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0. To8n Sitagliptin @oo mg film-coated tablet
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. AANUANIIMATA
NANITRTIVTLATIY ‘Mﬂm.mmﬁ wlumiu finished product specification hag drug substance
specification m‘lmmwvmaumamunmuﬁmvﬂﬁumimmmavEn NITNTNAITITUFY viail mawwuﬁ’tm
mqaamaamuﬁuwmammma'l,vmm'lmmsmumﬁmhﬁ’ﬂlﬂmmu_ 1 MUUTENIANTINTNEAGITUAY LT
$UMIIET WA bdbe a9iuil o su'mm.l b&oe (aatl'iun'm'luswﬂaﬁnumﬂmqum el NUNWUST bebl)
wagUsenirnse m’;ammimam 304 SYUAISIET (@UUTl o) W.AboEol asTuT o AINNIAN W.A. b&blo (a9
Usgmelusiwiaamune ¥ Fuil oo ASNHIAN odolb)

o.e Finished product specification: Sitagliptin tablets (USP&e - NFen)

90 Test items Specifications
m.e.@ | Identification Meet the requirement
m.e.lo | Assay «d.o - @o&.o% of the labeled amount of
Sitagliptin
m.e.an | Uniformity of dosage units Meet the requirement
m.e.« | Disintegration Not more than & minutes

m.e.& | Degradation products

- Sitagliptin acid Not more than o.w%
- Fumarate adduct (if present) Not more than o.b%
- Sitagliptin triazecine analog Not more than o.lw%
- Sitagliptin styrylacetyl analog Not more than o.lb%
- Sitagliptin phenylcrotonyl analog Not more than o.0%
- Any other individual impurity Not more than o.l%
- Total impurities Not more than o.o%
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en.lo Drug substance specification: Sitagliptin Phosphate (USPa — NFae)

h) Test items Specifications
am.b.@ | Identification Meet the requirement
m.lblo | Assay &s.0 - ®@ob.0% on the anhydrous and

solvent-free basis

..o | Impurity
- Organic impurities

® Any individual impurity NMT o.00%
® Total impurities NMT o.&%
- Enantiomeric purity NMT o.&% of the S-enantiomer
m.lo.c | Water Determination en.en - an.e’%

WUYA @, Wiade dissolution way uniformity of dosage units '[wLmULaﬂm'sLLﬁmjjﬂ_a_Laﬂﬂﬂamjﬁm
ll._ﬂ_'a'j__‘ﬂ windldudseasiduaidusnanliluly coa
. nsdifannzdeudaimsidu waive) NM3ATIABUAATIZWTIENSIA ’Lwauuammnmsmanﬁm
mﬂaﬂﬁlﬂsuaumma
m. Drug substance specification ivsananlulinsiedveadudn drug substance w3e luias ey
Drug substance wasinantndniagy atulaatuwils Gwmw'ﬂmmiwumwnm’uawmwm
& Tsaneunald USPem — NFane '[.umﬁmwumﬂmanwm 19481 01146115187 USP enee w3oatfuduiilu
mwamwﬂwmam‘ualumsaﬂuﬁiﬂwmmamwum Tiussvuuusiseludaunes Product uas
Drug substance u197e

