nannasinisuszliua1Uszansnmeasin (Price Performance)
piperacillin 4 g + tazobactam 500 mg powder for solution for injection/infusion
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1.1 Active Pharmaceutical Ingredient Specification # 5

nsallasunssusesludisen Official Pharmacopoeia

- §198ia USP,BP,Ph.Eur. IPJP aduanan wazuilulunzideusisueuds wialuensuuuy 5
: 971984 USP,BP,Ph.Eur, IP,JP atudan widtlilauwnlulunzieussuen i
: 919819 USP,BP,Ph.Eur.,IPJP atulminiszniAssysingen wazunlulungieussuenud 3
: 919819 USP,BP,Ph.Eur.,IP JP atulminitusenimssusinsen widalaldunilelungideusiisuen 2
: 919819 USP,BP,Ph.Eur.,IP JP atusnudseniassyisewas i lulungidousmsueudn 1

: ldsgysiaenfionsBasedsBanateigen 0




nsalulasunissuseslusisen (Non-Official Pharmacopoeia)

: 81984 In-house specification Ni@enrdasfiu general chapters mufiseylilu USP,BP,Ph.Eur.JP atudng, ICH

Guidelines (Q6A) wazwAlulungideuddueuas vseidusduiuy

1 91984 In-house specification Midenndasriu general chapters auiisyylilu USP,BP,Ph.Eur.JP atuaidn, ICH

Guidelines (Q6A) wadalailauAlulungidausisuen

: 81984 In-house specification Ni@enrdasiiu general chapters mufisyylilu USP,BP,Ph.Eur.JP atuluinid

Usen1Aseydngen, ICH Guidelines (Q6A) wasualulunziuumivenue

: 81984 In-house specification Ni@enndasiiu general chapters mufisyylilu USP,BP,Ph.Eur.JP atuluinid

Usen1Aseysngen, ICH Guidelines (Q6A) uilulldunlulungideusiiuen

: 81984 In-house specification idenrdaariu general chapters aufisyylilu USP,BP,Ph.Eur. JP atumiuusenie

35UAN5181, ICH Guidelines (Q6A) wazuilulunsidousinFueuas

- llsgussenonsdviesaBamanesingen

1.2 Finished Product Specification #

nstllasunssuseslusisnen (Official Pharmacopoeia)

- §79819 USP,BP,Ph.Eur. IP JP aduanan wazuilulunzideussueudaszylulue.5) wiedugduwuy

: 871989 USP,BP,Ph.Eur, IP,JP atudnan widgtluldudlulunziteusiiuen

: 871989 USP,BP,Ph.Eur,,IP,JP atulminitUseniaszusiisen wasunlulunsidousiniueuds

: 871989 USP,BP,Ph.Eur,,IP,JP atulnininUseniasyusiisen widvlilduilulunzideusiisuen

: 919819 USP,BP,Ph.Eur.,IP JP atusudseniassysiisewasu lvlunzideussueuwan

- llsgussenonsdviesaBamanesingen

nsdilalleisunissuseslusisen (Non-Official Pharmacopoeia)

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

Guidelines (Q6A) wazwlulunzidousi$usnds dadusnduwuu

:: 81994 In-house specification Midenndasriu general chapters aufiszylilu USP,BP,Ph.Eur. JP atiuaign, ICH

Guidelines (Q6A) wadalailaualulung JausSuen

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

UsgnAsEYinaen, ICH Guidelines (Q6A) wazudlulungilowsinSueudn

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

UsgnAsEuingen, ICH Guidelines (Q6A) usililduflvlungidouiuen

- 91994 In-house specification NigenAdeU general chapters mmﬁswlﬂu USP,BP,Ph.Eur.,JP atiumuilsenia

523181, ICH Guidelines (Q6A) wazunlvlungidoudiueua

: ldsgysaenfionsBasedsBanateiigen




dinsAnwanuaemaneald (In-use stability) Masn1sazaerIen waz/vMsoldoansemeasiineuld egetes 1
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2. @mauﬁﬁmﬁmmsﬁLgaﬂssimjﬁﬁiamiﬂﬁﬁﬁmu 90 AU
P gz sl s s e sl subyardwpaiss L B ]
din1sAnen long term stability ag Accelerated stability @13 ASEAN guideline ﬂiumumqmuuamﬂ(zﬁ) wagdl 10
HAN15ANY on-going stability Unewldagtu uarilionansuaniasuiiu
dinsAnen long term stability ag Accelerated stability @13 ASEAN guideline ﬂiumumqmuuamﬂ(zﬂ) wagdl 8
KAN15ANM1 on-going stability Unewttagiu
3n13finw1 long term stability way Accelerated stability @11 ASEAN guideline ﬂsumumqmuuamﬂ(zﬁ) uelad 7
dnan1s@ny on-going stability UnewlUaqgdu
1In15ANw long term stability waz Accelerated stability anu ASEAN guideline Asusmuegauuaan(2) weildll 6
HAN15ANMI on-going stability Unewttagdu
3n13fnw1 long term stability Way Accelerated stability T fulunnu ASEAN guideline ATUANNDIGHIVURAMN 5
(23V) wawdinan1sAny on-going stability Unewddaguu
Fnn3Anwn long term stability waz Accelerated stability laiiulumiu ASEAN suideline asunuengeuuaain(2d) il
uazilnan13AnY1 on-going stability UreutUagdu
3n15fnw long term stability Way Accelerated stability T fulunnu ASEAN guideline ATUANNDIGHIVURAMN LLpi 0
Liifinan1sfinwn on-going stability Uanan
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uang) vsedisedestlu Approve vendor list (flonansuuuuans) vierunisiiansanlasanenssunis vioiduei
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FnsfnwiivansdeussaninmuareulaenievesenlIsudiuiueidunuy (Therapeutic Equivalent) wie 30
wﬁﬂgmﬁu,amwamiﬁﬂwﬁé’]’amqﬂﬁﬁﬂﬁi%?iu%umLﬁauﬁ’umqmmznssumsmmmazm
Fnsfnwiivansdeussaninmuwaranulasnfeveseuslildiuoudieutusdunuy wasinsifuiadunsas 20
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- dnsuanswa Risk Assessment Report for Elemental Impurities 2 3 i:ummmiwamﬁd Finish product Lag Active
Pharmaceutical Ingredient wagln1suaniiena1siwasnasininisilisunlainssuiunsndnieadmaliiinnis

Juou

10
- dnsuanswa Risk Assessment Report for Elemental Impurities > 3 iumm Finish product %58 Active
Pharmaceutical Ingredient agndlaaenemile LLazﬁmiLLamLaﬂa”ﬁ%’LLﬁNﬁqﬂﬂ%&ﬁﬁmimﬁ'EJuLL‘iJaQﬂssmumiNamﬁ
ma]eiwalﬁl,ﬁmmiﬂuﬁjau 8
- finsuanawa Risk Assessment Report for Elemental Impurities Tuu1sgu (< 3 3u) Y89NSWAATS Finish product
iag Active Pharmaceutical Ingredient LLasﬁmimeLaﬂaﬁ%l,l,ﬁmqﬂﬂ%g\iﬁﬁﬂ15L1J§auLLUaﬂﬂssmumiwamﬁma
dwaliAnmsuidou 6
- finsuanana Risk Assessment Report for Elemental Impurities Tu Finish product #38 Active Pharmaceutical
Ingredient wragslaagwils a4
Jaifinnsvi Risk Assessment Report for Elemental impurities 0
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