UszniAaa i uusT i
- 3 ” ° v ac
1399 Uszn2ns1A@aen tamoxifen bo mg tablet, o tablet 31UU meid, 000 tablet A2835UsENIA

s1ABLannsating (e-bidding)

an 1T uNziS e danulsvasdaslsyningimiesn tamoxifen wo mg tablet, @

tablet 91U meld, 000 tablet MeATUsEMATIANBIENNTOLNE (e-bidding) S1AINANYBINUTD Tunis

v v
= o/

Uszmnsanail WuRuiaYy o,mns,doo.0o UM Milduaaauauuiudaiuihiosumiiw) s
s19ms fail

¥1 tamoxifen o mg tablet, @ tablet (GPU) (¢ecaaaae - bocdabd)
11U meI¢,000 tablet

fiutolausassiosiinuant® Futoluil

&. LANUAUTONIUNY MY

. lWiluypraduazans

o. liegsgninudnianis

<. liilluyprateegsevingnssiunmstiuliaaueviovidyg fumbsnuvesisitesm
y v L ) 13 - Lo ) v =i dﬂl =
LﬁaqmﬂLﬂugmumuLnmsnmsﬂ‘isLuuwam‘sUgummwaqgﬂiznaum‘smmzmau N3FUUATINNG
NSENTNMIATINMUANUTIUTEN AL TUSEUUIRI DT wEsaUMAYBIn T Enans
=1 P - o = a4 v v v oo P v wve '
& 111Lﬂu‘qﬂﬂaemgmzqwaﬁuummwwawmuLLa:“menawa'(mmuwmu Y9IV
NuUeIsglusTuuAIaTasaumArInsunTnae Yeywdeiiiupnanigitanuduiudngdnns
NSIUNSEINNTT HUIvT galgunalumsafiusilufianisvesiifiyaaatusie
o. inuantinarlifidnvuzdomiunuiinuznssunisulouienisindedadauas n1s
Uimswannasgimualusvianyunwm
& aa Vel - ) = a d a o '
o Wuiliypragileninuewanivsyninsadidnnseiindsanann
<. Widugiinauszlovisuduivdiudoauesanedunidniudeiausliunaniuayds
W@ w Judsznmimusenminsmdidnnseiing visludugnszviinsdulunisdarnmsutadusien
' o a & a ¢ U o
2819 0uss5u Tun1susemasiadlannsatindasail

| 2ot £ J - v at E!I - ) d“ |9 1 Vd‘
«. Liduglasuiendnsviearuduiu Fsenaufiaslivestumalne Yuuniguravesiu

ToiausldiiddsaaziondnsuaranuAuiuuindu

about:blank 1/3



wo. foutaiauendudaiausluzuuuuyes "fanssauAn" desdinuauliicail

[l
=l e W 1

nsdififonnasseninaidnirunimuslifidrndnelaneviadudidniudman
fomnassgvisdiinsndagdesinsimundndumhiiuasanuiuinveuluiinanu dwewmieya
mudny e mdvaninnIgin T eau e

nsdiidonnassswinagidnsmiimualifidrsmiselaseviadugidrsmdman
Ransrudniudedinanuvesidrindmdnmafeniunanuresiansudiibutomue

L

dwmiutennasssninegiinsinaibilanvualigdnsuaseladugidisiuaman 4

&

WhswmmnievzaeslinuantRasuiumulsulvinualiluena sy

v

nstndennasseningidrswmimunliiinsueunineddnsuiiselaseniadug

[+

Buteiaus Tunuianissiud msduteiausdnanlifesdimisdeususiu

dmutennassrminefiindammililaimunligidnsmmseladugiudeausgidn
Swdmnseassesasaeiiotelumiidensusnsligiirsmimelaneniadudiudemusluumianis
UM

L 78

oo. foutslauansameilounivayagnaesrsuilussuuiadedndnnaigiie

~—

Bidnnsednd (Electronic Government Procurement : e-GP RIEFVTEGRE

s

o, JEUTDIAURRREYAANEU0IAINTT A

he

' v
=l U =

(@) nsdifputaiavaduiifiypraidnsunungmnelnedsldsavadouiuni o U

L]

a o=

Aediyaransraeianis MnkacesEnIAUNINEanEvinmeniduans Nusnglusuianigiuensiunll
MINTITUTOMA Fazdpauansrnluuin e Vaavienauiududeidue

o v w

(o) nsdiffutoauaiiuiiypraiidndatunungmnelne Fsdslifinssenusuuans
gusnsiufunsuiaungsianism WRosanmasmunyaresmusmzdou Inegiutoiausassioad
yusanzdouiiGendrszyariuuds u uiitudeiaus lidini e duum

(en) dmsumsindodninenfmilsiitnaiuiu ¢oo,ooo VALl nsdifdudeiaus
\Wuyaeasssuan Tasinsananuisdesusesyiiiudinliiu <o Ju feutududeiaus lnoseaiiiusn
awdslutnydsuinaiduyai o lu € vesaruusznaeslasmienensiouteiaus Tusasads
wagmnidugruznmsiatefntnaiaduldsunisindentdouanmisdoiusesyiiturhniituasd
nandnasaiislutuasuniudyan

() nsdiifButeravelsifiyadgvivesfianmsvienussvzidou viefudliifeameriaz
dhiutelaue fiudalausamnsaversiudude Tnedesihaiudude o lu « vesyadsulsznuituds
wualuadniu Eudefisuiasmelulssma wisusdtunuieuidunuminnindaildsuoug el

UsgnaufiamsBuyuiemswidise uazysenaugsnanuseiumuusznipvesuinisuwislsemdlng a

& =

sefeuiiniunuiisuinsuinsemdlneudsdeulinay TneRnsananeeniusurenaiviude
dtinewilvgiuses viefidineuanuiiuses (sdlldsunsusnanindinenlng) %'aaan'[,ﬁu.d@’?iu U0
waue TuiTuiuteiausliiiiu <o Ju)

(@) nsdiau () - (&) sniudmsunsdissoluil

vl v &, ' @
(¢.@) ﬂimﬂﬁdﬂu‘ﬂaLﬁUE]LUUWu']EN']u‘UEN'i‘ﬁ.

about:blank 2/3



v v
o et =

aa o = = ' A
(¢o) DAynnaTidnnstunungmnglnefiegssvinimsiuniansmunszsny

Y

1
wa Y @ =

Tyaifiduarans (@UU eo) W.A. beoe
@'ﬁuﬁamuaﬁaaﬁwﬁamuau,azLauaﬂmmdszuuﬁ’mﬁeﬁ’ﬁﬁwmﬂ%’gé’w&ﬁnmaﬁnﬁlﬁuﬁ
oo UNTIAN bEDR TENINNA em.00 U. T 6.00 U.
daulaanunsavesulenarsuszninsimdidnvseiing lneannilvanienarsmiessuudnde
Indunasgreddnnselind de Aumuszmadadodnddldfauduiivsymasuisiuauasian
diudeiaueanunsadniomenamstouslimunuiivssmeudeiuaussm
dauleanunsngsiasiBonldfidules www.ncigo.th wSe www.gprocurement.go.th 3e
AU NINSANYIINEIAY clb-bolo-bmoo AB eeos TuTukaLIA1TIYNTT
fauladpansmsuneazBeafisduisiusesisandonveunuasnunlasanis Wn
aounnngs an1dunzSuviend iumsluswdlddidnmsetind ncipharmacy@nci.co.th wioteamemiy
finsudydnansiivua MUl oo 1nsia eebe TnsantuusiuimiesunmeasSongend

] 3 |
HTuaUlYs www.nci.go.th wag www.gprocurement.go.th luiufl @b un51A b

o o
Usgnid  WUN oo UNTIAN WA bdoe

(5o MFeNANYNY Susansde)

HE1BN15a0 T uNE IR

about:blank 3/3



lenansUssnansmdadaedtusninsadidnseiing (e-bidding)
@l o/odoe
ﬂszmmwm%am tamoxifen no mg tablet, o tablet 31U meV&, 000 tablet #2875U52N2A51A1
diannsaiing (e-bidding)
auUsENA @nnTuNIS Ui

w o
AIUN em UNIIAU bdbe

LY} @ 1 =y d’ 1 -:'i/q 1 " s - 1 a, = L4 a‘f
A0 ULZT MR FemaludiTunn "aonUuNZS mrad" HanuUseasAazsUsenIng n1ee
EAsUsENINTIBENNSaTing Mus1ens sall
81 tamoxifen o mg tablet, @ tablet (GPU) (¢ocacaas - boxelbd)

