W @0
AU emo  ARUNLAY ene FIYNIIUYLUNY € SUNAL bEdo

UTeN1AE1IHNIUAMZNSTUNITOINITLaZEN

1389 Lna@Ivang NSV Unzlyuisue ¥ ingaanenaa

AmAnTENTI9EnssuaUleTiusEMANTENT9ENENTAIAY 1509 MTUALUURYBUAY
Tuddynstunsdouiiue Tnemuenaludo © vesszmmatufandn smusligTuoynym
fiusrasdastunsfoudiiuen Wdudmetunafoudiuemuiuy oo wieudieionais
wazmdngunafissyliluiuy v.e uiidifusestesiueyymauiidinmunuenssung
DIMIUATENVIUA

fadu ieliinisvetunaideumiuedringadrsadadulumudoyainnisiiunzan
PUsENIANTENTNATTITNEY o9 Mvuauuudweuarluddymstunsdoudiiuen uay
Hunsduasesiuilng avBmsnagnssunsonsuasenisoontssma faeluidl

o o Usmadlilddumely o Tu duudfuiivsemelusmfisaunwiduduly

99 b  anudszndatul

“91TITRAAEARYT MaNede 83T Nidnwasad 1wad i uluwdannIm
mudaendewazUseansnin WeoTeuileuiue13iTnge198enlasun1sTunsifounan
1 <@
DYNAUFULUY
10 o HSveyyInnuszasAssdunsileudiSuedaingaatoads Tigudlve

[
= =

Jungiloudisuen niousigienalskasvrangiuniudlanasnaninauginisaungideusisy

g1¥ringAaeade (Biosimilars) wuuvineUseniel

Usemid a0 Uil b AAAN W.A. b&&o
yaydey auysalay

LAYITNITAUENITUNITOMITUALEN



Adlauazuaninuain1sIunsiisuiniuendringaanenas

(Biosimilars)

dnnen
AUNITUANMLNTTUNITDINITHAZEN

LNENTUUUTINEUTENMATITNMUANENTIIN T TLAZEN (304 NavangIunsvadunsiisumiuendaingadanis



AleuarnaninarinIsTUnzIeumSueFringaaneais

GUEVY
UMY ®
VUMM ®
Ty “erWIINARNGATL” (BIOSIMILAIS) oo )
NSRRI AIIAGARERAE
fumeunstunsdowivedrimgedende ©
nansildlunstusmetunadowinsuedaogedeeds on

N3InMIENeNaskaNEuAveTunsle UM SUe I IngAdenis

AMANUIN

® MANUIN o
- MIMAUQUALNTYVINgATEAR
® N1ANUIN b
- Lmuﬁwaaymmwam&nﬁ’;asmLﬁ%@%ﬁg%&ﬁ%@?’l%’ﬂﬂ'](LLUU .8.c)
- wuudmeayeiniedseniegnadulusverandnaiiovetunsdoumue
WUV W.8.<)
- wuudmetunsdeushiue (W 8.e)
®  2IANUIN o
- sUnuuntlsdesusewansineien (Model Certificate of a Pharmaceutical Product)
- dafmunigiuntideiuseanisdming (Certificate of Free Sale)
® NANUIN &
- mfaiaanuasienansiiueiieuseneumstunadeusiuendringadneads

® NIANUIN &
- FPEIANTUTDINNNY
® AANUIN b

- SeMsenasUsEneuAve U le UM U Ty IngAdead



Alauaznannaein1sTumeLleudsuedringaaiunis ®

Alauazuaninaein1sVUNzIts Ui SueNringaanenis

(Biosimilars)

uni

Bagtuarmimmimisiumeluladiinm  dwalfinismanendiinglududiuiuunn
uaziflodvitnsveseniringlaugaas  Tafinsudnenlaedudnsiedu feioainiasFonsuvanid
“gniingadnenda” (Biosimolars)  willesnedringadieadsiinsruiunisndn uaglassainaves

a

Tuanaidudeu  dwalsinsmuauannn Yszavsnmuazasdasafouanseaneuail (s1ansisy
i) #dlsianansaldiBnsfinuauyaifietuduisnundendwesendringrdnendstusduuuuls
wiiETBuiisensuluanaldun “niswieufisuanuadiendeti” (comparability exercise)
nsiUSuisuAMNAaIEARIAU (comparability exercise) Tagn1un1sAnwIN1TIUS8ULRU
Tngmss (head-to-head) iilerUsuifisuludunma UszAvsamuazanuvasndy duseuusn guan
FufuseadFoudivunmmadiondsusiununnuesendringndends Jeusznouse nszuILNIHAR
Whnsgiuazdervuansgiu Wunisbuduisnnuadreedsduiueinionin grinisdine
Armuiqvsuardsiuiou Tudunoudeniaiinsfinumanundendddunising Non-clinic  uas
Clinic pudwu iilofuduussansnmuazanuasnd
n15Anw1 Non-clinic waz Clinic  {randndudandIouiiivuniundiends n1eaundy
aUrERS (Pharmcokinetic) wagtnduwamans (Pharmacodynamic) lagenunsnwinisiussutiiay
1ngm59 (head-to-head) 1loPudufisszansaimuazanuvasads Jee1dringdlngaiunsn
wioniliisnanieaiteansadiduniudivesuen (Anti-drug antibody) Tnedsaaseyszansanuay
avulasndy  fudunsianuaruasadoainmslisndimudniuogads
N1sAnMINANUARAABINN5IEeN (Pharmacovigilance) dmsuentyvingadiends  AIsiinIg
Annnunasntsenguedeniinedving Wielvamisonseasudounduiefinnvestoyaimnnisallaifis
Uszasd (Adverse event) Lflosannanis@numng Clinic o1alifioaneiazuansdamgnisallsifls
Uszaaditlsianunsaviunele
Feduifielvinsifuguasidrfagadieadadululuwuimaiertuivaina d1ifnay
AMENTINNITEMITHALET SelddmigTionasndninaminisiungsifeuiifuendaingadioads
(Biosimilars) Tusnifierduuummdlifuszneunsannsndamiouenaisusenoudvatung Jousda
Yanedneads waimstunsdowisuedrimgedeadusiasndnton  awdrdwmndetmununnsgu
aTTedusazHAniuI Taarlinsusznauazivuasely

YaULUA
Aouazndninauiildifuendringfidulusiudildannnsdadenisiugnssudenszuiunisma
wialuladTanm Tneduenildfuniseensuesaunsvaty waznun1sATIaeUsnYazeE19R (Well
established and well-characterized biological medicinal products) ﬁgﬁlﬂi’mﬁq Saf nan il
MNWaELN uazeudenvesindurionananiiliannnsiaieynaiugnssy (Recombinant analogues)



AleuarnannaeinsTunsidswinfuedringadnenda ©

Heu
"y INgAI1EARS" (Biosimilars) viuneds envingilanvazadtuadenuluwiaunIn Ay
Uaensiy uarUsednsnm WewSeuiieuivendringdnedenlasunstunsdeundingnafuguuuy

14

nsfiuguagdingadenis
wwImMIiiugea kaen1siansandunsideuimSuendiingadteadddudssinalng
(@NANUIN )

funeunstunsifousniuendaingadiuads
mstunsidousivendinnedionds uiadu o duneu fe

Sugeuii o : n13BumMusBUYNANAAEIEIREN ISR dRRE Il Y andnsLReve Ty
neilgumsuendringadnenas
o) fHavSHumwvefe ey andneusuilagty / giveygiaihvdedsunuiagtudiunly
FIYDUANT
o) Sunsumsduiiums ddwielud

©.0) ﬁuﬁwmaaqmwmmﬁmmﬁaaéwLﬁaﬁuaﬁ'ﬁumLﬁawﬁﬁummmwu W8 / miodeeiiog1e
darlusverndnafiovetung feus3usmuuuy ue.c lasnseneaxndenuazuuundngiuniud
seyliludio o) Ifasudiu wazdudwe a quiuinisndnsasigunmidaiada (One Stop Service
Center) d11ngn d1TNNUALENTTUNITOMTUALYN ULagTONITHATUBUY

bl) WolmihifiansanuazoyqIadd NBULUY H.8.c / WUU U8 g TlFsusygynliuigiy
Maeduiu o g Weligudveliidundngrulunisndnhvdediendodiadiunlusverandnsg
LaEFIDEINTDUTILUY B8R / WU Uo.Q flFsuoygyn undeumvaiungfoumivgni
Fupousiely
m)  tenansiily

