naninaginisusziliuaUszansnmeasian (Price Performance)
318115 semaglutide 1.34 mg/1 mL solution for injection
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1. wasgIundnsioe 10 AgLuY
1.1 Active Pharmaceutical Ingredient Specification # 5
nsfilasunissuseslusisen Official Pharmacopoeia
: §79813 USP,BP,Ph.Eur. I JP atiuangn wazuitulungidaousiiugiudn 5
: 919814 USP,BP,Ph.Eur.,IP,JP atulwinivsgmiasyysisienannnd 3 uavuilvlungsdeousiiueuds il
: §79813 USP,BP,Ph.Eur.,IP JP atiulnsindnusemeszudisenuinnii 2 Yuasuilulungidausiiueudy 3
: 919814 USP,BP,Ph.Eur.,IP,JP atulwiniivsgmiasyysisienannnd 1 Juazuilvlungsfeousiiueuds 2
: §19813 USP,BP,Ph.Eur. I JP atiulnsindnusemassusisienunnndy uddsdadldudlalungidousiuen 1
: 819814 USP,BP,Ph.Eur.,IP,JP atunuuseniasyysseuazuilalunsdousiisueudn 0
nsdllafldSunssuseslussen (Non-Official Pharmacopoeia)
- 81984 In-house specification Taenndaaiv general chapters mmﬁiquﬂu USP,BP,Ph.Eur.,JP adudngn, ICH Guidelines 5
(@6A) uazuAlulunsifousuenudl viseifuendunuu
- $1934 In-house specification fidenndasifu general chapters mmﬁswlﬂu USP,BP,Ph.Eur. JP adulmindnsemaszysiisen il
111731 3 U, ICH Guidelines (Q6A) wazwilulungidousiFuguad
: $1984 In-house specification fidenndesiiu general chapters mufiszylilu USP,BP,Ph.Eur, P atulmininuszmaszysiisen 3
1701731 2 U, ICH Guidelines (Q6A) wazwAbulunzJousiSusuan
: $1989 In-house specification Videnndesriu general chapters mufiszylilu USP,BP,Ph.Eur. JP atulminiuseniaszysiisen 2

111131 1 Y, ICH Guidelines (Q6A) wazwAlalunzidousisueuan




nsalilasunissuseslusisien (Non-Official Pharmacopoeia) (#ig)

- 91984 In-house specification fiesonndosiu general chapters muﬁis‘ql’ﬂu USP,BP,Ph.Eur.,JP atulnsindiussniassydnaen, 1
ICH Guidelines (Q6A) ualalanilalungifousisuen

: §1984 In-house specification fideandasifu general chapters aaiiszylilu USP,BP,Ph.Eur. P atiunmuuszmassyisen, 0
ICH Guidelines (Q6A) uazuilulunzifousi1sueuan

1.2 Finished Product Specification # 5
nsdilasunissuseslusisen (Official Pharmacopoeia)

: 919814 USP,BP,Ph.Eur.,IP,JP atiuanan wazufilvlunzifeusiiveudiseylulue.s) 5
: §13814 USP,BP,Ph.Eur.,IP,JP atulwiniivsgnmiasyyussenannnd 3 uavuilvlunideussueuds il
- §79813 USP,BP,Ph.Eur.,IPJP atiulmininuszmeszysisanunnng 2 Yuazuilalunsidausiiugudy 3
: §13814 USP,BP,Ph.Eur.,IP,JP atulwiniivsgnmiasyyssenaunnnd 1 Juazuilulundeussueuds 2
: §13814 USP,BP,Ph.Eur.,IP,JP atulwminivszmassyssenannnd uiddlalduilelunzifeusiuen 1
(szoznatliiuzlifunniuiidinnuemnssunsemsuazenasiuenas 8.5 fefuliuenaisiauesian)

: §13814 USP,BP,Ph.Eur.,IP,JP atumuuszniasyusseuazuilalunsdousiisueudy 0
nsdlladl@sunssusedlusiigen (Non-Official Pharmacopoeia)

- 91984 In-house specification Taenndaaiv general chapters m’mﬁisql’ﬂu USP,BP,Ph.Eur.,JP atfud1an, ICH Guidelines 5
(@Q6A) uazuAlalunsifeaudueudl visatfusndunuu

- 91984 In-house specification fidonndosiu ceneral chapters muﬁssql”ﬂu USP,BP,Ph.Eur.,JP atulmindnsenmasyysiisen 4
1101 3 U, ICH Guidelines (Q6A) wazwnlulungidaumsueuan

- 81984 In-house specification fidonndosiu ceneral chapters muﬁssql”ﬂu USP,BP,Ph.Eur.,JP atulmindnsenmasyysiisen 3
11 2 U, ICH Guidelines (Q6A) wazwnlaulungidoumsueuan

: $1984 In-house specification fidenndesiu general chapters mufiszylilu USP,BP,Ph.Eur., P atiulmininuszmaszysmisen 2
111091 1 Y, ICH Guidelines (Q6A) wazwAlalungidausisueudn

- 81984 In-house specification fldonndosiu ceneral chapters muﬁssql”ﬂu USP,BP,Ph.Eur. JP atulmsindusenieszysnaen, 1
ICH Guidelines (Q6A) ustlillguAlulunsidousdueGroznatliiuzlfunniuiidinnuemynssunisemsuazenassu

Wwnans 8.5 Seiuluenansiauesian)

- $1934 In-house specification ideandasiiu general chapters muﬁwyl’ﬂu USP,BP,Ph.Eur.,JP adumudszniAseyssen, 0
ICH Guidelines (Q6A) wazuilvlungidoumiuauan
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2.1 Long term stability ®1u ASEAN guideline on stability study of drug product 10
Jin3fnw long term stability way Accelerated stability @11 ASEAN guideline mumuawmuuamﬂ(zﬁ) wagdlnansAne 10
on-going stability Unewdaqiu wasiionansuaniasudau
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aa = &) . . m v ~ a [} 13 aa c
Ams@Enwidunuu Randomized controlled trial lailatuSsuiisuiuenduiuy Afiusilunsaisnisnsunme 10
AnsAnwduwuy Non-Randomized controlled trial AfisiluNTaNTMIINTITUNTE 7
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