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3.1 Finished product specification:

49 Test Items Specifications
3.1.1 Identification Meet the requirement

312 Assay 95.0% - 105.0 % of the labeled amount
313 Uniformity of dosage units Meet the requirement

3.1.4 Dissolution

Not less than 80% (Q) of the declared content in

30 minutes
3.15 Related Substances
- Any unspecified degradation Not more than 0.2%
- Total impurities Not more than 0.5%
4. MIFnEBUY
4.1 Long term stability ANADIEEN
4.2 In-use stability N/A

43 fdnsAnwn TE

N/A




4.4

nsUulenveslanewiin Tuanaenanstoyanisuulewvedangninlaun

Heavy metal %39 Elemental impurities (Risk

assessment report)

NUYLR

1.%9® Dissolution tag Uniformity of dosage units TALUULONANSUANIII88XBUANANIIATITIATIEAIINT AL

sruaztduandusnavlilulu coa

2.A5079

angtdoundainisiu (waive) NMsnvaeudnsgisensta Wdukansenasuangufna filasuoyss

3.Drug substance specification 913413 NTUTATIEVIVOIENER drug substance %38 TuliAT189 drug substance

VBIHER

g1dn393U atulaatunils lnednsesieseiasuynimiteninivun

5. Naulvdy

=

dlaueadestudiuninaigionans nieuasaeileteiuseaenasineliiionunaneaziden Al

5.1 wnansnlasveugndunsdeumsveniedmielulsemelng uavdung (declare) waandn

v
o o =<

5.1.1 TudAunsTunzdoudnsuen own ne.2 118.3 164 958 8.2 Wawange

o

v
=% =

5.1.2 TudveTunou ve.1 v3e 8.1 veserilaueninn nieussazdoahdenisauauamnin

vowmAnSuTnuiitunzLdeu (Finished product specification) agdaiunauamvesingiu

(drug substance specification) nsdifiegszmitsnisiasunvauiluifisfuogdeauuuienaisns

vaunly (8.5) umdau finished product specification Wwaz/u3e drug substance specification
5.2, 1ONANTIUTOIIATFIUNTHAREN

5.2.1. mmigmi‘iwwmmamm Active Pharmaceutical Ingredient (API) foglasun155uUses

WHO GMP %38 GMP PIC/S ¥inti Lagniouuuuionansians

5.2.2. 1M0391U1599UN15HERVE4 Finished product (FP) daslasun1ssusesuInsgu GMP PIC/S
WINHUNTBULUULONATTIERS
5.3 LBNAIAMAINVBILINLEAUDTIAN

¢ a

5.3.1 NaN139 93RS RAANHER S usiad153Uvenan (certificate of analysis finished
product) lugnjuiidadusogng

5.3.2 HAN1IATINATIEIAUNINTRQAUYRIEdAe (certificate of analysis of drug substance
) Aldlumananeguiidaiuosnaiamesinaneuarikan fngiu

o

5.3.3 LONA1TNI VAN IUHUIUANUFUNUTTENINTUNTHAN VBTN AUTDIRIEEALY (drug
substance) 9 5.3.2 ffusun1sHAnTeIENTueIe1d1593U (finished product) 98 5.3.1.
5.3.4 NaN13AN® long term stability AaaatasagesEnfitunsdoulifuditnnuamenssuns
DIMNTUAZEN NTENTNATITUEY (E15)
5.4 mMUsziununneTideey
5.4.1 gfidsueudioadionglsisnnnnin 1 Iuaniundn
5.4.2 gnnniidsey wwdesdsdnunmaeluiusemanmInrviinsgsuiidaey
5.4.3 nsdifiviheswmainmsduieganiidseuiiledinsaiinseinunin mihesvnisazyi

niladeTesvediegn lagglauesia ((19) xAeedieindnauIWINIMNET19N15840599



Annwinazduffuiaveudldieiifndedunismmaiinneiguan asdiinuienliduly
punudnYUEIaNE MheTIvNsveanudnshiiuRinsuaue T mefindnveiaueiai
(Fane) waz/visognanluaduioly
5.4.4 fiauesie () szfesiuidsusdoslnduuney viewlaianisidenaninseuszms
T Aeurwun nglifidoul
5.4.5 LONATHARNININIFIUNTINNULANIER1EUAT (GSDP) fiadl@sun1ssusessediu WHO wsa
PIC/S wintiu

5.5 fiauesiat ({une) Busenlvenidndayaeuasuiun il
5.5.1 nsdluansduanviinnesieni lnensuinermansnisunms vieesufofnisfildunsgu
ISO/IEC 17025 man1sasaviasziliiluluausnasgiudervun
5.5.2 nadinAndusieviaignisonifvAuaniiomanlasdtnnuamuznssunisomsuazely
Panevesdynyartonzae

o o

5.5.3 nsanulymanninaineiiienadmaneUssansranazaulaendesedUielasuen

o ]
s,

5.6 Wiws1wnsveanuansliuinnsannaniusiiivse AgnienfvAulaesdinnuannssunis
pnsuazentusyesan 1 U

5.7 enfiausazdodliiiusmmuiiinisussmavesanignssunsimunsanans wazsanludyTemdn
WhsnARINsUsENIA waznnevdainisussmasianatsuazsanludyTemdnuienilvl fauesien {une)
wfeaufunaliliifumamulsemavesnmznssunsimuasana Ineda o Yuilssymuusena uagnsdlil
salulszniAauenITINSAImMUATIAINAUassIAlul s ATy e mdnuisndlinseiu Tidanusainig
Usgmafiflsansinan

5.8 lunsdifildefunuuazdosionarsuanstauddvosenfiiunisiusesnndrinmuauenssunisenmns
uazen fuansieniuideudfifieuriiueduuulumneildlunmssrvshiu

5.9 flauasiadiosdsinegnaensgistien 1 mheussaiud Fudusunuianisisazidonldasuiumud
svusluitennautd d1eu feilududgasfidavesnnznssunsiarsansa nsannsnawietieeldd s
NuUETMIARIYTIT o Fosszguauuimsadanntast enensiasdiauiyasal (n.) Suléau Tns. 043-363602
Tufuuaziansunis (hiannsodnddldreudimtiusdedlhiuaaiisiua)

5.10 TiAweseniausiiefuinsavenugnsvesnsutynatuds dedsiiiusadidavesenii

) o

nsudgydnarsninunsiandnle (reimbursement price) LaznINAERAITN15UTENIATIANE1989999817

o

nsudgydnanimuasianinle (reimbursement price) Tval glaueasian ({u1e) avdesuiuansiaadlagileiuin

o

s1AvIenIugnsveInsudydnalsualvvdeslaiiusiandredereseniinsudydnarsdmunsiandnle

o A

(reimbursement price) Tngilua MUNTEYRINYIZNIA



