-914-

lna1sUsznInTIANTedae3susnansABiEnnseting (e-bidding)
1A
ﬂs::n'm-sflm%aLwﬁmeﬁ'ﬂ'mﬁmma'ltgsnsm @ 918015 235 UsEnInsIABiannsetind (e-bidding)
auUsznIa lssnweutalanau
asiufl WOAINIBUY oo

Tsangrunadndy JereludSendn Tsmenuiadady” Sanulseaenazlsemasiandasieds
UsemaseBildnnsating a1usienis aadl
@. daratumumab @oco mg/wo mL MUY &o vial

concentrate for solution for
infusion, bo mL vial (GPU)
(@oraaaas - @oacnos)

b. eltrombopag lb& mg film-coated U b,®00 tablet
tablet, @ tablet (GPU)
(Cocaaaae - nncoo)

o. eltrombopag b& mg film-coated 91U oco Prefilled pen
tablet, @ tablet (GPU)

(Foeeaasd - nolcdool)

¥
s =

& Yo &, o T v | | & o v Yo o
ANNVLYDUADILUUYDILN SUENGL‘WN \hJLﬂEJI‘Uﬁmﬂﬂau 13JL'1_JU°UB\']Lﬂ1Lﬂ°U Eltﬂuﬁﬂ'lwwwll‘ﬂﬂu‘lﬂﬂuw 15320

9

=

o a a

0
Aadnumuziamzasmufismualiluienaisussninsimdoseisuseninsansidnnseindetus Tned
Fouuzihuazdarvua feluil
0. lNEITHUUNIEINENSUSENINTIADLIENSTnd

o0  INTAzBIATEUWAYDIURIlATING (Terms of Reference : TOR)

ol wuluauenmiidwualilussyunisdadedatrenassiesdnnsadng

om  LWUAYNIFTRIIBIUTIAAST SRS

oa  wuumiidesuseiy

(@) wanUssiudygn
o.d uniyy

val

(@) aiinauszlyvusiuiu

(o) MsinvINNITHIITUBEIUTUSTY
oo wuulgdenasiidmunliluszuuindedainenmeigiedidnvsednd

(o) Unfonarsdiud ¢
(o) Unyienaisaiui
®.0  WHUNSYINNIUY
b, puanRvesiudoiaus
e IANENTAIUN Y




blo luduysraduazas

oo WiegIEMinadnians

be Widuyanatsegseningnsziumsiutaiauoniodgaiumenuresisld
thasn Wissnudiilinunasinisusziiunansufiinuvesussnaumsmussidou H3guuniinns
nsEnsMIAdavuamLiivsEMARenslusEuuIRS ot s saumaArasnutydnans

o.¢ lifuyanadegnszydelilutiyinededfisnuuaslfudaioudelidudfisny
vaamrsuresiglussuuiniedisarsaumavesnsusydnans ferufsdfyanadgiseuduiudiy
{dans nssumsEEams fuivms gilswnslumsduiunulufansvesiiyaratiude

oo dnuanifuarlifidnuusiosiunufinuznssunmsulovisnsiatodning uae
MIVIMNaRM1AsgAmuelus¥iaauny

oo Wuyarasssunuiediyanadiendnueianiiuszninsiadidnnseiind
AINE?

o.c  lidudiinaustlovisrufuiviuteiaueseduiiiindudeiauslvun 15
weuadinduy o Juvssmauszninsndidnniednd wisliidugnssvihinssudumsdavane msudedu
seradusailumsussmanandidnnseiindadell

oo lidudldsuenansvionuduiy Ssoaufiaslivevtumalne Yuudizuna
maawaumaLaualmummlwaa%aﬂawﬁLLaumﬁuﬂmuwmmu

o
wa w o

©.e0 N&Ju‘uaLauawawmaua'luiULL‘U'U‘UE)»& "AANNTTINAY" AolinnaNURAI
nsfifidennasss vmqmmmummwum’lwwmsmms'}a’lmwwumﬂummimm
Gl ‘ﬂ’amﬂaaﬁzijQ’L%"mum%maaum‘smwuﬂaﬂmwumLLa.,mmsUNm‘nau'luUimmmu GRULRER)
gaﬂ"lmuﬁ’ggtmuaaé’ﬁﬁmﬁmﬁﬂmnﬂ'j’lﬁuﬁ'ﬁ"mﬁﬁmﬁwﬂﬁa
nsdidemnasseviedidnsaniimualigidnudmelaseniadugidrsaud
N fmmﬁ'aumuumaa'l%mad'm’uaawwﬁqumwanswmmLﬂuwamummﬂamss’mmmuwmaua
dmsutennassewinaiinsaudilildsmunligidnsassgladudidrsmd
wian BEL‘ffﬁ'mﬁmﬂiﬁﬂ%sﬁmﬁﬂmanﬁ’ﬁﬂiufhumuLf"iaulﬂuﬁﬁmumﬁluLaﬂa'l'i!,?ﬁmmu
nsditfemnasseuinedidrsandrimunlifimsueumneidriamdsslage
viludugBudaiaus Tuufanissaud mstuewuakindnlidesinidoseus
dwsudemnassznihedidhsndiilildmmualigdnsuineladuiiutoiue
irsmfmnairesasaneiletelumidonsuswalifidriudelaneviadufutoausluum

Y
a

AaMITumm
©.00 Nau‘uaLauamaaaw“LUauﬁﬁ*ﬁauammmm‘umulussuu%’ﬂ%a%'ﬂ%’wqmﬂ%'gﬁaEJ
8iannsefind (Electronic Government Procurement : e-GP) 9aansutgydnand
b.olo fiudaiauedosdyarqvsvasiams fil
(o) nsdlfffutaiauaifuifyanaiidanstunmunguneineddlfaamaouiuni
o U fosilyarnanivesiants 9nuaseseinsdunindarsvindoniiauansiusnglusuuansgiuensiy
fifinsnsiasuseadn usdouanidniuuin o Taavherouiuiuteiaus
(o) n3dlffiudeiauafudfynnaiidafatununguuneinedasslifinnsmemu
HansgueMsiuAUNIiBLIgIianTTA ‘Lﬁﬁﬁmmnﬁﬁmuﬂmﬁwaamuﬂﬂw oy Tnegdutoius
szdosilvuaenzfouniondisy HAAMUIE ’Juwauwmaua lishn e dnum
() diFunsdndedndnansmileifasiuiu oo coo VIl nsdigdu