914U meld, 000 tablet

8
L3 L

4 X o Yo [ ' " -] - v Yo o
ANNILTOUADIUUVDIUN °U€N‘LV|JJ lﬂJLﬂﬂ'L'UQ']UIJ'WﬂE]U 1§JL'1JU'UQ\']LH']Lﬂ'U ﬂ%iuaﬂ"“mﬁ]ﬁl‘ﬂﬁ']‘lﬂﬂmum o

=

audnuusamzaseuiiimualiluenmsuszmanaioneiiussmesadidnnseindatiuil Tnedte
wuzthusedorvun daeluil
0. lanasuuunglana1sUsznInsadiannsadnd
o SNTWALSEATBUARTBILTIIATING (Terms of Reference : TOR)

[
L | LY

ol puvluauenenfimvualiluszuunisdediadainanaismedidnnsaiing

oo WUUANNNIEARIxIIsLUUIIANATlgIAaUTIM

o.€ wuuniddes1Useiu

(@) wanuseiudnn

a.d  Uniyny

(@) HilwaUssloyusauiy

(o) N13UAVINTTUYITUEE AT UEI T

[V o

ob  wuulfenasidmualilussuudagedninniadgiediannselnd

(@ Unfwnaisdiud e

(o) UnTonarsdiul b
@0  WHUNIS1197U
0.6  LONAITWUUNIE

e«  WONAUIZNAUNIUSEEIUUSZANEATNADSIAN

N =
b, AuANUAvEINBUTBLEUD
.o HANHENITAMUNYUIY

wlo  hiduynraduarany

about:blank 1/9



b LiogIEWIINENRINTg
oa Wiluyaradegsswingnsziunstudeiaueniovhdygiumhsnuresigli
H1asm Weanndudilinnunasinisusadiunanisujuinuuesiuszneunsaussideu Aiguuniinns
v e = a o =
NIENTHNMIASIAMUARINNUTENIAKELNT LUTEUUIATRU B TAEUMAYBINSUURTnans
] i d o/ = dl U: v v a d v IJI;’
b hiduyaradegnazyelilutydsetedivnuazlawsdeutelmdugian
' .l ! @ - q‘ o oa l:;ll: [ v i kel
Yomhsnuraiglusruuinietisansauwmeavansulydnals Besmfslayanangisauiuiudug
§an1s nssumsgdnnts guims gldunalumsaniunulufianisvesdfiyanatuiie
o fauaudivarlifidhvasdevihumuiauenssunisulsuien1sindodndng uay
nsUIMsHann1ATsImMUAlUT YA YUAY
weo  Wulfiyaradilondneiagivszninsadidnnsetinddaing1a
roa Vel Lol w w vd W A o v oA w v ' as
e Wiludiinausslovisuiuiudiuteiaueedundiduteiaualiun an1iu
upiSasiand a Julssnimdsznanniandidnnsedng wislidudnssvimssudunisdaume msudadu
" oa a a ¢ o &
agutussaulunisuseniesiandidnnsetindasail
(-1 Vas a £ a v oo oo = ' =1 v 1as
oo Bilulldsuendniuienuduiu Feaufiashiventumalve Liuudizuia
yd val o ﬂ‘) L o Ar v ol H ' 5
vosftutoiausladadslvaaziondnsuaganuauiumuinuy
b.oo Houtoauafivutaaualuzuuuuves "ian1ssium’ deadlnuauifnal
oy v e v o vy oy v & & v o v
nsaifvennassenInginsumimualagnsaaselaseviatugidnsum
win donnassEninglinTIuAaredimsimuadadiuvtiuarauiuRaveululimnu dweavie
yammudygrvesidnsiuAimaninnngidisinAgaunne
nafifidemnassewinginsiuiimualigidnsaudselasieviadugidnsuen
wan Asnssaudtusesldnanuresidnsududnsedeaiunanuveaiamssiudiniudoaus
dwiutennasseningidrsuamlilamwualiditisiuaseladugiinium
wan grinuAmnessfedinuaniinsuiumutauluinvualiluenats@yyiu
o v v v o Vel v oy v o
nstindennasszninginsinaimualuinsueuniedidn Al senis
Wugdutaiaus luuufanisswd nstudaauasinanilisesfimidoususiung
dwiutennassevinsginsmiiladlamvualvigidismneladugiuteiaus

v 1 v ke

AnTAneIziesmaeiedelumidensusnnalifidsindnglanenialufiudeausluuy
A

ANN55IUAN

vy v = ey v w A W ow o v
b.oo NHutBlaUBRBtRmMuLlsunTvayagnABInTUNIUlUTEULIRTRIATINATTNY

U v o8

dudnnseiind (Electronic Government Procurement : e-GP) YoInTUUYTNas

Ild 14 Al = 1 o = L2 Hy
b.ol Hiutaiausdoiyafigrdveians deil
(@) nsgifdudaiauaiuifupnafidnstiunungunelvedslasanzdouiunin
o U dosilyarianiuesions anuaseszwidunindavdinaaniiduansnusinglusuuansgiuznisidu

=

ninsnsiaiusesia Feavsoianirduuin e Ugavinonauiubuteiaus

VoW
o o

(o) naclfpudaiauaiuiifunnandnflunungmingnedadalaiinissenuay

wansguznsutunsufagsiansa Tiiasunsimuegavemuansdou lnegiudeiauey

L g =i -l

Aesliuaanziiouniiondiszyaniulg o Tunbutaiaue laindl o duum

¥

about:blank 2/9



(o) dwSunsiatedadnendmisitietuiu ¢oo,0oo vmiuly nadiiude
wuaiuyarasssum TneRnsunanuideiusesiyBiudnliiu «o Tu feuiududeiaus lausadl
Fuehneandsludylsuimsiuyed o lu maauﬂaﬁiﬂauﬂixmma\ﬂman’liﬁaswmiﬁ?juﬁmaudu
uiazasy uazmnidudruznmsindedairadalugldsunisdndensyiouanmisdofusoaiyTidurinil
yardananisnadmislutuasumiludyan

(@) n3difgEutoiausliiyararsuesianisvievuammaouvieiiusliies
weflaziihiudeiaue goudoiausannsaversiudude lnsfeshiudude « lu « vesyameulssnn
voslasmanieTeniibuteausluuiazads @udefisuimsnislusyin wisudnidununiouivniu
nuvdnningnlaiueygaliszneuiamsiuyuilanswidvduazUszneugsnamuseiumuyseniAves
suImsuwissumAlng musedeuismiuuiisuimswisUssmalneudadeulinsulasinsanainees
L'EusammnaLiuﬁuw?iaﬁﬁﬁﬁ'ﬂmu’lmj%’Uiaa wiaddinauamiuses (nsdlduneustunaandnineu
Tugy) Feeonliunfdudoiaue duiviubutoiaushiiu co Yu)

(&) NsenY () - (@) snudmsunsainamalull

s

(¢.0) nyingiutaiauailumienuressy

o3

(&) TAyanandnmITumungminelnenegseninamsiuyianisnunse
TvlygAcuarat @UUA eo) W.A. beoe
o =
o, waNgIUN1sEutaLauD
AOUTDIAUDILABAAUBLENA TN IUEULNTBUAUNTIAUDTIAMNESEUUTRERIN TN
mafgmediannselind lnsuenidu o dwu Ao
< ' ] v a w =1
m.o  dUl o sdnsosdaslilonarsasialuil
(@ lunsigputaiauailiulifuana

(n) Wviudwadyrsowiudnudnie Thauduumidesuses n1an

nzfouiiiyana Unydneveudugdnms glsmnaniuay (G1i)

U 9

o A

= s <4 = e o w el o @ & e
(v) vitmdriaviouTemumeudiin Tigudiumidesusesnism
nzifou dAyaea wildouiaumiaud UnyTs1evenssun1siinnis leunamuau (i) wasdnydhtenu
selng (01

ey oy

(o) Tunsdifduteiausiluynnasssunvionnzyaranilliifivana Tidu

Rl

dudnsusedvihvsyrivuvediu dundennasiiuansfenisidntduiudin (i) duundnsusedim

Uszmnvuvasgiiuiudn visdiwmildaiunsvesiluiudwiillatedymilne

S val v

(@)  lunsdlfgutaiauaudiuteiavesaniuluguziludsnd Tiudwun

u

Ry 1veIN1Tin A1 uazlenainunszylilu (@) 30 () v0955WA Wiusnsel

a

i
o =i

(@ wouteiausdpianvang UReIfuyar1gvsvesionis Al
a vl v aa v a da
() lunsalfutoavaduiifiuana idusvuansgruznstundnig
o v = v | v oo w el v
JuseMYed o Yasvnenauiudutaaus lnsliduvuztnauasian

