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zoledronic acid 5 mg/100 mL solution for infusion
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1. 1AsgIUNERSTuN 10 AZLUY
1.1 Active Pharmaceutical Ingredient Specification # 5
nsflasunsSuseslusisen Official Pharmacopoeia
: 81489 USP,BP,Ph.Eur.IP,JP atiua1gn wazuilulungideusivewds wieueduuwuy 5
: 1389 USP,BP,Ph.Eur.IPJP aduaign uiddlldudlalunsidousisuen 4
: 1989 USP,BP,Ph.Eur.,IP,JP atulniniiusemaszysen uazudlalunesidoumsueudy 3




: 1389 USP,BP,Ph.Eur.,IPJP adulwiniuszmeszysisen uaddallduilulunsideusduen 2
: 81989 USP,BP,Ph.Eur. IP,JP atunuuszniaszymsesazudlulunsdeudsueue 1
: lajszy(ﬁﬁwm‘ﬂ"57&5&1/1%‘@51&5&%6178&575187 0
nsmlilasunissuseslumisnen (Non-Official Pharmacopoeia)

: 1994 In-house specification ﬁaamﬂﬁaaﬁu general chapters muﬁizyl’nu USP,BP,Ph.Eur.,JP afJ'UﬁWEjﬂ, ICH Guidelines (Q6A)
wazudlolungidousnsueuds videdusndunuu 5
-1 97994 In-house specification faonndasiu general chapters muﬁizul}ﬂ,u USP,BP,Ph.Eur.JP atiuanan, ICH Guidelines (Q6A)
wadslsdlauslulunsDeusSuen 4
: 81994 In-house specification faonndasiu general chapters muﬁizul’ﬂu USP,BP,Ph.Eur.,JP aﬁﬂmjﬂ’j’mizmﬂizuG‘hi’lm,

ICH Guidelines (Q6A) uazuilalungiousisueuan 3
: 81994 In-house specification faonndasiu general chapters muﬁizul’ﬂu USP,BP,Ph.Eur.,JP aﬁﬂmjﬂ’j’mizmﬂizuG‘hi’lm,

ICH Guidelines (Q6A) usikilaunlalungideussuen 2
: §1984 In-house specification Tidenndaaifu general chapters mufiszylilu USPBPPh.Eur. JP atiusudszniasyysiisnen, ICH

Guidelines (Q6A) wazuilvlunibouiisueuan 1
lispydneniidndaieddmaneisen 0
1.2 Finished Product Specification # 5
nsdilesunssuseslusisnen (Official Pharmacopoeia)

: 819819 USP,BP,Ph.Eur. IP,JP atiuatgn wasuilulunzideusveudszylulue.s) vieiduenduiuy 5
: 81989 USP,BP,Ph.Eur.,IP,JP atiuanan wadiluldudlulungideudsuen q
: 1989 USP,BP,Ph.Eur.,IP,JP atulwiniiszmaszysiisen wazudlalunsidouiisueudy 3
: 1389 USP,BP,Ph.Eur.IP,JP atiulvsindnUsemaszusinsen waddadldudlalunsifeuiuen 2
: §1389 USP,BP,Ph.Eur. IP,JP atunuuszniaszumsesazudlulunsdeudi s 1
lispyinenitdndaieddmangssen 0
nsflallasunissuseslussen (Non-Official Pharmacopoeia)

: 81994 In-house specification faonndasiu general chapters m’mﬁizﬂ”ﬂu USP,BP,Ph.Eur.JP atiuanan, ICH Guidelines (Q6A)
uazudlolungiousiueuds vieduendunuu 5
.- $7984 In-house specification fidenAdesiiu general chapters m’mﬁizﬂ”ﬂu USP,BP,Ph.Eur.JP atiuanan, ICH Guidelines (Q6A)
uadaldlaunlulunsfeaudsuen 4
- $1984 In-house specification fidenAdesiiu general chapters m’mﬁizﬂ”ﬂu USP,BP,Ph.Eur.JP atiulminitusznimsyysisnen,

ICH Guidelines (Q6A) wazululunzifoudsuguan 3
- $1984 In-house specification fidenAdesiiu general chapters m’mﬁizﬂ”ﬂu USP,BP,Ph.Eur.JP atiulminitusznimsyysisnen,

ICH Guidelines (Q6A) usikailauilalungidaussuen 2
- $1984 In-house specification fidenAdesiiu general chapters m’mﬁizﬂ”ﬂu USP,BP,Ph.Eur.JP atumuusenimssysisien, ICH

Guidelines (Q6A) wazunlvlungidoussuguan 1
liszyenfignsdaiosadmanesise 0
2. auantimAnnsiideusyloniionisujiinu 90 Az
2.1 Long term stability #14 ASEAN guideline on stability study of drug product 10
N5 long term stability uag Accelerated stability 11 ASEAN guideline mummmqmuuamﬂ(zﬁ) wagdinanisAny 10

on-going stability YneulUagtu uazlienansuansmsudou




on-going stability Ya1am

An1sfinw long term stability waz Accelerated stability m13 ASEAN guideline AsusMueIgeuuaaIn(2l) waginanis@nyl 8
on-going stability YreutUagtu

din1sfinw long term stability wae Accelerated stability m1u ASEAN guideline AsumuegenuuaaIn(=3l) ueldiinan1sfine 7
on-going stability YreutUagtu

din1sfinw long term stability wae Accelerated stability #13 ASEAN guideline asumuangenuuaain(2l) ualifinanisdne 6
on-going stability YreutUagtu

din15Anw long term stability waz Accelerated stability Tahuluanu ASEAN guideline ﬂiumumqmuuaa’m(zﬁ) uaziing 5
N13ANY1 on-going stability Unewttagdu