taiauaiiuyanasssua lagfinrsunanmidedusesiydiudnliiu o Tu neutuiudoiaus Taudasd




Rurhnasvasludgisuinsuyad o Tu « ’uaaqﬂaﬂ'NU‘Uizmmwaa‘[mamsw%mamaﬁ@'u%’amua’lumi
avas uasmnidudrugmsdatedaiwdadudlisunsdndentsfouanmsdosusoniyBiudniil
a,ﬂafi'lﬁqna'"rzﬁnﬂ%gwﬁa’lui'uaamﬂuﬁmucyﬂ
(@) nidingiudaiauslifiyargrivesfismavienueanzifouvdeiiusliifies
wefzithdudeiave futeiausamsaveniudude Tnofoshaiudude o Tu @ vesyarmauyszann
yadlasmevionensitudaiausluurazads Guidefisuasnielulseme VIBUTENRWUNTOUTEN
FuyuvanmindildsuaygaliseneuiamsduyuiionsmduduazUsznougshdusefunuszne
yossuIAsWitUsEmeAlng mumedeuitviunuisumsuinssmalneudaioulinsuleRansanan
goniuTweriududefidinnulugfuses wiefidnauauiiuses (nsdldsuneusueen
drinanilvg) Feeenliiungiudeiaus tufviududeiausliiu <o Su)
(@) nadlnna (o) - (@) sncuduiunsdssielud
(¢.0) n3tififEudaiauaiiumhsnuressy
(&) ﬁﬁ‘qﬂﬁaﬁﬁ'ﬂé?ﬁvumuﬂgwmal‘mﬂﬁasgiw'mmiﬁuwuﬁaﬂﬁmu
JRduazaty @IUT @o) WA, bebe
o wangunsBudeiaus
fiudoiausazionausionansvdnguiunmieutumatauesamisszuudadedadng
masgedidnnselind lnsusnilu o du fe
me  §uil o sg1eosdasiitonarsiedaluil
(o) Tunsilffudelauaiiiuifiyana
(n) vhejuduansdyvderhaiudiudidn Widudiumideiuses msan
nadeuiliyana Tydnetoudugianis disuenugu @)
() Usdndiavseussnumuuinin Wauduumilidesusaanisen

~ -

ARa isdeuiamviaus dydnetenssunsdinns gldwnamuny (6hT) wesdnyidtovu

EEPRRAV

(o) Tunsdlffudeiaueiiuynrasssunvionnsyanaiiilidiyana i
duntinsusedndussanvuesdiu duudennasiuanstamadiuiudau @i dunthsussm
Uszmwuresiuudiy wiisduumidaiiumeasdifuiudwitildtedymdlne

(@) lunsalffuteiaveduiiuiamuosinmilupuandudsné Wiuduun
foyavesnadhsani wavienansmuiiszylily (o) v3e (o) vasdfiandn udusnsdl

(@) é&"ju‘ﬁmauaﬁaqLLaﬂwé’ﬂgmLﬁ'mﬁugaﬂ'ﬁq‘w%“uaaﬁ%m'i il

(«.0) lunsiifiutoiauaiduiiyana Wduuuanguensduiiing
fusowd o Ugavheneuiududeiaus Tnelduvazdiaussen

(o) lunsdlfutoiauaduyanasssum Wiumisdoiusesdayfisuln
laitiu <o fu Aeuududeiaus Tneliturazdiauesian uwarazFosuanmilsdosusesiaddudinid
yarsanadnadmilduuannludyg

() nsdliudeiauslifiyaransvesfiansuazyuannziou vioius
Lifemeitazihiutoiaus Wudumiideiusensiviuie Gudsiisumsmelulsumavieuson
ﬁmquﬁau’%ﬁwLﬁunuwé’nw%‘wﬁﬁlﬁ%’uaununm’tﬁﬂ'sxna‘uﬁﬁlm‘sﬁunmﬁ‘amswwcﬁ‘uéLLasstﬂauqiﬁaﬁw
Usgiu muszmavessuimsuisUsamalng smusiefouisniunuiisuiasuisUssmalnauseSouls
nsu lagiansanannsenitusurenaiududeiidinnulngfusemieiidninnuaususes (hsalldsu
wousnandinnulng) Seenliunddudeiaus tuisiubuteruelifiu co )



(@ dwnlunsdeumdivg

(o) zi"uuﬂumﬁaumﬁuaﬁmﬁu

(@) Uadenansani o ouailddunieutunsiauesamassuuindeda
Fumasgimedidnvseiing muuuulude e.o (o) Inglifesuuuluguuuy POF File (Portable Document
Format)

Wil eftudaiauadiiunsuuuiidienansnutnyfionarsdnd o
Asuiu gndead sruudadedndunmaigiesidnnseindavadeiyfienarsdni o auuuu lude e
o) Wlnefiutoiauslisouuuiyiienaisdiuil @ fsnariluguiuy POF File (Portable Document
Format)
mla @il b agadesdasiiionansdeluil

(o)  lunsdliiiutoiauanousnaliyanadunssyinmsunuliuuumiisde
eUsWATsRmeINTUAnITAINg MY Tneivdngruuamsimuasfuausunatazdiueusa sl
mnfFuneusunaduyanasssumdeadugiiussaifinnemungmneudawindy

()  uARAIEONUAY/MIBLULFUT BN S BenRuaNYzlawE Aude <.«

(o)  wanUszAunIsIE@URIIAT MUl &

(@ dwumisie¥usosdum Made In Thailand Ye4dN19AAMNTTUUMS
Ussndlne (§nd)

@ dwiluiusdeuiussnoumsiamiveuimnarsuazeunngen (SMEs)
(61d)

(o)  Unyenansdi b Mvuaiildundeuiunisiauenimmessuuintesdn
Pumasgiedidnnseiind suuuulude e.5 (o) Inglifeauuilusuiuu POF File (Portable Document
Format)

v
LY

viatl Lﬁ'acg'?im'faLauaﬁ?’lLﬁumsth‘LWﬁLaﬂmsm’mﬂ'zﬁmﬂmsehuﬁ b
Asutu gnifesuds szuudndedninmaigiesidnnseinduzadrayfienansdinud o munuu lude o5
o) WlnedEutaiauelisouuulnfionasdiud o dnaviluguuuu POF File (Portable Document
Format)
€ MSIENDTIAN

<o HBudoiausdosiudoiavsuas Lauaﬁmvmivuua]m%ai’ﬂﬂ"wnwﬂﬁma
aLanmaunammwmwu@lﬂmaﬂaﬁﬂswmmwmmanmaunau Tnelifliteulalaq vivdu wazazdasnsen
doaru Tignassasudau waawwang'mLtammmuuasmmiauaummwmc&aummaua‘l}ma‘tﬂﬁamuu
luiawesaluguiuu PDF File (Portable Document Format)

