nannawin1suszliua1Uuszansnmeasinn (Price Performance)
zoledronic acid 4 mg/5 mL concentrate for solution for infusion
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1. W MIFIUNERSTu 10
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1.1 Active Pharmaceutical Ingredient Specification # 5

nsallasunssuseslugisen Official Pharmacopoeia

: §19819 USP,BP,Ph.Eur. IP JP atuanan wazuilulunsideusisueuds wiolugiduuwuy 5

: 97989 USP,BP,Ph.Eur,,IP,JP atuaian wideldlaudlalunzidewsinuen 4

: 97989 USP,BP,Ph.Eur,,IP,JP atulnininusenmasyusisen wasuilvluneidoudisueud 3

: 97989 USP,BP,Ph.Eur,IP,JP atulnininusenmassysisen uwidelilduwdlulunsifeusiuen 2

: 97989 USP,BP,Ph.Eur,IP,JP atumulszniassuiaeuazuilalunsidowsiniueiwdn 1

liiszysmeisnsdaniesndavanesien 0

nsdlladl@isunissuseslusiisen (Non-Official Pharmacopoeia)

- 91994 In-house specification faonndnsiu general chapters mmﬁixﬂ”ﬂu USP,BP,Ph.Eur.,JP atfuangen, ICH Guidelines (Q6A)

wazwhlvlungidoudsueudl viseduenduwuy 5

. 91484 In-house specification fiaonndeaiy general chapters mmﬁizﬁlf’ﬂu USP,BP,Ph.Eur.,JP atiuangn, ICH Guidelines (Q6A)

updslallsiuAlulungiJousisuen 4

. $71984 In-house specification fidenadasfiu general chapters mmﬁixﬂ”ﬂu USP,BP,Ph.Eur. JP atulnsinituseniaseysiisen,

ICH Guidelines (Q6A) wazunlaulunziloudsueuan 3

: 97994 In-house specification fiaanndasiu general chapters mmﬁixﬁlf’ﬂu USP,BP,Ph.Eur. JP atulvsinituseniaseysisen,

ICH Guidelines (Q6A) uakilaunlvlungidoudisuen 2

: 1984 In-house specification Tidenndesifu general chapters mufiszylilu USP,BP,Ph.Eur,JP atiumuussniassysmsen, ICH

Guidelines (Q6A) waziilulungifousiSuaud 1

 ldspydsnemonsdaniesadmanesinsien




1.2 Finished Product Specification #

nsdllasunissusaslusiisnen (Official Pharmacopoeia)

: 984 USP,BP,Ph.Eur.IP,JP atudnan uazudlulunzdeusiiveudiszylulue 5) viailuesfuwuy

: 979819 USP,BP,Ph.Eur. IP JP atudnan uwidalsdliunlulungideussuen

: 79819 USP,BP,Ph.Eur. IP JP atulnsindnszmaszysiisen uagudlulungiBeusifueud

: §19519 USP,BP,Ph.Eur. IP JP adulnmindszmaszysisen wadsldldudilulunsideusisuen

: 819819 USP,BP,Ph.Eur.IP,JP atiumudseniassysaeuasuilolunsidoussueudn

 ldspydsnemonsdaniesidmaneinsen

nsdlladlasunissuseslusiissn (Non-Official Pharmacopoeia)

- 91994 In-house specification fiaonndsaiy general chapters mmﬁiquﬂu USP,BP,Ph.Eur.,JP atiuanan, ICH Guidelines (Q6A)

wazwilvlungidoussuedl visodusndunwuy

- - 91984 In-house specification faonadoariu general chapters mmﬁiz‘qvmu USP,BP,Ph.Eur.,JP atiuangn, ICH Guidelines (Q6A)

wadsldlaunlulungifeussuen

- 91994 In-house specification NigenAdsiU general chapters mm‘ﬁiwﬂﬂu USP,BP,Ph.Eur.,JP aﬂ'ﬂmjﬂdﬂﬂﬁzmmzqﬁﬁﬂm,

ICH Guidelines (Q6A) wazwnlvlunsidaudisueuan

: 81984 In-house specification fidanndasfiu general chapters anufisyylilu USP,BP,Ph.Eur. )P atulminitszniAssysinsen,

ICH Guidelines (Q6A) uakilaualalungidausisuen

: 87989 In-house specification fi@anAdaiiu general chapters mufiszylilu USP,BP,Ph.Eur.JP atumudszniAsyyssen, ICH

Guidelines (Q6A) wagunlulung dausiSueuan

- ldszyisenndndmsesdmaledisen




2. puaudinifnnsnigeyselesisanisuuinnu 90
AZLLUU

2.1 Long term stability 113 ASEAN guideline on stability study of drug product 10

:1n15ANw1 long term stability uaz Accelerated stability a3 ASEAN guideline asusNu@g81ULaaIN(=3T) waginanisany 10

on-going stability Unewliagtu uwavilionansuannsuiau

1n13Ainw long term stability wag Accelerated stability #1131 ASEAN guideline AsU@ge UURaIN(2Y) wavinan1sAnw 8

on-going stability UnewlUagdu

n"13fnw long term stability wa Accelerated stability n1u1 ASEAN guideline Asusnue1getuuaain(=3Y) wildiinan1sdny 7

on-going stability Ureutitagiu

n13fnw long term stability waz Accelerated stability 1M ASEAN guideline Asusnuege1uLaaIn(2l) walilinanisfinw 6

on-going stability UnewlUagdu

T3y long term stability uaz Accelerated stability laitlulumia ASEAN guideline asupuengeuuaain(=3l) uaziing 5

n13ANYI on-going stability Unewtlagdu

n"13finw long term stability waz Accelerated stability Laliulumu ASEAN guideline asumuetgeuuaaIn(2l) uaziina a

nN13@nw1 on-going stability Unewlaqtu

4in15Anw1 long term stability wag Accelerated stability Tafulumu ASEAN guideline ATUAUBDIYIVUAAN uplifinanisanen 0

on-going stability Yanan

2.2 Uszaunsadaunisild 15

Fszaunsainsldlulsmenaniuaiunslaefunslilumsineniuasdroglutiyinedeslsmeuraniuaiuns 15

