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AMANYUIANIZYBIYN
Sitagliptin 100 mg film-coated tablet

1.3981 Sitagliptin 100 mg film-coated tablet
2. AuauUAnalY
21 guuwy Jueudamdeuiiau (Film coated tablet) wiinfuuseynu
22 dwulszneu  Uszneumedien Sitagliptin 100 mg lu 1 ifa
23 awurussy  ussgluuseDaaivieeiuuas wavaanuduls
2.5 aamn -szyioen Ei’mﬂ'i:nauﬁqmﬁwﬁ‘muazmmLm"fuuﬁw‘i'ugumqmﬂﬁwﬁm wazia
nuidywiiuen agnedniauuuussyiue
UM urUITEedeefassrydesmietonianisfduysenevuar g
Auuswe e Tinas TuAueny idmiau

3.auaNUANIamaila
3.1 Finished product specification: USP 41

D) Test ltems Specifications

1 Identification Meet the requirements

2 Assay 95.0-105.0% of the labeled amount of Sitagliptin
3 Uniformity of dosage unit Meet the requirements

4 Disintegration < 5 minutes

5 Organic Impurities - Sitagliptin acid: NMT 0.2%

- Fumarate adduct (if present): NMT 0.2%

- Sitagliptin triazecine analog: NMT 0.2%

- Sitagliptin styrylacetyl analog: NMT 0.2%

- Sitagliptin phenylcrotonyl analog: NMT 0.2%
- Any other individual impurity: NMT 0.2%

- Total impurities: NMT 0.6%

3.2 Drug substance specification: USP 41

b} Test ltems Specifications
Identification Meet the requirements
2 Assay 98.0% - 102.0% of the labeled amount of Sitagliptin
<
NysUNS /. 4.(/ wg :
1 S5t 30 SONT ...
(w31 A3aI1aveg) (ny.waduyl duAnm) (ney.01nes muzd)

GPU 647282 [v2408]



D) Test Items Specifications

phosphate (on the anhydrous and solvent free basis)

3 Organic Impurities - Any individual impurity: NMT 0.10%
- Total impurities: NMT 0.5%

a Enantiomeric purity S-enantiomer: NMT 0.5%

5 Water determination Not more than 3.3-3.7%

NUBWE - *ssyate Uniformity of dosage units Tiiuuenansuanssigasidenna nsnsadinsed
windllaudaliluly CoA
- nsdifivansdundanisiiu (waive) msamvaeuiinsgidesiemslalidulanienansvangiu
FananiilesueyiRse

3.3 NaNIITILATIEN Elemental impurities 139 Risk assessment report for elemental impurities i
91BN ICH guideline 38 US Pharmacopoeia

3.4 HaRTIVIATITY NTTP (7-Nitroso-3-(trifluoromethyl)-5,6,7,8-tetrahydro-[1,2,4]triazolo[4,3-
alpyrazine) Not more than 0.37 ppm

4.3oulvdu q
4.1 wnansnsidsuaygnatunadeussueitesmirelulsumalne uavduas (declare) undanan
411 luddymstunadeusinfuen me.2 ne.s ve.d wie 62 wdaudnsed)
012 ludwetunsiou ve.1/e.1 vesniiauesia wioumeazidenaiadonisauquamnmyes
wAnusiAitunsdeu (finished product specification) wazdafmusnmnmuesingAv
(Drug Substance specification) nsdifiegsyninamsiasundasuiludfisdy swfoauuy
wnansN13vauAly (8.5) uawsau finished product specification war/13® Drug Substance
specification
4.2 ONANTTUTDWINTFIUNITHANEN
421  nsdiwanlulssmdlng guandesliduunnmerenideiuseunasgiunsudngia
WANNEUIIBNNSTARINMSKAREN PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Inevneanu PIC/S participating authorities ¥5aillanas5UT0IINTFIUNTHANLIN
waninYiwarIBNsAflumMskanevesdinuANYNTIINTEIMSHATEN NTENTI
asnsian FatmuniulneiiauaenndasuasinifiouiundninusivasBmsiiatunisuing,
PIC/S Tumnasniaueus atudmanmuseumsnsivaeulasiinansiusesfieiuiiusene
Usgmasimdidninsiingd

miumj \/é(/, W&j @mog

(UW.Us ARaIImen) (ney eyl Susing) (ney.21mA3 aued)
GPU 647282 [v2408]



4.2.2

nsdiffugmiirannddsune gudnsosdienansiusesnnsgrumssanemundninasi
Wsiluniswdnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) 1ng
MU PIC/S Participating authorities UUagARILTBUNINTIRARUIALINANTIUTBIN
FuiusgnauszmnsndidninsindvienasneyInudusngd