@

awdl v & el ) & a
(o) lunsaifutaiausduynrasssuan Tidumideiusesiyddudin

liiin <o Ju feuludutadue lnsliduvnzsdiauesan wazavdesnanwilsdedusoslnFiudniil

yaARInadnasvddluiuasualudygn

about:blank 3/9



adwva v ] ' a a = -
(<o) nsdingbutoleueliiiyaransvesfiamsuazuaanzilou vioilus

|
Liveameiozindudosus Wudumidesusensiudude Guideiisunasmelulssmaiouson
GuyuvieuisniunundnvingldsuoynyalisznauiansiunuilensmalvduazUsznaugsiad
s sudszniavassuimsuislseinalng smusiedouiimduyuiisunmsuisstmalnoudadould
n3u lngfansananeeniusaensiududeridinnulugsusemiofidinauainiuses (nsdlasu
wouswnaandinaulng) Feeenliungduteiaus duiviuudeiuelsiiu o )

(@ dwulunsloumdied dunlungsilounByaduiis

[
= a

(o) Vgdenansdui e MvuanlagunTouiunIstaueITIAMNTEULInGed
Jumasgredidnnseting munuulude e.o (o) Wneliseawuuluzuwuy POF File (Portable Document
Format)

il diekudaiauadiiunisuuulndienarsaudydionalsdini « Asu
f7u gnepd svuudndedndnniaiziedidnuseinderainadyienarsdiui o auuuy ute e.5 (a)
Tilaedtutoiauslifpuuudyiienaisdui « fAnanluguwuu POF File (Portable Document Format)
> "\ w Yy o w &
alo  #uil b adreiosdasiionarsasieluil

=

(o Tunsdififfiudeiauaneusunaliiyanadunseyinisuniliuuumiisde
uausIdRnensuanudaungune Ineiudngruuaniauesiueus uauasgiuneus L il
vngFuueusnaduypeasssumdesdudiiussaiinmsmungmneudawindy

(o)  wARMIRBNUAZ/MSEUULFUTENTasBunRuEN YUz MUTe <.«

(@) Uafenansdiui b vavuedilddunieutunisiauenamessuuiadedn
Tunmsgnedidnvseiind munuulude .o (o) Wnglidssuuuluguwuy PDF File (Portable Document
Format)

el ediudeiauediiunsuuulndienansnudyfionansdiui o asu
fau gndpaud svuudedodndunaigiudidnvsedndaraisdyfionansdind b nuuu Tute .5 (o)
ilnegiuterauelifiosuutiyBionasdiuil o fandrluguuuu POF File (Portable Document Format)
&  MIEYTIAT
<o fiufaausdiosiutpiausuasiaueramnssruuindodadnemaisie
ddnmsedndmuiirmusliluenarsusznminsadidnnseindi Wnelifidoululag iy wazezdoinsen
Homu Wignsiasnsudou wieuimdngrunansinuuasyinnsiuduiauestudeiauslngliifioauy
Tulauesanluguuuu PDF File (Portable Document Format)
<o lunmsiauenaliiauesanduiuuv uasiauenaldifissndafeuarsan
e Tnerauasimsiu wasysesiAremiog uazviesesionts amuldeuluiszylivheluiauesian ign
fioa el imsmilaueadomssiuiiiauuassanlide Siiawasimldolinseiu Wiedmilsde
WudAgy Imaﬁﬁmmnuﬁgﬁ"’w‘ﬁq‘S'Jumm@gaﬁ%ﬁu mensdu mavds Aeansdeou wasalidedug
e liuds aunsesdasuianli o douusEuiend
nafilausazdosaueimuniusalitesnit moe Su faudfuauenailas

muluimunbusen diudeaueresivianveusnminulaausll uarazoau maawesianila

about:blank 4/9



e O YY)

<o HPutBlauslzRodausiuAnadNaUNan iy moe Tu Juinainiuas
wludyan

¢« fBuloiaueszdosduanmion uasvioneasdunnmudnuusianizyes o1
tamoxifen o mg tablet, o tablet 11U meid,coo tablet lUnFaunsiauasIAMITEUUT AT TAT
aesghedidnnsetnd iNeUsenoumsionsan wdngrudina il anithussifuwisfeedaliduenans
YDINNTIYNT

«¢  fiudaiausszsodsiedveianiiaue $1umu sdhstioy o iay warae

=l

avideauszneunseBunslenansauianidunziuismniivun lasasaneiiediudeiaueniouyseiuns
(&) Afuluenanssne wievagudnauenmsitdadaotuuansmudyfianarsdiui v auuuulu
{0 0.5 (o)Wiielilunsnmamaassidousznaumsiinnsan Tuiufl b unsiau beos 21t
87 og.mo U T4 eb.oo U. i A0 IUUNTISIUVIYIA
wiall stz iy lifuisveulumudemnele q AfeTuwimetafang fagna

widenseliliud anfunzaienilisAuliungtutoiaus

<o neuueIm fiutbliausmsanagiedy SuTeanBenuaumnvas U
1Asans (Terms of Reference : TOR) Wiidunazdlaenasuszmesedidnnselindvianusdodeuiion
anasdudeiauemudouly lulenansusznmanadedidnnseiing

<o fiutaausssdesiuiaiausuasiauesnvisruunisindodninaniasy fe
Bidnmselindlutuil be unT1AL bese TEUINIAT em.co L. it eb.oo U. kavnaTlumsauesATlide
punawassrUUMsiatedntaesgiesidnseindidunns

doviurmuanandudeiauauaziauasinuis avlifuenansnistudeidus wazms
@uasAlas) lnginuin

<e  fPuteauedosdminenansdmiulilumstuenastoiausluguuuulng
\onasUszian PDF File (Portable Document Format) Iasgfudeiauadoaiiudfuinveunsadeuay
AsUiu gndies uazdmiaurenenats PDF File neuflazudumsiiulenansiolaus wéidsdedoya
(Upload) iiaiflunistuenansdaiaueliun aorduusiduei H1unsszULIRgedndnaniadaioe
Adnnselingd

€ ANENTIIMINITINANISUSENAs A Bldnvsedng azaliunsnsiadey
anauTRvesiutoiaususiazsiei WuiBudeiaueiiiinauslovismiuiudiudaauonstu aude o.¢
(@) skl mnusnginButoauenelaudiuteiausiiiinaussloniswiurugButoiuenedu aue
nssumsY sziasedegiutelausiiinausslovismiuiusenannaniudiuteiaue

MNUSINGADAMENTIUNMSHDITUINANISUSZNIATIABIaNNIatindan neunse Tuvne

oA W

nnsRastaiaue htudaiaueelanseyinissudunstareniswatusgradusssuniude e.¢

v

(o) WAZANENTIUNITY WOINHNITNTEINBUTUNTTNVININSUUTUDE1UTUSITH AZASIUNISY ALiRs e
A wva w & vl W u & ' - a v w o
ﬁaqaumaLauEmauuaanmnﬂ'mﬂuc“mwal,aua WAz A0 1UUNZISILWIBG azwmsmwaﬂwwgﬁmmauam