<l Tumsiaueraliiauesandutduum waziauesialdifissnsafsanazsan
1Rg7 Tmmauaswmsm LLavmaﬂmmwma wazusesesens muldeuluiissylivheluauesian T
gneag vl 1asniiauessdenseiuiaiiasuasindade mmgaﬂuLLavmqwuaaalumsanu Tite
santldailuddy Iﬂaﬂﬁmmﬂumaumiqummwamqu AFensBu Arvuds Areavzou waz
Alddeaug staadliudn unseidaauRanly o nauundunssy Tsaneunaidndu

Pailauezdeauarivuadusatlitosnin moe fu sudTuauesiailag

neluirunusian Q’ﬁu%’mauaﬁaq%’uﬁmamﬂmﬁmulﬁt,aualf’i WAZIZADU NISlaUDIAALA

o fouteiaueszdoaausimuanaidmouianliiu ¢ Yu dudaaniuiilédu
wilidouds 10 Tsameuradndu Tisuvihau




e fiudeiausrzdesdianmden warvdesariBunqudnuaziamyues naue
9193033 m 118M5 WUnfeumaiaussamisszuuindedadieniaigiedidnnseind ieUssnaunis
fansan wéngudanand Tsmenaidaduazdalfiuenamsvessuns

¢ fputplausazivsdiiogmwesianiiiaue $1uu @ msussyiue Weldly

v
=1

msnsIIMaasvzaUstnaunsiiansan Tufud EE2 e N oA IR VA U, U NUIAYBL NFY
Nundunssy lssmeuadndu
viai seeunadaduaylisuiinveulumnuidiemela q Mistuunsatheianan et

wievseliliud lsmeuradnduszauliunigiuteiaue

eb  fouwuena fiutaiusmsnsaninediyny SuseanBuateunuas Ui
1n54m13 (Terms of Reference : TOR) Widhunazidnlaenansussmanadidnnseiindiomnisnoudias
pnasiiutaiauasuiouly Tulenansusemasadodidnvseiind

<o futeiausriesdulaiausuasiauesmmsssuunsdadodadnnady de
Sidnmsedndluiuil  sewinanm u. i w. avhanlumsiauesniiioniunal
maqszwmsﬁ’m%a%’ﬂ%’mmﬂ%’gﬁmﬁLé‘nWiaﬁnﬁL@uLﬂm%

deviutmuanandudeiauauaziauemauds wlisuenasmstiudeiaus uaznns

lauesIalag lnoiinuin
€. Q’?ju%‘aLauaﬁaa%’ﬂﬁmanmsﬁw%‘ulﬂumsﬁuLaﬂmsﬂataua‘lugmLUUMé
lana@15UseLAn PDF File (Portable Document Format) T,mas’h’?}'u%’mauaﬁmL{‘Juﬁﬁ’uﬁwaummaaumm
ATURIU NABY Wavdnauvedenals POF File ﬂaumuauﬂumiamaﬂmi‘umaua winisdadaya (Upload)
LwaLtlum'saut.aﬂm's‘umauaiwLm lssnenunaldndu mwum\ﬁvuwmsajaﬁmmamﬂﬁmUaLanwiauna
€ ANENTINMTRIITUIRANISUSEMATIANBENMTeiind svdliunsnsivdey
naanlRveiudoiaususiazsnedn Wudiutolueiifinausslemismiuiudiudaaesety mude o.¢
) 3aly mﬂﬂiﬂﬂgdm:?juﬁmaua5'151’[61&1453’514%LauaﬁﬁmaﬂssiwﬁimﬁuﬁuﬁﬁuﬂaLauaiﬂﬂfiu GHIE
AIINNS i)::fffm’]H‘?facgﬁu%Lauaﬁﬁmaﬂﬁﬂwﬁi”mﬁ’uﬁu’uaarm1nmiLi‘Ju:ﬁu%’aLaua
MNUTINYRBANLNTTUNITHITUINANITUTENIATIABIENNIedndd nounde Tuvue
ffinsinnsandeiaus ﬁ@'ﬁuﬁmauaﬁalﬂnixﬁ']msé'ul.fjums%’mmwmitqu%’uaaimﬁuﬁﬁmmwﬁa o.&
(o) LazAIENTTUNIT Wediinsnsgidudunsdarnanisutedusgradusssy angnssunisy szdn
iwa‘uam&m**uamuamauuaanmnmiLﬂumauﬂumaua way lsmeunadndu szfiosanadnwiudeiaus
mﬂanmuwmmu VIuue quwmmatamau ERITUNAUI Nauwamuaswauum’tmﬂumwu‘lmmi
nsyhaenanuazlalinnusiusiodulselevd donisfiansanves lsmeuiadndu
oo fiudeiausasdios iR dail
(o)  UftRnudeulviiszyliluenansusemnsiadidnnseiind
(o) s1AiausvzFoaiusinifisaunSyadiia uazn1@aug (1) s
arldTneiaaslimendn
(en) %I'?J'u%'at,aua=a::r?fmaamzLGauLﬁ@vﬁngﬂismuﬂ'mauaﬂm Ay an 7
AU
(@ fiudeausrrasumsiauesiaiauondluily
@ fouteauadesdnuuasianudlalussuuayiinnauesen fe3s
Usgmasiedidnnsedng vesnsutn@narsiiuandliludiules www.gprocurement.go.th




oo AdYYWBITAILALNTTINUININETL o Tu dudadinTuasuidludygn

L7
a

TnedmiununisyheusLenansuuuineenasysemasadidnnseingd Vuwmdunsaldygyiithadu
iy ¢oo,000 UM wnumsvhadlvdeduenansdiuniavesdyan
& wdnnasiuazanslunisinnsan
o lumsinnsamwanmsiudodusussmanaddnnseiindaded lsmeaidn
Auaziasanandulagldvdninmm s1an
&lo  msfasanduugmsiuteiaus
nsﬁ%’wﬁnmmﬂﬂﬂﬂumsﬁmiméﬁusﬂm‘sﬁu%’amua Tsanenunaldndu o
AITAIAIN IAADTIEANS
¢ wndiuteiauenelainuantfligniemiute b vistundngrunsiu
Torausligndes vishinsudiunude e visdutaimusligniowute « Auznssunsiansaua ns
Uivmﬂ31ﬂ15L5nmaﬁﬂémvhj'%'uﬁmmﬁ'aLﬂuamaaﬁ?ﬂuﬁamuaiwﬁ”’u Buust fiudeiauesnela taue
nasmevaiiaviensazdunandnvusamzvesiagizneliasuiu visiaueseasdununnsidly
mm&aul‘uﬁisqwmmaLamaumwuﬂlﬂuﬂiummmzLanaﬂsﬂi3mm‘s"|mmaﬂmauﬂa Tuduiidly
anvddyuarauansailifinaildiinnslduSoudosou ﬁiaﬁﬁuﬁmauaiwﬁu wsotduns
Aawarnidnios ANEASTINST B1ARANTANHBUUTUNIRAANS Q’?Ju%’at,auaiwﬂu’u
& ‘[sawmmalﬁmﬁuamuﬁwélﬂﬁmmﬁaLaua'*uaaé’ﬁu‘ﬁamuaiﬂﬂh.iﬁmsciauﬁu
lunsélfaialuil