-l
4.3 1andns AUATWYDILIVLEUDIIA

4.3.1

4.3.2

433

4.34

HANSAIINIATIVIRUNMRENTu9vaENEn (Certification of analysis of finished product)
lugguiidesaoeng

NANTIATIERR AW IRGAUTEIIENERTY (Certification of analysis drug substance) 7l
lunsanefuiidadumeafiesudneuaiuaningiu
nansvIenanguguiunNAINUSIININTUMINERTBY IngAuvaIiaendfity (Drug
substance) 49 4.3.2 fujumswanveadndasidnsagy (finished product) 9o 4.3.1
Nan13ANWI Long term stability m1u ASEAN guideline on stability study of drug product
naeae e RldtunsdoulifudinauamenTINnNTOMIHAYEN NTINTINENSISNEY

4.4 frptnaen

4.4.1

Hlauesia sesdehadneagatos 1 missussyine Sududfununaniseasdunls
Asutumuinmualuitenmuaudiniluteiuniglu 3 Jundaainiaussian

4.5 msussiunweidaay

451
4.5.2
4.5.3

454

4.5.5

ideausaaionglildlitesndi 1 9 6 Woutuaniudwuay

ymnnaidauey Iwfesdidnnmegluiusesmanisasninssiniuiidwey
nsdifimiesymsyinsduiegniiduweuitodinsniiaseinuain wineswnsazvh
wihidedosvesetne nufusardesdiindnausuuiimicesumsdimsiaiiaseiuay
duguisveudldseiifnderlunmnlinseigunm nsdinuielidulume
AuANYLLIANE MheNTMITeanUABlITURITANSIEU TR INaIYes fuBuay/
vieffuanlunsisioly

fueassesiuasueiienlndvuneny viedleiiamadeuanmimeyszsnisla 4 rou
fvualnglisidouly

sruumafiunardndniiléunnsgumaumdninust GSP (Good Storage Practice) wae GDP
(Good Distribution Practice) Insuansionansusznou (Wuanaonansiilésunissusesszuu)

4.6 18NaNsAU 9

4.6.1

o | w e i Yo : ; =
nsilenfiauslilenfuuuy (original drug) Aesiinan1sAnw) bioequivalence T03817laue
s wWssuiisuivesuwuulngdsnisAneseadulumundninasiuaziurujudlunsdine
Frauyavete1aiyresditiniuANENITNNITOMITUALET NTENTNAGITNGY

L3 Lo = v = 1 o af l:’
4.7 flauesia (§ve) Busenlviendndyqineunsuimunnail

NIIUNTT

(uw. U39 ASashavag) (nynatiun Suding) (ngy.o1MA3 auzd)
GPU 647282 [v2408]



471  nsdinamsduasnlassininnnsinemaninisunmevievesujuansildnsgu
ISO/IEC 17025 wan1sasaviesiziliidulynmuanesgudeimun
472  nsdikdnsusioviadgndenfuiunnismaelnedinnuamuznssumsemsuazen Tt
nawmﬁ'mtyws%a%ma
473  nsdnwudlgmeamuamanadndueiiosdmmaneUssdvinauazanulaesfusegtiefilasuen
4.8 whesymiveanudvsbisuRnsamaniusioidusyignidonifufulagdninnuanznssums
pmnsuazelusyeziam 1 euiubuenmsiauesmmsindontad
5.n5UssiliuAUsEANSNWAB31A1 (Price Performance)
MuasduauanonasmneiUssiulsEansnmAesA LI

chums%'mmﬁmzns‘summmé’nvmzmwﬂwmm
Sitagliptin 100 mg film-coated tablet

ﬂi‘mmj .................... \/{Z] ............. 2 we il w/ 3 (quwg

(uw.US A3asnames) (ney. WUyl Suing) (ney.01A3 MNed)
GPU 647282 [v2408]



5.n9UsEENYSEANSAINAB1A1 (Price Performance)
Sitagllptm 100 mg fi tm coated tablet

fauusvan dwiinazuuy
1.977laue 40
2 punaraanTRTuUsslenidemesiunis 55
3.MTUIMIVAINTUY 5
swimun 100
unuazuATATuUslemidones:
fulsTee wiinAzuuy
1493 IUNARN U 60
2. 035UV URNS 20
3.ﬂmauu"ﬁﬁLgaﬂ'sziwﬁﬁanwﬂﬁﬁ'ﬁmu 20
W 100

1. mu,uﬁaw £ u_ﬂigjuuaﬂﬂmﬂ (ﬁ-'uuum;u 200)

