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Denosumab 60 mg/1 ml solution for injection (pre-filled syringe)
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l.

Denosumab 60 mg/1 ml solution for injection (pre-filled syringe)

2. flajaimemdltl

2.1 tUuuii

2.2 cmibsnau \u 1 ml iJ^naii^tJ^oia'ipqjvicnjjjan'u denosumab 60 mg

uiiatumwsuiiaEniuJiJ pre-filled syringe 

aain£;7«0-3W0isl'373J^^H8£j7'3Wtai<!

- 8£i'i'3T4StJwa-3ii;\j^atnvil0?0vn-3m?fln 

U0401 LPUViw0inUSK7UaU01£J

- uuuTjamm ?stj?00i dTutJ^nau^eieiifffyaa^pmtiat'S Tuatioi^

lawwan uaKi.a^vifcLijauwif'uai

2.3

2.4 aain

3. flcusujupivn^iviflufl
i

3.1 maw^si^i'u^hy'ianpiqjwa^NTUfniTU'sa^inwieTUfmwppiiwo^tjynai^ifl^'iuuiw^'m PIC/S 

(GMP-Pharmaceutical inspection Co-operation Scheme) vilawautvii

3.2 wNPwan^ii.iaidwa^N'aim^Tuia^'iw^iurmwawantmuijiwieiii. PIC/S vilaiviytjtvii
^ «t4 tfJ

3.3 nirnljjlnian^'uuuu ^a-sli^funn^uvi^Lijauilu biosimilars (NBS) ImJ'SsivMlvit]

uauT,i?ifurm!''Ut0^ii<u biosimilar product Twa US FDA Mia EMA

3.4 wamiM^'jalLPi^isMWfiwmiWLvliillJMiii Finished product specification uat Active 

pharmaceutical ingredient specification ^“Iwa^visa'uaMwaaTun^'ruPtUJin^jjnTSOivniuasai nisvirK

(Official

Pharmacopoeia) Wnrmilei viiMOUtviivila'lviiin'in^iiia'i^ijjd'jKfnf’in^viiii^snsiinj^ lIo-3 ikij

ehntn w.?i. 2561 a-^Tuv 6 suiifiu ‘w.pi. 2561 (ditm^'l'u'srQnaai^LTjntn 12 njj^nwus •w.h. 2562) uatiJiismf'i 

ila^ isijiniinan (qijum 2) Yi.ft. 2562 adiM 3 ninQiPiu ^.Pi. 2562 (iJismfllvsn^naamiJfmi

26 n^noifiu vi.fl. 2562)
nimviljidiin^luemnaVU *] (Non-official Pharmacopoeia) ^annvm^iPfUsnjij'wvn^tvifiMPi wa-i 

■Uisnau^iia Universal tests uas Specific tests

an siMfoil] uou 1414 *j (General requirement for dosage form) Mia The International Conference on 

Harmonization of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH)
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4. MOlAuSu «)

• mwuiauanm
wifiussifliwa^owifliiauBmjJTuaflKnaivlniviiiatuiJ^nifiainftlioui^Bniiu I^^v(£nTjifiiJvmi‘oijR,5i5£j4,lviiju

• rmfluianEn^J^sna’umTWsn^cun

wiauQiifnwoflauisnai^xj^Knaiifmwsn^niiwiu^sfmviititnjalTitJ^tfnflaindiaui^in??!! T^^naixjiauwni'nj
M

Tifl^wa^W T«aion0i5\J«na\j(fr3o

1. U’mjviBfasioaciSyflUlwauo Two download \m Website dnaui^Kfi^^iJ TmNoitjiaiJMWinjfw 

i?04lw«Ml00i« UnklutJwmfn

2. rfnwi/nwriiauflflMiwwantfwwn aam ua»u5?^mu^Eii

3. amtjniana'iinin'utn mwilvia usa/^lo/nwia'inqw iftwauiruflnjen^ijmwiwi^iiasui

4. Hiwii0fi0iifm?uvi*iij0iiwi5\j0i (uuu vi.ej. 1, vi.a. 2, vi.a. 3, vi.ej. 4, a. i, a 2 uaiuwn^w) wRiuvitii 

u0«MS4vif0u?ia0ai0anfltu^nww*i«mi800^ai^nw0j\Jua8Wf!iwjain0?siu00«Bni^ifl^i«wai 

(Finished product specification and analytical procedures) wIijvikujejuIt'

ninjfifmt\Jflauu\Ja4unl,Dnamil,uvisL(jaiifl?i5\jan ‘Iviutnj^niin^iaounlDiOaaiiu.ilafl (llud 

vi.a.9, a.4, a.5 uffaurinml) uiviTOun'ua'ja

5. ^nLt4iviu^aaf\j^0^wawjTtu*n£n^ni^5iJ (Certificate of Pharmaceutical Product) rntuEntmla^nn 

wn^iliKiviR

6. jhujivu^aiuia^uiflSSiiiniswpflaiFnijvamnw'Misn'iiviflUjfmcjaflEn (Good Manufacturing 

Practices; GMP) ^mnflmnaife^mjEnviiaua (ovuaiaamu^aufn^n^'jaaaiilaaffia^linl'i^naim? 