w
a4 o v

(o) linsendedfuteiauslunsauesiameszuuindedndraie
Sdnnsaiind
(o) iauessazideaunndisluannideuledisivualuienaisuseninsian
didnmsedndiduanseddny wiednaviliAnauldiviouidessuuidiudoauesydy
e¢ lunmsdAndunisuszmasiadidnnsednduielunisvindayyn augnssunis
ﬁmsmwamsﬂssmmwmﬁLﬁﬂmaﬁnéw%a‘iiewmmmﬁmﬁuﬁﬁw%’lﬁﬁﬁu%’aLauaﬁ'ﬁvuwﬁ'aLﬁw%uﬁmﬁﬂﬁ
lsamenunaidndy fiavsiazhisudeiaus laisuman wisldvindyan mndaiaasednan limneauvzelyl
aneas
&b Tiawa'ru’1@Lamaumalfmamm)“lmvswmmam wiosmmilesala wiosen
fauenanunsld waverafinrsandentelusiuiy wiovuan mmawwvswmwuaiwmﬂ,m 7309193
saidnmsUsENMInTIBidnnseiindlaslifinnsandndeiasils gALAENNTN et ieuselovtivasma
s siludiy waglviteiinisdnduves quwmmatamaumummwm NﬂummauamLssni@aﬂﬂ'ﬁma
wsammam&flm A% shutalsenenunaldady isannidnmsUsEmanaBiannsednduazadinug
ﬂumamuamummmu lainay Lﬂuwauwmauawlmumiﬂmaaﬂmaluﬂmu Wﬂmmmm‘ﬂaﬂﬂimwmsau
doiauansyvinislagliasia 1wy msiausienansduduiia mal‘n‘aaqﬂﬂaasium viedlAyanadumLauD
1 uny Wusu
lunsdiffiudeiauessiiauesiaiign iaussierdauaianingldinliens
Andununuenalsuszninsimdidnnsedndls AuenIsuNIIRINTUINANISUSENIASIABEnnsaiing
violsswenaidndu selvifdudoiauoduivaazuanmdnguivilddoldin uderauaaunsn
Aflunsmuenansusemnsimdidnnsedndliiaseauysal mnAtuasliuisuisld Tsameuadnay
ﬁﬁm%ﬁmzlaj"ﬁ”uﬁaLaua‘w?alﬂ%’Uiﬁmmaaﬁﬁu%’amuaiwﬁu Wl %éuﬁa;auaﬁanﬁwalﬁﬁﬁw%ﬁaﬂ%'aa
AldarenIaandemelag 9 nlsameuiaidnduy




¢o nouasurnludygilsineiuialdedusialsznirenidannisuszningian
diannsaiind minusingindinsnsehiidrdnvuediudeausfivugmsusenmiasiamsenlasumaniden

I}

Hnauselovisiunu w%aﬁehulﬁfwﬁ’ugﬁjﬁu%’aLaua'iwﬁu PIUAVININITWUITUDE N TUSITY VSeauLaY

2

s

fufufButeiauesudu vialdwihilumsiauesia viedeinnssyhmavaindulslunisiauesia

¢c  mnfiudoiauetuiufusznounts SMEs lauaimganinsimigaueiy
forauoneduiiliiiufesar eo Timhenuvesiziatedadneaindusznaunis SMEs fanaa Tnedn
Sosddugiutaiauedadugusznouns SMEs Faauesagenitnaigavesiiuteiaueseduliiviu
$ovar oo TRzSunuayy iy o e

feuteiaueimduinnisudiiagliavisaunssenis firsmdmnasosses
Jugusznaunis SMEs

Wt HUsENauN1s SMEs fagldufuresusimaunssanis adeiiudyaazan
muuffiusautusaniiausluesetiud fyarnsmfulifugarueseldmuruaiitunadel iiy
aan.

e mnfiuteauslfiaueianiilisunisfusosuazeoniniaamusdudiindn
meludsznelve (Made in Thailand) :ananigranvnssuuvisUszmalng LlauesImganitsAanvoy
iauesiasedu Liiufosas € Tindodndandiudeiaueiiiauetaniléyunisiusesuazesn
m%wmaauﬁﬂﬁwﬁm neludseinalng (Made in Thailand) 31nan1gnamnssuuvsdsznalng

oils mnlumsiaussianiaiy fiudaiauonelafinuaniints o.c uaste o.c 19
LauaﬂmiwauulﬂLmumaiunﬁLaua5'1ﬂ'1aqm’lml'ivnaumiswaulmnusaﬂa“ ok
&.00 mnwawatauamﬂwﬂiuﬂaum'z SMEs wiiluynrasssumidednyunilne

v v
@ s

yAAaT mmﬁum'mngvima"l,waLauaﬁmaamﬂ'iwmm'laﬂ‘uaqwau’uaLauamLUUUﬂﬂaﬁimmwulmﬂa
"mw%aﬁ"uﬂﬂamamﬁuumungwmmaqmwsumﬂlumuiaaav o 1M%®%aﬂﬂﬂﬂﬁﬂUUﬂﬂaﬁiiuﬂ1ﬂ

dﬁl =

wRlvevselify ﬂﬂammmmumungwmdmmﬂsm

}

feudeiaueiiiufsmssmiinsldansnnssanils fdrsmfmnseasdes

Y

=
©
=D
=) =)

w2}
€
i

al

Lﬂuqﬂﬂaﬁiimmﬁﬁaﬁmmmlmw'%aﬂﬁqﬂﬂaﬁﬁﬂ&gﬁumungwma%a
5. madyandevs

o0 lunsdiifvugnisuszmasiadidnnsedng anmsndweuevesldasudau
aely @ Suhnms duwituiviidennaste Tsmenadeduasionsandavihdennandumisdewny nsvi
dyeymuwuudygisszy Tude e.m Al

o.lo '[uﬂsm'iv”i"ﬁwuxﬂ'ﬁmvn'amflmﬁl,ﬁﬂmaﬁﬂa“lajmmind@uauﬁwaalﬁﬂiuﬁau
el & Tuiinis wie Tsmeviadadudiuinldanarsdavdennanduntds aute v.e EATET b
ﬂivmmwmaLaﬂmauﬂaﬂ“mmmammwammmuammmswiu’ua o.o W3vvannaudumisde fu
Tsaneuadndunisly mo Su tusnonuilasuuds wazazdpwanUsziudygyndudwiuduyiiu
fevay ¢ veenimmdsesivszmanaididnvsedndlilsmeunadeduiadeBluvavindyan Tagld
winUseiuegamiagdlasaseludl