@ Waulvdug
msﬁuLaﬂmsUiznaumsmua'i'imt,ﬁaﬁmsm Judiunmeneienans wianasansiladasuses
naslaggiidunn wisudnSeaenansn seazdendeil
. @NNNMEIBUERINNHENSTTEN aan NPULUITY WaBUTIVIUTEN
. dnunenaisiiiuen nwlng waz/vianwndingy Alddusuameznssunsomsuazen
. dnenasnislisuoyndunsdousiueniles murelussmalneuasuna s
.0 luddymMstunatouiniue Mol Nt No.e W39 8.lo UWAIusnTel)
ﬂiﬂ‘i‘ﬁm-ﬁmﬁ'auLLUamrﬂwﬁ%’uauzgﬁmtavamuﬁmﬁm Wuwvdmundveufluddsuua
Tenslunsdeuiiduen (W ve.) mam&.mﬂwmuﬂmﬂaauu:daqswmﬂuw:ﬁmaumw&n
mmnumuaummLLa.,amumam (WU 8.€) Wnsauiuse
m.o uivetunudoueme.e vie t.) maqmmauawsamwaa.,Laamwsamammmﬂmmwmm
NARS T une \eu(Finished product specification) 'i'mm:;mqmummmﬂ:y (Substance
or Active pharmaceutical ingredient specification)
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<. ANUNBNAITTUTOIWINITFIUAITNANLT AUNANLIAMI WAL EN157 A lun1sHE e PIC/S
(Pharmaceutical Inspection Co-operation Scheme) lngwiage1u PIC/S participating authorities
w39 d1UenNa13TUToNNASTIUNSNARE ILUANINNSTLAE B N5 ARlUNsHARE YR IE T NeY
AMZATINATTOIMITUALET NIYNTIEIGITUEY/ WHO 138 GMP 51451 sz'?"qn"'mum‘ifuimaﬁmm
aenndpsuasinsuiundninasiLagisn1snalunisnEnen PIC/S lumnaurilauswsatiuangn
museunsaTIIaeUlneiinanmsiusesteiulssmmlsznmnsndidnvsotind fed
<. FUUNBNATTUTDNATFIUNSHANET numdnineisiuagiSnsialunisudningiushend ey
(Active Pharmaceutical Ingredient :API) %asinEningaumienddny
<o AUNBNAITTUTBININTFIUNISNANET mwé’fﬂmm%uas’i%’msﬁﬁlummﬁmma"w‘fagU
(Finished Product Specification) maaﬁwﬁmwﬁmﬁmﬁmﬁ’lﬁﬁlgﬂ
.o @141 drug monograph YosHAnAmMsTE1d5a3U (Finished Product) uay Aaed1ATy (Active
Pharmaceutical Ingredient)
& LONASAANNYBILTLAUDTIAN
&.o z«hmwﬁ’aﬁa%‘mawamimw%miwﬁﬂmmwmﬁmﬁmﬁmﬁﬁﬁ%gﬂwad@wﬁm (Certification of
analysis of finished product) Tugnjuiidafusietie
&lo NAMINTIVIATIBRRUNNINGRUFIE Y (Certificate of analysis of Active Pharmaceutical
Ingredient) m?ﬂumswﬁmmjuﬁduﬂuﬁaaeheﬁ”'waaé'wﬁmmLgaacgwﬁmi’mqﬁu
&.m Lanmm%‘ama“’nﬁ']uﬁué’ummé’uﬁ’uéiwiw{'um'imﬁmﬁuam"mqﬁwaaﬁ"amefﬁﬁ’w, (Active
Pharmaceutical Ingredient ) 7a¢.lo AuuNIsHARYBINand e @ 1S a1 (finished product)
19 &o
&.« n3eiiugngu biological products #lfu vaccine, blood products Aosdllonanssusessu
N3Wan (Lot release) INNTHINEIAIEAITNITUNNE NIENTIAITITUGY
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ANNANNTONBIUURNSVIAEaUATLET MIUNIRTEIU ISO/IEC erolo@ 2INUUIEUSEAUAING
vivalagdinnuin gl iRinsnsuinermansnisunned nsevnsieEnsn e
o, ntidusdiunwuy
finpanunsAnymseddniiuansisUssansameaseiuazauaonfovesen asiiusily
MsaITIMsuwERdeie
. nshiueniindnlneduandeafugduuy
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. nsdindldesdunuy
.o InsumsinymsndiniivsuenisUszavnmueseniuenduiuy wiosenumsinyva
pdtnfiuansisUsansnimueserililunisinw adfuifluansasmansumdiiniadie
o dnumaANgIUNITUTBIMNANYAYBIHANSTUYiEN ( Bioequivalence ) TneranisAnwimwaNya
v9ninA BT (Bioequivalence) 3o nsdifusi@ringadrends (Biosimilar) iulumu
ToMUAASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies
viegilemsAnuiilszdnuauariiauyavesndndusion nsensnassuge lnvaniuvie
mirsuAnudrauyad Ifumsiusesnn ddnamuamznssunisemisuaser(nsdlalyen
AULUU)
<. @@ esuseannsgaunisuFudaunaninas 750157 dludesufudnas
Good Laboratory Practice (GLP) |WIETIENIsIAET e
*.& dmangunsiusesruviidisnlunisinunAuedulu (Therapeutic equivalence) i
LnETuAnINTlATuN1sUsTy T USFDA. Orange book w3 European Medicines Agency
(EMA) %38 Thai Orange book (61il)
oo. NIdhiuendaing
diuuanvintuendringadrends (Biosimilars) MisdumdngiuanaSeuiieusuls
(Comparability exercise: CE) lawwe1¥3ing nguelusiu (protein therapeutics) v3esitandns
LLamﬂﬂ’)'i“Lﬁ%UmiUﬁfq lu Purple book US FDA %38 European Medicines Agency (EMA) %38
Thai Orange book (773])
0. HUUNNANTTUTOIINTFIWVBUFURN1TNUUNTEIU ISO/IEC erobd Fun1snadausn e
finsmadeuInviesufiinisvesaaduidunans (third party) il§un1suses ISO/IEC eol

- = o w
LAZINUNTITNATDUNEN AN ETNENEIUDY
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olb. @NUNBNETUARIHANTANYIANUAIN (Stability data) M1 ASEAN stability study Guideline