Tu^a^) laana^^anauffha
6.1 tfiiuiMuaelafusawinijpunn^wSnaiwiuwaninwiiism^vlmunn^NSnfaqfiuwiaisfiffqj (Active 

Pharmaceutical Ingredient: API) ‘ua^wwaw'iwpRDR'iai^iRfy (API manufacturer)

6.2 tfiumujKoftnBwiflssnunn^wSflaiwiUMamnwsncnisvipHumiHawwsfaiftuiiaiffiifa  ̂

(Finished product) ^a^wwaRwawjicuwaijfnifaitJ (Manufacturer)

6.3 ^nitiiwij^lia^Dia^unR'sentifmwpRaiRiuviafnnnj^sm^vi^um^wainwflWiTwwuieinifaiiJ 

(Finished product) H0Mu\j*u«^Nfta/fowi (Packaging) (iQwnsjn,3{uviNwat5iaijfni1a|tJua8Winj5tJ??a 

wi^ouaevlayn'u)

7. ??ii\nwu3fi0!',ui0^infl|)?5mjm?Lnvjfn^uacn,3»anaai5;nyvifinincu™ni?viRlt4m?Lnij?nvn uaumaana 

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

8. amn official monograph luwi^iai (Pharmacopoeias) viHanfulu Active Pharmaceutical Ingredient 

specifications uas Finished product specifications tJ^nauRna
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8.1 Official monograph tu Pharmacopoeias 'mWNfi'S Active Pharmaceutical Ingredient

specification (API-Manufacturer) (fiiS)

8.2 Official monograph lu Pharmacopoeias Ml‘ya'i'30-3 Active Pharmaceutical Ingredient 

specifications "tJa'SWwafl&ia'HiaTil (Finished product - Manufacturer) (rrui)

8.3 Official monograph lu Pharmacopoeias ^an^a-a Finished product specifications ‘uawwltayi 

cfnlaitl (and)

9. anon Active Pharmaceutical Ingredient specification

9.1 fvuui Active Pharmaceutical Ingredient specification (API-

Manufacturer)

9.2 aitui Active Pharmaceutical Ingredient specification 6U0'3Wwafl0'ia'U1i\)TtJ (Finished product - 

Manufacturer)

10. cHtn Risk Assessment Report for Elemental Impurities (ai5)

11. aiL'Ui Finished product Specification ^a^matritneTiifaTiJ

12. a'Uvnvi'U^aaf'Uia'Swam^iPiinuw (Certificate of Analysis: COA) (fnml^d-3

w'jafjn^an) vi1a^miwa^^ljia'uaiEj£jnMaaij',u Ipiawa^il^naijltJ^a

12.1 (COA of Active Pharmaceutical Ingredient) 

Ifla^thsnautfoEj

12.1.1 aiivnvnj^aaf'uiia'awani^La^iuwa^wwa^aliJwiaiaiafy

12.1.2

12.2 aitinviWfia!iJia^wafniiL(si,3nsMwapi/ifw^aiLiaiiJ (COA of Finished Product) ue^mapiwawiuuw

12.2.1 anmnviwaaf'Uia^wamiii.PinsMannmawwa^fiai^aiaitlaiil (Manufacturer)

12.2.2 ci'uinvn4'3aaf\j‘3a-3wafn,5itFi,5'isr<Mainwuii-3<u,3‘3aafueM (Packaging) (isvnsminKiwNafltri 

efiLiai’Ui.tasimai^uiiam^aua^adn'u)

12.3 Man|nuaum4Pi'3iiiaiim!5<ua-9iun'iiwa?i •ua^afitj^aiciiRiijUfittjawmuva^inai'il (Mvilanml 

‘liiSiu'u Lot. ‘ua'antnp^uluLanc’n^ COA of Finished product)

12.4 vfin^Tum^miuMpfumv^anl^aviii'ia^mjtja^ (qi5)

13. «?it,uiL0naT3u<i(?i-3Nam^n'yi(smiimw'i (Stability data) IflfjfoHiJssma'uifotj