(@) Huan

() avdensmivifisuasidudne faludariensmiviastuiidldida wioasmv
ﬁguﬁﬁwimﬁmﬁﬂﬁlﬁuﬁﬂﬁsyzyﬂ viderauTuiuliiu o Juhms

(@) wifsdormyusziuvessuimsnnglulsema mufogfiangnssunisulovie
fvua fspylute o.« (o) vioauduniiderusefudidnmseindnanimsiinsuta@nansfmun




(@ wisdoruseiuresuidniduny vieuivnGunumndnnindildfuayyin I
UsgnaviansiunuilemsmdvduasysznaugiianUsefunuysemavessuimsuislsamelng anu
MeteuiEniunuiisumsuisUsamalneudadelivsu Taseylaslildnumedrmilsde pUsEiuTas
sunsinuznssunmsuleeimun fssylute o.« (o)

(@ ustnssualne

wdnUseiuiasiuld Tnsliifnenidenslu e Yu Tufnanuiigrusnsussnansm
Budnvsaiind () unndeyniumudygtoneud

winUseiudazduly Tglifinenids nusnsrdrurasiagiidedelsmeiuiadaiy
lasuneuliuan

@ A19UAZN5I18EY

Tsmenaldndy ssiieadwesdeldsiundyadiiunasniunidensdy q uas
Alddreiasaaudiliungdudeiaueildsunisdndonlsidudue Weduivlddmeuimosldnsudiuni
fyanderevietennaniumisde uadlsmenunadeduldnsafunevnudweadsudosuds

& 9ATIAUSY

AuSumuuUEandevsLueenasUssmasnBidnnselindil vietennas ¥a

nedumisde WAnludnsifetar oloo vesmmAdmwesiisilildfunoudeiy
«  NMIiulsEiuaugIsaunnges

frugmsusmnsimdidnnseind dsldvindynderemunuudsseylute o.m vie
vidonnastaifumilade udusnsd szfasiutsziuaudizaunnsasesdasiitereiiatuniely
svoznaliitfesndn wo Ju Tudaandud Tsamewnadadu I6suueudwes Inefossudansgounguudle
Wildmslaasaiunelu mo fu tusinanfuildfundenrmisaunnies

0o, Yomuanilunstudeusnaziug
oo.0 RuAniandmiumstenssil WnmnEuthylsmenua
nsasuuludgyanaznseyinla wimﬁa‘[iawmmaLﬁﬂﬁu‘lﬁ%’uaqﬁﬁL‘éuﬁhﬁa@mﬂ
Futrglsmenuna udauiniy

ool (elsmevnadadulddnidenddudeiauesslaliiiudue uarldnnasie
Awawnunsusemenaddnnseinduds Srfnersdodmioridmestinardunandesymauay
vostiuspsiinunlaomaFeludumiiifelveiiuey uazannsaliuinmsiunildnuisguueiinnis
nsemsnAnuInUsTnAfvue fBudeiausdudufusasdesufifnunguuieitfensdaadunis
Wiy deil

(0)  wiimsdsmioundmesiitomefinarndunandsszmadensindani
melu o Ju ﬁ'uﬁsmeﬁ'uﬁﬁmaﬁ'd wioTpusnnanaUszne Buusifuveaiisguuniininsenssauuey
UssmaeniiuliussynlneiSeauld

(o)  dnmislidsvesideredmanussynlasdelve wiedeiilavsituieiv
Felve Mnesdssmmndwsumelng VuudeeldSueygmannsuawin Wussmndwwesiulnei3edud
flyi3elny Feazdesldiuoygymuiuiauussynuesasdedy visoidureaisguussiimInsenssauay
Ussmeen iuliussynlagiFedy

(@)  Tunsdlitlivgdin (e) wie (o) fuevsdasiuinmungrunsiifae
MSALASNATMIUYEUTT

so.m fouteiausdilsmeruradndulddadenuds Wiluidyamiedennasde (u
widemelunariidivue fseylilute o Tsmeadaiuesiundnussiunstuteiaue wiadondes



nfoenuiiiderusiunisbutoiaueiiuil uazenafinnsanGeniastiueldnnudemedu &) st
%ﬁmmﬂﬁtﬂu@ﬁmu mussdsunsnsnnsadeiiisnsindedninuas NSUIVSHARNAST
so.€ lsmemnadaduanuavifzudlufuiudeouly vietervunlusuudyy
wietennasderumisde Thiulumuauiuresdinnudensgean @i
wo.¢ Tunsdiflenansuuuiinsienansusmasadidnnseidngs farudaviaud iy
wEquaLauaﬁlumawgummwuﬂnuaaammiiqwmmaLamau Aitedusnanlvitieiduiian uasiudeiaue
LifiavsiSnfesrldanglag uds
wo.o  lsmennadaduenstssmasnidnmsindelunadaoludls nsfiddudeiaue
suniosrudemslag anlsanenuiadadulala
(o) Ismemnadadulilisunsinasstuindddlunisindonseilasudnass
wiliiiRosweiiagynsdndendaisely
(o) fimsnseiiidindnvazdiudeiausiivusnisintoniefldsunisdnden &
waustlomismniu wiefldwlfdeiuuteiauemedu viedaurensursiusthadusssu vioauseuiy
fugutolauesedu viadmihilumsiauesien wiodednszvimanaindulalunisauesien
(@)  msvhmsisdeatsinoluoanelfidnaudemeunlsmeuiaidny
wsensznusiaUssloviansnsae
(@ nsdBuluvusaientu (e) (o) v3e () it mualungnszvs Sseen
mmmm’tuﬂgwmadwﬁ‘;EJmsi‘]’ﬂsﬁa%’m%ﬁaLLasmiU%miﬁ’aqmﬂ%’g
®o. ﬂ'ﬁ'Uﬁﬁﬁﬂ‘]&lﬂ{]ﬂﬁﬂﬁitbﬁ”‘i"tﬁﬂﬂ
Tuszwineszezinainiste mauﬁumauawlmumsﬂmaan'lmﬂuwuwmamgm
nuvdninassifingmneuazszdouldmualilasinsinsn
alo. nﬁﬂ‘sumuwamsﬂgum’lwawﬂﬁ:naums
lsmeuiadndu awnsadmansuftinuudiaion Sy wesiudaiaueiilasy
miﬂmLaaﬂ’LmﬂuwmaLwau1u’1Us~umNamsﬂg‘ummmawﬂi“na‘umﬁ
ail mﬂmawaLaua‘mlﬂsum'ﬁﬂmLaanlummnm%ﬁﬁwungnszi’umsﬁu'ﬁaLaua
wiodygiulsmeuadedu 1idasm

lsaneuialdadu
NOAINILY b&ob




HUU UN.ob

= C: ar o = 1 ;7N
M1II9UENIIRUIUUSTINNLASUdRaTSHaLs1eazBuaA LYee
v 4w aag 1 '
nN159aYednd1enildaunaadie

o. Tolassms..Usvminsadonsfusienduenengsnssu m 918m3 KeAdUsEnInsPBENMTelnd.........

