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Zoledronic acid 4 mg/5 mL concentrate for solution for infusion
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1. flatn
Zoledronic acid 4 mg/5 mL concentrate for solution for infusion

2. flsuayijwviVUJ
9

2.1 itJutiu

2.2 dTUTJisnau In 1 tnw \\%mm 5 ml zoledronic acid 4 mg

2.3 flip-off 

Qfnnai^n'tiaaonnis^'lT’adi^aiau'Ujaiji.samiPsvi^^a

- un/imitima atii^naaw0'3is:\jfiaan,n1a^avn'3mtPin dimJ^namias^mpiFtoin 

tia-aai ^‘UMwa^uasiTU^na'iEJ

- imoitaimw isn^aan fiinilisnaij^ansiafyua^anmii^ imm Tuanaia 

Lfinvwfifl tiaiitatimLija'uwiflian

2.4 aann

3. flnjaaijIivn'Hviflijfl

GMP Vila PIC/5 (GMP-Pharmaceutical Inspection Co-operation Scheme) vtlaivfouvh

ma?ian«?'iL!a‘3iJ^a'3W'infm!iJia<ijjiw‘35nnmiwa?iai9niiinw?enn pic/S wlatvlautvii
V V ** <«

wa-snnlannvm^^alinwian^npi^ API specification ^l^nvi^wa’uHnVi^n'un^Tua^flmianvn^ust: 

auli^mpilvia uftKStjafm^inaitPi'snswa'anooii IwatawiKWi^a impurity Pi^pnnL/i^wnfu (pharmacopoeia) viK 

ai<3a^

3.1

3.2

3.3

3.4 wafmw^i^in^iKMwawiTfliWLftnl'UwnjJ Finished product specification usw Active 

pharmaceutical ingredient specification ^l«a(5ivisJt{lanwBainn-3TUismj»fr5,5nm?ai'WT3LLaKan n^vin-3 

l9iawa'3i9,uliJ?niJ,iian'ivi,ui»iuaKin(»nenn^a'3miQtai'i^viB'i^a^m,5naijj'iw‘35TU (Officialantn^wau

Pharmacopoeia) UiphrunVi wmnanvn^ mviauivinvila'iviiin'i'imno'HmjJiJ'SKfnpinisvin^fns'iifUci'u tla-3 ?nj 

vi.pi. 2561 p-37uvi 6 sunflu w.ft. 2561 (,U^i;m?i‘lnn^naa'iniijnyi 12 nn/nmis w.h. 2562) uasilism?!
nisvirKaisiTaimj da-3 (onw 2) w.pi. 2562 miuvi 3 nmonpuj vn.pi. 2562 (ihsmfllnsn'anaamunyn

26 n^n/jiPOJ vn.pi. 2562)

n^wvliiiinnfl'lnwnTianlpi *] (Non-official Pharmacopoeia) tfaniwuAflWfinOflvmiYiflUFi «a^ 

iJwnauw'sa Universal tests ass Specific tests i»mjt)anivmpiuai:inw‘35i<uyn'l\J,U0-3nT5iLa?it:wnnvmPi'lT<l,u^nTi
v

an S'lVtfuiUuiJiJn'U fi (General requirement for dosage form) Vila The International Conference on 

Harmonization of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH)
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4. UOu'hlfS'U *1 

• n'nflmsmonfti

wicOianfnwa^ti^ipniPiuBwnu'ruuatnftnvInnviu^iJ^tfnfl^nnd'itJLfiaiin??^ T^viai\jiayvnnwfliii?a^,lviu
v

• m?amanan?iJ«naum?wan?cun

wijnjaiiFnwa^!iuianai?il?i;na\jmi^a'iicu'ieniJi5mivln'iviu5i‘luiJ‘5«mfiianndiDi/i^}n?iiJj t^^waiviiauvni'it 

UR^wa^viii l^aianjii^iJisnaTj^a

1. iitju^afjnnuacLatJfltnviLJma Twa download \m Website b^wanunauvn^iuuR^ 

L^a^vjjJvilacfnu link ‘lutbsmfli

2. jfnwnfnvftiiaufiR^fnwwaRiiwwai cam fnnmsbii^

3. j?nm'ii,anai?nimjai misnlvia iia^/Mlamwia^nq^ vLROumjflnjKn^'jiifn^anvn^uRKan

4. j?iiunianjn?ni?wvi»tCluuRifuan (uuu vi.a. 1, vi.a. 2, vi.a 3, vi.o. 4, a. 1, a 2 u^uwn^) vi^iiivnji 

us»via'3v<lay?naas;iaaRPitueinwtusiawiMja^an{?ii!a?i)afiK^aniviviRunw^iu^a-5Q5m^Lfsi,3isvai 

