KU lUNISLEUIIANYIFINSUNITINTD IV LTINGIUIA LU ININUIY
U523109UUs200 ol

. MIEUDIINYINANITHIADE1981
0.0 NATIELBTUTIATINNBYAATILEY wazau150dusIAEaTIuT mo fugiew beol

0o MItauesan auesAl o $1eN15EW0LNETST o A
B (90517 0 YA UsENBUAIY (o) TUIAUBTIAT (In) LONA15TILNEITEITUEITIENTTUY 9 () F20E19817
.o FIDENAUTIABIVTITUNTULUTIIIVTENT BT Touaan (Fregredsliiansanaunsauus packing la

wazvasIUANSN1TENfageAY il vnuSniianudszasdveTuiteg1eedu lUsnssyuuimegseniiy uazvalvisnfnsie

FuRungluiuf so NuIU beoe)

. BNETEUITIANEN
©.0 VoW sEUTeaLlyM19e1 (Generic Name), packing 1911ti1g
o SeNseIausRetldsusunitunziewi Sueiedmminglulssmalne warvediwinstunsileulsenaunsinnsan

o. 7idRlUUsEIAlNY RAndesTivisdoiusesmIgIUMINANE ML UTITIALUNSHERNBINTENTIEAE13IAY (GMP)

Tumneefiauesian nsdidugnindrandsssa fudndosinideusomnsgiunsuangina GMP vesUssnaAgan

o.< ofiausseaiugfivisniudndnsedugunudmmielngnss

b.¢ pWTEMsHsdidermuanudnuziaNe (Specification) mufifimun uazdunniouiulugesauesian

0.5 Fosuuulviinngivesmenssnnensuarlvinsgiingiuilinanesunissdaiy q demnads

.o naaifiduen Generic findnluussma viesmindansrsussmanlalierduluy (Original) Fesindngiunmsfinyinavnanddn
TunyudiIoufisuivorduuuuinansitndndusivszaniaminfsufuorduuuy wiefiudngiunis@nwidrauya
(Bioequivalence) Tusywe Wiguisuivgndiuuuy mundninasiuazuinefiiluns@nndrauyavesenandy nesriuauel

AUNNUAMENITUNITOMITUAZET NTENTNAITITUGY
. mﬁmuaL*flumﬁ;:{l,auamaLﬂuﬂmﬁw%Lﬂuﬁwuﬁmmaimama%aé}’anﬁLaﬂmﬁ‘uSaamitﬂur;jl,muﬁmﬂwmLLaméha

(@algdula)

. NTINELE

.0 egefidmeufendulunuiouly di
n.0.0 01fTl0gliAY © T fuanTundn orguesidsuouseitesnit el Woutuainfundn uazueBuAsudsuiu
Tunsdiflsmueengiudnnulagliidouly
@0 e7iT1ERA b T Tulutuantundn orgvesiidaeudethitiosndt b T m vetergeduainusde

oo eNNeTdwey wdesdd i mdeluiusemanITITIATEeuTidseugHAREe N BTN TENTIsEE SRR

Juses

o Wsmsaiudushiiensnsodndeld oo um

. fmunszezialuntsindinelu mo Yutudwueldsuludde Buuddinsddnduldannsodadddildnuimun Foudls

Tsangruransuduanednualdnusnielu o u
o€ nusSEnldaunsadndaduamlamuiuanaslaudddilsaneiuiansiuwal wilsang1uialilaiunsaselamunivun 1ianiuy

Tsmenunarrd@eanuismauwmilunaiiuludeu

a5 WNEAUTIdRduAnauEsme/unnsosan e nEeTBATsEI SN Ustnazdessulnveulunisiudsuelill
.ol U%ﬁ%ﬁ]%ﬁaﬂ%’vLU?ﬁIEJUEJ’lLﬁE]EJ’ﬂﬂéJﬂM@EﬂEg Immﬂﬁlaudawmmq o e wavsudsufiudiuou wiensdlendanisdeuann
Uitnazdeaiuidsuiudnnuniely mo Jutuanldfuudsnlsmeiuia Tnewdsudunsulmiidaunmiuasionguuningy

Inglyisoslilsaneuadsenitaviudeulvigueneu

<. nsdndslutauasia wnasiineades wazdiegnen
<o NIfUTIMFoINSIELeTIAIE A Tanmsunndiily velientesauasiadie
<o dndduianosian, lenansiiieades uazdiedeen auiiog
nauuduasasfuslnauasndyasisagy drtnauansnsaguimdatiug a.au-yedne andel a.liseiiy 2.1 ¢gooo
(szynuwas “wuanmendadaion”) neluiuil @ Bvnau eeve mnfusvernaiing asdaavslunsiauorainal

o/&. NTNINTAN...



& NMINATUINANTSIUALBUEUDTIAN
&0 Auzvhauinsansalulauesa azfiansandaidonanaunmaudn/msuimsgni/deulviivisnaues/ doyaiianiy
Usznaun1siasan Loy mﬁﬁmumaﬁw%ﬁuq, ﬂﬂﬁiﬂLLﬁﬂmMﬂﬁLﬂﬂLﬁ@‘ﬁu, HaLAT Izl U YR sAUEIMEIAARSNSWINNE
msgnizoniivendulae ee. Wus ol lusuludesinsansadgaiansly
&lo NMTAITAUIAMUMNIEFUVBITIAN D FzRANTANTIATEINsTmeliuAlsmeunalusminduluwnanawmile
Usznaudae Tnesaniitaualss 9.1y szdedligininsaniisminglisminduiiivualndifeiu
&a n3dinudn Agaffdmieausingnisaisine s minduiifivunalndifssfuluaamile ansvineun 9l
FvdundSmineiiauesargaliauesiaiuiulmineudsmingsedu
¢« mafinsandadenimeveseshaufinsansaluiauenmieiduiifuas
o. Rouludu 9
5.0 Voluds Fo-ana weslnsvesiunueluluiauesaie
.o Usranan1sdntos dsulszana beoe Tuddusuuiauenaniiu favidufionnuazmnuiviimifiotmuanauardisesen
dusnunsindesiontnzunuietesniisiuiunudssnanms i sile
. UENTlATUNsRsandnden Fesfnde/funisdidonnlsmeunausazuisineauevie malnsans wasdndswotueniu
melsmeunandosludsmowmuioulululudsde
.« fusEnliansadunavseliddudinuimun sihlilsmenafisenudomes azgndndnslunisiiaisan {ienu
syopaTiiiuauas
o.& nadifesdimsduanainrsiolulyidntosudminim visnasdufiissaldiglumsdmnatinmsinngusineaans
nsurmditavn Sadusngimenisinsgiliiiunasgu viEnFessuiiaveulunmsdsussumskandnanniaun uazmns
Janinagantiunismuszdeuiasngrunesely
.5 9eMsEnuTdil dvhtufielianuuinmmssugrlutaminduindelasitmsnyaaintu nsdififinsintelngissu
Tisidunsaungranedu 4 Afeides Tngldsdudosindonutadil
.0 TEMsEldTunsiTsanud mndusremadisiusunsiateussiuuavienfiesinsindunssunan s1en1setiy
wgnireennddintehuimiailnelifideuls Ineveanudnslumauwddiuidmiunsuduaednuaisnes