Jin15Anw1 long term stability wag Accelerated stability Taluluanu ASEAN guideline ﬂsumumqmuuamn(zﬂ) wazdina 4
n13ANWY1 on-going stability Unewttagdu

din15Anwn long term stability waz Accelerated stability Tahuluanu ASEAN guideline ATUAIUBDIYLIVURAN uslaifinanisane 0

: 999U Active Pharmaceutical Ingredient Specification ﬂiUVJﬂﬁﬁa"um Universal tests Wag Specific tests U84

Fszaunsainislilulsmennaniusiunslnedumslilumssnuunduasdegludydsedeslsmennaniusiuns 15
Siuszaunsainsidlulsmenunadein UHOSNET aundndeds snreulasidumsidlunstnuund Genansuuuuany) wieiisede 5
agjlu Approve vendor list (Fll@nansuwuuuans) v3esiun1sintsanlaennznssuns woduenilsmenuainnsandouldmauwnu

a1

Laifiusyaunsainsld 0

: 9537 Finished Product Specification asuvniteued Universal tests wag Specific tests ¥84 Supplier %150

Supplier #38 Manufacturer uaziinsuansualuzuwuusigy eniiu ade Physical description 5
: 19911V Active Pharmaceutical Ingredient Specification ﬂiunﬂﬁa%@ﬂaﬁ Universal tests Wag Specific tests U84

Supplier %38 Manufacturer LLGiﬁﬂﬁLLam\maIugULwU "Conforms,Complies,Not detected,N/A" 3
- @39fU Active Pharmaceutical Ingredient Specification U1aadioves Universal tests Wag Specific tests ¥a4 Supplier

%38 Manufacturer uaziinsuansaluzuia3una (Quantitative date) w3adaiay enviu ade Physical description 1
- 9397U Active Pharmaceutical Ingredient Specification U13ata®es Universal tests wag Specific tests 909 Supplier

%38 Manufacturer uagiin1suansualuguiuy "Conforms,Complies,Not detected, N/A" 0

HNAULUY

Manufacturer wagiinisuansalugluuusiiay enviu Wade Physical description 5
: 999U Finished Product Specification ﬂiunﬂﬁa%’amm Universal tests wag Specific tests 909 Supplier %39

Manufacturer LLGiﬁﬂ’]iLLﬁmmadlugﬂLmU "Conforms,Complies,Not detected,N/A" 3
- @39 Finished Product Specification U19#da989 Universal tests uag Specific tests 483 Supplier #3e

Manufacturer wagdin1suansualuguideUsunm (Quantitative date) wsesaa sniiu it Physical description 1
- 95917U Finished Product Specification U1s#adauas Universal tests Wag Specific tests 483 Supplier 50

Manufacturer uagiinsuanssaluguiuy "Conforms,Complies,Not detected, N/A" 0
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AsmsAnwidunuy Randomized controlled trial Wisuiisufiugnduwuy Afulunsasnaniswnme

:N1BUrUITREINUATIRe1wln flip-off iieannistuileulunisuimssuasiiinanuazaintun1sidalden

20
A5n1sAnwdunuu Randomized controlled trial lailsiU3auiteuiuanfuuuu Afisilunsarsmenisunmgd 15
A3n1sAnwunuu Non-Randomized controlled trial ffmwluansansninisunng 10
A8sAnwfunuu Comparative studies wuu Cohort studies (Prospective) @fiusiluansansnisnisunng 7
A8nnsAnwnluwuy Comparative studies Ly Case-control studies (Retrospective) fiusilunsansmenisunng 5
LaifinsfnuITennsedin 0
- fllonansuaninI3¥in Risk Assessment Report for Elemental Impurities 984919 Finish product wag Active Pharmaceutical
Ingredient Lazdin1SUAAINANITIATIZI YIS Finish product wag Active Pharmaceutical Ingredient > 3 JUVBINTWER 10
- fllonansuaninIs¥in Risk Assessment Report for Elemental Impurities 984919 Finish product Wag Active Pharmaceutical
Ingredient WATIN1THARINANITIATIEH V81 Finish product wag Active Pharmaceutical Ingredient 1 g1 ¥89n15H&A 7
- laifllonansuanensvia Risk Assessment Report for Elemental Impurities WAdnan135ms1a Elemental impurities 484514 Finish
product Wag Active Pharmaceutical Ingredient > 3 ju‘uaﬂmiwam 5
- Laifllonansuamensvia Risk Assessment Report for Elemental Impurities WAdnan15ms19 Elemental impurities 484514 Finish
product Wag Active Pharmaceutical Ingredient 1 iq'u YDINIITHAR 3
- laifllonansuamensvin Risk Assessment Report for Elemental Impurities Lagiinan15ns1a Elemental impurities U84 Finish
product %38 Active Pharmaceutical Ingredient Liigsagnslnaeinamils 1
- lsifin15vi Risk Assessment Report for Elemental impurities waglifinan13nsaa Elemental impurities 0
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