M.e) UWUU Y. & Y38 WUU LY. @ 91U b Y0 (RAAKNUIN )

mlo) AAMNYIMNVUINUITY

an.en) LBNANTANAUYN

o dnulveygwsdneuauiagiu nie duulueyginimiedeunutagdudianly
FIYDIUANT

fupouii e : msBusvelunndumiuenringadneats
@) fiansiudvede fueygwnanunudagiu / §iueygntimiedseunuiaguitnunly
swenandnsildsueygnlindnviethdwensegiud
©) Sumeudiiums Ifwieluil

b.0) BuirelunsfoudifusmuLuy v.o niouRienarndngume pdiszyliluinde
“nansililunsiudvsiunsfoudiuendaingagieaia” Tnsiuionans $1u7u o 1a (39 )
AuduINIsransiauaiaun milnaasa (One Stop Service Center) d11nen d1nIUANLNITTUNITOINIS
uave mthilaveeniaviudnasmiliungdumae



AleuarnannaeinsTunsidswinfuedringadnenda o

.lo) ANAUNANITNAITUINTIVSUAIVDIUNLLULUNISUY BAESUAILUIAIVDIUNLLTYURIS VLN
2ONLATTU (9179) FeUTeeuad s ulseilunslousTving nquiiduguanausendnain d1tinen
ANUNIUANLATIUNITOIMITHAZEN

14 =

nasildlunstiumvedunsidsuiTuentiingadnend

¥ = o

nansilglunmstumvetungiouinSuendringaaienis Usenaume & @ (Parts) Al
(51882 DUANUNIANWIN D)

gouil @ (Part 1) lonansteyariluuazdeyavowansiaust (ADMINISTRATIVE DATA AND
PRODUCT INFORMATION)

gl o (Part 2) LONATUANIUMARITOLAATUAMAINYBIET (QUALITY DOCUMENT)

goull m (Part 3) lonavdngunansteyasunsAnuilailaviilusywd
(NON-CLINICAL DOCUMENT)

gouil & (Part 4) leNASENgIUARITRLANUNSANYIMAGTN
(CLINICAL DOCUMENT)

gouil & (Part 5) LONANTUANGIUARITOLAATUNTAANUANUUADANBLAZWNUTANTS

AAABIF N (PHARMACOVIGILANCE AND RISK MANAGEMENT
PLAN DOCUMENT)

wnansauii o (Part 1) : Lanm'ﬁsﬁ'agaﬁ'ﬂﬂuaz%’aga%aqwﬁmﬁm%
(ADMINISTRATIVE DATA AND PRODUCT INFORMATION)
lonansaniusEneuiie o neu (Section) A moud A, B way C
AouTi A A1 (Introduction)
Hunsnannieafundnsasienfiasvetunsidou Inlddemnudl
“onarsailiiudoyailuuasdoyandninsiendaldussnovmvetunsideusmiven

VONNANTUNEINVO oo wysun_ 7
AN B : #135Ugy (Table of Contents)

JuansUyenansnauenduludiud o

naud C : Lanm'sﬁﬁuﬂiznauﬁwaﬁumLﬁﬂus‘h%’umiud'au%'agaﬁ'ﬂﬂu,az%’aga%aqwﬁmﬁm%
(Documents required for registration) figed
. wuloduimetunsdoussuen (ANANWIN ) LAk
0.0 WWURMIBTUNZTEURTULT LU 8.0
olo JUissTvetunsidouiiusfuansgUindnuasuasdoiidaon
Foarufinsenlunuunesilildnuning/nmwdingy lneldnmulnedundn
b. NIIETUTDWN 9 (Certificates)
bo n3difindnsue ndnnelulssna laun
- dwunluengesdneautagiu
- duunnidesuses GMP vasanuiindn
bl nsdifindnsausiihuiedadunlusverandns
- dulvoygnathviedieunutiagtiudiunlusverandng



Alauaznannaein1sTumeLleudsuedringaaiunis <

- nifsdofusesnandusion (Certificate of Pharmaceutical Product) amsuuuuiikugiilag
psinmsounsielan videvilsdesusesnisdmiing (Certificate of Free Sale) Wiewtisdaiusosgunuudud
fifevnudermuavasdinnuangnssumsonsuaze sndulunsdiiinisdmisenduluadausn
Idnsgvindulusserandnsusglinefimssminglulssmedunnou (gnnanuan )

- duvifidofusosaniuiindn (GMP) n3oenaszynisusesaniuiindgn (GMP) saueglu
niladesusandningiemToniidasuseinisdming
o 2870 (Labeling) fasfifennuasudrumudisual’ (aNMARWIN &)
< Uoyandnsiaeien (Product Information) loun (nARWIN &)

<o Uoyalagaiuveandninginuiuy Summary of Product Characteristics (SPC) 38 Product
Data Sheet

<o @Na1sAAue (Package Insert, PI)

<o Lena1stayad miugUie (Patient Information Leaflet, PIL)

UYINNAITIAYUBNAITAIAVE
geudveannsadenld SPC u3e Pl iluenarsiivendld uazenald PIL (luenarsiiuen
53AY SPC/PI
€ WUUKE. R 730 LUV Y. ﬁlﬁ%’uaummé’a
. miusaamaumﬁuamwvwau (Applicant declaration) (@N1AKUIN &) laun
5.0 m'ﬁmaawauﬂwasuwwwsmmiusnﬁzmmmmsmaa

oo mimaqLaaulﬁumsﬁuwzwsmmiummamqﬂmsmaq
o F3usaanmsudsioyanstunadouslulssmesiag
b.& MIUTBINIAIVANNTIREILGENITTRNUETIINgAR18ATY
o.& ASUTedUY () wu
- fisusesdeulvlunstungdousiusnamengu (hsdlenfidwmielfamelulsmenua /
A0UNYIUIA)

v A

- MUNEDNDUDIUND

e. LLUUW@ﬁJU‘UWﬂ“UaﬂJaW”L‘UEJ‘LJG]’]?UEJ’]
&, WNAILATIERYIINATUINYIAEATNITUNNE KT81NLIUNEITNINUANLNTTNAITOINITLALNSUTBS

NENsdIul o (Part 2) : tBNENIUANFIULEASTBLAAUAMAINYBLE (Quality Document)
lnansdniusznaume « nau (Section) lawn maud A, B, C wag D

AU A : #135Ugy (Table of Contents)
Fuanstayenasioundituludnd o

naudl B : unasulagsaannuamaIn (Quality Overall Summary)

naudl C : Lﬁam%'agaé'\'ﬁuqmmw (Body of Quality Data)

AUl D : LBNE381999N A AR TILATUNISANUN (Key Literature References)



AleuarnannaeinsTunsidswinfuedringadnenda &

NE138WN e (Part 3) : @NE1ENgULaRITaYansANwRlallAvinTunywd

(Non-clinical Document)

L@NaNsaIul Usenaume b mou (Section) town mauf A, B, C, D, E wag F

naudl A :

noull B :
faun C :

faudl D :
noull E :
noull F :

#1508y (Table of Contents)

L“ﬂumsﬁﬁyLaﬂmiﬁgwmﬁ?iuﬁludauﬁ o

awsamvasdeyanisAnunilailévinluayed (Non-clinical Overview)
unagUvasdayansanuitlildvinlunyed Tudnwazdiussensuazaiss (Non-clinical
Summary : Written and Tabulated)

i']ﬂqqumiﬁnmﬁlﬁlﬁﬁﬁuwwé (Non-clinical Study Report)

N13NTEAUNNANAY (Immunogenicity)

$18M51aNaN T8 9B4TidRey (List of Key Literature References)

nansdauil « (Part 4) :  Land1InangIuLaAIdayan1uN1TANYIN19ARTN (Clinical  Study

Document)

LONATAIULUTENDUAEY o MOU (Section) town ®aUN A, B, C, D, E, F waz G

mauﬁ A:
mauﬁ B:
mauﬁ C:
mauﬁ D:
mauﬁ E:

naudl F:
AAUN G :

#15U8(Table of Contents)
Juarstaronarsnauanduludiun «
AMWsIYesdayan1sAnwUIeuLisuni19adiln (Comparability Clinical ~ Study
Overall)
undjuvasdayanisAneiuseuiiisunneadiin (Comparability Clinical ~ Study
Summary)
= ) 1'% = aa 3 . .

