TIUAUDYAAMANWULIANE lg
81 Gliclazide o mg modified-release tablet

®. AMUABINTT 81 Gliclazide bo mg modified-release tablet UM o000 LiiA
0. gaUENTAV Y
b.e JULUY : sudavdiniuusemu
blo @UUTENOU : o Win Usznaudemen Gliclazide wo mg
b NMYUZUTTY : Wleeussgluntvuzlaaiin (well-closed containers) Uun YUY
uUssRfessryan Wil mnuuss laviindn Yununorgenliosedniay
o.€ 2870 : SeyToghly dawuszneumeddyuazauus doudduesen dufeums
97 Biiusnun laiingn iwnsidousiu Susdouas uninegelfegnedniay
lo.¢ M3nuUasing? : aanunsanuaunisuanddeseilduiinasa wasiinadnwing
AT
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Namimi’aﬁﬁmi’wwﬂmmwLﬂulﬂmm Finished product specification Wag Drug substance
specification 814Bannindusiuatiuiiieatu sldaanedeuredinnunasnssunsemsiazen
nseMsnassagy wasdunduifuiiisusiviolniniunasguindusiiulamiunis amuusgnia
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Drug substance specification (Reference EP)

o.® Definition m’;ﬂ]ci’lumuﬁiquu drug substance specification
(White or almost white powder, practically
insoluble in water, freely soluble in methylene
chloride, sparingly soluble in acetone, slightly
soluble in ethanol)

oo Identification test msaﬁ]mumuﬁi:ﬁﬂu drug substance specification

en.en USuausnendnAgy (Assay) ®e.o — ®0m.0% (dried substance)

an.@ Impurities

m..® Specified impurities

- Impurity F LU 0.0&%
- Impurity B 14ilAu o ppm
a.@ o Other detectable impurities LA 0.00%

(Impurity A, C, D, E, G)
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en..en sum of impurities other than F LailAU o.o%

on.& Sulfated ash T o.@0%

.o Loss on drying LA olo@%

Finished Product specification

o.® Descriptions mi'mci’lumuﬁiquu finished product specification

oo Identification test m’mr&humuﬁsxﬂu finished product specification

an.en UTuausiendngy (Assay) ®&.0 - @od.0%L.A.

m.& Dissolution mmmum’m‘ﬁwﬂu finished product specification

(MIUYINIAIRN )

en.& Uniformity of dosage units m’;m«"mmuﬁisﬂu finished product specification

oD Impurities maﬁ]ﬂi’mmuﬁis‘lﬂu finished product specification
BN -

Impurity F = e-(hexahydrocyclopentalc]pyrrol-e(eH)-yl-e-[(o-methylphenyl) sulfonyl] urea

Impurity B = l-nitroso-octahydrocyclopentalc]pyrrole

Impurity A = R-H : &methylbenzenesulfonamide

Impurity C = R-CO-O-CuHe : ethyl [(&methylphenyl) sulfonyl] carbamate

Impurity D = N-[(&-methylphenyl) sulfonyl] hexahydrocyclopentalc] pyrrol-e(eH)-carboxamide

Impurity E = e-[(&-methylphenyl) sulfonyl]-sm-(e, ma, &, ba-tetrahexahydrocyclopentalc] pyrrol-
w(eH)-yl) urea

Impurity G = N-[(@-methylphenyl) sulfonyll-e, &a, &, o, &, ea-hexahydro-eH-cyclopentald]
pyridazine-lo-carboxamide

o o
<. Woulvudy o

<o 8UsTPUNUrlnadn - Auvedanuliunsudausy

<o eiliauaivdngilésumstunaidoun Wodwihelulssmalnevonssnyasisagy
sniunsalifuenindamunduiiuinsemsassuguiuses
<o.e “Iuefﬂﬁ'mums%uwmﬁawﬁ%’um WO 8.0, oo lunsaifiduefindnly
Ui“mszilweﬁ,maiu’l,uﬁwa?gumvLﬁaumﬁmﬁﬁaavL%‘Umﬁ’a%’amimuﬂmmmw*uawamﬁmsﬁmuﬁﬁu
neioulilu finished product specification LLa“‘Uaﬂ’muﬂﬂmmW’mnﬂU (raw material speCIf"catlon)

mansmwagwmwmsmaauLLUaaLLﬁ‘L‘u mamuuLanaﬁmi%uf’ﬂmaviwa z1den
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<lolo luddynstunsidousmive e ne.e wie e.a Tunsdifdududiain

ANUTEMAVTBLUIUTTY

<o n3dlowdslulsendlne Foanideiuseunasgunsnanaavdnnust wagisnsudad
7 (GMP) U89n3EMTMABITGY UAznAnInsIENsHARTIMUNSHARYesanmelsy (GMP PIC/S) Tu
vanneTiausue vise nsdleminthansisseme desiviidosuses GMP PIC/S vedlssauginanen
MnUsEmAanviovisdousomandusien Certificate of Pharmaceutical Products fieenlag
UseimAHARVToUsEINARIMINg