B RITTTIRN s cocumnesinsseitcmenasosssavetomsissesessssmovessesis 5B GBS N S AR RSO
- MNsNUEDTATINT. ... NEUINUATYNTTU TSINEIUIAEOFU. ..ot
. NL‘éuawszmmﬁlﬁ%'ué’maﬁ....&,c&eﬂd,c&@c&.oo..mw..(ﬁ'@ﬁwﬁﬁLLauLf‘imwﬁunﬁﬁﬁuﬁﬁaUﬁuﬁﬂmwﬁw) .......
Fuiifmunsanans (510181989 o ... TN 1o Lo TR T OO

A 3 @

a1y 918N158 W | Panand | o SRR a8
U359 T¥3nde SIAMNAN
®. | daratumumab oo mg/ | o vial | ¢mamo.co &o b, oea,&co.00 Sﬂﬂ’lﬁ'meﬁuﬂ%a
bo mL concentrate for ﬁ%ﬂ‘!ﬂﬁ’d@lﬂmﬂlu
solution for infusion, bo SYHLLIANADS
mL vial Ysuuseanay
. | eltrombopag b& mg @ tablet dee.¢& b,@o0 | 6, bédd. 0o 'sﬂmﬁmaﬁ'm?})a
film-coated tablet, @ admdsgamely
tablet FELIETR RN
Yeuuseanw
m. | etanercept €o mg/@ mL ® v,0oc. 0o HEBO @,neD,0wo.0o 'iwmﬁmaé'ﬂ%a
solution for injection, @ | prefilled ﬂ%'jwé’qammy’tu
prefilled pen pen 'szama:)am
Ysuussnwu
& WMATINITe9TIAINGNS (39A191984)
&0 snmﬁmaé’m%ﬂ'?awé’aqﬂma'lussasnmamﬂwﬂszmm
o. Neda g munTainans (s1andeee) NnAY
©.0. WIHNIWN lavgsudena wdunstiungyns UEs1uUNIIUNIT
o.lo. UNAMIUTU aynsUssiasy  ndunsufuRnag NIIUNT
oo WYY 5330NYN wndgnsUfURnIs NITUNS




wihil 1/3 nauil 2 nguEIRIYINTIN (lBNENSILY 1)

AMANYILYDIEN
Daratumumab 400 mg/20ml concentrate for solution for infusion, 20 ml vial
(GPU 1017301)

'
=~

Y81 Daratumumab 400 mg/20 ml
2. AMaNUANILY
2.1 gduuu Wuerguuuuansazaneysieinide dmsude

2.2 dulsenau Tu 1 vial Useneuseen Daratumumab 400 mg
23 mwupussy  ussglumuvusuilausieanideUnain warussynusivasiuuas
2.4 aan - syyiosn dawlssnaufeddyuazanuuse Tundn i’uéuaqq [EviinGn
waziawnzilousiuenliogredaauuuussqine
- vumrurusseedinfendesssydosmiedanisé dauvsenaudaen
ddyuaranuuse Judueny uaziaviindnlivaay
3. AamaNUANIwwAlla
Namim’sfﬁLﬂiwﬁamn'}mﬂulﬂmu Finished product specification uwag Drug substance
specification Mi§n98eanLadusirSuatuiieafy deldaanefoudonmenssunisevisuazen
NILNTNEATITUGY muma‘umwﬁ"lwmaammmuawwmaumwﬁa’quﬂmu'}mmumammsU’lm
ffunile ANWUILNIANTENTNAIGITUGY 3 1304 S¥YMISUET WA, 2561 astuil 6 ﬁ“Ll’J'}ﬂll 2561 (a3
Uiumﬂ"lusfl'zjmmul.unmqw 12 nuAWUS 2562) UazUsenANSENTNASITUAY 1389 5 YASIEN
(@UUT 2) nr. 2562 aviuil 3 NINHIAN 2562 (awiumﬁiuswnamuwnwnuw 26 NINYAN 2562)
nsdifliusnglusisenlag (non-official pharmacopoeia) Tarivunauauiiniunain
ADIUszNauUmE universal tests way specific tests mwamwumauuWﬂsmum‘lﬂﬂmn'ml,mvww
mmuﬂlﬂumﬂmmmmﬂqumuuq (general requirement for dosage form) %58 The
International Council for Harmonization of Technical Requirements for Pharmaceuticals For
Human Use (ICH)
Finished product specification

) Test items Specifications

1. | Identification MTIWIUAU Finished Product Specification
2. | Potency A3IUAY Finished Product Specification
3. | Appearance MTIMIUAY Finished Product Specification
4. | pH 53-58

5. | Endotoxin Not more than 0.21 EU/mg protein

6. | Osmolality M5IUAIN Finished Product Specification
7. | Sterility MTIUAY Finished Product Specification
8. | Purity M5AUM I Finished Product Specification
9. | Particulate matter A5IHIUMY Finished Product Specification

P WY, - \

WndUnTWIIMIW Lavesutena wdynsudauiun aymsussiasy Wndunsviu s3sulnym
Usgsunssums AT3UNS N3NNI




windl 2/3 nauil 2 nguenNysNIIU (BNENSIUY 1)

4. Revlwdusg
mauaiwmmawuaummwmmanaﬁ wieuasarwiladoiuseaianarslaefiidiung
swauBendit
(1) enansmislafuaygindunzidouwhivsnilesmirelutssmalng wazdiung (declare) wds
&R
1.1, Tuddymstunsidousiue 16ur ve.2 ve.3 ne.d wie 8.2 wiudns
- nadidugniindaluussinelng wnei ne.2
. nicﬁﬁtfjumﬂm%’%ﬁ;amnm‘wssfq NU8fa ne.3
- ﬂisﬁﬁﬁjumﬁwﬁ'ﬂmﬂmwivmﬂ MU g4
1.2. Avetunaiou ne. 1 vi30 8.1 vosenfiiauasnan wisuTwazideaiidonismuAuALAIW
yoadnAusinuiituns oy (finished product specification) kagdafimunAAMAINYD
MQAY (drug substance specification) niwagiswmmnﬂaammaaLLrTmeaJmeumaa
WuULeNd1INITYBLALY (8.5) uaway finished product specification wag/w3e drug
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substance) mﬂum‘smamaﬂsuwaqLﬂumamwwawmama'nmvwwammmu
3.3. Lanaﬁmavzangmauaummauwussuquumwamammqmummﬁﬁﬁm (drug
substance) 98 3.2 fuunsranvesndnitusiondnsagu (finished product) ¥a 3.1
3.4. wan1sfinw long term stability aaentieegvasefitunsdoul3fudtnauauznssuns
2IMISUALYN NTENTIAIGITNGY
3.5, 1enansusesindiszuunsiivuagdadeendu cold chain system fildunsgiu anu
annus Good Storage Practice (GSP) ua¥ Good Distribution Practice (GDP)
(@ wenansuansheniauedufivisndudiaaiofumsminelnenss

