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Zoledronic acid 4mg/5ml concentration for solution for infusion, 5ml
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1. Foen Zoledronic acid 4 mg/5ml concentration for solution for infusion 5ml
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3.1 Finished product specification:

UD Test Items Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Assay 95.0-105.0% of labeled amount
3.1.3 | Sterility test Meet the requirement
314 | pH 5.7-6.7
3.1.5 | Bacterial endotoxins test Not more than 34 EU/mL
3.1.6 | Particulate matter >10-micron NMT 6000 per container
>25-micron NMT 600 per container
3.1.7 | Related substances
-Individual impurity Not more than 0.2%
-Total impurities Not more than 0.4%
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3.2 Drug substance specification:

) Test Items Specifications
3.2.1 Identification Meet the requirement
322 Assay 99.0% - 102.0% of the labeled amount
323 pH 1.8-2.8
324 Water 5.0-7.5%

3.25 Impurities

Not more than 0.5%

- Impurity B
. Not more than 0.15%

- Impurity E
Not more than 0.15%

- Impurity F

Not more than 0.1%
- Unspecified impurity Not more than 0.5%

- Total impurities

3.2.6 Bacterial endotoxins Not more than 0.025 EU/mg

4. MSANEIAY 9

4.1 Long term stability ATUAIUDEEYN

4.2 In-use stability N/A

4.3 fnsAnw TE N/A

4.4 nsdudeuvedansmiin IﬁLLﬁmL@ﬂﬁ?i‘ﬁ’@yjaﬂ’]’iUUL%EM%ENI@M%MﬁﬂlﬁLLﬁ

Heavy metal %38 Elemental impurities (Risk

assessment report)

NAUYLAR

1.%%0 Dissolution wag Uniformity of dosage units TluuLONATLENITI8aELDIANANITATITIATIEANINTTLALDS

srvaztduamdusnavlilulu CoA

2.n30iNIANZTEULIINISIN (waive) N159539a0UIR eI 1en1sle TRBulansenansnanguainaIntasueyls

5. oulvdy

dlauamadestudiuinimaieionals nisdameieteiusenenansinelliisuasgaziden sl

v
P

5.1 wnansnlasveygndunsideumsvenied minelulssmelng uasdung (declare) waandn

§

FUANARTINTEBOUUY AUUTHIERY) (509MEnIINITTY] JueUseiasy)  (ndunIndaiug guasgnd

5.1.1 TudAgmsTungiloussuen Taun me.2 ve.3 v9.4 vie 8.2 uauansdl
5.1.2 TuAwetunedou ve.1 viie 8.1 vede1iauesiAn wiaueaziBenmtan1snIuANAMAIN

YoIHANSUNIUNTUNzIdeu (Finished product specification) WagtomvuaAAMAINYBINGAY

(drug substance specification) nsdifiogszninsnsiUasunUasinlaliiufiuag foswuulonansnis

]

Younly (8.5) umdeu finished product specification Waz/#se drug substance specification

FusedlagANENIIUNSINUARMIN YL IANIZEN

............. (UTEFTIUNTIUNIT) 2eeeeeee e ATTUNTT) B (ATTUANT)

o

D
=

L] «a



§

FUANARTINTEBOUUY AUUTHIERY) (509MEnIINITTY] JueUseiasy)  (ndunIndaiug guasgnd

5.2. L’e]ﬂﬁ?i%Ui@ﬂu?miiWUﬂﬂiNaWc’ﬂ

5.2.1. 1193§7U1599UN15NERVBY Active Pharmaceutical Ingredient (API) fiadlasuni1siuses

WHO GMP %38 GMP PIC/S wh‘lfu LATNSDULUULBNETHARS

5.2.2. 119551U15991UN19WEAY0Y Finished product (FP) fiadl@suni1ssusesunnsgu GMP PIC/S

W TUNS DU UULDNATHER

5.3 LBNASAMANVBILTEUDTIAN

L4 a

5.3.1 HaN13R5I9IATIERAUN N AR S uTie1d593UveNEn (certificate of analysis finished

q

product) Tugnguiidadusiedng

o w =

5.3.2 HAN1IATIVNATIENAUNN IR AUVRIIE1EARY (certificate of analysis drug substance)

o

@

Tilunsndneuitdaduegaiavesindneuazuiningau

o

5.3.3 lona1snsevangiududuniuduiussenitagunisndnvesingiuvesiiedify (drug
substance) 9 5.3.2 ffusun1sHAnTeIWERTUaIE1d1593U (finished product) 98 5.3.1.