nandugiisny Guud anfuszdaiand swiesaniui diuteauesetuiiladuliEulvinisnsy

o

maananuarlalianusuiloidudsslesd sonsiansuned anuuziSaiivd

2
o

geo  HoulaiauedvdaujuR Al

about:blank 5/9



(@) UitRmudeulaiiszyliluenansussmanadidnnseiind
(o) TPTiauesrdeuusmiiumsyaniy wazmBaug @) sawenld
SreavasliFeud _
(@ fiutoiausssfosamydoudiodignisuiunnauasen muiu wan 1
AU
(@ diudeiausazasunisauesmiausudalails
(@ diuteiauesesdnuuazimndilalussuuwasiBmsiauesan daeds
Ussmasanddnnseding vesnsutgydnansfiuandliluduled www.gprocurement.go.th
coo AdygWosImukunsiuniniely o Tu dudaainiuasnludyan
Taodnvhununisyiaumuenarsuuielenasysenansadidnnseing uuadunsddygyiiiiiedu
Ly ¢oo,000 VT ununsenldieduenasdumivesdya
¢ wdnnusiuazanslunmsiansan
¢o  lunsfimsansamstuteaueussmasadidnmsoindadal aniduusdums
wiarinsandadulaglivaninuet stadseneuinusiay
¢l msinsagruznsiudelaus
nadlldndninausisaUsEneuInaeiy 1umiﬁ'ﬂ'muwQ’ﬂuu:m‘sﬁiuifal,auaam U
ULLTIUAIYIR
arinsalaslirzuuunutadondnuasimingisimun i
&b.e tamoxifen wo mg tablet, @ tablet (GPU) (decdaads - bocdeod)
(o) sefitudoiEus fvumiminwiiudesas bo.co
(o) wmsguvesduduiouintg fmumimidnvinduiesas <o oo Tay
fAsnsliazuuu fail sawnzuuuiaun (Performance) : U eoo AzWLL
n. Lﬂmv‘lﬂmmwﬁ"’ﬂﬂ (General qualijty criteria) bo AZWUU
¥, InUAAAMLANE (Specific quality criteria) oo ALUUY
A, InuTAuALTRTLEaUs TsminamsUfiRiu wo Azuuy
Tnermualihminsaimuaviiuiesas eco
e wingbutoiauendlafinuautiligndemiude © vdstundngrumsiude
iauslignies viisliasuiunude o viedudaiaueligniewnude « auznssuntsiionsanta n1s
Uszmesendidnvseiinderlifufinnsandaiauevesiudaiauesedy Yuus diudaauesisle waue
lonansmamaiiaviessazidunaudnuurianizvasianiiormnelinsuiiu visiausuazBuauansialy
yndoulvitaouusd i liludssmauasienatsussnasaididnnsednd ludwiilvanss
ddyuaramuusnastilifinaviliAanslsiuisudenou defiuteaussedu viaidunisianain
@ntes ANYATINNITT BIANISUWBUUTUNTANANS Q’ﬁu%’mauaswﬂgu
¢ antuuzdasimianudvsbiinsuderusvesiudaiauslnglifinisiou

fu Tunsainanaluil

v
= [P v

(e linsenvegiutelaualunisiauesmmassuuindedndme
diannsetlind

about:blank 6/9



a i P o o
(o) ‘d@usTIwazdauAnAltlUINRoulefvuslulenasUszninsia
a oo o ‘d‘ I a s =l = o vV a 2/ =i = IIJd' v d‘
duannselindiiluanseday vislnaviiiinanulaSeudanseuungbutaiauesedu
e lunmsdedunisuszmasmdidnnseiindvselunisindygn augnssunis

acda =t

finsamansUssmasadidnnsetindvieanidusiuvieniiiavsliiduteimuetuasioiioniafiugy
16 anfussiSusiand Tansiezlududeaue Lisuma wielivihdyy mindeiassedanan limunza
nIsligneiad
¢o  antuundaiminsalidansierlifunadiian vienamilinaile vie
simfiiauevivuaild uazorninsuidentelusiuau vievua vislawizsenuiliemsla visens
sonidnmsUszmanmdidnnsedndlaslifensudadomefls aaudarinnsn vaid ieustlovives
masnsiudAy wagliiodnnsdaduves aouuz S iduiaue Q’?juﬁmaumm‘%un%’mﬁﬂ%
918 viseandemelaq 318 sariiaantuazSaumend wsfnsansnidnmsusenmasadidnnseiinduay
adnuiudolauadudiisnu binduffuloaueillésunsdndenviolifinm mnfneiidedeld
nmsudeiauenszitmslagliaain wu maausionanssuduiia wislideypnassun viediyaaa
duniauasauny usy
Tunsdiitiudelausseiiauasiasngn lauesesoumemangliinlionadiiu
NumuenasUszmesmdiannsetindld anznssumsisuikanIsUsznmasIAmBannselindvie
anntunzawiend swbigiudiausiuiuauazuanmdnguiviilidslst dudaiausannsoduiu
msaenasUszmnsmdidnnseiindliiaeauysal wndduadliuiisuilald aontuusSaiend §
ﬁw'ﬁﬁaﬂﬁ%’uﬁatauaﬁahi%’Ui’iﬂwaa@'ﬁuﬁamuaimﬂgu yiail HiudolauedsnanlifiansGuniesaildang
wisAndowalng nan tuneS e
¢o  AsuasuludyyraniiuuzsuvisrfonausznAenidannisuseninga
Sidnsetind winusinginiimsnsevhiidhdnvasiuteiaueiitusmsussmnsaviefildsunisdadan
finauslenismiu vieiidnlidsuiiudeiaussudu wiodnunenisusiuatradiusssy wisausou
fufugiutolauesedu wiadmihillunmsiauesia wisdeiinsmhnmasindulalunsiauesia
5. mandygnarderrrisuuunaasilisiiatiuin
oo lunsdififrugnisuszninsimdidnsetind annsodwevdsasldnsuiou
melu ¢ Yuins Suudfuiividennasde aortuuySaianfasinsandaidenanantiumldewny ns
g muuuudygassey lute e.o Ald

=i 2

blo 'Luﬂmﬁ'qﬂu:msﬂsxmﬂsm'15Lﬁnmaﬁna"lajawmwsméauauﬁamaﬂé’muﬁw
melu & Juvinis vie aondunsSusimnfviuildaumsiaihdennasdumisde aude v.e fuuzns
Us:mmnm%3Lﬁnmaﬂnéa]sﬁaaﬁaﬁmm%amuLmnﬁ’cyrg'lﬁﬁquuﬁa o.m viovidennastumisde fu
antunsiduviimAnielu o fu Judannfuildsunds uavesdonimdnussiudyglusuouduriniu
Yovay ¢ veaTIAANAeITUsENInTIA B Ennseiindlian  Tuuss wisratate luvasyhdyan Taold
winuseiuetrmisatniladolud

(@) WHuan

() Wardansmividisurmsdudsiisandunsiusind Sadudansonsiiasiu
Anlida vioamvidudissradmiihiluiuidyg wiedeuuiiliiiu e Juins

about:blank 7/9



ot g as L7 1 A
(@)  wilsdemUsziuvessuinsnelulssma anusegnsfinuenssunsulaus
ivun Mszylute o.« (v) ievzumisderusyiudidnnseiindauisnsinsudnlinasdivue
(@  wlhderusziuvesuseniunu vieusenduundnvindilasueuny s i
Ui:ﬂaU'ﬁﬁ]m'iL‘EunuLﬁamwnn}tjéLLa:ﬁUisﬂa'uqiﬁ%ﬁwsxﬁ'ummﬂssmﬂmaaﬁmmstmthsmﬂlwa A
4 - s - -:J 1 YV o« v L 73 @ 1 a4 g ar
FedovTEIMtuunsumsuitsEmalnewtwisulvnsu lageyladlvldnuimagimisde Amusziures

suIANTHANENTIUNTSUlBUIBAMUA AISEUlUTe o.c ()

as as @l

(@ Wusimsssuialne

o4

3
s =3

wanUsziudazAuly laglifeendenielu ee Ju dudnaniuiguugnsuszninsian

= ] g v v L o o/ J 1
dianwsedind (une) Wuanderniunmudygy ¥eiouws

<

as s 5 v 1 c‘l‘ ar 1 o d.J -=|" e (=1 1 <
wanuUsziutlazAuly laelifinonide audnsidaruevann@eddoTusis @

Iasuusuliua
o,  ANNNNKAZAITIERY
anuuziFIi® ardneAdwestalasiunityadiunaonaunBonsou q uazen

kg

w1 ¥ o i v o vl v M v o oA v & o v [V a v w
T9ensvnmeusliuiddudeiauenlasumsdndenliugazung Wiedazsladweudaveslansuiiy
mudyazdeszanevsetennanuniide uaraniunziSwvandlansaviusevdwetiGeuiosudn