.......... W/\/D ‘Jﬁ/“-’“i’fbw-twp dh. 1 sloun

LSUNTHILIN WAvrsuItena Wdunsuealium ayvnsuseiasy LndwN Iy ﬁﬁuinu,w
Usesunssunis n35UA1S NIsUNIS




wihil 3/3 NN 2 NgueTeIYINTIU (ONETSWUU 1)

(5)

PRI

5.1. fleunsnn desdeinegenegiaes 3 msussgdns Jadudunuuaniswazidonld
asuiumMuiivusluideauaniivaludreu

mMsUsEruguAWeAidaey

6.1. eniidemausinallengldlilitionnin 12 Weu tuanfuduey

6.2. vwnuaTidwevsesddinmigluiusamansiesisuiidaeuresuiauay
'I:u:nmﬂ.,mmﬂﬂum‘uaqwmammuaymmammamuﬁlmammmwaamu

'
|

6.3. mumsmaauuﬂanmqau‘lmmegmamwmqnmq wsaum‘l,mLﬂsﬁsmmqmumﬂfﬁw‘muuu
fudufidnds

6.4, nizﬁﬁ'wmaswmsﬁwmiefu@hasi'1<1mﬁeiwamﬁadmmﬁLﬂﬁzﬁammw WIYIIYNT
viwilsdeSesnafiodrenlaefvinasdesdinfivdnnusauinviissnisdmsas
AnseiuazduiSuiaveumldinefiinadedunisasinse iR N3dlimuinenlsl
Dulumuamudnuauzianis memsmsveanuanilifuinsannisaussaendngn
vafunsuaz/vieduanluadaely

6.5. wﬂ‘eﬁaﬁuaau%’uLﬂﬁauwﬁaaﬂné’wmma w‘%aﬂmﬁmnmﬁsuamwéﬁanwmﬂm oy
smualaglifitoula LLaxmLummwmmm‘sLmﬂwnmammammwLﬂaauﬂummmu
ussgfitunely 7 Su

RuneBugenlienidndygynounsuimun Tunsdselud

7.1. nszﬁwamsdumm%mwsﬁmﬁImEJniaﬁmnmam's'miLwaéw?aﬁaaﬂﬁﬁﬁmiﬁlﬁmmgm
ISO/IEC 17025 wamsnsiviaszilidulumusnsgrudormunlulssnmausemnagan

72, nsﬂwﬁmﬁm%aﬂmﬁﬂﬁgﬂL%'anLﬁuﬁumnﬁamaﬁmimaﬁﬂﬁ'ﬂmuﬁmzniium‘immma:m
Tuthanavesdygrasdeszany

7.3. nsdinuilymamameniinsagoundin damasieUszininanavauvaoadosediei
Teisuen

7.4. nadifinuenssumsRaNSTUUB T ATTERATIANa e W3 Ae T wazguela
awnsausunmneiliiusasinanla

wﬁmiwmﬁ"uaamuﬁm%flai%’uﬁﬂ'l'smwﬁmﬁm%mﬁﬁﬂwi'ﬁgm%'amﬁvﬁuimUﬁwﬁ’nﬁu

AMzNIsUMsBMITHavenlussezna 1 U neutulseniauseminsimdidnvsednd

Za ok U J%«mﬁ“gnjw" ’fmﬂnm

-------------------------------- 2

ndunswavn lanesuidona wdynsufauiun aynsuseiasy Wndunsviu s53Ulnm
Ussunssunis NIIUNT NIIUNTS




whin 1/3

Foun

2. AuaNTATlY
2.1 guuuy
2.2 dulsznau

2.3 MYULUITY

2.4 aan
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AMANBUZUB YN
Eltrombopag 25 mg film-coated tablet
(GPU 779002)

Eltrombopag 25 mg film-coated tablet

Wuendavidaiudssnu

Tu 1 Wiausgnaumesen Eltrombopag olamine g Eltrombopag

25 mg

usITluureeUnaiin Yostuuasuazanuiy

- svyfiesn dwdsznaudendduasanunss Jundn 'B’ué’umq \auiinGn
wastawngiloudiuelisgnenauuuussyius

- vunuzussereg ulessedssydosmiodenisdn diudsenauden
ddiyuaveuuse Yuduony uananiinanlidaou

3. puauUAnIwmaia
mdmsﬁﬂmLﬂi'iswﬂmmwmulﬂmu Finished product specification ta Drug substance
specification 1819899 nLdsi1 Fuatuliea sy Faldannzidousdonmenssunisemsuay 1
'5~mwa'mmaw muma‘umsuﬁ'lfumqaqmaqmuauwmammw&B’qunmmmmumammiﬁ[ﬂ
Asunile m'liJU‘i”ﬂ’lﬂﬂ‘i“Vli'Nﬁ’}ﬁ'ﬁmﬁﬂ 34 SEYAITUET WA, 2561 aeiuil 6 ﬁu’nﬂu 2561 (a3
Usumﬂluiwmmumnmmw 12 QUANUS 2562) uay UsenIANIzNg9ae1INgY 13 Fo9 FEYATIEN
(AUUT 2) wa. 2562 astuil 3 N3NHIAN 2562 {aaﬂ'i::mﬂ’luswnamumnmmw 26 NINIAL 2562)
nsdlfilaivsinglusistenlaq (non-official pharmacopoeia) YoivunnmuauTinianaia

AoeUsENauIe universal tests uaz specific tests mmam‘wumu.a.,mmﬁmmiﬂmaammmmw
n’liﬂuml’a'lumﬁmmww'iﬂLLU‘UEJW‘LJ‘] (general requirement for dosage form) %39 The
International Council for Harmonization of Technical Requirements for Pharmaceuticals For
Human Use (ICH)
Finished product specification

9 Test items Specifications

1. | Identification ATIHIUA Finished Product Specification

2. | Assay 95.0 - 105.0 % of the labeled amount of
eltrombopag

3. | Dissolution Not less than 75.0% of the labeled amount
of eltrombopag is dissolved in 45 minutes