&« IndsdoiuspInsnTndinTgivadlssnugnin (Certificate of Analysis of finish product)
p3sfugTiusznaunsiionsan

«.¢ findedofusoantsnsralinssiuazlunanaundmdnvesarsiafimiudond
(Certification of analysis of drug substance) Vlswa\‘m‘%ﬁwéwamm wasuTENEHaEnTngau

<5 nastuduanuduiusssrinunisudnvesingiuimendfey (drug substance) uay u
msudnvemdnsiusidniagy (finish product)

<o FvgiiinanUszneunsisanasfiuniusiiuesg ethates e wheussyius

«.c Snlsdefusususoamsuanitdsuslunsallindmuneglilueiiorgmslinueniu e
Usglomlvasiae

<. funinorguasniidsmeusediitoonii o U b ey Tuaniufidmey

&.0o nitihulgerduuuu (Original) asfesiidoyanisAnuidlauya (Bioequivalence)
Wisuilsuiudunuy SeaenndasnnmdninaeinazuuimsujualugiionsfnniUssaniuanes
PIAUYAYRINANA UM INNINTFIUAVUAYBINBIAIVANLT F1TINIUANEATINAITDIMNTHALEUTEI
UssnalneT woow naiiluusesimandusioniu ndnlaeinanfertuvisluaiaiieiiu gnsiiu
WAZNIEUIUNITHERGB AUA VIR UL UL

.00 UARmMAN LAY IngAU nieunanaTIRTiATEinuA M IRgRUYeTIEdFrT

vV a

a [} o ﬁ’j vV o a L% a
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.ol lunsdiiunzdevenununnnt b 3 svdediduunnmeneuanisine Long term stability
paiBuisdn e Tousnnuans

&.om Ffelasedy 9 Auanafiudy Wy sanisiessianiea fURns 1ISO/IEC emole
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«o Ieudldluonarsifueniieuwiiverduwuuyniinde
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T18a2108AAMANWMZIANY | 7
81 Clopidogrel ed& mg film-coated tablet

®. ATUABINT 81 Clopidogrel e mg film-coated tablet U axb,000 LA
0. gauENTRA Y
b.o JUNUY : sudaudnduusymu
b.lo @UUIENDU : o Win Uszneumesen Clopidogrel bisulfate & mg
b.on MUY : ineussyluaauslauy (tight containers) Uaafulasiagenaiy
uunMIurUssYRessEylesWialy mnmnss laiings Tununergenliogredniou
o. 2810 : seyBeenly dndssneumendidyuasanuuss feuddvesn Audeuns
11 Fauiusnen aeiingn s douidu Sundnuas Sumupengeliegadaiou
. AMENUANINALA
Nam‘mmﬁ]Lﬂ'ﬁ’wﬁqmmmﬁulﬂmu Finished product specification W& Drug substance
specification 819899 nindussuatuiiiendiu SaldeanuifeuradtinnuanenssunsomsLaze
nsgnTNasseigy uaslundaifuiiieuminvidelndndsrsgundsisulesfurils sudsenne
NIIVTHADITUAY 138952515167 W.Alodde avTuil b SuAL WA lbdoe warRowhunusiAT Y
VNive

Drug substance specification (Reference USP ee)

a.@ Definition , White to off-white powder. Freely soluble at pH e;
practically insoluble at neural pH

m.lo ldentification test - m’mmumuﬁisﬂu drug substance specification
(IR)
- asrasunuissyluhdenisaaoy Sulfate
- retention time 494 major peak @onAAIRUATS
NI

an.en UsunausnendAey (Assay) ®e.o — ®0e.&% U849 clopidogrel bisulfate
(C16H16CINO,S . H,SO4) (on dried basis)

m.a Impurities

on.<.@ Organic impurities AFIVHIANNINTNT o
15197 @ Organic impurities
Name Acceptance Criteria
NMT (%)
Clopidogrel related compound A ol
Clopidogrel related compound B o.6n
Any other impurity 0.6

AMIENTIUNIINUAAMENYAIZIANTY
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Total impurities o.&

on.@.b Residual of ignition Ly 0.0%
an..e Clopidogrel related compound C Ty 0.¢%
on.& Loss on drying Taiifu o.¢%

Finished Product specification

m.® Descriptions mi’sﬁlﬂi’]umuﬁixﬂu finished product specification

on.lo [dentification test p329Rus TSzl finished product specification
(HPLC, UV)

en.en UsuneudaendAgy (Assay) ®0.0 - ®80.0%L.A.

