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silymarin elo mg capsules

1. Yavn sityma'rin @wo meg capsules

"

2. auaudanalu

21 gduuu Wuesdle vlefudseniu

2.2 dudsznau Usznausadae silymarin evo mg Tu 1 ufla

23 awupussy | Ussluuneleain Yoafuaaadu uasussyiusitosiuuas

24  aan : srydnen, druvsznau, fendiiy, Auuse, Tunda, JuAueny, W@yiinda uazlay

nzidoussusiliodrsiaiauuuussyiue
n3menfiussyluunee aainuuATurUTIYUKBDBEtBRBITE YTy I aduUsENeU

o 5, = e o &
FIUNFTIAEYLLAEAITULTIVBDIYN LaUVIHaRIUsUBE

3. auauUANIunaila

3.1 Finished product specification £
8 Test ltems Specification

3.1.1 Identification Meet the requirements

3.1.2 Assay (Content) 90 -110% of the labeled amount of
Silymarin as silybin (calculated as the
sum of silydianin, silychristin, silybin A,
silybin B, isosilybin A and isosilybin B)

3.1.3 Uniformity of dosage unit Meet the requirements

3.1.4 Dissolution _ “Livesndn 75% (Q) vealGinmuissyves
Silymarin as silybin Tu 45u1i

%15 Total bacterial count E NMT 10000 CFU/g

3.1:6 Total éombinod molds and yeasts ‘count NMT 1000 CFU/g

= i d Enterobacterial count ) NMT 100 CFU/g

3:.18 Salmonella species Absence

1.9 Escherichia coli Absence

2/3.2 Finished substance ...



3.2 Finished substance specification

tia Test Items Specification

o Fol Gl € Identification Meet the requirements

842 Assay (Content) 90-110 % of the labeled amount of
Silymarin as silybin (on the dried basis)

4 consisting of

- 20.0% - 45.0% for the sum of silydianin
and silychristin
- 40.0% - 65.0% for the sum of silybin A
and silybin B
- 10.0% - 20.0% for the sum of isosilybin
A and isosilybin B

323 Heawvy metals NMT 20 mceg/g

2.2 Loss on drying NMT 5%

225 Total bacterial count NMT 10000 CFU/g

3.2.6 Total combined mol_ds and yeast count NMT 1000 CFU/e

3.27 Enterobacterial count NMT 1000 CFU/g

3.2.8 Salmonella species Absence

329 Escherichia coli Absence

] =i
4. Gaulvauq

Sras = °_ar i _ o ' 'y T
4.1.enensnislasvaygeatunsibouiiFusiiedmiisludssivalneg uasduns (declare) undauin

a.1.1 TudrAnstiunziloussue) (ne.2 ne.3 vio.d uauans)

o = = = & = ar s a e e Ly
4.1.2 IUﬂ"'l‘UE]'Uu“BLUEJu Y.l YagvildaueI AN 'NT;EI!J‘."WEif‘IzLEI&lﬂM’J‘EJQn'ﬁﬁ'JUFpJQi‘un‘IWﬂaﬂuaﬂnmﬂﬂﬁuwﬁu

L 5 2 L) ar - & 5 =l
wrtlau (finished product specification) wazdarivunamuninuasingfu (Drug Substance specification) N3N

o
u
3

wW3B Drug Substance specification

szvTanaisuundaaniluifiudy azdeuuuenaisnisvounluumiau finished product specification wag/
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4.2, \BNANTTUTBWINIZIUNTHERALN
4.2.1 nsdewdnlulszmealve guasdedidiuinmaenidsiusewinsgiunisudneinumvdninueiisnisaniu
NISHERNBIUDINTENTIAITITUAY (GMP WiB GMP/PICs) Tumnsefiauswy adudigeauseunisnsivaaulned
nan1susBstsTuiausTIA AT TuTindnen
a.2.2 nsadusndndianensszmne dudediafidiuinwdiemideiusesannsgiunsudauianaumaninuy
3§ﬂﬁiﬁmun1imﬁﬂﬂ1%adU‘§zmﬁé’wﬁcﬂ w3e Certificate of pharmaceutical product RUUETEARIUTBUNTATIIABU
TasfinanisiusesfisTuitaussiauazuiindnen
4.3, WnaNsAMNTWID BN TlausIIAN
4.3.1 man1IasilATIsiRuITnRERN e nEn (Certificate of Analysis) luejuiidadudiedi
4.3.2 wan1TnsIniAs IR wIRgRuTeiendfity (Drug substance) AlFlunsudneniufidudusegng
4.3.3 pan1sAnw) Long Term Stability ﬂaaﬂﬁaamﬂ,waamﬁﬁvuwxLﬁﬂul"i
a.a. fuesranduuivnindaviadufunusminelesnss uasdosdiiotnenetinfes 1 wiaeussy Al Fadu
fhunuuansseavidoaldasudunuiicusludonmuaiineludnsiu
4.5, nisuUsziunmn e fidaou
a.5.101fidwwavdesdiongldlihivosndt 18 Weu WuanTudaeu
4.5 28 nneiidasy sxdipsdidiuinmansluiusesmanisnininseienjuiidusu
4.5.3 nsdifivihesenisynnsduiegwefidmsuiodmmairsisiamun i visessnmsezvimddeiecue
shotins Taefuieavdvsdefisdnanusunuivinessnmsdwsvinsevuandudiulaveurldned
Wgadoslunisnsiviiesisinunm nsdlfiwuinenbidulusmusudnuuziewz mhesisnmsveanuanslisu
Asaunnisiauesimendnanvasfisuay/vioduasluadaly
4.5.4 fureavdosuldvusndiesilndvuneiy visdlalianiadenaninsisusznisiag deurdmualeelii
Goulw
4.6. \ona1soug
4.6.1gauesa(guieBusanlsndndyyinauasurinvun el
4.6.1 1n3dinan1sduesaviassvisronnsudvermanfnsumdiiidulusunasgudeivue
4.6.1.2 nydindnAusivvisignfonifiviunniewmaislesdninnuamuenssunisasuazen Tudiaan
voadyyrardoazuiy
4.6.1.3 nadiwudgvaun e nedndusifiovdmareuszdvinawaranulasnduseduheildiuen
4.6.2 MihuswNIveanuans usuRinsurdniusisfiivssingnionifuAulesdninuanenssunise s
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- 1 ar o A &
wazeiluszazian 1 Unsuluduenaisdussiainisindonsal
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4.7. dwmsueafifintsdauuainisuanudsadauiddey Alsildedunuu Wuanamangudsiolull

4.7.1 Yeyauaninszrurunmsdandaosiieddy vie nalnlanudosen

a4.7.2 ns@nwnFeuiisunaafasioiuerdunuuiniinisazaneuiiouiu (dissolution test) Tae38n1s
negouRamnTauenAINLensiald Tepdadanasigiuves US FDA sufsdidnuuznisanddssyuniloudiu
g giuLUY

4.7.3 prsAnuTrauyalunyed (in vivo bioequivalence) Wisuiisufusrduwuundavinlaemilvanuvie
aouildtumidesui@lasesranis@nediauya (bioequivalence study protocol) Yo TiEus 9nnes
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