A1919578N15989NSANELIUSBUIBUAUAA AR N1 IAAlNTenNA (Tabular Listing of
AUl Comparability Clinical Exercise)
s189uUn1sAnEIUIBUiBUAINAR18ARINI9AGEN (Comparability Clinical Study
Reports)

o Ay o .« e
n13nTEAuIANAY (Immunogenicity)
FIUN15Y0UDNA1TIN9BMAARY (List of Key Literature References)

12NaNsdIUN & (Part 5) : LENEIUANFIULEAITBYAATUNTAANNANUUABANBUAZUNUIANTT

Audeaduen (Pharmacovigilance and Risk Management Plan

Document)

WNENSAILTUSENBUMEY b naU (Section) tAwA MOUN A way B

nauN A :
noull B :

#1508y (Table of Contents)
NAANIUAUUADANBLAZILNUIANTITAANULEYY (Pharmacovigilance and Risk
Management Plan)

N133nLAsEALENETsuasN1sEUAYauNzlBUiNSUENYIINgARIEARS

N3RS BULDNANTHAENNSEUARTUNEL ToUR1SUeN TreLdunisaasaluil
o. MUNSEUMIDTUNLLDUIS U IALTWUUNBSUS18N1568NE1S (Checklist) sasaldd



Alauaznannaein1sTumeLleudsuedringaaiunis o

®.® WUU %A.e (FORM-SBP 1) : :iemaionansussnaudmetunsdewinsuedingadneatad
T msuanged Wuuulinihusnvesenatsdiuil e (Part o) lenanstoyaimluuasdoyavemansiosi
(Administrative data and Product information)

®.lo WUU ¥A.lo (FORM-SBP 2) :518n15tanansusenaudayaniunmningn (Checklist of
Common Technical Document : Part Quality) Tuuulintiusnveuenansdiud o (Part 2) Lonans
VANFIULAAIUBLAMUANATNYBIET (Quality Document)

. WUU ¥A. (FORM-SBP 3)  : s1mstonansusznaudeyasunisanuidlaildvinluuywd
(Checklist of Common Technical Document : Part Non-clinical) Wiuulivthusnvesienansdiud
(Part 3) LonansndngiunansdeyanisAnuitlailivinlusyee (Non-clinical Document)

©.€ WUU ¥A.€ (FORM-SBP 4) : 518n15t0nansusenautayanIuni1sAnyinieadiln (Checklist of
Common Technical Document : Part Clinical) Tiuuulintiusnvesienansdud  (Part 4) Lonans
VANFIULAAIUBYANISANYINIIAFEN (Clinical Study Document)

©.¢ WUU ¥A.& (FORM-SBP 5) : s18n1sienansusnaudaoyanunisinmunnuuasnielasiny
Fan1saudessue (Checklist of Common Technical Document : Part Pharmacovigilance and
Risk Management Plan) liuuuliviiusnuesienansdiudl & (Part 5) lonansndngiuuanstoyas
mMsfinauAuUasnfoLasuudnnseudesiiuen (Pharmacovisilance and Risk Managerment
Plan Document)

WUU YA.0, YA, VA, IA.C AT VA.E (AAIANWIN D)



AleuarnannaeinsTunsidswinfuedringadnenda o

b. N13IAYALONATT UTLNOUME YA N. V. A. kA 3. 69l

YALDNET LNEITESEIANNAINU faatUil
YA N YA, @ LATLONATEIUN o (Part 1

)
A, o waZLONATEIT b (Part 2)
UA. LLagLaﬂmidauﬁ o (Part 3)
WA, & wazienasdudl « (Part 4)
WA, & wazianasdudl & (Part 5)

WUV 8o

FUUmMieEesUTaIN1TINUUNNANS

2810 (Labeling)

Toyanansiaeien (Product Information)
f¥usosnsudadeyanstunzidouslulssmeaine
90, o LazlonasaIudl o (Part 2)

WUV 8.0

FUUmMieEesUTBINITINUUNNANS

2810 (Labeling)

Toyanansiaeien (Product Information)
f¥usosnsudadeyanstunzidouslulssmeasine
AA. en LLazLaﬂmidauﬁ o (Part 3)

WUV .o

ANUNTNADTUTDINITIMUNUNER U

2810 (Labeling)

Toyanansiaeien (Product Information)
F3useanaudsdoyanstung feuslulssimanieg
WA, & waziONaANTdT « (Part 4)

WA, & wazienansdudl & (Part 5)

3 U RA S @O RAS @ O(T RAS T ORASE O

[

on. PNUIUYALONANTTIABIBY ai]

m.e LOAEITYA N U @ YA
oo LONETYA U U b YA
. LONENTYA A U b YA
o LONENTYA 9 U o YA

<. iudvetiuenansyn n. wieusedsenfiguduinsndniasiguaimidaiada (One Stop Service
Center) d1iinen driinnunuznIsunsovkarel Weesenaviuiiasmlingdumae

&. fiudmomunsafamunamsfiansanasiafusvetunsdousiuelsd nuussdiunsfoundring
naufAuguaneausengnatn drlinen e wihiinsanaeunariansanudufiuitenansyn n,
AsUfugndes limihilazudsiBudvelidaonas 4n v A uaz 9 Lileseniavsy (a113) sely




AMANUIN o

N1sNUALaEIIIINgARIEARS



UMY o-®
TN o
MONISEVA o«
UsewbudAeydmsuen B imgadnends o-&
= a Y ¥ a
®. MM TIINGDNBY o-&
o, MSAVUANAMATN @0
= dl \ Y o 6
o ns@nwldlevivlunywd ®-00
& MSANWWINARTN 006
& mMsfemuaulasadvanmsiden ®-o8n
o, MISNTEAUQRANNY o-od

LONATD19D9 00D



nsiuguagndringaanend -

UNU

Jagduanunmiimangrmansuavinalulagduasulvnisdnulsalunywdd
YSLANTANUINTU FITIUDINTZUIUNTHAIUN SN LNLUA8TINALULAE dI0alAnNITHARENTIIRNG

q

wieldsnwnlsandudunsiefedinuazlsasess WednsUunsusodnSlAun1an15naIndus 1898137

YaniiAuanas JuTelomaliudnmedumusondauass e @ ingiitdnvaradiondsiveia
”mqfﬁw,wummulm mmalﬂamaﬂsnﬂqmmw “eTringaanend”

[fosanedringuszneudielusiuiilulanavuinlugjuagdudourinlsivsvenis
Audnuaziivalauvesilfendsinaneadyiduenad sufanszuiunimasiiunnieiu
YaauAagnaninIeIIdinaliiinauLand1slusulTEANEa LAz ANUAen BY0381TYINg
wiatiy Mananinuednenisese g dudesdinnisufisuanuadisndsuesendaing
AdEARsTUE T IngdaBaidludunmn i UssAninim uagenuvaends uazeiiingadnend
A58l International Non-Proprietary Name wignfiufiugntyinge14ss

LLﬁjﬁm%ﬁWQﬂéﬁﬁﬂﬁmzL“ﬂum‘ﬁlﬁ International Non-Proprietary Name LWAAUAUEIT)
Tandnads willesaneTringuszneusmelusiuitanuduteu Bnsiesiiiianumunzan
ia mwﬂuﬂa%um%alummim yynIuANAIeIETiNe i iagadiendauazendi ingdredela
Fono uenninansAnymeadiniifieg enaliaunsnsvenienisnevaussmisgiiduiiuves
Adaelunng el mumwmmmLﬂumawmimmmmmﬂaammamiuQﬂaawlmummmq
Adends Tnef3uaygndesdaliiunudnmnnuidswessndringedondduwiesdendntontiu

muitlenanundneiuinerdinguszneumelusiuiidudeuinsaneansiyiiiue e
WAE1AIANUUANANAUTENINENTYINGAAEATINALEITIING DB YTBTENINETITNgARIEATS
Feffuies FemuuandnsienadwmalfiAnnisnevaussmsgiiduiuresdinsudas mounnsiieiy
Frfunsdeuldeiidtonsiietuisaseglunaeitavosunmsiddlden elinishanuniy
vaoadsanmislieniuluegdussdnsnmuasannsamaavnmanibifelseasdfiorafntuld

Hagtiunsinulsadesdringduualiiufinandy nesfuansfimmisnisnaines
1T Tngdunuununas Ssdenalviendiingadieadedivnuinlunisfnwnfiuaniu drdnay
AznIIINTEIMIsHazalugIuriisuisuiaveunseyaanz Seusiiusdafiuianiiy
Uaondeveaiusiaalunislasuen Jslafdmuanuimianmsmiiuauas@ringadieaislulssinelng
P iftelfiduuumdunisfinsantunsdeusivetntngadeadddutsemalng ielildeid
AN Useansnnuaziinnulaensie

Saquszasd ielfiduuumenismven fdugua wasnsfiansantungSouiuends
Tngaseadslulssindlng

vaulun wmiliiuedringidulusiuildannnisiatenisiugnssudenseuiunis
mameluladfinm Tnedusildsunssensusgiaunsvats uagki1un1snsIsaeudnuuy e
(well-established and well-characterized biological medicinal products) ﬁgﬂﬁlﬂi’mﬁﬁﬂ%u
wan Aaaiildainnaraunazeurdenvesiadunionarauiildainnisdndonisiugnssy
(recombinant analogues)

mawTeuenarsdmiumstunndeuiivediiagedends glu “Aiouazudninmsinig
PunzidoumivenTingadnends”



nsiuguagndringaanend ®-b

a [ ¢

UYIUANN

n [P v =Xn . .o .