. 8as1Alsu
1 s L A’ v _a -9 (é} = 1 4
AUFumBLUUEYRLTerIBLULYNElEna1sUSENINTIATBLANY SO UNAY ViseTe
& o & va o v " e | w M v " w
anas Favneunisde Ianludnsnfevay o lbo w85 IAANAwendililasuuaumnaiy
®  N53UUTEAUANTIIAUNNIDY
Fyuznisuszmesiadiannsedind Jsldvihdygravdesvuneauuuudaseylute e.m
wiovihtennasdailunisde udusinsdl azsosiulsyiuanutisnunnseivesdvesazdevioiiialu
nmeluszeznalitesnii o U YudaannTui aonvusleS i esuneudswe lnenassudnnis
gounruwilulilinislafdadunielu o Ju duianniunlasuudnnudrzaunnees
[ & - w -
eo. Tadsrudnslunistudelduauazdus
=% 1 al o als J 5 ¥ v =Y o
vo.e RuAMand miun1stensal launaniiuing
nsasnuludygraznseinle aedloaniuusswviannAlasusylAtuaian
INFUUIF Wavindy
=Y @ < ' M Yo o vl v v o w [
ool Weantuuzsumnildrnidentbudaiaueslaliiludavee uaslinna
FoFweanunisuseninsieaiannsaiindudd a'ﬁc}fmx'awazﬁaaé’w%mﬁh%wa&é‘fanein’wﬁ'wmmnﬁhulizmm
o5 W o W [ ool A a ' v a v I - -
wazvamiusoniudwlnenGeludumaniGelneduey uazansaliuinsivuldmamniguuniinns
NSENIMANUIANUTENIANTINUA Q’ﬁu%’aLaua%'qLﬂuﬁﬂsmuasﬁaaﬂﬁﬂ’ﬁmuﬂgwmU’i'}ﬁwnflsa’iatagum
i % bl
SWIEBEUNT Al
W W 6 a o & v ' 1Y) ' ' v
(@) WIN15EMI01UNAIBINTDILVIOAINETITINIINAUTLNARDN UL

1 al L7 Q‘; Qs A £ Q.J = al’ 1 v 1 d'w =
vin el o Ju dudsuiiungasuieds viedevesnindeuseme Vuusldurefissuun3nnsnsgne i
Auwplsznmaen iuliusnlaeseduld

(o) danslvdesiiavdevsmednanussnnlaeselve wiaEentansu

WeartuGelne anasUssmandalsemalve Huuszlaiuaygyinainniud v ussndweniulagiGe

about:blank 8/9



duiitleelne Fansdodlisueygnruiiuneuusmnuesaaiedu vieuresiisguunticnisnszns
puunAsdszmmenciuliusynineiSedy

(@ TunsdiiliugiFam (o) w3e (o) fusazdesiuinmungruneisng n1s
duasumIniiveund

el W = w o | a Yo & v o a o W &
eo.m  HoulauaBaotunzissirdladndonual luluvindygyvietennaste

=}

Wuntsdenelunariidimue deseylilute o aondussSaismagiunanuseiumsbudeaus viadon

v

JosnfeenvilsdeAuseiuntstudaiaueyiuil wazensfnsansenisdlivalinnudsmedu (6 s

= s

neagRsanlilugiienu auszideunsensnmsadriensdadedndnuar Mmsuimswanninss

eo.€ @niuuziSimmianudnifezuiluiududeuly viodefmualunuudyan

o

- v & = v & o o o w o Y =
wistannasgallunilade Tiiluluauanuiuvesdninnudenisasan (6

D¢

L3 = s

@0.¢  MUNSHNBNAITULUNILLENAISUTENMATIANBENNTIUNET HAuTansaudiu

'
@ e i =1

nEutalaupIvspljuRnuAIladuvasanidunsiuvieni Addedednanliioluian wazdiute
auslifiandZuniesanldanglag iudy
s (=3 1 <y a o J = | Y v d'vé v
ook  anlunzSuinionasemasnidnnisdadelunsdaeluild lneffiuda
\@ue wiSeniesrdenelag ananituuzSaunisnalails
(@ asvunzSuinalilasunisierassQuieeldlumsindonseilasy
InassualiisananazyinnsIngensitsoly
= o o v w vl v o w al & M v v o P
(0)  finsnsevihhdnvazgdudeiauenyuznsindenianlasunisanden 3
£ 1 ar = ) 73 s ’/ﬁ' v A =5 s i LY 1) = s
wauseleisuiu vielidwlddedugiudeiauesedu viadavinmswituegaiusssy wisausauiu
Mugdutelauesiedu visowmihilunsiauesia visdeinssimvainaulalunisiauesia
()  NIsviNsdedenTatineluarvnalminainudsynewnan1tuig S
wIansENUAaUsleslalsnsuy
(@ n3dipulwiusfeIny (e) (o) w58 (@) aunimualungnsensi §oen
i 8 as &l s v - s ar
muanlunguuIefen1singedndaLaznsuIMINanNasy
e0. MIUHUANUNUINELarTELUEY
luseninsszesnannsde diutaiaveiilasumsdnidenliilugasanesioaujud au
naninugiinguinswazsuidoulanmualilauinsnin
ol.  MIUsEliuNan1TUSURMUYRRUTENBUNS
@ ' a o a wa ) @ wved W )
AnUNZIS I mmimmmamsﬂg‘umwuu.mLa%muaf,ymwwaagaumatauaﬁlm
LY s el v o 174 =!| o =Y a wa 3/
U n"l'sﬂﬂLaan'lmﬂw_jmmwau‘nmﬂixLuuwanwsﬂgummu‘uaawsxnaums
Vel vngiuteiauanlaiumsdnidenlinunueiiimunvzgniziunisduteiaus

mavdyrivandunzdasisnd ihesn

A0NUULBS IR

amn HNTIAY bdboz

about:blank 9/9



WUU UN.ob
AT IBENIRUIUUS LU UNLASUIAFTIHALII8aLLDEAA LYY

N1590%n19NA LY UnNaas9

_delAsans.___ 8080, tamoxifen o mg tablet $1UIU aed,000 tablet

NE¥uvdsenlesudnass @m0, E00.00 ] UM
FUNAUUATIANNAY (51A101989) ol JuN_ ] o& SUNAL o&oe.
Wuku, @,m08),800.00. . U SIAVAU (D) en&el Um

 efedmhiigimunainats (1aEnd)
0.0, AT ATANNA._ i Ladunsdiunyiivay sundunssuadin




FIUALLDYAAMANYULIANITYDIYN
tamoxifen 20 mg tablet

<
®. AULUUUN

o v

Y < ! a v < LY a Y a o v < P 4
antuuziswianaduantutuisulsauzisasgaund usnisguasnuigiislsausisaneli
AUrefinaunmdinfinau Wesnnduenguiifidnsmslélesuwasiiyadias nguaundunssudsliladises
gnauilld wivzdndenuanusoinisldiiuiass ieadvayunisguasnedUasluaadunzssuena
. IUITEA
A g v 9 < ] aa =~ ] v a P 129 A o & v v
ielianndunsiSwisrilieniieanasenstiuinis wavUaslasuennlianudndudeddd
o AUANUAREULAUD
o fAnuannsanunginy
b Widuypraduazane
o llegseninaudnianis
« Liduunnadsegseningnsziumsiudeiauensevhdyaniumhenuuessglitins iesn
Judilaiiunaeinisusediunanisuf URnuvesusznaunsnussifounisguun3innisnsensnisnas
AMPUARIUAIUTZNIALNBLNS lUSTUULATOU DA TaUIMATDIN ST TNaN
| = = v o v Yy v o 4 9 v va '
¢ liiduynanadagnizyteliludadneveiiisnuuaslaudilswieidudianuvemhsnuves

Ssluszuuaseviwansaunavensulndnans Gerudsdfyrmangfisnuduiudingianis nssunis

o

€
e B

I0n15 JUIs fenslunsaiiunulufianisvesiiiuanatume

e

o fnuaudinaslifidnvaefesinununanenssunsuleuen1sIngodnd1auwasnIsu S SiEn
Aasgimuabilussiaagunm
o \Huilfiyaradiiondnuienaningtd
[ val ¢ 1 o o vA £ A A v £ 4 ' Y < ] a
< Liilugiinauseloviswiuiugiudoauesedunididudoiauslyun an1duuziSuad
=) [ o/ [J LY [ v [ 1 < =1
wselidudnsgyihnssudunistnvinnisudsdusgradusssaluassl
« hidudldsuenavsviennuduiu Fwenaufaslisendumalve uudsguiavesiutewuels
fmdsliaaziondnsuazAnnuAuiuguwiniu
oo Houdaiausdesamsidouluszuudadedninininsyiedidnnsednd (Electronic Government

Procurement: e-GP) 4a3nsuugy¥nang

/. SNUATLDYN...



