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GRLH! Favipiravir boo mg tablet
A 5919
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Finished product specification : Favipiravir boo mg tablet

@. ldentification Test AT
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. Dissolution NLT e00%(D) LA in && min
&. Uniformity of dosage unit AN
& Related substance
- Single maximurm impurity NMT o.&%
- Total impurities NMT lv.c%
o, Water content NMT &.0%
¢. Microbial Enumeration test
- Total viable aerobic count NMT @o™ cfu/g
- Total combined yeast and moulds count  NMT @c® cfu/g
- Test for specified microorganism; E.coli Absent/g
Drug substance specification : Favipiravir
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. Heavy metals NMT o ppm
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- Total impuirities NMT @.0%
. Assay e.0% - @ol.o% on anhydrous basis
o. Residual solvents MIIINIUY

........................... Uses1UNTINNG
(Fuly gugne uaadu)

ATIUNT RARFRNNREEN. UL LR N3IUNTT

3

(u9en35738 Aeipzyne)




o =
Wauludue

0. flauonmdasiudiunnmmeenas wieumelleteiusonenaslnedisnnaseasdondil
o.0 wnasmsidsuaugmiuzleuhivenifiedmminglulsamdlue wasdunsdeclarelmdndn

o.0.0 luddynIstunzidoudiius el ne.a e.€) wiudnsd, erfindelulszmelne
(ned vee)ghdieidunsudassgemeds ve.e), snhdhandadssne (anefls e.e)

o.0l0 luAvatunuieus ne.e vie v.0 vewfiauesian nieuneazidunrdonisaiuny
AunmasHAn SRt unsfou (finished product specification) ns@egszwinemsiwdsunlaufly
siRvagsoaiuuienansviaduinmaisnisvendile (0.¢) imden finished product specification waz/
%38 Drug substance specification Ingvauflansuiulssnirussmnsiadidnniedng wazliiiu b U a fu
Usznmasenansiandiannseting

@0 BNANTTUTOWINTH UM IR

0.0 nidinanslulsEmAlng fuanasdesdidiuinmdemldeiusowmsgiunsuaneiny
wanNaEASN TR ERIFlunIREeEN PIC/S (pharmaceutical Inspection Co-operation Scheme) Tnavingauy
PIC/S participating authorities #30iiona15U09NAITIUMIHARE A LMANINMUT AL TS N FARUN1SWERY
YDIEIUNIIUANENTTUNITOINITHATYY NTENTIEAITITUEY Fetmuntulasfinusenndosuasiniiiouty
wannTuarisnisfiluniandnen PIC/S lumnaerfieusis adudiganiusounisnsaseulaefinanis
Susesiviulssmeadssmnsindiannseling

alo.o nsdilugrhidrandrsseme gudadeslivdsdediunnmaientdesusennnsgiums
BRI N TRLUNSNEREN PIC/S (pharmaceutical Inspection Co-operation Scheme) Taemitiienuy PIC/S
participating authorities atuanganuseunsnsvdeulneiinansiusadisiulsyniauszninnadidnnseiing
W30018RaDATN WAIWFNSH]

oo LBNANIAMATNYDIETLELTIAN

e.m.e HANSATITIRT AR RERSueied1593UraNAR (Certification of analysis of finished
product) Tusnfudidaduiiogng

e.mlo WANIATIIIIATIERMA IR AUTRIiIENdATy (Certification of analysis of drug substance)
ldlumsnaneiuiidaushosnaiavesinaneuazedningi

b. @9t
.o flauesimissdsneineei ey o wiioussyiue fulufumuanseasBoslinsudunud

aluidenuantimivirsiuluiuiuauese Invegveseives Lot fasduaueneazdoiiongiuan
Fuiindn livnni o U lufuusemalszmnsadidnnsetind

o, ARNHIUAINRdaUMUNMBA A8 lulsImeug

........................... U3¥81UNTTUNNS
(Wulv guane weidu)

3

Fie))