811390 AAEAAL" (biosimilars)

i ringnildnyazadgadaiiluwdamunin anulasnsdy uazUssansam WelUSeuiey
fuenTringanedeilasunistuneidounaiegaiuguiuy

“g1¥23ng”

mngds unuiiagtudsdnnndalTislanssuiunmamneiisnaunisuiowadtugaleukaryotic
cells) msaﬁ’mmsmﬂLﬁat,?iaﬁqﬁ%ﬁmﬁgwwé dn) wagiv [extraction of substances from
biological tissues including human, animal, and plant tissues (allergens)] WALARLDULDANY
Heyl (recombinant DNA or rDNA techniques) watiansHausnawug (hybridoma techniques)
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“duya” (equivalent)
PUEDS ANULTAEULYINAIOLAL B UNUYDIRLUTALGANEN

“UszRnSnniiduyany” (equivalent efficacy)
nueis ndndusieisaesiivssdnsnmaaisadenu (Wiwdoninuazlddesnin) wazauusnale o
ndunalalaifinaniseddn

1 v Y ' a ] a8 o
ﬂ{]ﬂiz‘ﬂﬁlﬂl']W]Elﬂ']iﬁﬂﬁ@ﬂ?ﬂﬂ'ﬁ&lam&l']LLNU{]QQUUWLTJUEJ'W'}]TJWQ W.A. 2553
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vinefa AnmamnsavesanslunninieniwienszduliAnnsneuausmnsssuugiAuiunie
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e dauusznevlaqdubifisiszasd  Inveglusenddnmiendndusiowdeasiiieadeiu
wAnfuivienszaneeTidulszneutesasazateiines lagorainannszuauniskan
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vinefe mnaliidoninvessuusidne WeiSsuifisutuseninsetingadeadstuandring
91989
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minefe Aanssusevideteyanisinmsiifndestunisnsam msUssdiu Msfumaivaua
nsteaiumanisallinisUseasd wiotlydus Mieadostuen
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Taifiauwpnaneegeiidudfnlusudsnan
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(@) en¥vingillassasnsvedluanadudou wasAuauURveedIIngdstuediufiuys

9 Y

dAey 1 1Aseasne e 47, YSunadadiuanuvainuaneaeslelanesu (isoform) nion1sanulas
luanalusiundaudasiia (post-translational modifications) 14U n1siauvgiaalviulusiu

(slycosylation) Wusu inlinsasvaeuamdnvasennewnlundundnioueiad

(o) i ingadeeddlildenaiyiluiidusiadl erdringedroniseraunnsianin
T ingisBavidendningadneedsiindnanguandseiuenaliannsassyanuuananaldogng
Forauauninasinisinluldeaunsvany
ey nandusiedringflarliuidihemsazidoyasoaziBonvomindusiondu
ogsasuiu telinmsaamaniisyTinsldotaiagiiuledieiiussansam

() WeeaneTringlanududou n1siuSeuiisuseninedringaaiendeiuedn
Tngan98elagian1sfinwTrauya (bioequivalence) Fsliiifisanausnlslinisiuseuiisuaiiy
AANBARINU (comparability exercise) FHAMURLIZENNINAT

(@ sFringfiagléfunisinnsaniiienumansaudusiingadioadsduogiu
FFiasgd nszuuMIHER waznseuANRAIN TNz AR TiTluila gy (state-of-the-
art) Taedosiamililinszuiunmndnuaznisauauquanauinavastauelunszuiung
wiantu sasusraunsaineedinuasnisiiiugua

U ¥ =

(@ MsHasunIeInUUaendy Usednsain uag ANAIMYeIeTITngAaIens

q
=

Fudusesiideyansutuanysainsmudeimunamyreseusazsiin (monograph) Aszylusii
g7isguunTUsEMAsaadermuaiindumudisey e jiRszduaina 19 International
Conference on Harmonization of Technical Requirements for Registration of Pharmaceuticals
for Human Use (ICH) %38 European Medicines Agency (EMA), World Health Organization
(WHO)

Y a

(o) {NAne1TIIngARIEATREABIdRvNTITasden “NsSeuriguauAaIgAaaiy”

Y

(comparability exercise) f.iigenaiiioatiuayuirdianuasiendiuive1¥rings19ds
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991984
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bl IFUATIEN
bl.lb.o MENNTAATUNTONTTIATIEN
bbbl ANEITRNIATNEAN
blolo.m qUENITININ
©lolo.e mmﬁqwéuazﬁqﬁmﬁau
©.n TONNUANINTIIY

B0 NITUIUNSHANS1TITNOATEATS
1eannszuIunisnandanaienudnuazanzsefuluanavesiiod Ayuazas
Uudou/ansiieadestundndas (productrelated substances) Fenaidnuaziamsseauluiana
fanarndudsisvenisnadnuusianzvesendringadends uenainiendiiagadeadedad
nszvILNIHARdduarendisasUiamrewes Maunssuiunsnanaasidsunisusuly
mmzaﬂ%mﬁﬁﬁﬁa%amiwamﬁﬁuaﬁa lAuA expression system , lwaadualnsy (cell substrate)
AaimziABs (culture), n1avilifusans (purification) , Arulaeafbanntada (viral safety), ansUse
usiae (excipient), MIRam3u (formulation), UATewesussimsifidudalasnsafue uazdus
Fadumihfivesinanidoandiiviuineiingadiendsrdnsensyuiunisnaniidauasiiase
waziimaianauwinanudeiulunssuiunsudnuagnsmuauaunmduldauvdninusiialu
NINaReTIIng
uananimsiinisfnugasiifulunssuiunsiamuinimane wemsuuuvendi
wanzan faudianstiedu q asdenauiRuasUiinauuinduedringdedeiag asnud
Asuandliiuiamumzamesnistgraiiulnefildsaunsianionsann aanudniuld
(1u prundfuldfuansUsauddy fMviudoa wazTaguisafue) wazanuanysal (integrity)
YasfedfTsTin ez aaiinenm
dlefinsiasuutanszurunisndadienddmiesdniagy fudnnisdniunisg

el = ¥ a wa U 1 2 lﬂl ! lﬂl U U
WisuieulidulymuwwimalfiRseauaina W ICH QeE™ Wisuanaiinisidsuudasdanad
Lddanansenuse Aun . Usgdnsam wazanudasndevetendrvingaaienis lnevinnsngan

WItuWgumUAREATTUTENINeNTYINgAIeAGgNHAn ATl ue1T3Tng 9198 uavals

ICH Q5E : Note For Guidance Biotechnological/Biological Products Subjects to Changes in Their Manufacturing Process
(CHMP/ICH/5721/03)
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oo ASWSEUTEUANMNARIEATIAUAMA NIV I TNOE19BY

nsfnwuisufisunnuadiendsiunun i ingdrdadudeyafiugrudou
MdUszifiunnumilounisanuuanaaiuaunmsznine I ingadendaduediingsnede
T ingranundsiesuandiifiuisdeyaruamnndiindroadsetrsuniueiiingdreads damn
wupnuuanAuanmndluiewmandliiuitauuansefsnanlidmadoUssansnmuay
ANuUaensfuveIHansueie

gFrimgithanldlunisiieuiisunnuadendstudesudseasidoalidaou 19y
Foe1 JULUUEN gaseN BUIAAMNLTS FoUTINTE LauTuNsHEn 01gvesen 1udu

oo N1SWUIBUHIBUAIEIEAY
elunsuseiuinlassadisluanavesmendAgluedingaaiendaiunse
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= o (({j ¥ =

WisuilsulanulassaiisluanavesdiiendAglue1®aingsnede Fedndusedinimsiadnsei
WIsus ARy
Tunmsimseidsuiisuanyugidenanin (quality attributes) veesendnAsy

]

windnanausenseimedfgluadusagulanlidnludesinnisuendenddgyesnun

Yaa

Tunsaltldarunsadinsigidendragluerdnsagililaenss dudnenaldds

1Y

wendenddgindudiulsenaulue@iingseds  ethuldlunisieszilseuiioudaendidey
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Tnedsnsusndenddytufeamnzan uarldsunisasaeuaugndes iladunisusedud
%%ﬂﬁLLEJﬂﬁ?&ﬂﬁ?ﬁﬁpjﬁﬁl@iﬁmaﬂizwuﬁa product heterogeneity LLazdauﬁaaﬂqwéiuImLaqaﬁuaqgh
gdARY

n5ldans9Banmegiu (reference standard) Lilefusurundnendsuassen
dinlueniringadendanazeniringgvdsenaliiiome esnnansdradanasgiufanannlud
PoyamuanuUasniouazyszdnsam