1.1 msfusesnunmuaadnioe @ 1 Tu 5 Azuuudy 100)

100 60

(n) L'ﬁu&ﬁdaﬂuﬁm’ﬁiﬁEJn’l'imﬂmmme WHO List of Prequalified Medicinal Products

() Jueniegluly@setendndnsieinunmuwazguan (Green Book)
Tnunsuinenmansmsunnd wau 1 - Jagu

(n) Wueieglulglsiedendndusiernunmuagindn (Orange Book)/EMA

- Y - o W s M v [ ‘e .
9) Wudeegludydnetendndueieilssunmsiuses (Approved Medicinal List) lng
w3atelsmenanguan iuwwndemaniuiaussnalny

(@) Wundaiinansandinszisrsiudlitosndt 3 junndndaidomsavinesieds
Yeuninhideriszylu Green Book atiuangaiiusngaumsendeaniyfuafuniemuded
sslunnuandFlsmeuausmawasiansieseilionglidiu 5 Yuaniuiilasuns
SusemamM IR TulsEnMAUsEmnsIABiiansetind analiessilaesujintsda
lildveaujiRnsvesndneuasiosufuiRinns munmigiu ISO/IEC 17025 9nvIeauy
accreditation body fiveusulusiuana vielaedninnuuasgruiesujuinig
NSEINBIMAATNITUNVE  NTENTNEANTITUGY

nisun'ﬁl ‘/{ / | 5 podlch

(UW.U3T A3aTamen) (N Nadun udng) (ney.01nes aued)

GPU 647282 [v2408]




1.2 Yoyaatiuayu Any1iTeamn ki 100
(@ondeladonis winflunnnd 1 Wadeliidendeiiliavuuusiniian)

1.2.1 nsdinanfusienduuuy fsenunisinwmuedinfuantalssansamues 100
giildlumssne asimulunsasnnsuwndiundete

1.2.2 nsalaldendunuy fsrsnunisinsmeediniivsuenisssansnmuaseniuen 100
FuLUUIRTEUMI AN eRATnALaniUsrans n s ildlunisinw asiRuly
sEIsTNIsUI e eite (Fentelatent minfluanndn 1 wadelidendefifavuuu
mnﬁqﬂ)
(n) FensAnwiiu Randomized controlled trial wazdimsafuwlunsarsmemsuwndiundode 100
(2) 3an15Anw0u NON-Randomized controlled trial uaxfimsafiuilunsasmanisuwndiindedie 90
(A) Fn3Anw iy Comparative studies WU cohort studies wagiimsfifamilunsansmanisurmei 70
ydefie
(4) 38n3Anw iy Descriptive studies Wuucase report or case series (3169FU28) wariinsanuily 60
Nsasmansuwmeiidetie
(3) dendoladonils 40

(1) msfnwdu q Mieadestunivasafoveseiuar/mMisaulaenfuvesiildsue

(2) vadioge (n) v3e (v) vie (A) v30 (9) Al dnsifulumsansmemsuwmdiindede

1.2.3 wusde nseiuen Biosimilar Aaafinisiusesludoualdidertuiusdunuy 100

s - a
2.fus5097 2: INATFIUKBIUFURANTS (AzUUULAY 100)
Ll [ % g ® e T ﬁ‘z_" ‘Q_'.

: 'd‘ag:-s

e

2.1 WU JURn1skIUN1STUTEIRNMNAINNTANUNIATEIU ISO/IEC 17025 Mun1svadeY
o a L3 i Qs = A o
nanduiaueen lusemmeaeumupuauUivuvaliafinivug

100

" . = o Y w ¢ e
Finished product specification 'wﬂ'mum'l‘ﬂ,uﬂmﬂnwmﬂuﬁUm'il,‘n'tmm'nmwm'i’m

(n) Assay or potency

40

i o al ol e o w w | a w W
(v) dudovaaeudu q Minde AmualinzuuusAUWITU 60 MnATIATUNNTITE

v (7] at W -J' ﬁ' o o 1

franamtolaiitentamuanivualilu FPS dnanudndiuain 60 Aziuy iAwiln

& . o | - o v o= & ar

Ju (vadisy 2 fund) TegwdsnisiiaziuudeNudauseaiunu

60

Yo L - ase A I .t
2.2 winlildsuses HeaJURns7nIun5TUTeIRINaNTIMNLINTEIU ISO/IEC 17025
PNNTUIMEImERINIsWNE 1@ande (1) wie (2)

60

(1) Imbdeuanimsveiusasnnuannsanesdjuanisunsgu ISO/IEC 17025 31N
nsuANEEIAnSNsUNNE Faslinisaasundniusieiauesimlusen1saaeu nIaey