(no+0°C, ei&+&% RH) (811)

olb.e MIANYIANAIANINGT (Long term stability data) 8819188 e JUNITHER
ol MIFANYIAUAENINETIUANTIBLSY (Accelerated stability data) 8819UB8 & JUNIINER
@o.o NSANYIAIILAIRITLEZENT (Ongoing stability data)
eb. N3ANYIAIINAIIMLTA LY (In-use stability data)
olo.& NMsAnwLARITEE I savinulaiaels (nsdlenuin)
eb.5 NFANAMNAIIINEINITazateluRIYINaza1esn99 (After Reconstitution Stability) wag
Auumsinweuasihresemendad saedsansthinzan (After Dilution Stability)
auseidrAufeldlumudiduildiviiog uas uansandundaanadasiutoyaly
wnasmfiue (nsdean)
o, ANUNBNATUANINANIANBINILAIT M3BLENANTTLIIAINLALTIVEEN N3ilEnepnLenY
gaumgiiildiAusnm (dhi)
oc. lONAsLAnLaEIUsBTIdszuUMsIAuLardndeeniidinnsgulaeduszneunsuudeiilasy
MsfusBnsEIUMUNNINaeiLaE IS NSIRlUNNTIRT MLNeLnd U0t (Good distribution
practice for pharmaceutical #musIA3§14 PIC/s-GDP %38 WHO-GDP Good Storage Practice
(GSP) waz Good Distribution Practice (GDP)
o&. dnunseanuUsuiiuaides (Risk Assessment report for Elemental impurities) VBNINQAY
uwag/vm3e Agrdusagy
oo, dunsusesnsdeldsunstuiaydeuinnssulng @)
oo, fivisdesusasmsatuayuaildinedmiurueuiussgen (Robot) Tiew. Tunsdiflwdey
uivmviaguuuu (nsdlendin/eunlya)
om. vangumsimseilsmennadsuay/mielsameutadug @i
ox. M3UsERUAMAWENTIdIBY
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Long term stability, Accelerated stability uag Ongoing stability
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29 Luseogliflozin tab 2.5 mg 1 ulm 35.21
30 Luseagliflozin tab 5 mg 1 n 53.97
31 Metformin hydrochloride tab 500 mg 1in 0.40
32 Metformin hydrochloride tab 850 mg 1 ulm 0.60
33 Metformin hydrochloride tab 1000 mg 1:im 0.80
34 Metformin hydrochloride PR tab 750 mg 11l 6.13
35 Metformin hydrochloride PR tab 1000 mg 14im 7.13
36 Mitiglinide tab 10 mg 10l 6.34
37 Pioglitazone hydrochloride tab 15 mg 1 Wm 0.95
38 Pioglitazone hydrochloride tab 30 mg 1 1Wn 1.83
39 Pioglitazone hydrochloride tab 45 mg 1 1im 2.85
40 Repaglinide tab 0.5 mg 1 n 7.01
41 Repaglinide tab 1 mg 1Wm 7.01
42 Repaglinide tab 2 mg 1A 7.01
43 Saxagliptin tab 5 mg 1 ulm 32.50
44 Saxagliptin tab 2.5 mg 1 Win 16.25
sterile sol 2 mg/1.5 ml pre-filled pen .
45 Semaglutide 10K 5,885.00
(0.25 mg/dose)
- sterile sol 2 mg/1.5 ml pre-filled pen
46 Semaglutide 161 5,885.00
(0.5 mg/dose)
47  Semaglutide sterile sol 4 mg/3 ml pre-filled pen (1 mg/dose) 1 find 6,420.00
48 Sitagliptin tab 25 mg 1 uin 8.17
49 Sitagliptin tab 50 mg 1 m 19.68
50 Sitagliptin tab 100 mg 1 ulm 32,68
51 Trelagliptin succinate tab 100 mg 1 ulm 214,00
52 Voglibose orodispersible tab 0.2 mg 1. 3.43
53 Voglibose orodispersible tab 0.3 mg 1 (Wm 4.96
54 Vildagliptin tab 50 mg 1 uim 13.00
6.3 nii:.lm Blood glucose lowering drugs, exclude insulins AnTENNEN
1 Empagliflozin + Linagliptin fab 10 mg +5 mg 1 1l 59.71
2 Empagliflozin + Linagliptin tab 25 mg +5 mg 1 16m 77.04
3 Metformin+Alogliptin tab 500 mg+12.5 mg 1 im 17.52
4 Metformin-+Alogliptin tab 1000 mg+12.5 mg 1 i 17.92
5  Metformin+Dapagliflozin ER tab 500 mg+5 mg 1 1a 26.56
6 Metformin+Dapagliflozin ER tab 500 mg+10 mg 1 1 49.03
7 Metformin+Dapagliflozin ER tab 1000 mg+5 mg 1 Wm 29.60
8 Metformin+Dapagliflozin ER tab 1000 mg +10 mg 1 im 52.07
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