©.o.s 359LATIEN
MM FAT iz aufigainiTlutlagtu (state-of-the-art) Tun1s@nwn

AN BUZLAN YR INgAREAT LA BTN D198 IneRnwiUIeuliisuanuaaiendsluLuy
duuuidluseduforddguazendifaguifiouansienringadiodedqunmiiteuidssldiu
eNTYINGD19B4
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MUETINTR J9esTEB TR eiinzandiludagtuiioaunsansianuanuuanieseing
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M3iinInIreaeuALgNAeIresIBIlAT i lHlunsAn v UTsuLsuaa
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nyauALgnAeifeiuTsTliiussenulariinuidetio dwiunsiesedldlunis
muANANMRITUNsNARTazthlUAnwmedindeslisunsnsiaasuaugndestsidulmy
vaninamiieados Jafuanmsazeduismaianisiassidmiviunisuaniiaziludnuinis
pATiN uazmaleneiiilunsinunandnuusengluenasivetunsdousiuede

MINTATUINTFIUNTOA15O1BIYU A15U19IFIURUEUropean Pharmacopoeia
viomuasdnmsousielan) msanlfifienaaeumingniesesiziaseitu

bbbl AuaITRNILATINIEAMN

nsiSeumsuRaNURANLAingn MBI TINgAR e AR U I TR D198
Usznaumenisuseliumsimesnaaiinignnuag mﬁmmLaﬂaﬂwmmﬂmqamﬂmaﬂaizﬁu
ﬂ%:umJu,a‘vimaamivﬂwaaﬁuuﬁuaqmmmﬂm ansiioTesiunansa warduilou samans
ganesn lnefinwanuasaninlugnznanulazlugniiziss

mmﬁul,mssuaﬂﬂsaa%wimLaqammassuﬁmaﬁuaqm%ﬁmqﬁLﬁmmﬂﬂszmums%a
duaszinazmsdaudamdadasia enaviliendiingusznousediunauveslusiuluguuuu

el AeuReReiinsnsagalauNaNva T

blolo.m qUENINITINN

MaSsuiisumunderdsiufesszidugrinistinimveseniiingadonds
uaze1ringnede TneliiBnaaeuguismadinlussenfisguuniusena uagnsdiliiBnaaey
funnsdluainlushanen guaniosih method validation LiieBusuiniBsaedliualiunnsaiiu

MsiaUTInavesqnENIeTinIn (potency) AldFun1snsrvaeuaLgndBILda
AsszyaglutonnununsgIu (specification) VadmendAgyuas/e1d 15930 NaN15HATIZANI
Fanmmsuanadumhenisdinmildufivoniusmuuinsgiuaina (interational unit) n3e
UINTFIVDIUTNANLANUMN AL

©lolo.e mmu%qw'éuaz%ﬂmﬁau
fnanedringadendsesinhmeasdenifefuanuuiaviuardnudoures
fhenddyuazendifaguitlusia ingedeafeuasenTaingdneds
fnaneTringadneaisioaisiuasiuiouiivuansiiierdostundndae wagde
vudloulus@ringedeedauarendringdiede TagliBnsiunzandiaaidlutiagtu saufenis
AinevishegmeldaniznasuiissiiAnnisaaesn Wy n1saanefiiinannszuiuaisesn
Fuatu v3elawwelsiedu (dimerisation)
fnaneTringadeaisinuanieazideavesdsiuiouiiiistulunsruiuns
MA® LU Host cell protein, Host cell DNA wardsduileudiineinnsyuannisdas Downstream
MnnsrvUMviisgnszuaunanil nelidnsivanzauiaadislutiagdu
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nsanwlllsvinluiywduaznsinwmeedtn  Jadufunswdaidenuaiauslunisude
W3070LAINNITANIAMUAANIN ToyalunTzuIuNI s kavdayaannnisaidunimegeu
Anudssuisuiulaiununin anudasasdeuasysednsnm

ynlifmanadule nMsimuatisvesnissensuludoiinuauinigiuvessdaing
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> Q6B :Note for Guidance on Specification : Test Procedures and Acceptance Criteria for Biotechnological/Biological Products
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fouaziuMsAnYIMIeAdiin msvhmsAnuiuisuiiisuseninendringadiendauas
Tr¥ngdnsdaluntsAnumitlaildvinlunywdnou (non-clinical study) Tngeenuuusuidouds
N3ANYIIEILNT0ATIINUANLUANANTENINGTIIngAaeadsuazeTrings9dald Tnsendena
nnmsAnwImMaeiinenmaraadnuazianznadinmlugafiensdimansenuse Ussansam
wazaulaendy  Tnoidenlidsfuunzanilinaluladlng wasduiivonsu lunstvsdsena
WilaukazANLLAN1e Nl TEanSaLarANUaanf BRI INgAT1EAT AL 1T ING
$1989 wonaniupasiiansanldimaluladluge W in vitro realtime binding assay, in vivo

genomic/proteomic microarray Huduy

N135ANYINIBUBNT19NIE (in vitro studies)

TuthguuiEmsfnugrinisdinimmatsTs wushiliBmsfnunnsiuiuiennes
uaz/Mio MInTadiaTzilagendoisad (cell-based assay)  LiieAnwidSsuiisugninisdanm
uazviladeiiduaivnvesnnuunnsis

nsfin¥nelusnene (in vivo studies)

msoonuuumsAnuludninaassielideyauniigauasiiowSouiisuedaing
SeBsiuendringadeadsinzihludinumeeddn madenlivlnvesdninnae iz auuasly
Piuasiofiannsoamugagi 1wy

'
Q‘dv v [
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- msfnwiRvinedildldvinlusned easiinisdnwanudufivainnislfend
(repeated dose toxicity) 8819108 o NIFANWITI@INITANUINAITANBIRAUAIARS
(toxicokinetics) Faassaudanisnisivuauaufivelames  cross reactivity wa¥ neutralizing
capacity usnanilszeznailun1sinyasaruIuiismefd1unsonT1I9deUNUAULANAIIF Y
puduiiy uas/vMsensneuausmgiauiuseninedingaanendsiventyingensdale

- lunsdfivssifuteasdaifeniuanuuasnsievesen e1adesinisfnvanuduiiv

WLLANINNS ALY LU N1SANMIAINNUABY RN (local tolerance) L‘ﬁ‘l&(;]/u

winldnumsiiafivainnisliendn duanendringadeaisorslidndudesiuanina
nsnadaURYINg1fiLAY (special toxicity tests) LU nd¥IngIaiuaulasaie Auluiivae
spuvduiiug nsnenaneiiug waznsneussy
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AMuAURUSsERIIIUIAENiUN1SRBUALDY (dose-response curve)  luns@ifiaanusuduaas
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! %@ﬁﬁmmmmé’mﬂmzmqﬁﬁmwﬁmmmsﬁu @Iu Guideline on clinical investigation of the pharmacokinetics of therapeutic
proteins (EMEACHMP/89249/2004/in prep)
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(Certificate of Free Sale)



Model Certificate of a Pharmaceutical Product

Certificate of a Pharmaceutical Product’

This certificate conforms to format recommended by the World Health Organization

(general instructions and explanatory notes attached).

Certificate No

Exporting (certifying) country :

Importing (requesting) country :

1.

2A1

Name and dosage form product :

1.1 Active ingredient(s)2 and amount(s)3 per unit dose :

For complete composition including excipients, see attached.’

1.2 Is this product licensed to be placed on the market for use in the exporting country?5

L ves O No
1.3 Is this product actually on the market in the exporting country?
(T Yes O No (3 unknown

If the answer to 1.2 is yes, continue with section 2A and omit section 2B.

If the answer to 1.2 is no, omit section 2A and continue with section 2B.°

Number of product license” and date of issue :

2A.2 Product-license holder (name and address) :

Name :

Address :

2A.3 Status of product-license holder .8

- o O

2A.3.1 For categories b and c the name and address of the manufacturer producing the
dosage form are :?

Name :

Address :




2A4

2A.5

2A.6

2B.1

2B.2

2B.3

2B.4

Is Summary Basis of Approval appended?10

O ves O No
Is the attached, officially approved product information complete and consonant
with the Iicense?”(yes/no/not provided)

O Yes O No O Not provided
Applicant for certificate, if different from license holder (name and address) ;'
Name :

Address :

Applicant for certificate (name and address) :
Name :

Address :

Status of applicant 8

O a O b O ¢
2B.2.1 For categories b and c the name and address of the manufacturer producing the

9
dosage form are :

Name :

Address :

Why is marketing authorization lacking?