& TIUALIDYAAUANYULLANIZVBLEN

@1 : tamoxifen oo mg tablet
AENLANAY
< < o YY)
®. JULUUY s Wuea @susulTEnIu
. @1uUsznau : Usenaunlefien Tamoxifen o me Tu o 1in
. NYUEUTY : UsTYluunUnain Jesduanudu uasussyinritosiuuas

& 281N 1 5 W9Y1,dUUTENIU,VUINANIULITIVRIE, v Ueusiniue | inge
Tunndawaziunueeiy LiTnau waraanuuIYuLUIseg NtpfessE Yo
druusEnaufiend1Aty,ANULTY, TuALRgLaTLa YNGR

AuENTANIIYALIA

wamsmaaﬁmeﬁ@mmmﬁul‘dmm finished product specification lag drug substance
specification fig198sanndssuatuifontu Faldaanedoudedinmuanenssunisenswase
nIENTNEIEY Heinduiuilisrdwioaiuatuiieumimielminiunnssunduiiiule
Frfunils AuUTENIANTENTINEIGITUEY 1309 T2UATIT WA beoe asTufl b FUIAL bebe
(a3UsEMAlUTHRINYPUNTUT oo NUATTLS bebl) wazUsznAfisiiy 1309 szYfTe @UTUT b)
WA lo&olo a3Tuil e IR ol @IUsEMAlUTITAINYUABITLT b NANIAN bEbl)

Usznaunag

. A15181983U58mAlNE atUTl b 1EUT 0 AR o wazatuLiadu (Thai Pharmacopoeia I,
Volume |, Part @ and Supplements) 675@5’@@31‘1/@@8?138‘1/153\78’1613&4!?3%

o. Auasgiusayulnglng 1@uil o 1@u7 b 1R o 1@ud < wavaduifiaidu (Thai Herbal
Pharmacopoeia Volume | Volume Il Volume Il Volume IV and Supplements)

o, M313nsgLeaEsLlnglng e eeoo uavatuLiisiAy (Thai Herbal Pharmacopoeia boe
and Supplements)

<. msdumesiurunarfulade adufiniaded ¢ wazaduiiadia (The Fifth Edition of The
International Pharmacopoeia and Supplements)

& ismhiunladevesansgoisn atufisninds mc (A, woos) uaratiufiundu (The United
States Pharmacopoeia, Thirty-Ninth Revision, and The National Formulary, Thirty-Fourth Edition
and Supplements)

/0. BINSTUSAY...



5. 5 UsREsITATY atu AA. boos Ul o-¢ (British Pharmacopoeia boe® Volume e-&)

o, sins AT TLlAy @aunnermans) atu A.f. boe's (British Pharmacopoeia (Veterinary) boe's)

. gladeunsiniade atufiniadiil < (A woee) wazatuifiudu (The Eight Edition of
The European Pharmacopoeia and Supplements)

<. shdunladevessenmadiu atufiuiafadl oo uazatuifisidiu (The Seventeenth
Edition of The Japanese Pharmacopoeia and Supplements)

nsalliiusngeinselag (non-official pharmacopoeia) TorivunauauUAnIamAta fassenausie
universal test wag specific test audafruanazannsg whllresmTnseiidmualilussen
ﬁ’m%’ug‘dl,wumﬁuﬂ (general requirement for dosage form) 3anuuIU TR The International
Council for Harmonization of Technical Requirements for Pharmaceuticals for Human Use (ICH Guideline)
Foulvdue
o. dunenansinduen mwilneuas/venudings Alddutudinnuanenssinmsovnsuaze
b. duuludfyn1stunseusnuen (WU vele 1150 ne.m 130 Ne.e 3o 8o udusAnd) nadl
finsasuudaudle Wuuvdnundmvsudluasunlasnndoususe
. dundnveTunsuusiniue M ve.e vie 8.e) wiostermusnnsguvesdntusiondifagy
LLazﬁ'@qﬁuﬁamﬁﬁ@ (Drug product specification Wag Drug substance specification)
funudoul’ TnedeUsznaudae
an.e IWAUMEIEAEY (Drug substance)

Y
(%

a.0.0 dUToMUAASTINYRYINgAUmEdAY NTuvsdeulifudtnauamuenssuns
DIMTUAZE

m.elo duuiormunnsguTesngAUed Ry Tustseildsssdunstunadeu
(ngnsalidusnfidermumnasguvesingiusenddy Tasunsusedusisen

(official pharmacopoeia)

nsdlfiegszminwellasuulaudlvisiiengiarteimunnasgiliiaenadesiuiseiiuszna
fusemernagaredinnuaznssimseiaze uuudundweudluasunUasnmientusoe
TneTuiivendluudeuulas liiu © T HURTILUTZN AT YTIUEUDTIAN mnuiiveudludeunlaniu b
Wuisiudsenmadiriuauesian ﬂ"']suat,l,ﬁlﬁuLUéisJuLLanﬁ?uéfaﬂé’%’umsayﬁﬁmﬂﬁ"}ﬁfﬂmuﬂmzmiumimms
AT

/@, AMWUNTED...



- & -

. dnumifidofusounasgiunsnangnundninasiisnsinlun1sanen Good manufacturing
practice (GMP) Tumnaiiisadesiuingiusiend ey wareniiaue (@fuaianmuseumsnmaasulaeiieg
Tuhanansiuses) lngresUsynaunie

<o dumilidoiuseunmsgiumsnanemamaninasismsialunssdningAusiendidn (Orug
substance) 7l#¥UnsusBINIINATIIL WHO-GMP viieiisuiinduegiles

<o Ao fusesnnsgIuNSREREIMAVENN ST NSTIA UM SNERNER S asiEdFagy
(Drug Product) Al#3un153usesnsgL GMP-PIC/s vidaifieuini
<lo.o FHANHAATNTEENTIgU (Manufacturer)

lolo JUUIUTTIHANSTUN (Packaging) (AW znENEneNd 1S3 kA IIUTIYA WTaLAz oY W)

J
&, loNaNIAUANYAIL DI TAUTIAN
&0 NANMINTITIATIZRRUN NGRS eI dNSa3UeuE (Certificate of analysis of finished
product) lugnuiidadusnetng
&Jo HANIATIVAATIBNAMNIWINGAUTBIFIENEATY (Certificate of analysis of drug substance)
flilunssdnenuiidadusosaimesduineuasinaningiu
&an NIV BN NFINEUSUANUFINUSTEMIFUNMIHER VasingAuvassiiendify (drug substance)
1o &lo fujuNIsHARveINGniuied@1593U (finished product) ¥ ¢
&.& Nan13AN® long term stability 313U e JUN15HEN lngdaslsenaume
&0 ENUNINAITUANINANITANYIAUAIT F382817 (Long term stability data) naenvas
ograsefitunzdoulifudiinauanznT9INT0MILALIINTEN T SAT
&.&lo ANUNDNANTUFAIHANTANYIANUAIR I IUANTIZLSA (Accelerated stability data) tHu
seeza o Weudulivesndt m Jun1sHER
& <o nsdidueniidesaraneviedensnould dosdnansAnmanunaninmdinisazaienie
Bendlusvhazanesineg asuiuaenndestudeyaiszyluienansiivendway
Liitloundn e Junswan
¢.«. nsallalvendunuu (Original drugs) vﬁamﬁlé’%’umiaﬂL"iuhjé\’mﬁmiﬁﬂmmﬁaauga
YL AOUAANANTTANENTIALYa (Bioequivalence) WIgUWIBUAUEFULUUAAMIANNGI
wazuUf URlumsAnudiauyaves @l uesd1inuAnENsTINITE IS UALE)
nagnsassagy isedulumuderimueaina (USFDAEMA,PMDAWHO,TGA)

/. DY,



. 1081987
AUARIEIIRE 19198 1URY o MBUTIYIN N TuALeIYveInliTesndn o WHauTy
ynfufinsanua Fuduiunuianssieazidenlinsuiiunuiiualuidenuaudiniludiiuas

fgumsndnieniuiulute ¢o

o, MIUszAununwedwoy

o0 uBuegvesiidweudeunieliitionnit eb Woutuanfudwey

oo BMNNATIdwIEY Adesdd A mdelUIUTemaNIIITIAT e uTidseUTB SN ER

o.en NFEINETIINITINTdUFeg e TidaouiodsnTalnTgiannm whosunis
wihvilsdefesveiognse lnuguisazdesdiifindnmudnnuiivinesvnisdinga
AnneziuasdufuRaveuaildinglunisnsaiinneinunw nsdifiwuitelsiduly
ANUAMAN BUZIANIEMINIYTIYNTVOANIUANT LIFURATUINSIEUDTIAEIFINE IV
waz/viefudnlunfuioly

. fueazdosuansenasmsiuasusiientlndvuneny vioileiianmsidenaninge
Usgnslagdeurvun Tnelifideuly

w.& mMnoridndadusudiiu desdineslufiweimuaugumgiissninswudsuuuinlingsuns
$uen Idnsradeuneusue Lot thuddadmodsamenua

. ﬂmw@uaaﬂﬁﬁ%aaﬂLéﬂﬁmmﬂﬁauwmmé’@mmﬂ
c.0 \usemseiigninesnandadelsmenua
clo mﬂamﬁ’umﬁﬂLwiama%éfm;dﬂﬁuﬁumﬁﬂﬁaimm%ﬁ@Lﬁmﬁ’ummﬂamaﬂsmmiu,‘wwé
wazsansRansanliiuvesuismiu

.o JuduegVRsdIBUWGETRYNIN oo AR TUINTUdEY

& MNUALIANEIUBUNER : oo& U

b. wannastlunisRansandndentawue : nawiuszansnmlszneunaaiu

o. 2RuUUsIINA/9Ruildsudaass Guthgeuuunisdndesuasnfaeiidlie sl oeoe
118U o,mme,¢o0.00 UM ( NHEILELLALENMIL S AR SoaumMaIL )

/. INU...



