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) Test Items Specifications
&.a.e | |dentification Complied with finished product specification
&.@.lo | Assay *&.0% - @o&.0% of the labeled amount of Linagliptin
&a.en | Uniformity of dosage units* | Complied with finished product specification
&.a.¢ | Dissolution* Complied with finished product specification
¢.0.€ | Impurities Complied with finished product specification

&l Drug substance specification

#snenlullasevivedgtin drug substance wSaludiATed drug substance vawHGneN
LY ot = = = 3 w v oo
dusaglatulaatunils Ineiimnnainsgvasuyniadenimnum

UBG - "8 Dissolution #a¢ Uniformity of dosage units Tliuulenansuaniieazidunna
o ¢ PR T =l o a
nsesieszinilliniwazdesnduaiaal lulu COA
= =t = Py 1 . - " el
- nadinaansdsundanistiu (waive) nnsrvasuimsigisenisla Tdulanenans
wingusananiildueyiise

o ,— o ﬁ! \ﬂr\ffvf
Aate.... UsEEmNTIIMS  adde nssunT avde

(WNgwWT gjiinen) (uean @iy swnar) (wensalamd Uhailas)

ATTIUMNT




=] =l
u., Raulydue

mﬁuaﬁﬂwaaauﬁnmmwmEuaﬂms wipuavanefiadetuseneanasinagiisne eauiSondil

0.6 Laﬂa'rsmﬂmuammmmummaumsuEnl,wamwu'\aluﬂiumﬁ”lwa wazda (declare) WiddnEn
b.0.0 WM ITunsleuifuen Malo ne.n e.e v3o oo udusnsd)
b. @lea’[,uﬁwa%uwmﬁﬂu 8.6 W38 b0 vBETilAUDIIAT nieuTasiBeniidentsnruny
ﬂmmwmaqwamnmmmwwmmw (finished product specification) tagtaMUUARMATNYDY
AU (drug substance specification) nimwaaiuwmm‘sulaaluLL‘Uamtr’ﬂ‘umummumaquuu
wna1sn1svendly (8.¢) uwieu finished product specification waw/%39 drug substance
specification Tagwaudluneuiulszmalszniamaididnniating uaglifiy b U a Judssne
Uszmasemdidnvseding

.o LONANTTUTIUNATFIUAIHERD
blo.o Asfendsludsamdlng fuindosfindideiuseunasgruniandaginumdninusivay
FBn1sfAtunsHAREA PIC/S (Pharmaceutical Inspection Co-operation Scheme) IﬂEJ‘mj’JEN'm
PIC/S participating authorities mauLanmﬁmaqmmiﬁqumswammmwanmmmaufaﬁmsm
Tun1suingnesdiinnuanEAs IS TIATEY NILNTIAGVTONGY Fertmuatulaeiiay
aonAdaaasiniiaufundninasinasiimsintumsnanen PIC/S Tumnaeiaueus atuagn
susaumsasnaeulneinanisiusesieiuiiusemalssmasmaidnnsetind
blolo nsaiTiusnihdainiszma denliueindnlnelsufldfusomnnsguisnsiinly
n15e8nea PIC/S (Pharmaceutical Inspection Co-operation Scheme) laanuqaany PIC/S
participating authorities atuatganusaun1sniaaaulnedinanisiusasisiulszmedsznag
simdinnseiing

. LONENSAMUNINIBIENTLAUBTIAN
b0 HANTIATIVNATIERRRA AN Suderduiaguvaduin (certificate of analysis of
finished product) 'lumg'uﬁﬁuﬂuﬁaaehq
babRaNI1TATIVIATIEAAUAINIRgAUTeIRI91d1AY (certificate of analysis of drug
substance) Milunsrdnefuiidadumedaimesaneuasiudningiu
b.a.m lanaIswsenanguduiuauduiusseniunininvesingiuvewhendda (drug
substance) 98 b.a ﬂ‘usum’a‘mamfuaawamnm%mamﬂsﬂ (fmshed product)
b.an&HAN1IANYI Long term stability maaﬂmww%amwﬂuw ziigulinudrinau
AMIZNITUAITOINITHASYT NTENTIEITITUED nsdfunzifeuswinndt b U uas/vdena
nsAnw Accelerated stability nsélfunsiliousnosndt b T

b.@ HIDENY
b.c.e {EauasIng (g’{ma) Fasdefang9enagetos m witeussetus sududiununans
Teasdoaldasuiumuiitmusluinde sueRhly deu
.o AUENTINNMSY afiuitegveesauesemnnelilagbifulvlitnedle

b.¢ MyUsziuguAmeNTidemoy
o.&.0 Phitdwsudadionglildbitoonin o U fuaniudaey

N

] 5
adda UszsunsIuns  aede / AsTums avde nTIUATI
(uegnws gjiimen) (WA nuaae) (ueUsitund Unitiad)




b.&lo mwmfmmaua‘u favmaaaaemLu'm'lwn'la‘LU'iu'imNanﬁmifmmﬂuwmswaauau
o.&.m ﬂ’im‘ﬂ'ﬁuﬂlE!‘i'l‘dﬂ']'i‘ﬂ’]miﬁuﬂ'mEJ"NEJ’WIENEJE]‘IJLW?JE’NWS’H‘JLﬂ‘i'l"'iflﬂmﬂ'}w miwawnsee
vnlsdeSoseiods lneflavesian () ssfesdeifiudnnnasuouiimihesenisdamsa
TnseuasiufSuiieveualdinefifafodunisnseiinseiamnm asdiwuiehiduly
MRS YUzIANNG vamaswmwaamuama‘lwquﬁsu'mmauas'm'\mmna'rmmmauamm
(Hue) Ltav/wsammamluﬂsamalﬂ
o.&.a Jlauasnl ({uie) asmmmLﬂﬁauwﬁaﬂﬂnﬁwmmq wIadlafanisidauanindoe
Uszmsla eudwunlaelifiteuly

.o fauenim (§ne) Busealionidnduarneunsuimua feil
boo AsfiaNTuATIVITIEe Tnensuinermaninisunnduietecjiansaly
WA3FIU ISO/IEC ewioloe #an13n31adnseildidulumumiasgiudoimunluszamausznin
TiaBdnvsaiing
D.blo ﬂ‘itﬁwmmwmsﬁawnﬁ’uﬁmmmi%‘ﬂﬁaémawﬂmLﬁmﬁ'wf Tiifrazdunstndesou
ssiudantn viensdadesauseiun LUREUAINA b mam'sﬂmaiﬂansmsaamﬁﬁma‘u
D.o.m ASHUNEARS msﬂﬂwumunnLsanmuﬂummnaqma1ﬂT,mEm'mrmuﬂmunsﬁmmsmmmmm
Iu‘mnm"uaqamm”wumamuma
0.0.¢ n‘sn"i‘wuﬂmwwqmmwmnwﬁmﬁ’mﬁmﬁﬁawﬁmaﬁaﬂwﬁw%uaLtaammﬂaamﬁaﬁaﬁﬂmﬁ
I§uen
o.5.¢ nadieniismeenantadelsmeua

v vibeTmsrerruAvS iifuRvisaurdnfasisiis YagniSeniuiulasddnay
ANBNTINNITOMNTHAZEUTZIZIAT @ UneuTulssmeussmasanBidnvseiind

Usgaunssunis

P .
AIYD. eovrrrree % L NITUNS
(WeEnIFEsan nuniae)
g N\e
AR D crurcarnmreerssonmmncssssesessssssssasmsssanses NSN3

wredsitamd Unndioq)