(Finished product specification and analytical procedures) wmvisuiaulT

n^£u5m?i.\Jsauii\Ja^unLTi,5iam^viKL0auw'iTuan Ivfiuju^ntjiRi^aanluiiJsatJuiJa^ (tiuu 

vi.a.9, a.4, a.5 uiviia^miRQa

5. aiu^iwi4^?iaf,,u^a^wsRriw^a'i^'ii1a?\J (Certificate of Pharmaceutical Product) n?wa'uhvi1a?faain

6. ^lujiwij^aaf'D^a^JJiRiptjn'nwaRant'mJMamnw^sfmviRltim^waRa'i (Good Manufacturing 

Practices; GMP) ‘luwuiaviiria^a'anuanmaua (QuuanjiRO'nuiaDmiR^asatjlRa^a^vi^^nfnm? 

Tina*) Twatfia^tJ^snauR'Ja

6.1 R'Hunwu^aa^tj^awiR^'iiirmwaRa'nrnuvamnni^BniivlRLurmwRPiT'RCiRViRiai^'iRfy (Active 

Pharmaceutical Ingredient: API) ^ja^wwawT'RORUwbansiiPicy (API manufacturer)

6.2 jniuiwi4'ja3?u5e'jjn<n?siuni?w£flaifliuwantnfU9n5ni5M^un?5wawMa«tfra9ia'ia'u!a!iJ

(Finished product) ua^wwaRwaRmu^aishifa^iJ (Manufacturer)

6.3 ^iUii\iij^aa?DiB^uiR^nijfmwaRaiR'UJwaruncu^smiviR‘li4fn?wawwaRiTwwanj?iifa?d 

(Finished product) Da^wutku^wanmM (Packaging) (laTyncmtuviwwRRanjiniia^tjaRcwiiii'JTJi’S^ 

twauasvia^jmi)

7. a'liunvwaafuia^uitn^smjfniinufnwnuaKmsaiaanpnuvi^ninfu^sfn^viRliin'mnufnvi uasn^s^na 

an (Good Storage Practice / Good Distribution Practice (GSP/GDP))

8. tViLUl official monograph luR'mEn (Pharmacopoeias) vfltfa'umT.u Active Pharmaceutical Ingredient 

specifications ufit Finished product specifications d^snauRia
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8.1 Official monograph lu Pharmacopoeias vflwusN Active Pharmaceutical Ingredient

specification (API-Manufacturer) (chjj)

8.2 Official monograph tu Pharmacopoeias Active Pharmaceutical Ingredient

specifications (Finished product - Manufacturer) (ch2)

8.3 Official monograph Pharmacopoeias Finished product specifications tiawwatnEn

amiaiil (niS)

9. rfnwi Active Pharmaceutical Ingredient specification

9.1 Active Pharmaceutical Ingredient specification (API-

Manufacturer)

9.2 aimi Active Pharmaceutical Ingredient specification (Finished product -

Manufacturer)

10. diiui Risk Assessment Report for Elemental Impurities (on2)

11. Finished product Specification uaflwwawtnsf'iifojtj

12. (Certificate of Analysis: COA)1u^ufmwatfivia^(n'iaEi'i^ (n^tulvfd'a 

trnadnEJi) wla^unniwawviuVlaauaiEJ&ntuti^ij'u I(fi£jwa-3il^KnauliJ^a

12.1 j?mnviu33a!\j?a^warmiiPi^nsw9W{iFiu?r3on^nFicy (COA of Active Pharmaceutical Ingredient)

12.1.1 Kiwiifl^elaTU^a^wani^ifl^iKVTia^ywSw^nQauffnai^iAy

12.1.2 ^iiuiviu3fiaTu?B^wani^iPi?isM^a^wwpwwswmuiM0'iK'u1a?iJ

12.2 j?niunviu3li0TU^wpm^ipm^wawrini9ic?ii!a|\J (COA of Finished Product) nja^wwawwsw/ftusi

12.2.1 sii.vnviij^aaru^a^wfim^if'i'siKwainwwatnwawnmsiEj'i^iifa^iJ (Manufacturer)

12.2.2 j?niinviuia€TU?0JwamiiLfl^'iswannwu\j^ui?^fu,»i (Packaging) (LQynsfvstijvlwwawai 

anila^duaKWuii^iJ'si^tnu^aLiasvIa^in'u)