- -

<. $IAUUATATINEEY  anTunzi SR srineadmesdsldsaunSyani
paesauMBoINTBuY wazAlivauasieudliudiuaueilafumsdnientidugasanes Wefaseld
duevanadldnsudunudygnsdorrentotennandumivde uavaadunzSuienilinsaiunou
NuAweaSeusosudn
«. 9n31AIUTU
AusuRnludnIferas olbo vesAAAwveisilildsuneusey
©0.988219815UUTEAUAIUTIFAUNNIDS
fneagdesiulssfunudisaunniowesieiissdoarefifindunielusssnalitiosniy
0.0 Tudnaniuitaaunziauvanaldfuneviwes lnedesuinnsgdeuusundlalildnsldfdauia

Aelu o AU JUERnTUReS ULIIAUTITAUNNT B

"""" 9

/ANUNUIEANSAN...



— o -

inauaUsEaNS N TWAas1A1 (Price Performance)

AZLUY Price

FAASUUUNINRUA ( Price ) : 100
fosazvas performance 20%

AZLLUU Performance

FAUATUUUNIUA (Performance) : wualu 100
. an%qmmwﬁfﬂﬂ (General qualijty criteria) 20
. INTIAMAINLANIE (Specific quality criteria) 60
I's wa o dgll ¢ a wva
A. inaugiRaaNUANBaUslavilsdan1sufuReu 20
fo8azva9 performance 80%
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WNeNNISUSSEUUSEENS AN (performance)

1. WNIFIUREATUT (AZUUULAL 80)
n. inauginaunIwNlU (General qualijty criteria) : AZLUULAY (ASUWUUAY 20 ATLUL)

AauUssaeil 1 iasgrulssnundn binsuuudangigadaine)

LAUINNITNINTUNE

Yindoday

AZLUULAY

(AZLUUAY)

1. 15991UREA AT UNITTUITDININTFIUNTHEALINUUANNAIIENTNA LUNSHENET NHFUNTITUTINNUNINTFIY

(mnlaieglutiaiainissuses i 40 avuuw)

GMP-PIC/s
- TsanugndningAudietd1Aty (Supplier) lsun1ssusewnuunsgiu GMP-PIC/s (mnlileg)
Tugaaiainissuses T 40 azuuw) >0
- Tsanududnndnsiaueiend g (Manufacturer) 1a5unisiusesnuanmsgu GMP-PIC/s 0

2. Tsenundaldiunsiusesnnsgunsuaneiaunaninaeidsn1snatunisudnen aldsunsiusesniuuinsgy

aglugiiainissuses W 25 azuuw)

WHO-GMP
- IsaugndningAudietd1Aty (Supplier) l9sun1ssusewnuuinsgiu WHO-GMP (mnlaled
Tugagaainissuses i 25 Azuuw) %
- Tsanududnndnsiueiend e (Manufacturer) 1a5unisiusesnuunasgiu WHO-GMP (minll 50

I v
UINLUUBINNUD 1 LLas 2

3. 1599URAAlH3UN155UTBININTFIUNITRANBIURANNANITNTNAUNITHEAET NHTUNITTUTDINUNINTFINDUY

Audedfiy (Supplier) lasunssusesmunnsgudus (mnlieglugiaam

- TssugnandngAusendAny
. . 20
n5¥uses I 10 Azuuw)
- Tssnududandnsiausiordnsagy (Manufacturer) ldsunsiusesnuunasgiudug nnlieg 20
Tugiaiainissuses W 10 azuuw)
FINALHUUAU AuUT59H 1 @ ATHUULAY 100

/20.bN0...
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. Lﬂmsﬁqmmwmww (Specific quality criteria) : ATWULLAN (AZLUUAY 60 AZLUL)

ALUI5899 2 NaNdIUAMAINNLERSUTDINANTITIATIEH

v q

LN NITNANTUNEN AZLUULAY

Wadatay (AZLUUAY)

4. wilsfosusaananisAnTen [Certificate of Analysis (CoA)] didarinuamnsgrunseiuivunziteulifudineuy

AN ITUNTIBINTILASYN

4.1 Han1InTIRIATIRIRuNNEARSuTiedNsa3UveNHEn (Certificate of analysis of finished product)

L shieunsinamidermunnmsgiunssiuiiunsdeul ity os. asunniade wasfimsuansia 5

TugudeyaiBeUsunm (Quantitative data) 3o fiaw eniiu Wide Physical description

L shieunsinamidermumnnsgunssiuiung Dol iy oe. asunniade wifinsuansaalu -

gULL‘U‘U“Conforms, Complies, Not detected, N/A”

4.2 HANIATIVIATIBVIAUNININGAUTDIAILNEARY (Certificate of analysis of drug substance)

[ shieunsinamidermunnmsgiunssiuiiunsdeul ity . asunniade wasdinmsuansa 5

lugudeyaiBeUsunm (Quantitative data) 3 Maw eniiu Wide Physical description

[ shieunsinaridermumnasgunssiuiungdeul ity ov. asunnviade wifinisuansualy .

'gULLUU“Conforms, Complies, Not detected, N/A”

FAUATHUUAU AUTTDIN 2 : AZHUULAY 100

/AUsT099 an...
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ALUT589Y 3 NANFIUAUAINNITANYIAIUAIAA

v q

LNATINITNITTAUNEN AZLUULAL

fintatay (AZHUUAY)

5. ﬁ’lL‘u’]LE)ﬂﬁ’liu,aﬂ\‘iNaﬂ’liﬁﬂ‘lﬁﬂ’l’mﬂx‘iﬁ’? (Stablllty data) 5'1‘“'31«! 3 i;uﬂ']i“aﬂﬁnll ASEAN guideline ﬁaami':lﬂmq%a\‘iﬂ’l
& P Y ¥ A o . . . =1 o~ °o w v ' P
VI?JUVIZLUEJu‘l’J ﬂaﬁllﬂ"lfﬂ"llluqﬂigquﬁqﬁmﬂqwuﬂlu shelf life speC|f|cat|on NINVUNSLUYUAITUEUIUBENT 2 U

A29NlaNEAISHENINISANYIAUASEN WU ULSINSaUsTeze2 ldtiaendn 6 Wau

5.1 dLUNATUAAINANITANEBIAUAIRITZEZ1T (Long term stability) ﬁﬂiumumqmﬁﬁmum
TAuuaann/nandua ** ASEAN guideline 2
5.2 @UUNBNATTUENINANITANYIAINAISIIUEN1IISS (Accelerated Stability data) ***
ASEAN guideline 2
5.3 duunenasuanman1sinenunsvasdald (in use stability data) iz fideld
naneas lngluenasiiuedesssyteyaiifentostumiunsuns el ifnsety 25
wansAnw (Eendalalaifu muttivse Ildpzuuudetiiiu) 1 junsmde
5.4 @ULUNBNANTHANINANTANYIAIUAIITEEE1I (On-going stability data) Uanam 91uiu 1 u
NTWEAR ** ASEAN guideline 2
FIAZUUUAY FuU55097 3 : AzUuULAY 100

/AwU55099 ...
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AauUs509% 4 NaNgatANaNavaNansiuIieT (Bioquivalence) w3aendaingadnenas (Biosimilars)

