waninaueinsuseiliuAUszansnmeasian (Price Performance)
Metformin hydrochloride 850 mg film-coated tablet
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1.1 Active Pharmaceutical Ingredient Specification # 5

nsdllasunssuseslusisen Official Pharmacopoeia

: 971989 USP,BP,Ph.Eur, IP,JP aduaian wazuilulungidouiiuewda 5

: 919814 USP,BP,Ph.Eur.IP JP atulyinituseniassussienninndt 3 YuazwdlulunsidowinSueuwa 4

: 87989 USP,BP,Ph.Eur, IP,JP atulmindtUsenmaszuisemnnndy 2 Yuasudlalungidowsiniuenudn 3




: 87989 USP,BP,Ph.Eur. IP,JP atulmindtUseniassusseminndt 1 Yuasudlalunsidowsiniuenwda

o '

- 81989 USP,BP,Ph.Eur. IP,JP atiuluininuseniaseudisienannnin widslilaualaluneidoussuen

gl

: 97989 USP,BP,Ph.Eur, IP,JP atusmulszniaszusinsewaziilulungidowsinSueudn

nsdllilasumssuseslusisnen (Non-Official Pharmacopoeia)

: 91984 In-house specification f@enndasfiu general chapters mufiseylilu USP,BP,Ph.Eur.JP atuagn, ICH

Guidelines (Q6A) wazwatulunzidousi$usnds dadusnduwuy

: 91984 In-house specification fidenndasiu general chapters mufisyylilu USP,BP,Ph.Eur.JP atuluinii

UsgnAszuingensinnd 3 Y, ICH Guidelines (Q6A) wazuilulunzileusiiueuen

: 91984 In-house specification fidenndasiu general chapters mufisyylilu USP,BP,Ph.Eur.JP atuluiinii

UsgnAszuingenuinnd 2 Y, ICH Guidelines (Q6A) wazuilulunzileusiiueuen

: 91984 In-house specification fi@enndasiu general chapters mufisyylilu USP,BP,Ph.Eur.JP atuluiinii

UsgniAszusingenuinndt 1 Y, ICH Guidelines (Q6A) wazuilulunzileusiiueuen

: 91984 In-house specification fidenndasiu general chapters Mufisyylilu USP,BP,Ph.Eur.JP atuluiinii

UsgniAszusingen, ICH Guidelines (Q6A) usililldunlvlungidousiuen

- 91989 In-house specification PaanPaBINU general chapters muﬁﬁ::yi’ﬂu USP,BP,Ph.Eur.,JP atuauusena

52ysi13181, ICH Guidelines (Q6A) wazufitulunziloumiiuaun

1.2 Finished Product Specification #

nsallasunssusesludisen (Official Pharmacopoeia)

: 871989 USP,BP,Ph.Eur.,IP,JP atuanan uazuilulunslewsinsueudiszylulue 5)

: 919819 USP,BP,Ph.Eur.IP JP atulnminitusznimssusisienninndt 3 YuazwdluluneidowinSuewan

: 871989 USP,BP,Ph.Eur, IP,JP atulminitUseniaszusiisneminndy 2 Yuazudlalunsidewsiniuenudn

: 919819 USP,BP,Ph.Eur.IP JP atulnminitusznimssusisienninndt 1 Yuazwdlulunsidowsinfuewan

: 97984 USP,BP,Ph.Eur, IP,JP atulnininuseniasyysisenunnndy widsldldunlelungideusuen

(szaznanldifu2lduaniuidinauauenssuniseswasenassuenals 8.5 deiuiiuenasiaussinn)

: 97984 USP,BP,Ph.Eur, IP,JP atusmnuuszniaszuinsewazuilrlungidowinSueudn

nsdllalleisunissuseslusisen (Non-Official Pharmacopoeia)

: 81989 In-house specification Ni@enrdasiiu general chapters mufisyylilu USP,BP,Ph.Eur.JP atudian, ICH

Guidelines (Q6A) wazwlulunzidoud$usnds wdadusnduwuy

: 81989 In-house specification Nidenndasiiu general chapters mufisyylilu USP,BP,Ph.Eur.JP atuluinid

UsgnAseuinsenuinnd1 3 Y, ICH Guidelines (Q6A) wazuilulunzileusiiueuen

: 91984 In-house specification fi@ennAdasiu general chapters Mmufisyylilu USP,BP,Ph.Eur.JP atulusinii

UsgnAszuinTenuinnd 2 Y, ICH Guidelines (Q6A) wazuilulunzileusiiueuen

: 91984 In-house specification fidennAdasiu general chapters Mmufisyylilu USP,BP,Ph.Eur.JP atulusinii

UsgnAszuinsenuinnd1 1 3, ICH Guidelines (Q6A) wazuilulunzileusiiueuen




: 97984 In-house specification idenAassiu general chapters muﬁisﬂﬂu USP,BP,Ph.Eur.,JP atuluinin

UsgnAszuingen, ICH Guidelines (Q6A) walildunlulungiousmsuan(sesalifiu2Utiuaniuiidtinau

ANENSIUNTIIMSIATEIAsTUIENANS 8.5 AeTuBulenaisiauesian) 1

: 91984 In-house specification ﬁﬁamﬂﬁadﬁu general chapters muﬁisﬂﬂu USP,BP,Ph.Eur.,JP atuauusenie

525187, ICH Guidelines (Q6A) wasunlvlungidoudsueua 0
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Liifinan1sfinwn on-going stability Uanan
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3n13finw long term stability way Accelerated stability @11 ASEAN guideline ﬂsumumqmuuamﬂ(zﬁ) uagdl 10
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8
- finsuanana Risk Assessment Report for Elemental Impurities Tuu135u99n113508ANS Finish product waz
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: fuansnmaimseansuuieudeuziSeldnd Nitrosodimethylamine (NDMA) Tuingaushendifyueuin
HansfauTiednsau (Manufacturer) waglundnsinusiendniagy waslinan1sAnwiALAWIveENLAAINANISATID
Apziienuuliunisintiuresarsuuiou Nitrosodimethylamine (NDMA) Tnerinvualisinasiusunn

wnsgulaiinnfiunds 0.032 ppm 30

: fuan1snTiaiinseansuuieudeuziSeldiua Nitrosodimethylamine (NDMA) Tuingaudiend1fyueuin
wanfusied@nsaguU (Manufacturer) wialurdnsfusierdniazy waziinansAinyaunsiue 1 iudnInan1sng
Ansgiienuuildunisifinduresarsuuiou Nitrosodimethylamine (NDMA) Tnaiviualilinasiusane

wnsglaiunfiundt 0.032 ppm 15

: fuansnmaimseiansuuieudeuziSeldina Nitrosodimethylamine (NDMA) Tuingaushendifgyueuin

o s

HAnfauTiednsa3uU (Manufacturer) waglundnsnsiendnsagy nedmualifinasivsinamnsgulinniiund

0.032 ppm 5

: fuansnsaimseiasuuieudeuziSeldnd Nitrosodimethylamine (NDMA) Tuingaushendifyueuin

o s

HansfuTiednsazy (Manufacturer) wislurdndusiondnsazy Inefuualifinaeiuinamasguldinnifiund

0.032 ppm 3
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