12.3 wan^iuatitfufmjjaumjsua^^m^waw ^a^Two^itj^fjoijfiFifyLiaswawjTw^o'i^nila^tJ (fin2vi1an?w

Lot. ^owncwt/lmanfm COA of Finished product)

12.4 vi^n^iunitfiifmswfjtu/iiviaiTwowi'ja^iuiia^fs (an2)

13. amnianaTsuapnwafmflnwpmufl-jtnT (Stability data)^awa^tJii«nau^a

13.1 rfiiu'iiansmua«wam?flnwfl‘3iufl^'3«a«oi‘i (Longterm stability data) vm^uniuai^jonvi 

nnvmPiHiJuaain/ii??^ww

13.2 s?i«iiLBnai5usiwMafmSnwif,miifi4«'ilua/ms5i« (Accelerated stability data)

13.3 ^iwiianai^uawwafmfinwfmyfuwwasom (On-going stability data) ilaiaw
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13.4 jfniiniansn^iia^wam^nwpn'UJfnwritifUKLSwW (In-use stability data), pmuMw^DO-ainva^ 

L(5i1taiMlsaKfnEJA^a;a'i-3Ejn?iitjaT3tJ'i^^ ^ (rinS)

13.5 ^L’unLangniu^^wsmi^nwflinupKi^ vilaLanfn^usKipmjjpiwannialanaaniian^^^vifiii® 

inufnw (pnS)

14. dni.unvipin^TUfniTU^a^pmuc’fjJijp'ija^wsraiU'Man (Bioequivalence study) (tavnsnamianvii.na^a^ 

vilariiCj)

15. si'ii.U'iviansi’um'STU'sa^PiTiJJi.vi'Uvajjlwi'sfnyimjaiPi'uuuu (Therapeutic equivalence), Man^TUPmu 

ifluflqTWSiRfhEJfla* (Biosimilars) vtlam'a^ntnt'mjjtiJla'uivia'umjl^ (Comparability exercise: CE) 

(tawisi'iarma'iviinaTua'SvtlafiiC)

16. tanfnmfiw^nii'U^nuflnjfn’wanvia^uau'wiaiia^tnaua'bBwua'mna lwautiaa«iaa9iwiuraa rm

•U i s n w ™ n vte-s u a u ”

17. t.anci'nauaajJVifaus^naSafawSa^uia ‘lviam.an?ifycyina'uf5i‘3<univnj9i naeisitaa^^njjvn^a “ m^aman

Xm*'"
18. vian^Tumia'ivninaanM'awa'njiaau (M)

19. s?ni,u'uangn^fm?(nwnvn'3Pi§un (Clinical study), fni^nyirmHaial'3 (Real world data) (M)

20. wansimfiu^ijttiuvh'ua “ 3. ^cufiuijwvn^t.viFiiJPi ” vuamviuoaiman3n?‘ua 1-19 (and)

21. fm »)

w!,cmaiipn^B'3u<uu^arji'3an?^iiJ\4^un<uiLa?i<i?'iaat:t0a^l(?i,a‘5umi!^'nj^n''ivi‘u^5li4MTtiaisiuiciu‘uiynlii''iii^w
u ’

, ^ _ , a!>
I^aqiaaKtaaPirmutiij^qaai^iu^niMwTinJiKfnf’iann^naL/itamj l^aTuimjvmnwai^a^iW Muaa^u 

amnnqpluwqaai^iiqinqftflpi *i

• vranmai'Muas^vigl'umTwanqwn

m?T5snqw4WPiauHvtai,unnj<Mm,3iJq«iij,uHniJi8avi6^iM9i0?4fn (Price Performance) Tflawaninjitvfpinitm
ttJ d

nnviti^Hpsumiiqii^'Mjj^Lviin'U 100 eimim uti-gLiJn

1. iipn^tmia (Price) 35 flsuuu

2. RtumwufiaiPCUsnJwiTiil'utJ^Ia'y'UiJiBvn^qi'on'iq (Performance) 65 kafltntu^fmiJ^i.CjTj

Performance
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faciasmwsfmTibsiim Performance
n. inwscmuuraMitfnmn