5.3.4 NaN13AN® long term stability Aaaatasagesnfitunsdoulifudinnuamenssuns
DIMTWAEYT NIENTWEAFI1IUFY, Accelerated stability, On-going Stability Wag In-use stability

(a13)

5.4 mMsUseiunA N idsoy

5.4.1 giidseusiosiongliitesnin 1 Y fuaniudwueu

5.4.2 gnaniidsey wdesdsdnnnaeluiusemanmInviinsgiouiidsaey

5.4.3 nsdifivmhenensinnisduiegueidmeuiledinmaiinseinunin miesunisazr
wifsde¥oswoiiogns lnoflaussian (une) azdesdwfiudnmudniudivii es19n15dmse

a '

AnnwinazduiFuiaveudldieiifsdedumnselinseinuain nsdinuieliduly
AUANANALIONE MBTITNTVeANUAYS ISR ITUALe TIMEFINa VeI laueTIAN
(o) uas/v3oruanluadiiely

5.4.4 fiauesien () szfesiuidsusdoslndnuney viewlaiansidenanimseuszns
T deurwun Tnglifidouls

5.4.5 lONASLANNINTFIUNISINNUNAZNSE1EUAT (GSDP) Aedl@zunissusesssau WHO nie

PIC/S Wit

5.5 fiauesian (§v1e) Bugedlvignidndyaneunsuimun fail

5.5.1 n3alnan1sduasadngeieil lnensuinermansnisunmg wsevesujuRnisnlauinsgiu

ISO/IEC 17025 wan1sasavdasizsiliilulunuannsgiudeniivun

a Y (3 a

5.5.2 ﬂia'iwammemm‘uumﬁgm%aﬂLﬁ’uﬁumﬂﬁaﬂmamimﬂﬁwﬂmmﬂmzﬂiiumimmmaz&Jﬂ,u

IR VDT UL TR ILVY

v o

5.5.3 nssnulgymamninaneiiienadmaseUssdnsrawasaulaondesedUielasuen

o q

FusedlagANENIIUNSINUARMIN YL IANIZEN

.............................. (UTEFTIUNTIUNIT) 2eeeeeee e ATTUNTT) B (ATTUANT)

o

D
=

L] «a



§

4

5.6 MheTvNMsveanUANs Ui sumanfueien Tuss iigniFonifvAulaedinauangnssuns
psuazentusvesan 1 U

5.7 Senfausvzdedliifunanuiifinisussmevesnaznssunisiunsainas wassatudydevan
WhsnATifinsUsENA wazvinanendsiinnsuszmasananaaz alutydemdnwsisnilu flauesian Gue)
wdesUiunaliliifusmaulsznmavesnuznssumsimunsianans Tnefina o Juflssynuusenia waznsdli
saludszniAruznITUNITMUUATIAINa ez TIA lulsE ATy TeudnuisrAlinseiu Tuganiusiainim
Usgnmafiflsansingn

5.8 lunsdififldefunuuazdosiionarsuanstoudivosenfiiunisiusesnndinnuauenssunise s
wazen fuansheniuideudfifeuriiueduuulumnneldlunmssmvshiu

5.9 flaussiadiosdsinegenegisien 1 mheusaiud Fadufuvuianiseazidealdasuiuniui
savunludonnand® drefu nadldannsodsfiedneld Wesymgua feiududnasfidevesamsnssunis
fnrsauna Inganusndsiegaenled Fnthauuimseadaviu a Fesssyunuuimsadanyie 013
faendiiwuyasal (1) FuldAu . 043-363602 Tutunagiiasenis Ghiannsodndslddeudimiusdosls
\Auanfifmue)

5.10 SwmmaﬂmﬁLa‘uaLﬁaﬁﬂmmi’lmmﬂmuqmmaaﬂimﬁ’m%ﬂmq (7 nA 0417/2177 awiuil 24 NEAINBUY
W.7.2549) Fosldiiusiadradavesend nsudadnataimuasandnld (reimburserment price) wagwnatewdsd

N15U5¥n1A51A181989904879 nsudy@narsimuasiandnle (reimbursement price) vl flauesinn ({u1e)

efpwlfuanimadlaeiiioruwinsmuienugnsvensuUndnaluiasdadliiiugnidadweseninsudyinas

<

MvuasiIatnle (reimbursement price) Tngding a1 Jufiszymuusenia

FusedlagANENIIUNSINUARMIN YL IANIZEN

Lo (UTETIUNTTUNT) 2o (NFFUNTT) B (N5UN19)

' o

FUANARTINTEBOUUY AUUTHIERY) (509MEnIINITTY] JueUseiasy)  (ndunIndaiug guasgnd

L] «a

D
=