[ not required [ under consideration
O not requested [ refused
Remarks :

Does the certifying authority arrange for periodic inspection of the manufacturing plant in

which the dosage form is produced?14
3 ves [ No O NA

If no or not applicable proceed to question 4.

3.1 Periodicity of routine inspections (years) :

3.2 Has the manufacture of this type of dosage form been inspected?
3 ves 3 No

3.3 Do the facilities and operations conform to GMP as recommended by the World

Health Organization?15

[ vYes 3 No O NA



Dose the information submitted by the applicant satisfy the certifying authority on all aspects
of the manufacture of the product?16

If no explain :

Address of certifying authority :

Telephone number :

Fax number ;

Name of authorized person :

Signature of authorized person :

Stamp and date :




Explanatory notes

1. This certificate, which is in the format recommended by WHO, establishes the status of the
Pharmaceutical product and of the applicant for the certificate in the exporting country. Itis fora
single product only since manufacturing arrangements and approved information for different

dosage forms and different strengths can vary.

2. Use, whenever possible, International Nonproprietary Names (INNs) or national nonproprietary

names.

3. The formula (complete composition) of the dosage form should be given on the certificate or be

appended.

4. Details of quantitative composition are preferred, but their provision is subject to the agreement of

the product-license holder.

5. When applicable, append details of any restriction applied to the sale, distribution or

administration of the product that is specified in the product license.
6. Sections 2A and 2B are mutually exclusive.
7. Indicate, when applicable, if the license is provisional, or the product has not yet been approved.

8. Specify whether the person responsible for placing the product on the market :

(a) manufactures the dosage form;

(b) packages and/or labels a dosage form manufactured by an independent company; or

(c) isinvolved in none of the above.

9. The information can be provided only with the consent of the product-license holder or, in the case
of non- registered products, the applicant. Non-completion of this section indicates that the party

concerned has not agreed to inclusion of this information.
It should be noted that information concerning the site of production is part of the product license.

If the production site is changed, the license must be updated or it will cease to be valid.

10. This refers to the document, prepared by some national regulatory authorities, that summarizes the

technical basis on which the product has been licensed.



11.

12.

13.

14.

15.

This refers to product information approved by the competent national regulatory authority, such as

a Summary of Product Characteristics (SPC).

In this circumstance, permission for issuing the certificate is required from the product-license

holder. This Permission must be provided to the authority by the applicant.

Please indicate the reason that the applicant has provided for not requesting registration :

(a) the product has been developed exclusively for the treatment of conditions — particularly tropical
diseases — not endemic in the country of export;

(b) the product has been reformulated with a view to improving its stability under tropical conditions;

(c) the product has been reformulated to exclude excipients not approved for use in pharmaceutical
products in the country of import;

(d) the product has been reformulated to meet a different maximum dosage limit for an active
ingredient;

(e) any other reason, please specify.

Not applicable means that the manufacture is taking place in a country other than that issuing the

Product certificate and inspection is conducted under the aegis of the country of manufacture.

The requirements for good practices in the manufacture and quality control of drugs referred to in the
certificate are those included in the thirty-second report of the Expert Committee on Specifications
for Pharmaceutical Preparations (WHO) Technical Report Series, No. 823, 1992, Annex 1).
Recommendations specifically applicable to biological products have been formulated by the WHO
Expert Committee on Biological Standardization (WHO Technical Report Series, No. 822, 1992,

Annex 1).

16. This section is to be completed when the product-license holder or applicant conforms to status (b)

or (c) described in note 7 above. ltis of particular importance when foreign contractors are
involved in the manufacture of the product. In these circumstances the applicant should supply the
certifying authority with information to identify the contracting parties responsible for each stage of
manufacture of the finished dosage form, and the extent and nature of any controls exercised over

each of these parties.



United States Food and Drug Administration

Certificated of a Pharmaceutical Product
Exporting Country : United States of America

Certificate No.
(conforms to WHO format revised 10/1/97)

1. International or National Nonproprietary Names(if applicable) and dosage form :

Importing Country :

1.1 Active Ingredient(s) and amount(s) per unit dose(complete quantitative composition is preferred) : SEE ATTACHMENTS

1.2 Is this product licensed to be placed on the market for use in the exporting country? YES-See Block A NO-See Block B
1.3 Is this product actually on the market in the exporting country? YES
A B

2A.1 Number of product-license and date of issue :

2B.1 Applicant for certificate(name and address) :

2A.2 Product-license holder :

2B.2 Status of Applicant :

2A.3 Status of product-license holder :

2B.3 Why is authorization lacking? not

not

requested  requested

under
consideration refused

2A.4 Is approved summary basis appended? No

2A.5 Is the attached product information complete and consonant with the license? Yes

2A.6 Applicant for certificate if different from the license holder(name and address) :

2A3.10r2B.2.1 MFR:

Remarks :

3. Dose he certifying authority arrange for periodic inspection of the manufacturing plant in which the dosage form is produced?

3.1 Periodicity of routine inspection(year) :

3.2 Has the manufacture of this type of dosage form been inspected :

3.3 Do the facilities and operations confirm to GMP as recommended by the World Health Organization?
inspection

4. Does the information submitted by the applicant satisfy the certifying authority on all aspects of the manufacture of the product undertaken by another party?

Yes

2 years per U.S.A. regulations

Yes, at time of

Address of certifying authority : U.S. Food and Drug Administration
7520 Standish Place
Rockville, MD 20855, USA

Telephone : (301) 594-0063 FAX (301) 594-0165
State of Maryland Sworn and subscribed to before me this day of 1997.
Country of Montgomery

Notary Public

Bradford W. Williams, Director

Division of Labeling and
Nonprescription Drug Compliance

Office of Compliance

Center for Drug Evaluation and Research

This certificate expires 36 months from the date notarized.
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N15ANNIIRANNBALLBNEITAINULNBUTZNBUNISVUNZLTEUATS UL
2a1n81 (LABELLING)

2871N81MULUU ACTD wustu e WUU Ao Unit Carton, Inner Label way Blister/Strips ufag
wuunanstoruswell
JafiMuAYa9RAINUUNEaIUTI1 (UNIT CARTON)
Foe1 (Product name)

JUuuUen (Dosage form)

Fovessenddey (Name of Active Ingredient(s))
ANULLIIVDIFBENATY (Strength of Active ingredient(s))
JUMINAR (Batch number)

Jundn (Manufacturing date)

57‘14?;‘14@1&; (Expiration date) ABIAAIAI “m'ﬁyums;”
387151981 (Route of Administration)

a8 2 U A3 6 9

anznsinusnw (Storage condition)
@o. uztlsuA13uT (Country’s Registration Number)
o0, Touazfieguedtiueyynnan vistmiedunutiagtuiianlusverandng (Name and
address of Marketing Authorization Holder)
olo. Touazfieguesinasiuiasuna (unsdiimiedieunutiagtiudunlusvenaning (Name
and address of manufacturer)
om. TopnuiAvuuaain (specal labeling) i sildneuen eildaned erdunse gIAIUANTLAY
USunaumeaneses [usu
oc. Uinaueikugtiluusias fudmivenguimiunazindonus (Recommended Daily Allowance)
o&. ALABUMNUTTNIANTENTIEITITUAY (Warning)
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®.  AaNLUU Unit Carton T4iuaanuean1suzussnNguen Wy aannaedusiguin Naedussy
n3zUad NADIUTIIUNIEN LTudu
b feyaiiuAnainilagiiu Ae Dosage Form wag Route of Administration
.o N15UAe Dosage form @1ausalane 1wy enviadin enviada Tablet Suppository Wumu
vioonawdadudiunilwesdeonnfly wu XYZ Capsule Wugu
blo  N13UA9 Route of administration 819udslan<) 1y IM IV {Tudu nioeaudsegluisnislden
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Marketing Authorization Holder Tute oo 11118819 {SUBUPNER YiSORSUBNYMUNMIBRIE WY

ToANuTlAwULRaIN* (special labeling) 1 enldnguan enltiani 818uUAsY eIAIUANTLAY

USunaueniuugtluudag Judwsugngainniiuiagindenus* (Recommended Daily Allowance)
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<.
11U IUNETNT WAIEN T

damuuaaainely INNER LABEL

. 3981 (Product name)

.  JUkUUE1* (Dosage form)

on. %aﬁuaﬂﬁamﬁwﬁ@ (Name of Active Ingredient(s))

< AMULTIVRIAIEdALY (Strength of Active ingredient(s))

& JUMSHER (Batch number)

o, JUNA* (Manufacturing date)

o, 3‘14??‘14@1&4 (Expiration date)