13.1 t?ni,'unian?n‘3LL?PKiwafm^nynFmufl^?h^ai:a'n (Long term stability data) vmiuemja'iEJtnvi 

mvm^Huuaann/uiiafini^

13.2 sini,,uni,ancnm?i(»i'3Nsrmflnwf5mjjPNiwi'lt4f!fmi:i^ (Accelerated stability data)

13.3 aitun.anfmtL^^arm^nwfiP'iUPi'J^Tii^ataTi (On-going stability data) tlaifjw
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13.4 «iiLuiLancimu6i?i'3wafm^nwipmjjpi-3wisufui;Lt)?iH (in-use stability data), 

mluuvilafisjaitJAaaan^EJi^aemtJnwi^»] (c(n5)

13.5 ^nLunLanfmLL^warm^nfeipmsjpi^^n vfatBn^m^ia.a^pmufl^pnEjnn^aitjnasmjafvo^eituvi^M^ 

tnufnw (diS)

14. sfitvnvfn^itifn^fuTa^pmu^JJiJfi^ja-awswfiaiVEJi (Bioequivalence study) (lavnsiiyfnitJivii.ntJ^a^ 

vtlaniS)

15. ^it'uivipn^iuni^fijtawnmviniwaul.tjni'afnyinuai^'uutjtj (Therapeutic equivalence), ViPineTUPmu 

tilulT^PiEiFt^iapi^ (Biosimilars) Vl1an'r3^n,w^tsmJJL1J1amva'UfTull, (Comparability exercise: CE) 

(iQ'wi^iinEjni'sai^inEJi^awlamS)

16. lanfnma^miihtmwrumwniwyaTYna^aiaaja^awuaima ImtiuTiaatiaa^^nwi^ia rm 

lii^fTUPjcu/n^an^^uau”

17. tanciTSEJiiEiaij^ajja^fnajjatJaNuantiia Ivsani.finafytynna'Uflitjmviupi ‘jiEJpttati^pnw^a miEjntsn 

?ifysyi”

18. nan^niirmaiwtinaanMi^anuiaatj (fii5)

19. amnLansnin'n^frwivn^aQn (Clinical study), (Real world data) (fh£)

20. vaneTumumuwijJVTtia “ 3. fimmjijflvmiYifmfi ” •Miiamwuaannianfm'ua l - 19 (rind)

21. au •]

matianf'n^iLuijwiadi^fjiwLiiuwiuviuueiPi^nEjasiaa^piitjriiupnjjvinnviufil'uvfTtiapmiainjwvn'liJiin^Mii
%i 1

, c* to v Ji
Iwamja8Laapim9u,u\j9naEl'H9njjvin0nwjpi1,iitJ?«ni?iaindnawia'vn5iu l,3-3'wa'UJiaii'Mi?i6i3'UPii^tJ-3tvi3j wwa^TU

• vranmnmias^lfhjmTwa'isnn

nii^ai‘3nj't^?uHMamna!sMn'n,Uisi,Swn\JisliviBfi'm^arim (Price Performance) IfluwiimHflsw’uu
« or MM

y/ ^ if-ffiMUPilvffisuuuniivf'avijjpiivi'imj 100 pisuuu u\J-uiJ'u

1. ‘nmmemo (Price) 30 pisauu

2. flfljfinwufisfirjasjiJWviiiSuilislEJWwavmiTafn? (Performance) 70 Pistmu 

Performance
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*mtmfn'mteuiu Performance

uiw?snuua«fiWfnw'TwqwvJ?nEJiJ?'iPity (Raw material; API) uaswanmuwinjvuf^l) (Finish 

product)

1

10

mn?$ium3inuimn (GSP/GDP) ua«fm\j^fn?\iwni9ino 52

(Stability data) 53

flfu/nw/mutvma ui^^jTfuwuatQain 5a
u fltuauOwvmLvifl{inafl«pj£UfBjOwvlitlu\JwTEJiiu

^tuaiiijnvlivlaivJtfeToTiuwsm^Wuil'uI^^vicnuifl 151

flnuiiliitJ'itiTTOTcifieinjjPi^ (Biosimilar) Ml0m^3nwipniunj1o\jivii)\i/Tul« (CE): 

Comparability exercise (CE) ffuonWwqwuiiMJ ^0^ equivalence trial \J?snau^u Non

2

clinical studies: PK/PD, Toxicology Clinical studies: Safety & Efficacy & 

Immunogenicity 10

ni^WumsfusadflEi Stringent Authority fl0 US.FDA uss/vila EMA ditfuoiWfltiflfhtJfitM 

(Biosimilar)