Y % a e v v 2 v &
AUYIAULUU (ﬂimlﬂu&nﬂ‘NLLU‘U 1ﬂﬂ3LLuutﬁ3~l‘Ua1J)

=M 19 v a
nsalldlvendunuy : wwizeal

(US FDA, EMA, PMDA, WHO, TGA) wagiananasidnaiigesiniia (ewizenad)

[nsedu 879 o8, Avualvdnwiiuiy vin o8, lulatvus Tlaeswuudaiidiy 100 ]

6. dienansudnmansinwAuaNyavaskiniugien (Bioguivalence) uasnanisfinen BE Wulumadarinuasina

6.1 BsfnwdenlulununamivazuumeufuilunisfinuiauyavesenandyrenaenIsunisensuaze

. y 50
LLasmmamiﬂszmmL?Ju@ﬂaml,aswﬂum’;s steady state two-way crossover in vivo
6.2 BnsfnwdendulumunasivaziumauiRlunsfnunTiauyavesenadyveinnenIsunisemsasen .
U a 5
wazidueraainsguand (healthy volunteer)
v 9 v o W 1 d . .
ﬂim‘lual‘ljﬂ']ﬂuLLU‘U : LQW"I%‘EJ"I‘?!'J'WIQ ﬂquﬂﬂﬂmu (Protein therapeutlcs)
7.99U9% (Indication) wazn15981898Usd (Extrapolated indications) / (iazuuudalatonile)
7.1 899U (Indication and Extrapolated indication) Ad1tNMUANZNTIUNITOMITLAEI5UTEY VINAU USFDA, 20
W30 EMA $Us89 wazihiuen@ringdunuu wialuenTaringiuluy
7.2 §99UsT (Indication and Extrapolated indication) fid1inauANENTTUNITOIMITUAZEISUTES 0
whiue@aingauwuy ( USFDA, %ise EMA 83lisusaq)
7.3 §9UsT (Indication and Extrapolated indication) fid1in1uANENTTUNITOIMITUAZEISUTES 5
WesningFringaunuy
8.Real world/Switching (Iiazuuudaladonils)
8.1 dnsfnwnansanuiasnsulunnteusdntasunistungidou (Real world data ~-RWD in all indication
licensed ) uazdinsfinwanuvasasdeainnisadudulasuenane@ringiusuuluiduendaringadnends 80
vsRaRUduLUREUITENINg e1ingAaTeAae (Switching data)
8.2 fimsAnwuansnulasnduluunsdausdinlasun1stungiou (Real world data -RWD in all indication
licensed ) wazdinsfinwAnulasadeannnisaduduiuasuenanendaringiusuuluidue@ringrdienia 30
vseanuduAuIEnIN 183 IngAR18ARS (Switching data)
8.3 laifinsAnwnansnulasnisludeusdnlasunistungilou (Real world data-RWD) waz liifiasau
a =~ % = 10
duilauszninendringadiends (Switching data)
a o o 3
SAUASLUUAU AIUTTOM 4 : AZLUULAN 100
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Aauus3a4il 5 waiganaMuindisulunsinenivenduwuy (nsalluenduwuu dazuuuindail)

nsad b ldefunuy ; mwizewall

9. AnuwidisnlunisSnuiuendunuy (Therapeutic Equivalence)

9.1 1¢§un15us39ku US.FDA. Orange Book / Purple book

40

9.2 195Un155U59931n EMA

40

9.3 lgsunsussglusiensndndasietansiglminfianuwindenlunisiidadnwivenduwuy

YDIANUNIUAULNITUNITONMITUAZ N

20

nsadldlgendunuy : wwizenda3ng nguenlusiu (Protein therpeutics)

10. wangatnsSeudisuiuld (Comparability exercise : CE) wiailuen@yinglndifes (Biosimilar)

10.1 I¥sunstunsideunndidnnuangnssumsomsuazen Tuluiiiagediends s
fiYeya comparability exercise (CE) fiugn?3ing@uiuu Usenaumie Non clinical studies :
PK/PD,Toxicology tag clinical study: Safety & Efficacy & Immunogenicity i
equivalence trial lunguuszansifienumiloutusaslifivawe yniiga fazuenany
wnedle (Homogeneous and the most sensitive population) S3ufulasunisussgiu

USFDA,Purple Book #30 EMA Susesindu Biosimilar

100

10.2 sumstunsideuaindinnuanznssunsonswazen Mdudiingadienda sl
Uaya comparability exercise (CE) fugn¥3ingaunuy Usgnausie Non clinical studies :
PK/PD,Toxicology Wag clinical study: Safety & Efficacy & Immunogenicity %1

equivalence trial Tunguuszmnsifianumdeuiuiayluiiome Aazvanaaiuuane19ld

(Homogeneous sensitive population) saufulasunsussglu USFDA,Purple Book #3e

FMA Susasindu Biosimilar

60

10.3 leisumstungidouaindrinauruznssunmsemsuazen Tuduiiingadiends safunns

19%un1sussglu USFDA, Purple Book e EMA $usasindu Biosimilar

20

10.4 lisunstunzideuandrinnuanznssunisemsuaren Mudutingadiends

10

a o/ N <
FAIUASHUUAU ALUTIDMN 5 : AZLUULAY

100

/AwU55999 ...
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A2uU350499 6 Trensiaueaglulydenvedlsmeruia

¢ <
LNANINITNANTUNEN ASLLUULAUN
v Y =
VRLRERE) (AzIUUAY)
11. Mensisuseglutydervesdsmeuia
11.1 emsiiausegluda@sonisevesaadunsifavisniegudd 50
11.2 emsiiausegluda@sonisevedsmeraduludsiansunisummg, lsmenunasnnlg 50
WIBlsAUTHULINE (FohuulonNasnangIuUsEnau)
FIUATHUUAU AIUT5097 6 : AZUULAY 100
A. inaeinuaulRNBaUs levinan SURURMIY : AZLUUAN (AZWUUAY 20 AZWLL)
ALU338IN 7 MBULUTIYNTUNFSUAZUTIR U
¢ a <
LNEUNNTINITTEUTYT ASHUULAU
v Y P~
VRLRERE) (AzLUUAV)
12. frdnwsuuannruzUsIduRaEuazUTIAne 51udte dau livgaasn nudenisnszumn 40
(WSBuiluusas U Aigaldis)
13. ussafausitosiunasng wiseges ( nsalililveriidasdosiuuasldnzuumiudor ) 40
14. pudinussqegluunsiinanszydon vi3a Fon1sdn drulsznoudendifey Anuusien Juiusig 10
wazun1suan Megrsdaunnidia ( d1lulvenda lanzuuuiudad )
< . < s ' =1 PN < v <& o g
15. sudladl Imprint code uwling Fsdresansusd ( d1lulvendn lansuvuaudail ) 10
FIUATHUUAU AIU55997 7 : AzUULLAY 100
Aaulssasil 8 wasgrulumsdaiunaznisuuds
'3 a <
LABUNANTIWITITUYN ASLLUULAU
o Y ] a
wvpLoY (AZLUUAY)
16. fienasiuansdaunsgulunaiuinenen Good Storage Practice (GSP) 50
17. fienansiuansdaunnsgulunisnszanseniid Good Distribution Practice (GDP) 50
SAWAUUUAY ALUTIDMN 8 : ﬂgLLu‘ULﬁ&I 100
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fLU5589% 9 AUALAINTIUNISAARD

¢ a <
LNEUNNTINITTEUTYT ASBUULAU
U4 1 Py 2
PRTDIRE] (AzLUUAY)
a a 1 <
18. fidaanen1sAnsanazIInLsa
18.1 fife-unana uazteyaiilefndefunilagnss 25
18.2 fie-unana uazdeyaiilefaseyUszanununsaudadsenn 25
18.3 fife-unana uazteyaiilefadeuszaununsdudalymannineg, 25
18.4 fie-unana uazdeyaiiledaseuszanununsduiuvasueilnduuneny 25
FIUALUUUAY AIUUTIN 9 : ATLULLAN 100
Aauls5899 10 Usednide
4 a <
LAEUNNTINITIUYN ASLLUULAU
L ] a
RLRERE) (AZLUUAY)
19. Uszifde
19.1 Lifitlymevinds luseuiiusn vieduuisn/fue Aliinednsounou 50
19.2 lifiusgIAnsiFenifuendu Tasdhaunuznssunisemnsuazen Tuseuiiiiuan 50
FINATUUUAY FIuUT50971 10 : AZUUULAN 100