4*

inwi^'iywwawonuvifi'nincu^sfmvipnufn^wawcn (GMP)
a \i

71
yiwsimasqtomwftqRufoaitfimy (Raw Material; API) 122
inw,j|'iuuaspiWfnviwawnfusiaiHiifa?iJ (Finished product) 123

jnn^'Wfmifluihtin n?sanaai (GSP/GDP) iiasm?ii1m?va-sfn«ia 44

m^nvnf'muflWT (Stability data) 55
miffnwfmuau^swiaMi (Bioequivalence) Vila miviaaatjm^iwItiuaV

m^viaaaijaimu Dosage form n^waia^iuasau *1
6

20

fltu/nvifntmstma \j?ii^ocu^iiasQain (Packaging & Labeling) 107
ii. ntuauijwvnflLvmfiftaasnwawOwvlifiuiJ^sIama

fituainjwvltvIii^J^sTcnnjwsfm'lwiM^^vianTnfl 201
2 msflmsnvmnmin (Clinical study) 10

100noi'

• ms&'oauasn'mhjjau
1. wiflnjanfnaswsfl^a-aaiwijjfln^flaaimnniviaiaowmilwiLflw'jw •j ^■u^uawpffuciin

2. wiaii€?'if!n^swaJU,ji^\jMa‘iaauani)isi^vi£nuas^it4'3tJtniiaswou?i^cu9iitlt4u,waas 10 wiaviaiawn'La
i/ » ^ <J

Hasa'jnwoni^a^'iafii^'jijvpws^floanuasaiu'juimwrjwavitfawu

• m?\J?snu^cu/nvi0nM£<'iiiatj
wiauananwB^El\iua?nMU3aafu?a^n'mJisn'uaw/nvNtnvla^ua\jvifaua-3aici5a^0w2antjia Iaejjj

w

910fl«l000luWU3ll0TU904^tl

1. aiwawiuniiwaiswnarumwfliyManinuMriiwmasWSibsTwgmlamnuanntfitfn^uflwsnisiJrns 

anvn^uasai

2. ■scasnfnn'i'sa^yauan ftsuliwiiau wm H-syauaimalu 5 vtasannMftAufiwa)
3. aiEi^ia^anvI^yauwa^sJa'iEJm^H^nulwUjijaEJndi 12 taaw IwaSm^isu iswirmwaw (Batch No./Lot 

No.) uasTuvyftoi^o^ai (Expire Datejlyianaiininumv vlatuLW-wu vila'ivia^^fii^avinflfjviy

(n,3£uanE|tj0an'3'i 11) lya^ainaumy lot latn uaHvm'uf'aviimtvluniEultJ)

4. aiyin«wvia4yatjaswa^^(fiLU'iwu3aafu^a^fm:iL?i^nsMwa(niTnjsitn^iL!a|tJijyvl^yn^ia^wwawuasl,u 

Qinnsraciwu^ia^wwawT'pippiyvTlflwawEn^uvIfi^yavi

5. TuitJaayEnLyaan'lnaviytna'iEjvilaviytfiaiEJvilaLSaLntFim'sipiaya/nvj^atJ^smii'lffi ^ nourrmufl /nulii 3 

iSou/naw^Vlafuu^ (snjwauWlwfaiau imi tilaEnlnaviypia'iEjIyuaan'i'i 6 t^ay fuiilauu 100%)
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6. ti4n?ftlviii\n^vi6jn^ai5{j4ilvwj^im^qiJW'30di4Envl0^u0\jLy}a^w9'3S)iW5i8Mfl{wnvj uwnivitJi^oi^wlwi 

Bi^?a^,ijar30tin^uiTwEjwun£j>)twQ^a^EJiwu0nw'iu^u'3i4viiJvn^viu'ieiuL?tj4MiiH-iw?')^ifi?is;wua«L?l\j 

wfuw«^a\jflnHana<li4m?w?'3a55L{:i?i^vBcu/nvNua«jn?inw^n^‘l\4nituviviu/3iai'Ujiilul\JtFnijf!|fueinyw» 

iQvn^yvn^viaiaa^a^vjii^aa-nu^vis'lijfu^ai^wifn^Linja^'ipnai^nan^a^w^nauac/vilawwawwflf'j 

walij

• flQm^wamsinflfl^nuflaimflaauw'i-aai (Medication error)

w^naaKwa-30tja0umLiJtifn,5?nufni?a^‘uaanntJnai/i^n?^ T?^vianunsuvnn^mfi?t?a^vjiiIwa,Ujij
\i

waulu lum^iMwiSw \JfuO^ unlu viinai^ia^mjajnnan fnuuKu^^^an wlau^^^riEura'i mtuwj'iififmuiatMwa 

m^tn^iPmyfmiififn^iRaauvn-aa'i (medication error)