3

5

(indication) ufi«m?Utnt)^0ii^‘O (Extrapolated indication) 104

msfinwvnwSunsnnniVlTitnw (Real world data) 105

nn?pinwnvmfi^nwntn(smuiJsi3PifitjannniifipnjmjalatJ,u?svi'3i^u'i?T5'pinf!iaitJisi^ (switching 

data)

6

10

n'i?i3i?«Taf!miJila05uTEJtia4tJnAntJVipi'3aans39ijn(»i (Pharmacovigilance), RMP 57

mifinwi Long term clinical outcome 108

100niJ

• fma-^auasrmd'njatj

1. wiauaTiflnaKfla^flHsaiTOfMwaainiJunTOiaawaslviiJulu^fl *1 auauswatytiji

2. wLauaiipnatiwa^tmawiJviaT^autimJictfiviaiuatiai^'iuaiuacviaui^ancu'fiLiluiMacis 10 ehtivifnaanta 

Iviaspnnwom^w^iaTUTJijVwgs^^oaiuflK^inuajuvuiflBviupiwii

*
V v d «/<!«/ <«/ 4 i v <a J «d

wwyanpnwa^auiisw^viu^Jia^oia^fmiJiKnuacu/nvjyivia^uaDw^aua^anaua’oawuaiu'ia mmi

1. a'iOT0^wiufn^ai?anfjCUfn\Nwiuv!sn5i\ivlmw\i^iia»‘UiSi!?«TWQni1oninua‘ins?iufm\ifl£Usn?,jUfm
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2. ■asEjsusnmtsisumjEn CiK'uWtfiR'u wii d^ua'UEjnfnfjlu 5 Tuvhfm TOannlwTulu^a)
3. aisj^a^anvd^auwa-aClaijjfml.^n^l^Uj'uaani'i 12 i^au IwaSm^^-ij La^vlm^w^ (Batch No/Lot 

No.) um;7umiff0-iEni0-3tn (Expire Date) 'luiansmmnufii'S Mialuua-svi^ vlalu^aufin^ayinpi^viti

(n-ajdaiEj’uaan'ii l ii Lfea'insumS lot ilai ‘ualvivn^ulwu^tilunimlil)

4. aivin^inwH-Juauaswad^ci'U'UTnwsafuia^m^minsjww^jTfuvai^ni.laiiiiutojji'ua^wwawuaK'Lu

5. TutilaauaiLSaailnpvai^aitjvilaMu^an^vilaLSaLnwnTjtfiajjamwpiiaiJitfmlpi«] ria’unnMu^i malu 3 

iwaumaM^Wuua-3 (iKijilauWmwLa'u wu LSaa-ilnaMu^aialiJuaanii 6 tHau fmtJla'u 100%)

6. T,unialvijjwipviaisa^a'3'lvaivi'in'i?«i3Jwhae]n-3aivi£i'3uauL,wBfi'39iriaQi,f5m^tu/n,w sjvnivtaiFiatw^vtii 

a'laia^awiaan^ail^aNijiaas^a^Ji'aanmjjan^njjaTUQUMiJvniviaiaa^a^vtijd-sennaQi.PinKmpuvIiJv

wfoNt'i'Ba'uHiHa'ialtjrm^aii.pintiwpicurnwuaKimtnwientj'iunimviwii'inai'Ujtij^ltlwiuf'uuanwfuc
^ ' o> '

i,a,wia;3JvtiQvtaiaa^a<i1vai<iiacii'aTudvi5li]!,!u<RTiT3£U'imn)3,uanma'i^nd'n^ia^w'y'iauasi/vtl0wwae;il,ufif3

daliJ

• fmmSw«am5infift'3ijjfl8nfiwSaiJvn'9ai (Medication error)

wuiaa§jwa-3a<uaauw'uQT4miw'Ujfmfa-35uaanndiai1fid'6iJn,3^ Iiwa'njnrijjviii^iiFii^a^WIwaliidv

ilaulTj turmmui.lijj ‘Ul’oil^ uHlfj vilJna^^^0^mJaa'lna^ fiTBUKui^ai vtlauiia^mVia'i nimvju'j'iSfmutda^pia 

m^ifipipmupmiipiaiwifiaauvn^an (medication error)

• fmamanffcyqn

mauBiifn auaauLMafudnd'njajnria’UPiDnivi'uw mC
V Cl «y

1. aiQnwn^m^aanainmyTOihwaiuia

2. pfufnwa^a'iljJLiJulijm^Rfusnyaj^i.Q^'isannwsnii^naQmnswai/iiTOnnni^vianfln^ifmimviEj 

msvm^iSTafUfnj vtladQ'uii'Ejrmau e] Mla^amjwaii ^ mRiamiii

3. ai^miani.nDpl-uainvfa^Pifn?! I?iadiCn-3i^FiuiSfiiiijnT3aiM'i?uas;ai tTOMdi^^uantia^fycyiasi^a^