ATINNIS L/){ // 2 s h/

(uw.USen ASas1aved) (Y WAtU BuAng) (ney.01MAT ML)

GPU 647282 [v2408]




asemuAuaNTinmein 3 lot IneweaUfiAns ISO/EC 17025 Alilygnan fil

Finished product specification #inwualiluaadnvazlusients eviueiings

(n) Assay or potency 24

(%) druteneaeudu q fivde Avuslvazuuusy 36 mnnsaasuyniate d1wa 36
watsladanidamuiituualalu Finished product specification nasnaa
daduann 36 wewtiadu (nefex 2 suniy) TnsiedensTiazuuuderivde
Uszanunu

(2) HlawrzwidouaninsuasusainnuaINNTe HefuRnMsmuLInsgU ISO/IEC 17025 30
Pnnsuineneansnisunng laglifimsmaaeundadusieiiauesanlusensnaasy

Rl o LY - oaas Y & at A’
asraeUAsIRNENTRnIamaile 3 Lot TneWesfURnas ISO/EC 17025 lailuguin fail

. . . A e a el IH.
Finished product specification fifvunlilupadnvuzlusiensnuiugiunnsa

(n) Assay or potency 12

(1) drudenedeudu q fvde Amualiazuuus 18 Mnesaasuynviate tana 18
w W R - o SN u 7 w
wdelavdentamuinmualilu Finished product specification ineanmu
i 3 - o ' -l v Vo e w
daduann 18 tawiladu (nedon2 dunus) lesaenisivaswuutenivioUssunuiu

3. mu.ﬂisam 3 qmauunwtaaﬂ‘s*‘[wumamsﬂgummu (ﬂvu,uum:u 100)

""" - '-Ej'ﬁ'im’fnasuuu
e _ o 120
4 at - ] 1
1.UKA8NTEYT0EN Lot No. Tudueng yn q whetey
2.Imprint code vulinen
3.ue1d598UT NUADNTUUILHIEN 35
Tt : Soiw

NINEINITVIE (ﬂ..uuutﬁu 10 ~ ATMUY | Wavun
wmﬂuwﬂnmnﬁﬁ uﬂumnﬁwﬁmuw‘w - | | (Govay) |Azuuus
mmamﬂaaumnmmm’[nawuﬂaw (annuwumqlumu 1 flwanwnam) 100
3.1 mauanwdsunviusienlnduuneny laghififermunieulals 9 lumsuanideu 100
3.2 mkanidsunviusiolnduunoignslu 6-8 \fou 50

AIFUNTT \/\{‘/

(Un. U3 ASas1avea) (AU dusing) (ney.21nAs MuLd)
GPU 647282 [v2408]




WUU Un.ob

AnseuEniuIuUsTaldSusnassuazseazndunanldsne
af g ar Aﬂ 1 ]
N15INYDINVNINA LY UNDES9

o JI | - = &
. ¥alasanis Usenansimaoen Sitagliptin @oo mg film-coated tablet neAsUsemasmdiannseiind
(e-bidding)

. MiEUReelATINTS  lsane unagassnll ngunudenssy

. 29dusuUsznaiilasusnass
= - v ow o = v
b, o, EeD.00 UM MNAUALEUasmIUNUATosAUMNUMEIL)

atf i o (=3 .t d’ =3
. Fufifvuns1anana(s1A1d1ede) o un o/ werdneu bdos

U wow, oo  tablet
$1A1/%U28 oo o UM
= v A dl s 1/
Wuku D,006,ocD.00 . UN (ynauauaudaniiunisvuassssaidunnumaiu)

' A =
. LE'VIENVI&J'l‘ll'i]ﬂ'i'}ﬂﬂﬂﬁﬁﬂ('i']ﬁ'l'i‘l'q\‘iﬂﬂ)
a 1 - d o ar -
UsEMAAMENIIUNITHAIUITLUVEILITIAN 1589 NTUUATIAINGNYT QUUAITITNIIIYLUNYT e AATAN odoe

o v v o wo Yy a
. 18R MTNHAMUATIAINATN(31AND148Y) AU

b.e ULMSUALTH ALY Us¥sIUNIIUNNS
blo UNalsYTIIUT EAlnIng NIINNIT
b.n UNANMBINAT AINEA NIIUMT

U5¢51UNTIUNIT

&
d o > YA
(2 ol 53 TR SRS s Y ey ot AS3UNI9 3 by 4 3 N - AL PR AITUNNT

(uealgyiuy 1delnang) (WNEAI910AS PINER)