<. 25n15l%en (Route of Administration)

& @nMEnsIUSnwn* (Storage condition)

@o. UztlyuA1TuET* (Country’s Registration Number)

o0, Touazfieguediueygnnan vieumSedsuuilagtutulusvenandns® (Name and
address of Marketing Authorization Holder)

olo. Touarfioguasiinasiuiasuna (unsdiimiedieunutiagtudunlusvenaning (Name
and address of manufacturer)

@en.
, Uunaueaneged 1udu

OC.

o&. ALABUMNUTTNIANTENTIEITITUAY* (Warning)

@b, WUINUTTY (Pack sizes)

VUL * 18D exempted for small ampoule and vial

o.  2a1nkuU Inner Label Tdiuaainaisuzussgnelu wu vin nsedes iusiu

©.
o A1379T1 VOINYULUTTPNUIZLAN

JaninunaaIngIuLUabanasseansy (BLISTER/STRIPS)

. 3981 (Product name)

b, Jevewiend1fay # (Name of Active Ingredient(s))

o, AMULTIVRIAILEAEY # (Strength of Active ingredient(s))

& JUMSHER (Batch number)

&. %fu?;ums; (Expiration date)

o, To/Aaydnualvewinan Advemdnsinsl /Fueygavietimiedausudagtudsnly
31991841903 (country specific)

o. @uztlsud1iue (Country’s Registration Number)

e # nanea lddesssylunsdindndunnidenddy annd e siiavuly

Mg INGUINAUTIN Uagindaus wuzliseyuuaaIndy Innflusiuuazindeus
%38 multivitamins and multiminerals



LUINSUAUR

o.  Fetmuanude o Wuansetslnegrmils
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®. Package insert

. Summary of Product Characteristics 39 Product Data Sheet
. Patient Information Leaflet (PIL)
Toyandniusieustasuuuimusliiiiadeseg fuelui

Package insert

Yowdnfaust (Product name)

FouarAUIIVBIFEd@dey (Name and strength of active ingredient (s))
anuwuzveINanAnY (Product description)

Wnd¥namans Anduaaurngns (Pharmacodynamic/Pharmacokinetics)
Yousld (Indication)

newzi1 (Recommended Dose)

381151081 (Mode of Administration)

Yol (Contraindication)

ANABULAZUDAITIETI (Warning and Precaution)

A8 2 U R A3 G 9

wo. Sunsizenfuendus (nteractions with Other Medicaments)

6. afﬂ%ﬁﬂi'ﬁﬁLLazam%ijﬁlﬁumqm (Pregnancy and Lactation)

olo. 9IMTliNIUsTaNA (Undesirable Effects)

em. MIFSUENAUIUIALAZITN1T3 NI (Overdose and Treatment)

oc. @n1¥Nsiiiusny (Storage Condition)

od. 'g‘lJLL“U‘UEnl,l,azﬁuumU'i'ﬁa)‘ﬁﬁﬁmlhsJ (Dosage Forms and Packaging Available)

ob. Touaziioguaiuan viethmiedsunutiagiudiunlusiveianing (Name and Address of
Manufacturing / Marketing Authorization Holder)

@6 %fuﬁﬁmmﬁlﬁuﬂ%’wquaﬂmi (Date of revision of package insert)

Summary of Product Characteristics %38 Product Data Sheet
o.  HowAnsiousien Name of the Medicinal Product
o.0 P98 (Product name)
@b ANMULTY (Strength)
e.on  JULUUUDI81 (Pharmaceutical Dosage Form)
b, YsuuuazauautRvesing d@irey (Qualitative Declaration)
b.o  AuFNUAMEIEATY (Qualitative Declaration)
AaudsreanBendiend 1y 1y TomuINN s sU 1nde uay hydrate form 7 LAgts
bl UTuudendAny (Qualitative Declaration)
LA9TeazdaUSImedAY fe o MiieveIgUkuUeN (per dosage unit) LU #i
mheUTinesviemietmiin nsdlenifldaan TWudadudwnuuinuedenisaanuusiay
sy (For metered dose inhalation product, per puff)



o, anwazlazsULUUeIMIandunssu (Pharmaceutical Form)
wiamudnuarneuendiviiu fenlan wu & wlsmnsuudinen Wudu dregs wu
dindun nauwuy veuaiades TiAsemung eoo VuiuViweudae
« AuauTAneaatin (Clinical Particulars)
<o Touiltlun1ssnw (Therapeutic indication)
<o WINYMaEIsN15Ge1 (Posology and method of administration)
<. Vvl (Contraindication)
<@ ALADUNLAY LazUaAI55rslunslden (Special warning and precautions for use)
& Sunsizentuendug wiesunsnsenduy (nteraction with other medicinal products and
other forms of interactions)
<o Mildluaniinssiuazaniseninalviuuyns (Pregnancy and lactation)
<ol waneANuasalunMsTulnasieuiuaIosns(Effects on ability to drive and use machine)
.c 9IMslfisUsasA (Undesirable effects)
<.« NMslasugniuwun (Overdose)
¢ AuaNUANuNdyIngl (Pharmacological Properties)
¢o AuaudRMIANgunaans (Pharmacodynamic Properties)
&l AuaudRnIANgyIauAIans (Pharmacokinetic properties)
&a ToyannulasnivanNnisAnywmiadin (Preclinical Safety data)
b, TWarldANINdY¥nIsy (Pharmaceutical Particulars)
o.0 1815 ldReY (List of excipient)
olo ANULLLINUYRLE (Incompatibilities)
o 97U838N (Shelf life) liuA o1geiiloussglumvuziiodming engemdsaninauions
wwnuditmun o1 mdiniidelderadausn
o.@ UamsseTeiAwlunisiiuen (Special precautions for storage)
o.& 5%@143u,azehmhzﬂa‘usuanmﬁziuwssq (Nature and contents of container)
o, ToffueygmndmvsothviodsunutagtudunlusivenandnsiMarketing Authorization
Holder)
. awnzlloudniuen (Marketing Authorization Number)
. 3‘14‘171151’%@1@@%L‘ﬁauﬁﬁum(Date of authorization)
0. FuiiiinsuAlyUiuusaenas (Date of revision of the text)

Patient Information Leaflet %38 PIL

o1 (Name of Product)

anwauzen (Description of Product)

d1uusenauvase(What is in the medicine?)

AMULTIVBI8N (Strength of the medicine)

eifldiiloozls (What is this medicine use for?)

AuASLEN Usinauinlng wazueeiiiela (How much and how often should you use this

v A3 & 9

medicine?)



®0.
6.
ob.

®en.

6.

6.

®D.
®.

lolsaallaimsldend (What is in the medicine?)

915 lNsUsEaIAINATSLEeN (Undesirable effects)
valdeniinsnandeinisldomiesuussmuemsdssuanla (What other medicine or food
should be avoided whilst taking this medicine?)
aumsheglsiaudildsmananiidivue (What should you do if you miss a dose?)
AAISLAUSNYIB19E13ls (How should you keep this medicine?)
Snwazuazansdioldiuenivuung (Sign & Symptom of over dosages)
ﬂmmiﬁwasmliﬁﬂ%mLﬁusuumﬁuuzﬁw (What to do when you taken more than the
recommended dosage?)

Fo/dydnuniveiinan / 1i1vewdntae/Fueuymnamdettedeunuilagtudhaly
51991041303 (Name / logo of manufacturer/ importer/ marketing authorization)
TapsUfURlusgnnglden (Care that should be taken when taking this medicine?)
Lﬁali@mmsﬂ'%ﬂmuwwé (When should you consult your doctor?)
HuiuAlvuuusaienans (Date of revision of PIL)
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ensenasUsEneusvetunzifoudiueniaingadienis
LUU ¥A.e (FORM-SBP 1): snemsiananstayanaluuazdoya
YaINanN9 (Administrative data and product
information)

WUU ¥A.lo (FORM-SBP 2): '5'1ﬂnﬂitanaqiﬂiznauﬁagaﬁm
AN (Quality Document)

WUU ¥A.m (FORM-SBP 3): 518Mstana1susenaudayaniu
msﬁnmﬁ‘lﬂé’v‘iﬂuqué (Non-clinical document)

WUU ¥A.c (FORM-SBP 4): s18n1stenansusenaudayaniu
N15AN®IN19AALEN (Clinical document)

WUU ¥A.¢ (FORM-SBP 5): 518M3tana13Usenaudayaniuns
AnAUuAMUUADASBLAZNLIANISAUE IR LY

