

o

PRNANVDIF YY1 TO ALY

o o

5.5.3 nssnulymanninaineiiienadmaneUssansranazaulaendesegUlelasuen

o q
s,

5.6 Wigs1wnsveanuanslisuRnsanandueiefifiusy iigniseniivaulasdrinauaaznssunns
gmnskarelussezan 1Y

5.7 Menfiausazdodliiiusmmuiifinisussmavesaignssunisimuasenans uazseludyTemdn
WhsARTNsUsENA waznnevdalinisussmasianatsiazsanludyTomdnuisnilvl flauesian ()
wwdesUiunaliliifunmanszniavesnuznssumsimunsana Ineiina o Fuiissymudsenia uaznsdli
saludszniAruznITUNTMUUATIAINEar TIAT lulsEnAdY TeudnuisrAlinseiu Tuganiusiaini
Usgmafiflsnansingn

5.8 lunsdififlgefunuuazdosiionarsuanstoudivosenfiiunisiusesnndrinnuauenssunisemns
wazen uansieniuideudfifeurhiueduuulumneildlumssnvishiy

5.9 flaussiadiosdsinegnaensgistien 1 mhoussaius dudusunuianisisazidonldasuiumud
savualudonmand® drefu nadldannsadsfiedeels Wesymgua fMiuduinaefdvesnmuenssuns
finsama Tnganunsadsinegisenlan snthauumsadasing a fosssguanuuimsadaivius onas
faendiiwuyasal (nm.) Sulddu ns. 043-363602 lufunazinanmenms Gadannsodnddddeudimiundosll

WUaINAUR)



5.10 iAvesiauaiilemuIMTIAMUenNgRsveInTudnBnats (1 na 0417/2177 astuil 24 wordneu

W.71.2549) foglaiinusa191999ve9e19 nsudg@narsimuasiadnle (reimbursement price) kagnInAEWAIT

¥

n15U3¥n1A51A191989904819 nsutynarsimuasiandnle (reimbursement price) il flauesian ({u1e)

Y

v

efpsUTuansimadlaglieAiusmnenugnsven it inatudiszdedliiunasdweseinsudydna

o

=

Muuasiadnle (reimbursement price) Inedina o Jufiseynuusenia