en. Dissolution laisni1 go% LA, agarelu mo uil

oo Uniformity of dosage units miwmumuﬁis‘q‘lu finished product specification

on.e0 Related compounds AFITMIANNINTNT o

#157°97 o Related compounds

Name Acceptance Criteria
NMT (%)
Clopidogrel related compound A ®.®
Clopidogrel related compound C o.&
Any other impurity ol
Total impurities o.&

. Gouludu 9
<o Ussglumauslnaiin - Fuvieflarmiiuasudauss
<o eiiauaiivinguilédumstunadous dWeswiheluyssmalnevonssnaasisngy
snunsaldusniindnnundusinfuiinsensassnguiuses
cc.lg.@”Luﬁ’wﬁ’mmﬁ‘fuwmﬁauﬁﬂ%’um VU NE.e, ve.e Tunsafiduefindnlu
Useinalnelagluludwet unsidouswosdineandoaitonsmuauasninueaansosinui ay
ngileulilu finished product specification LLaS‘ﬁ'aﬁﬁMumﬂmmW}J’man (raw material specification)
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<. nsdemdniuusemelne fosdwiddeiusewnasgrunsudnmuvdninast wagisnimand
7 (GMP) ¥8an5EN31AESUEY warndninasiisnisaaniinlunisnanvesavnmglsy (GMP PIC/S) Tu
mnaeiauene v3e nsdenthidainsisussina dosivilsdoiuses GMP PIC/S vadlssnuguane
AnUszmaguannsevilsdedusendndusion Certificate of Pharmaceutical Products #isanlag
UssinagninvsoUsemaganming

<.« IvtlsieTuseaininsadnieivedlsanulndn (Certificate of Analysis of finish product)
pssfuiunyseneunsionsan

«.¢ imfsdesusenisnmaiiaevinaglunansunawdnvesarsiadiid uiiendidey

. . . u’JI a Vv v = = o 9/ a a a LY ;ll
(Certification of analysis of drug substance) YNUBIUTBNHHANYT UASUTENHHARTAOAY ATINVLDN

WUsEnaumMsiiansen

<o ausfuniisndunanviofunusminelngmse

. fregeiihunyszneunsiansanasfiunrusiiussg eghelies o MIIBUTTY U9

«.c finledetutuiusesnsuandsuelunsdlndvunonglidugniifiognisldnuemiu e
Useleuivoegthe

«. Tunnengvesefidweudedlitesni o U Tuantuiiduwey

<o nstllildenduuuy (Original drugs) axdesdifeyanisdnundaauya (Bioequivalence)
Wisuileufiuenduuuy Seeenadosnuvdninasiuaziuamisufoilugiionsfinuniussdnsuouas
FranyavreIHan AnsiE1nNATIUTINLATEINBINIUANET ATNIUANENSTTNNTTEIMSHATE L
Usanlnel woow v3eillususesimandusieniu nanlasduanforsuniolueioieaiu gnsisu
LAZNIEUIUNSHANAL I AUAUEIFULUY

.00 UARMENTIIIVATIINTBTNgAU iouKanIsITITeTwiauawIngRuTesaend iy
THlunswanlujuiliausue ivesdransuasguaninghu

B
Y
<ol Tunsdtungilousninuinnit b U agdaadidnunnmatenants@inw Long term stability

mufiduiuifnlunsdeusuuans

<.om n3aliduen multiple dose #iin15Anw1 in-use stability data 7 g unad mo°C T
aonndesiuanimennilulssimdlnefisoutu

<.oc wantonasiudunnuduiusseniegunisndnvesingAvvesdigndrdy (drug
substance) fugumsuanvadniaeiendnsagy (finished product)
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T188LIDUAANANYAIZIANE
81 Sitagliptin @oo mg film-coated tablet

®. AUADINTT 81 Sitagliptin @00 mg film-coated tablet U <, boo LA
0. AuANTAT LY
b.e JULUY : sfinudnduuseny
blo @UUENOU : & Win Uszneumesien Sitagliptin eco mg
b N1YUTUTIY ¢ AB1UTTYlUn YUz Unailn (well-close containers) UUATUY
usseasEyToe iy Anause wuilkdn Tunupengenlisgstnoy
lo.« 287N : szyTouhly daulsznoumenddguasauuss feuddueen duiou
mslden Bifiudnw wavitndn wangloudin3u Tundoues fummengerliednstaau
. AMENUANIIWATIA
Namim’aﬁﬁLm’wﬁﬂmmm‘ﬂulﬂmu Finished product specification Wag Drug substance
specification #181484a1nIndasiuatuiieatu ddaamzdeuredtinauanenssunisenmsuas
81 nspnTaassage uandunduifuiidieusivdelminiwnsgrundyiulamsunis anw
UENIANTENTIESITUEY 130958UT187 WAbEoe arTuil b $unaN w.Albdoe wasiewiy
AN IUNNIITE