6ijia

4. anSi]c\jvn(sjai/n‘wwaiad'3Wfida,iJ‘5tdv]5wam<5fn,wivil0pmjJi)aa?tri’a,iO0'3wil'3avl^f;uan

5. 'Ui^nmufniw'iiimiia^ai.la^'jijji.fia^an'mmfliiiipia'i^i.fiaa'uvn^ai (medication error)

6. flcywifm ^ uamviuaannvind'nui Iw^niajiuaTinLmpiisjidavnadan^nii
2/ fc/ V iJ eii <U A V VcJ Omnrnwi: raam^nLanacuan wiauB^ipn^a^aukapiw^aaauEiajJwajja^aisjuauBwiiai^ia

0/ t/ \l
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• ‘iiasm'umis
1. l^wintnaai^a^i^ii^vi^aifnvjEJiviUiiinnw^iaan l^EjyivirjngiuLvivnnimPi^nsvi

'IwiiiQii&iiDMlT^yi'u'iannwwodnwsy 3 uasf:uw^6U8,umH\ii£jlii

m^^-siK^ni/nnyivifinaii
<4 4/ I V O I ^ <aM i/QJ cn \ QS . ea. <4 ^ V2. Minwuvtiajjvan^i^i^ivitiiejuiffuifyyiL^iumiFi^iaan ^^auviansitiiJ^^naum^ai'SSuims^^N

1 1 c3 ^ V t/W8'iwiytJi^0?n3Jaj?n8,UT48s^0^nwvis^,umi 
^ivniiyyi^wiJj'Lyni's^^a (Black list) I^00j:lul^ium,3'R0'nmm80^vn8i?0gn3Tfy0di'51400 3 il 

ua«n,3mvil'3^v^i<uia0Pi?08i^0?n3jqj^nanuai

^inrmH^nl^ (M)

3. ?ta!s;ni<5um^!./ia'tifV5imta^n'mjTij^c:i^iii^B^0K6U0Vifin5na4^ii^ ^i viHili^noumi^nifuntlisLCiiiFin

\J?aslvisn^W0?ifn (price performance) fl00(?iS£8£n0i^iW8itiT0M00i$8ri3J£ym{ ^ ivi0

wpipnijpinsiaouunpiis'vuflaifnwoa^oi

4. pinjsniiijmiiJi^'aniiuiAS^miijiijpisMiu^visvi^sunlu wmwmloulwlo^oniwtiwluMantnwwiJistSiJpii 

i]?t3m/iiv*?i0iim (price performance) uasintimiun Hi,?luliiimmvttjij;s!(jj(rn^^0i?i,U0tiiis:0inN3J?iii4 

iiuuaiuwmm

5. a^iuavi5‘l'uni,3plw'40di'38i i^nemuasifo^iliK^uni^iiniivinniai
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Tiafu^'h fl£uanidtu«iavnc^0wawvlas:^(fiflaawai<i‘l,UFi^uiilul\JpniJva<scnw£\)cywfvna,Fi^iaawai'auEis; 
rmuIvn^viaw/i'iR^ vi.a. 2560 inem 9 u.ss^sidaun^Kvi^'j^n'i^pifi’a'inwiam^^flan'i^aPi^a^an^uasjm^uivn^ 

waRfnnw vi.fl. 2560 {fa 21
i *»

flcusn??ufmn°ivn4«^cuaniswstia^n^nnj^ 

oinsy Biologic drugs ua« Miscellaneous

J-..d. .Osss'iun^umsa^a

(mArvm.Tiaiffrw wfjtu)(fi.vity.aluvioi w?viij\i5na)

.........•/••••
•W/yK^J/A *1?.....n«ufm a^a n^iunrs

(?f»}.«5.w£y.ui«<!,n/i?aJ w^wwina) (wfl.uw.uuvi^fl aflusupi)

j ja-ita a^a

(a.'wcy.aa^n u^irtTOgsian) (/icy.iai'fini tiaial£\!9?,5aj)

rda^tia n^^urmuaKia^n^mi.

(fli.nfy.a^wn ^wisna)

(^iwd .n9?jjm9uaKwii'joiatniim?a^tia

(/)ty.?3wm?nj wvnfli)

^y-d V ia-aua fmun'i^LiatN'oiaia^n^mi

(/in.Tainvi fela)
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