4. | Uniformity of dosage unit A3 IUA Finished Product Specification
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U9 | Test items Specifications

tmpurities

- 3'{(22)-2-[1-(3,4-dimethylphenyl)-3- Not more than 0.2%
methyl-5-oxo-1,5-dihydro-dH-pyrazol-
4-ylidene] hydroxy-hydrazino}-2'-
hydroxy-3-biphenylcarboxylic acid

- Any unspecified impurity Not more than 0.2%

- Total impurities Not more than 1.5%
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AANYIL YD
Etanercept 50 mg/1ml solution for injection, 1 prefilled pen
(GPU 1040870)

Foen Etanercept 50 mg/1ml solution for injection, 1 prefilled pen
2. anauUEnaly
2.1 gduuy Wusnguuuvansazaneysiaanitie dmudadnlafiams

2.2 dwdsznau  Tu 1 prefilled pen v 1 ml Usznausie Etanercept 50 mg
2.3 NUULUTTY Uﬁiﬂuusiqﬁ’mﬁﬂsﬁm'mﬁua%aﬁw Uoariuuas
2.4 281N - ‘381_11‘?1'93'1 diulsznaumendIAyuagAuLTe TUNEn i’uéumq \aviinGn
waztaunstiouiiuenlisgadaiauuuussyiue
- vunuzusIgEeteesdetsryesmiodenisdn drulsenouden
dndiguazanunss Yudueny uanaviinaalivaiay
3. AududAMIamaie
wamsmﬂiﬁLm’]sﬁﬂmmmﬂulﬂmu Finished product specification &g Drug substance
specification fi§198a9nindvsnfuatuiiioaiy Feldannsifouronnenssunisemisuaren
NIEVTNAIDIUGY mummm‘suﬁlmmqmmaaL‘Uuaw‘wLwaumwsa’lmmwmmmumﬁﬂmw’m
frsunils AUUTZNIANTENTIENEIINAY 1309 TrUUBT WA, 2561 astuil 6 5umm.| 2561 (a
Uiumﬂlu'mmﬂ)mumnwﬂuw 12 nuUATUS 2562) uagUsynANSENT A5 ITUAY 1389 SEysen
(RUUT 2) n.f1. 2562 astuil 3 NIN{IAL 2562 (aaﬂsvmﬂiui'}ﬂmmmuﬂ‘wnuw 26 NINQIAU 2562)
mmwlmﬂsmglumswm’tm‘] (non-official pharmacopoeia) Yafimuanmuantiniamailn
ApasENausY universal tests uaw specific tests audarmunuazanasgiuialuvesnisiianzsii
ﬁmuﬂﬂluﬁ’tﬂme?’m%’ugﬂl,wum‘u;uf] (general requirement for dosage form) #3@ The
International Council for Harmonization of Technical Requirements for Pharmaceuticals For
Human Use (ICH)
Finished product specification

U9 Test items Specifications

1. | Identification N3N Finished Product Specification
2. | Potency MIHIUAIY Finished Product Specification
3. | Appearance A5AIUMY Finished Product Specification
4. | Colouration A3IHIUAL Finished Product Specification
5. | Endotoxin Not more than 20 EU/Dose at release

6. | Osmolality M5790WAY Finished Product Specification
7. | pH 6.1-65

8. | Steriliy M3IUAY Finished Product Specification
9. | Injection time A529H UMY Finished Product Specification
10. | Particulate matter PTIWIUAY Finished Product Specification
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HlauasinfasdudiuInnaslenals niouasarsiletosusasenaslaegiiduig
neaLdunnatl
vas & - o w d o 1 t
(1) wnasmislasuveynntunsifouirdueniedmireludszmelneg wazdund (declare) wmas

Wan
1.1

1.2.

Tuddmstungdoush$uen 1w ve.2 ne.3 ve.4 w3e 0.2 wiusnsed

- nediifueindsluyssnelne vaneis ve.2

. n‘szﬁﬁtﬂumﬁwL‘ﬁ’w;ﬁammﬂwsw‘ e 8.3

- nsdiiduenindrannmeUsend wuneds ve.a
fvatunsdou ve.1 e 1.1 vew fiaussian Wiausasduniitan1sAIVANANATN
vendnfasinuildunsido (finished product specification) wardoMNUARNNINY DY
TnQfv (drug substance specification) nitﬁﬁagisij'mmmJﬁﬂuLLUaaLLﬁlmﬁiwﬁmsﬁm
WUULBNAIINITVRRALY (8.5) UIN5eu finished product specification Was/v3e drug
substance specification lngvauslunouiuussmauseninsiandiannseiing wazluiiu 2
U o Juuszmedszmasienddnnseiind

(2) 1BNETIUTBWINTFIUNITHANEN

2.1

2.2,

nsfleminluussinalne duansssfionarsiusesnsgiunssane munaninasivay
A8nsfialunisudnen GMP-PIC/S Tngnuanany PIC/S participating authorities %381l
IONATIVTDWATEIU GMP Ui 1N ILANENTIUNSOMSIAZE NSENTIEEITUGY 9
Avuatulasfirsaenndeuasiindfioniu GMP-PIC/S Tumnaeniiauame atiuaganiy
s9UNsATIvdeUlnLiinan1siusedviudssmelssmasdidnnsedingd
nsdlgidraninsUssng gudadosdionansfusesnasgrunisadnenumdninusay
Bnsialunisadag GMP-PIC/S Tnevtneau PIC/S participating authorities ¥38 US
cGMP g eUsivAduin adudiganiuseunisasisaeu Tnednanisiusesdafudsenia
Uszmnsmaidnnseiing wieognasndn udusinsdl

(3) NaTAMNANYMLYRIEINLEAUDTIA
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3.2.

3.3

3.4.

3.5.

WaN1IAsI9dATIERRUAMKAn dusied S agUvedndn (certificate of analysis of
finished product) lugnguiidutuseg
HAaN19AsI9TLAT BRI INTRgRUveIRI81d Ry (certificate of analysis of drug
substance) ﬁ“l%‘lunﬁmﬁmmiuﬁmtﬂué{msjwqﬁwaqﬁmammtl,avgﬁﬁmﬁ'mqﬁu
enasnsendngiududuanuduiuiseninegunisudnvesingiusiendidny (drug
substance) 8 3.2 fujunsninvemdndueisrdiagy (finished product) T 3.1
HaN15ANYI long term stability maawﬁaaawqmawwﬁﬁumLﬁaul"a’ﬁ’ue?ﬂﬁ’ﬂwuﬂmxnﬁum's
DIMTUALYN NTENTNAITIINGY

renasiusesindsyuunisiivuazdndee iy cold chain system fildunsgiu ans
MANINNA Good Storage Practice (GSP) way Good Distribution Practice (GDP)
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