Drug substance specification (Reference USP met %11 ¢edo-¢=&a)

o.@ Definition White or almost white powder. soluble in water,
very slightly soluble in anhydrous ethanol,
practically insoluble in heptane.

mlo Identification test m’mhumu‘ﬁ'isq‘lu drug substance specification
(IR)
Enantiomeric purity NMT o.&% of S-enantiomer
v uniszyludensnagey phosphate

on.en USanausnendndey (Assay) &&.0 — ®0.0% (anhydrous and solvent-free
basis)

on.& Impurities:

an.&.@ Organic impurities

Disregard any peak below o.0&%
Any individual impurity NMT o.@0%
Total impurities NMT o.&¢%

on.& Enantiomeric purity
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S-enantiomer
o.& Water determination
Finished Product
a.@ Descriptions
oo Identification test

[

on.en USuusnendiAey (Assay)
an.& Disintegration
on.& Dissolution
a.p Uniformity of dosage units
en.e Impurities

e.e.@ Organic impurities

M1319% @ Organic impurities

NMT o.&%

en.en - an.e9%

m’mimmuﬁsxq‘lu finished product specification
mw&humuﬁszﬂu finished product specification
(IR, HPLQ)

®o.0 - @od.0%L.A.

Wulumadermun (time limit specified & W)
litfenin go.0% T mo W

ms’mhumuﬁizq‘lu finished product specification

i -
ATIINTUNURTITNN @

doans Acceptance criteria

Not more than (%)
®. Sitagliptin acid o
. Fumarate adduct (1) oo
. Sitagliptin triazecine analog 0.
& Sitagliptin styrylacetyl analog o.lb
&. Sitagliptin phenylcrotonyl analog o.lb
©. Any other individual impurity 0.
). Total impurities 0.9

0]

= ]

= al
. Waulvdy
<o 0WITIlUMYUslnatn  Huvelinuiunadanss
<lo sauaiivangulasumstuneieue iodmhelulssnelngvensensieansisoee

v = a a o o w 4 )
‘c’JﬂL'JuﬂimL"fJ'UEJ']V]NaGWI']llLﬂa%mqﬁUWﬂigﬂﬁﬁqaqﬁqﬁmqmiUiEN

14

o w 4 o o w o alal d a
.o ludAyn1sTunziloudiue wueie ne.e, nee lunsdindusindnly

Usanebnelnglulumvedunsdousdesdineanseaidonisauauamuamuomanfasinuity
neideulilu finished product specification uasdamvunnmaInTagdy (raw material
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<o NIl wWAntuUsTIvAlng deslividosuseannsgiunisnaneunaninus wayisnnEn
7If (GMP) vaansEns19a51304gY wasvdninasiismananiirlunisudnvasanamelsy (GMP PIC/S)
nsdlenindraindaussina deslintedesuses GMP vaalsanududnenaindssmnadundnvse
Certificate of Pharmaceutical Products

<.« imisdosuseminsalinszivedlssnugndn (Certificate of Analysis) asatugnithan
Uszneumsfiansan deiianansnsaiinseiaunmednfusidndaguvesduan (COA of finished
product) UagnaN1sRTIIATIRIAMNINIRGRUVDIFIBNE@IREY (COA of drug substance) maaﬁa@’wﬁm
EATHHANINDAY

«.¢ fintfedniusoiminmaiinneiuarlunaniundawdnvasarsafifilfusendrdgyues
UIEVHEREN uaruSevdnaningiu

<5 eilauslueniiuisnunanviodunusmielnense

.o fhegrihinysznounsiarsanagiunisusiuse

«. fimfsdeduduiusesnmsuanidsugilunsdlndvunenglidueiifongnsldaueniu
wieUselevvivesile

<.« Tununenguaseiidweusedsitosnii o U o ey Huaniuitdweu

<.00 nidllilderdunuy (Original) azdesiideyanis@nurTaauya (Bioequivalence)
Wisuileufuenduiuy Ssaenndesmumdninasiaziumisl fuilugiionsdnudyssaviuauay
FrauyaveawdndusienuninsguimuaveinasrIuANe d1ENNUANENSINNSEIMSIALEUSERN
Usanelngl boow wialluusesiwmandusiontiu ndnlaefuaniferiunieluedodiontu gy
WAZNIFUIUNTHANGIYINURUETULUY

<00 UANMENGIULYATINTRITAGAY WiawHanInTIaTATIEs iR MR UTes ARty
dlunswanluguilauowe Raveskaneuasgnaningiu

.ol Tunsdidunsidousinuinnit b U sgdesldunimdgionanisdne Long term

stability sufiduiindinlunsSeuemuans

<.oa Lanusnarsiudunnuduiusseninijunisudnvesinghvasdiuidfey (drug
substance) fugun1IHENTRINEN ST NS (finished product)
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