Fiuszaunisainisldlulsamenunadsia UHOSNET aundnness inneulaeidunislélunissnviund @enaisuuuwan) viedisede 5

agflu Approve vendor list (lonansuuuuans) visaruNsANTUlAYAMENTINNTT wiodugnfilsmeunafinnsandeulinauny

Frasm

Ladfiuszaunisalnisly 0

2.3 Certificate of Analysis of Active Pharmaceutical Ingredient (API) 5

: M3V Active Pharmaceutical Ingredient Specification ﬂiuuﬂﬁﬁamm Universal tests Wag Specific tests ¥4

Supplier 38 Manufacturer kaglinsuansratuzUkuUAIaY anviu Wide Physical description 5

: M3V Active Pharmaceutical Ingredient Specification ﬂiuuﬂﬁﬁamm Universal tests Wag Specific tests ¥4

Supplier #58 Manufacturer LLGiﬁﬂ'lSLLﬁmNaslugULLUU "Conforms,Complies,Not detected,N/A" 3

- 397U Active Pharmaceutical Ingredient Specification U1s#agau99 Universal tests uag Specific tests ¥89 Supplier

%38 Manufacturer hazdin1suansnalusuidausann (Quantitative date) #3esiiaw enliu Wite Physical description 1

- 397U Active Pharmaceutical Ingredient Specification U14#ad8v89 Universal tests way Specific tests 49 Supplier

%38 Manufacturer waziin1suanssaluguiuy "Conforms,Complies,Not detected, N/A" 0




: 939NV Finished Product Specification ﬂiunﬂﬁa‘ﬂ'a%m Universal tests Way Specific tests U84 Supplier #50

Manufacturer hagdinsuansualuguuuudiagy onviu e Physical description 5
: M3V Finished Product Specification ﬂiunﬂﬁa‘ﬂ'a%m Universal tests Way Specific tests U84 Supplier #50

Manufacturer LLﬁiﬁmiLLamwaiug‘ULLUU "Conforms,Complies,Not detected,N/A" 3
- 797U Finished Product Specification U139tauas Universal tests Way Specific tests U84 Supplier #50

Manufacturer uaziimsianawaluguideUsunn (Quantitative date) visesala eniiu ade Physical description 1
- 997U Finished Product Specification Un91Ua%89 Universal tests wag Specific tests 989 Supplier #3

Manufacturer LLasﬁmiLLamwas[,ugULLUU "Conforms,Complies,Not detected, N/A" 0

- HloNA1TLAAINT1SYI Risk Assessment Report for Elemental Impurities 499919 Finish product kag Active Pharmaceutical

Ingredient wazdNITUAAINANITILATIZY YOIV Finish product wag Active Pharmaceutical Ingredient > 3 i;uﬁuaamimﬁm

YIPULUU 30
aa = & . . - P~ Y] v aa ¢

Agns@Enwduiuy Randomized controlled trial wWSauLisuiugnduwuy ARuslunsansnianiswnmg 20
A3n15Anwndunuy Randomized controlled trial WlgiuSsutigufugnduluy ARUNILISEITNaNITANG 15
Asn5Anwndusuu Non-Randomized controlled trial AfUWILINTANTNINITUANE 10
A8nsAnwnduuuy Comparative studies wuu Cohort studies (Prospective) AuWluINTaNITMAISUNNE 7
AsmsAnwiluwuu Comparative studies WUU Case-control studies (Retrospective) ARUNILANTANSNINTUNNE 5
LaifinnsAnwifennemdin 0

10
- flonansuansnIvin Risk Assessment Report for Elemental Impurities 484%4 Finish product Waz Active Pharmaceutical
Ingredient WHINISLAAINANITIATIZY VBS Finish product waz Active Pharmaceutical Ingredient 1 i:u YDINITUGR 7
- Liifilenansuanenisi Risk Assessment Report for Elemental Impurities Lafinan15053a Elemental impurities 49393 Finish
product uag Active Pharmaceutical Ingredient > 3 JU8INHER 5
- lsifllonansuanenisi Risk Assessment Report for Elemental Impurities Lafinan13052a Elemental impurities 48993 Finish
product lag Active Pharmaceutical Ingredient 1 §u ¥84n15KER 3
- hifilenansuananisii Risk Assessment Report for Elemental Impurities hagiinan1snsia Elemental impurities 484 Finish
product 138 Active Pharmaceutical Ingredient tiigsagnslaagngmnils 1
- lsifin1391 Risk Assessment Report for Elemental impurities uazliifinan15n319 Elemental impurities 0




wudnIneutynaudeunniesussnaniug (product defect) Matgmamuiszansam audasads savislgmian

A5lEauvee Device

YUz UTIEUavIng1wln flip-off lieannsvulenlunisuimseuasiiunnuasainiunisdalden 4
nsdJundedosiuuas yng miedesvesussyinriauisateiuwadls 4
dRnnesaainefnuuuaivluiunivuzussy 2

FAIUATLLUU
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