• rmamanmycyn

wiaua^im Duuaulviamsnatii^inatjfl^univiuPi

1. aiQn«^n?tinw«aansnmjjy?oil94naitjna

2. Rtu/nv<ua^anliji^t4lv)?myRnifi'nwnjKiQwntainwani?w,5'3a^if:intwfl{u/nwainn^uiviaif,nfitnifmav<via

niBvi^aiai^wsju v1afi*3i4tniini?aTi *) vtlaacnijuaii *} mmannu
jz

3. unnnilumnufluainviawenA Iwa^nijn^niiPinitn^^jjm^aivn^uataT <l^?»vr3ntii/}'infn,ua^acy{yia^si0a»

m

4. anijt)tyvnfltu/nviviaiad'3waofiaiJ^8avi5Nafn‘j!'nwiw1apmy\Ja0(fiiTa‘ua^wil'3avtlwfuai

5. ’lij^iLU^fn?wnum^fa-3^iai1a^?muLaa^?!iafminPiR'3nuisifnpiiflfiatJvma'i (medication error)

6. {Jjyvnau n uamvjviaannvina'i'jui ?-3^anifunaa'3ininRf5n'i3j^awiapi8^n^fm

viuiaivi?): wjtiafn^anifinatyqji yiaua^ifnwa^auuapMWUJlioSuaauviiaija^aioijaia^udiui^

• tfafUQuivis
1. b-avjuitj'ifiaiafi^iRi'isMRfum^aivflRTUfn^RRiaanlRaanviQnsjjj'lviviifni^RnsM waivtiiiuaiwa^fi^ai 

lu^u'juwiiivIlnwaiuia^iwiiRadniJaa 3 ^m^waw tviI«viai\jiasjiiw'3aEii4 uR^TuwR^avjfiiHantilii 

n'i^tR?is:wRaj/n^aTOnjjy
2. wmviuwlaijMainjnu'jiwaivTjiaaiaijjcyvfLsiSum^fwiifian a-auauviFinentJtJ^snaum^wai^cunLvIanj^ajw 

aivi\iiaai?aaijjt\]vii?fuiwa wlaWnRa-wiua^taaiaw'un waivfuiaun^aaiffty^nErijruaKwa^^n^xivieiijaij 
w^iwuiEJonwB4vfiu1un'i3a««a (Black list) iRaaBMRiijfmwai^tuiLija^wiuniaaiiJtyaEjnuBa 3 tl 

uasfnwMl^waitJia^Viflaai^aaiiTjywi'anamiiBi aia^a'iifunilan^a^HwH^m^ifiavnaatj ^winRiIu 

ainm^lwilei (ni5)
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3. *|
iJ^tavis/nwwQnFn (price performance) itfmfiu waawisEJsnaivlI^wai^ia^PWBfji^oaijTQjiJU *1 iv^a 

wpionuw^q^aumwieiuflcu^ivi^a^n
4. flfusn^^um^i^a'oni^ULiasm^ij'njtfijniuaviBvIasunl^ iTOiwjjilaultJvifa^anivmcfiluviantnEu^TKiijufi'i 

\j5»fiviB/nw«35ifn (price performance) uasnurmEji Hi^uliJcnjJivijjicautrnu^aiauauiieainwil^u 

^miaiunn^nj
5. lan^iiuasi^aiiavlisnaiimiwrmcuivinnisu

M 1
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DOTUsarin fltuei'nitfmci.QvnKti0Wia5i^Kfw^0Wi^i^luisi!''a^i,{lv)l\J(inyw?s^ninjfyfywm^^^3qi»iqn4UEiK 

nmilvn^wiw/npi^ w.?i. 2560 mem 9 u^^^1»L^0^Jn?tvl?^^rmfslp^•3'3^^^um?0P1^0m1^l^00Fl0^^u3»m?vl1vn^ 

wflfl/nflfff w.fl. 2560 iio 21
% *9

flcutn??aim?nivmpi^cufln^cusii0'3n«fltu9i 

yinflu Biologic drugs uas Miscellaneous

.iSidL... $!*&..A A
0^*00 a«a nuum?

('jpi.fn.uvj.^ipfnpi uvafim)(fl.yjcy.oliiviai vuvsCusna)

ftpA fcyW»#moA»^ -rtsrfrtrjnfi A
l> nnurm a^o n^fiT?

(iw.fii.Tity.iuwwi^w vi^wwilna) (wfi.un.uuvnu tifiusn?!)

Qt>A A.n^urm a«0 .n?«jni^

(o.wcy.fiacn imflswjmen) (ntu.ian/n

A

(0Tl.rty.0^M1 «4M«Q0)

A

(/icy.^iSm^nj fivnfn)

9 *--i t> ieuTJO n?^ufmu0»^jvi0iain^m?

(fln.Ionvi mkIs)
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