(Pharmacovigilance and risk management plan)



srensenansfeyanilunazdeyavaswandnei (Administrative data and product information)

o. Tee1TIINgAREATY

v ¥ a

. FDYNTIINND19D4
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I

o e3vivgeaendndy [ ] enden

<. S18NSLONAITOUNTY

[[] owau

bUU 1A.@
FORM-SBP 1

318N13LNEHAT

Aaudl A (Section A) : @111 (Introduction)

uflufi (Volume)

%t (Page)

NANI5ASIVSUAYD

° v oy Y o
A1URIULITNRUIN

H

laidl

il B (Section B) : #1508y (Table of Contents)

MBUN C (Section C) : l@Na15NEU

®. BWUUNDSUAIYTUNLTIUAITUEN

6.0 WUUNBSUAUBVUNZLTUAISUYN (WUU 8.6)

oo JUtpevelunziieu

. WLIde5UTRI99 (Certificates)

.6 NTUNNANSUNEARNluUSEINA

b.o.0 dnUTtuaU NN N UTITY

©.6.0 N9EDSUTDI GMP Y8980 1UNNES

o.e.en Certificate of Origin 984 active ingredient raw material
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o NTUNNANAUNUIMTAWIIUNTUIIVDIUIINT

..o duituaygnivsedeutagiudunlunveiundng

.ol NATUTDINANA NN (Certificate of Pharmaceutical Product) enwily
nsainazihuYunglsululsymalneyusemansn

©.lo.m dUMTETUTEY GMP YuNAnmUTEwA

. 2810 (Labelling)

<. Yayandndmaien (Product Information)

&0 ToyalagaiuveInaniuginIuLuY Summary of Product Characteristics (SPC) #38
Product Data Sheet

<o Na13AAUeN (Package Insert, Pl)

< LenastayadmsuUae (Patient Information Leaflet, PIL)*

&. ANYRRUNIANAN/UNHINAIBEN9

&0 MUBBUNYINNENLTIDEN LNV LN EUMNTULT (WU H.8.<) NRTUBLA ALY

&l MYaUNINIIMTeRIMIsg Nt u YN TN TINe YR YUz DB U SUeN
(MUY W.8.c) NPTUBLIALT

. ArSuTasgBuA1vaIunzilsy (Applicant Declaration)

v.0 ATuTRIEUMvRTUNZIlWmSUETVingAaeAaa

5l MFUTBIReUluNVUNzIuuiSueTringaaunis
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o.0 A1SUTEINTRITayan VU e buUsTNAANg

5.« AFUIDINITAIVANNTIRAIAZNFIAAUEITITngAA1BART

o.& ASUTHIDUY (D)

o.¢.e MIUTBIlUMIALEnaTNLANlUNSANYIAINAIENINYDIYN

o.& b MTusesteulunsTunsideuisuenaniznay (nsaledmglaanigly
L3N8 / @0UNYIUIR)

b.&m ASUTDIRaUlIN TN TousiSusIian1sdIean (WU d.9.0)

b.&. NIADWITRLA@MSTUAIDaN (NTANTLYesNd1nsudseanlinssnuTaenanvie
Tuuseing)

o.&.& nilsdeRnroseninUsemeArRA %ise Invoice 138 Proforma Invoice %38 Letter
of Credit (nseildsoan)

b.&. 5 NINADNBUINUIIRUUAITUN

o, LLUUWaﬁuﬁ'uﬁn%’agamﬁauéh%’usn

<. HAATITHENINATUINYIAIEASNITUNNG HIaNUWIUN 88.5U509 (NAIATILH

Comparability Exercise Wwuu Head to head lu Part Quality)
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s1en1siena1susznaudayaduAnAIn (Checklist of Common Technical Document : Part Quality)
WU NTVINGPA1UAGY
. Ye1TIINND19B4
a. 9137 3ngAdneAdnduy [ owden [] emes
< TeMslenansduiity
. NAN15ASIATUAYD
S18N15LNET ulu? (Volume) | %iln(Page) e e v v d
dmiudmii
Hy Laidl

ABUfl A (Section A) : #15Usy (Table of Contents)

Aaufl B (Section B) : unazuTngsauduamnm (Quality Overall Summary)

[

S dngAufegd1Any (Drug Substance)

s1 %’agaﬁ"’ﬂﬂ (General Information)

110 (Nomenclature)

1.2 las9asna (Structure)

13 ﬂmamﬁ'ﬁﬁ"ﬂﬂ (General Properties)

S2 n1swan (Manufacture)

2.1 {uEn (@1aflunnnindle) (Manufacturer(s))

2.2 MBBUNIENTEUIUNTHANKAEITAIUANNTEUIUATTNER (Description of Manufacturing Process and

Process Controls)

o a

2.3 M3AURANINGAU (Control of Materials)

q

2.4 MIAIUANTURDUNSHARTIEALY way a13858un3s (Control of Critical Steps and Intermediates)

2.5 ﬂ7wi’ga]aaummgﬂéfawmmzmumﬁwamLLag/ﬁ'amﬁﬂizLﬁuwa (Process Validation and/or

Evaluation)
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2.6 MINAUINTZTUIUNITHEN (Manufacturing Process Development)

S3 n1sMsIanwLLang (Characterization)

3.1 MasandlaTsasadnwuzlanizdus(Elucidation of Structure and other characteristics)

3.2 Awuidou (Impuirities)

S4 n13AuANINgAUAl81EIA (Control of Drug Substance)

4.1 TommunanIg (Specification)

4.2 F/M51ATIEN (Analytical Procedures ; State of the art technology)

4.3 MINTINADUAINYNADIVDIITNTIATIN (Validation of Analytical Procedures)

4.4 NMFIATIRNINEARAAZTY (Batch Analyses)

4.5 MIBwaunsNavestaimuaaniy (Justification of Specification)

S5 msmmgww‘%ai’aqmmgm (Reference Standards or Materials)

S6 izuuﬂm%aanwuwiiq (Container Closure System)

S7 A21UALEN N (Stability)

S8 nswSeuliisuauAaeAdinuRMan YL

8.1 AMANwMZIANIE (Characterization)

8.2 awuilou (Impurity)

8.3  AMUAIENIN (Stability) : @N1I¥NARY WAZANIIZLI

Y

8.4 ’3“14‘] (a13)

P wanmaien (Drug Product)
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P1 anwzewazaiulsznau (Description and Composition)

P2 MSAAIUIMnd¥nssy (Pharmaceutical Development)

2.1 i@uﬁamiﬁﬂmﬁ&um (Information on Development Studies)

2.2 dulsenaureinansiaisn (Components of the Drug Product)

2.3 winsinueidu3agy (Finished Product)

2.4 MINAUINTZUIWNTNER (Manufacturing Process Development)

25 iSUUTJWUENmSUWUﬁﬁ; (Container Closure System)

2.6 qwéwm%amw (Biological activity)

2.7 anudniulaves@niiug (Compatibility)

P3 n1sWan (Manufacture)

3.1 gnseRa3uNISWAR (Batch Formula)

3.2 NFEUIUNITHAALALITNTAIUANNTLUIUNISHAR (Manufacturing Process and Process Control)

3.3 MIAIVANTUROUNINENTIEALY waz @15056UnA3S (Control of Critical Steps and Intermediates)

3.4 mimaﬁ]aa‘ummgﬂéfawaﬂﬂizmumi Lay/use n1susyiliuwa (Process Validation and/or Evaluation)

P4 n1sAruRuEsUTINeAs (Control of excipients)

4.1 Fommuntaniy (Specification)

4

4.2 /MTIATIEY (Analytical Procedures)

4.3 ansusaudaniunasiiaanuyudviednd (Excipient of Human or Animal Origin)

4.4 ansususiaiiduasvielul (Novel Excipients)




bUU Ao
FORM-SBP 2

4 y HAN13A5I35UAYD
5189N15L9NET unudl (Volume) | %iln(Page) e v v A
FAIMTULINUN

Y laigl

P5 n1sAuANKAAANTId15a3U (Control of Finished Product)

5.1 Tanmunanie (Specification)

s

5.2 38n15AT1EY% (Analytical Procedures)

53 mﬁmwaaummgﬂﬁawaﬁ%‘mﬁLﬂiwﬁ (Validation of Analytical Procedures)

5.4 MFIATINNTNEAUSRETY (Batch Analyses)

5.5 NN BALIANIZU9E15:30UU (Characterization of Impurities)

5.6 MIBUIAMENavestaimuaLaniy (Justification of Specification)

P6 #1311M53 UMD TAANINIFIU (Reference Standards or Materials)

P7 iSUU“meJENm%uz‘UﬁQ (Container Closure System)

P8 AuAgENTIN (Stability)

P9 msUSguLiisuad13Ad8Aa (Comparability exercise) seninen¥aingaaiendsiue1BaIngdneds
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