< nsUssfuguamesniidey
<o DIgvaIfidweusion Toghininnin o U fuainiuilnde
<o yWnRiidwey sgfosdidiunnmanaluiusesmanisnsaninseieniuiidwevtendauazly
Anreiingiivvesuaningiuildnans{uiidwey
<o Tuns@ifimigswnsinsduiiegieiiidweuiiediniiniinmeinanim mireswaisazyi
wildooswafiodien lnsfuisesdosdwiiudnmuduauiivassvnisdmseinseisasdudiuiaveu
Aldaelunsnnainsginunw Tunsdifinuiolidulumuudneasans missswnsvesnudil
%Uﬁiﬂ'im’ﬁmiLﬁu%)i’%ﬂ’]EJ’]ﬁﬁﬂﬁ']’J‘U@Q%‘U']&JLLﬂ%/%ﬂ‘%Bﬁgwaﬂuﬂ%&ﬁ’e)‘lﬂ
e« fueazdosfudsusidenlrduuseny viadofiansidoanmaeurivun
e¢ fneazdosduwauilsmeiuianiely oe fu Tufanntuiildannusuludete
€0 Q’ms@uaaﬂﬁﬁaUﬂgﬁnﬁ’tgtgwdauﬁmcngguqduméﬁﬁia‘lﬂﬁ
&.o.0 Humenmsifinsfiansandrereenandaydvedsmeiuna
&olo nan13inwlid lngdudunanisldnunmdgldeuasindngrududunismsunndnied
578974 ADR 98193U6I
@ 5.o nulymdnwurguuuvsmiensuzussuuaumaliiAnaunainindouneniidea
nsgnuiemsinwiiae Tnefineanuiymangifeadestunislde
&, Lonansau
& WaM3Anw long term stability naent e TI It s sl fudinmunaenssunsomsuazen
NIENTNAITITUAY

v, MIvsedlualseansnmaasian (Price Performance) s18agdanmuanalsuseninsiadidnvseiing

........................... Usgsnunssunis N334N73 RO .- - /71

(Wuln gugny wasdu) ( wnAgaldivsa ) (UNE513

=p
ap
Lo
Som
=
ee
I
=
™
S



d 9/ ot o = 1 oo ] i
mmsmmﬂwﬂmuu auvaninauNnIsUIHiuAIUIEaNSNINAas1A(Price Performance)

Tsswenuiadauiin

FusvasAdnaneTaweaamanguiamnsmbusslunudand sluinusi
UsgAniaw Mdunawads Susesdnunlnegiisiuns lnsdsawanuonarsluiunaifidmunly
Usgnies mnuivusauznssunsaziifinsumsnguiiaueiiagy

AU SRANLAZUINUN ALY

Fauusnan thwdnazuL
0. TITlAUD o
0. aunmwazauaA T lovddenenvns Do
i’éi&ﬁgﬁﬁuﬂ ®00

@ o o e ol & € 1
fudswdndl b : aunwwaruaudRv ulsslevddenesns

miUIvan umdneziul | Azkuuand
®. WATFILTIUNRR ®0 ©O
B, ATFINHERT no Mo
o, UIRTFIUNBIUFURMS eno <o
AaanURnBoUstlavsansUfURNu no no
TNV ®00 ©00
v.0 MUUTIOMN o : WIATFIULTUNER (ASWUUAN eo AZLLUY)
AIuUvEn AZLULY ABLUUEND
. GMP PIC/S participating authorities ®00 ®0
o, WHO GMP slo o
on. GMP UselvARkEn / GMP Bun o 5
©.lo FILUITRN o | 1IMTFIUNEANL (AZULULAN mo AZILUL)
rUsvian ALY ABLUUFND
@. NMIFUTBIAMA IMNERA &o o&
. teyaatiuayuAnuITondndue &o ¢
o < i o & w o, o %) =
b.lo.e MULUTTBW b 888 : MITUTRIRUNARERSUII(EanToladania)
(AZLULLAY od AZILUL)
fudsnan AZUUY AZUUENT
(1) WHO List of Prequalified Medicinal Products &o od
(v) enlunevendndusieinmuninuazdndn (Green book)/ &o ok

Fen1sndndarieiatdylnifdanumindsslunsiiindnwiu
8IULUU (Orange Book)

@ srlusredendadmuaioniildTunisfuses (Approved &o o€
Medicinal List) lnaipa3adralsaneruranguaniiuunne
AERsuaUsEwmelng

(1) inani197AT1E987 @ Lots TneesU jUAnTs ISO/EC &o o&

ool Milddndn




blolo fUUTI09 b Yot : TeyaaiuayufngiTenmnmkdnsinm
(AZLUURL e@ PZLLL)
fisnesruni1sidonisadtn (Clinical trials) 158918997UNNSANEININARNNAUIVDND S

Us2ANS AMe e iguAusIAULUY WSS 189UMNSAATNTALEAIDUTEENEATNUDIET WIBNISANEN
Ju9 warfssasiiuwlusasansewng (Fondefnziuusniian)

Fudsuan ABLUL ATLUUFND
(n) A8 sAnwnduwuy Randomized controlled trial &o o
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