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T18AIDYAAMANBAILIANIE
81 Dutasteride o.& mg capsule

®. AUABINTS B1 Dutasteride o.& mg capsule 11U ec0,000 UAUYE
b, AIENTAV Y
b.e JULUU : euaugaviiniuussniu
b.lo @UUTENOU : @ WAUYA Usenaumesiien Dutasteride o.¢ mg
o.0 2uzUssq : Winewssyluwsesiidestunauasanuiu vunuzussyiesssy
Foewily mnuus tavfindn Juminengeliededain
b.€ 2871 : s¥yTes Wl duusznoufedduasannuuss devddueen Aufiou
mslden Biiusne indn wmsdouiiu Yundnuaziuninoiyeliognedniou
o, AENUANILnATia
HaN1303293As1ztRan wduluniu Finished product specification wag Drug substance
specification figedsarnndusinsuatiuifientu ddldannedoutedinaunnenssunsomsuage
nsgnsnasnsugu wasidunduinfuiliieumimdelninimnsgrunduinfuladisunis anu
USENANSENTINEEISAEY 130958Y5181 NAbEbe asiufl o funAN bebe UazFosuInmal
MnIFIUNNte

Drug substance specification (Reference USP ae)

a.® Definition White or pale yellow powder

oo |dentification test mi’aﬂlﬂhumuﬁisﬂu drug substance specification
(IR, HPLC)

en.en USUeuddendndgy (Assay) &a.o — ®olb.o% (anhydrous and solvent free
base)

on.@ Impurities

o.c.@ Residue on ignition iU 0.0%

oo Platinum TaiiAu & mcg/g
en.&.on Residual solvents ATIMILFIL 197 o
| 97 @ Residual solvents
%mi Acceptance criteria
Not more than (%)
®. Acetonitrile o.m
b. Ethyl acetate 0.
on. Dioxane 0.0
& n-Heptane o.&
&. Pyridine 0.l
. Toluene ol
AMENTIUNTTAMUAAMNHUZIANTE
Mﬂ?\&( es()&wm L2 —
HELUW.BARNH analwens ngasind Junsiyad
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..« Organic impurities #5991V o procedure
) =
Procedure @ AFIVNIUAU AN ©
o . -
M54 o Organic impurities (procedure @)

S Acceptance criteria
Not more than (%)
®. Dutasteride acid 0.
. Dutasteride dimethylamide 0.
o. Dutasteride methyl ester o0.0&
& Dutasteride ethyl ester 0
& Dutasteride eal0l-&-ene ol
©. Dutasteride es0l-&-epimer .o
. Chlorodutasteride o.&
. Dutasteride &-ene o.en
«. Any other individual impurity 0.0
Procedure b ATIVNIURIN AN5T o
MNP o Organic impurities (procedure o)
Soans Acceptance criteria
Not more than (%)
@. Dihydrodutasteride o.0&
©. Dutasteride Ol-dimer o.en
on. Dutasteride _B—dimer o.&
. Any other individual impurity 0.0
- Total impurities 4l .0%
on.& Water determination liAunI o.€o%
en.o Optical rotation 9YTEVINYN +od.0° TN +od.0°
Finished Product
a.e Descriptions m’m&humuﬁisﬂu finished product specification
oo |dentification test mmﬂi’]umuﬁwﬂu finished product specification
en.en USHeusaedAgy ®&.0 - @od.0%L.A.
on.& Dissolution mi’sﬁlﬂhumuﬁwﬂu finished product specification
on.& Related substances muﬁ]mumuﬁ‘szﬂu finished product specification
om. Uniformity of dosage unit mwshumuﬁisuiu finished product spegificati
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& Roulady 9
<o UsTglunuuglaain - Fuviedirusiunaudauss
<o trilaueindngildTunistunadous wesmielulssmalngvesnseniansisasae
pnvunsdlifugindamunduiuiinseninassuguiuses
&lo.o ludrfynstunsfeusfuen nuedi e.e, ne lunsdfidusindaly
UssnelnelngluludvetunsdousdesiiseasBeathdensmunuanniwveman fusinuidy
neiluuldlu finished product specification Lag U0 A1 UM AMATN ol §#A U (raw material
specification) wiensdiflegszminansilasundauily feauuuionarsmsveuflunassieasidonnis
wily (8.¢) 11978
<lolo ludrfymstunsideusiiue nuneds ve.« vie .o lunsdmduindhon
ANNUTENANTOUUIUTTY
<o Nsdlpwanlulszmalvy feddiviladedusemnnsgrunsnianuvaninus agisn1suan
fIf (GMP) Y8In52N529EN5130UgY LazvdninaueiIsnsudniinluniswanvesannmylsy (GMP PIC/S)
nsfgnindrandeUseme foslinididosuses GMP valssnundneranussimaluinnie
Certificate of Pharmaceutical Products
<.« {nadoiusein1snsiainseivedlssnuguan (Certificate of Analysis) aseffugidn

LY [

Us8noun1THaITUN %aﬁﬁ”’awamsm’;ﬁﬁmeﬁﬂmmwmamﬂmem?ﬁl,%ﬂgu“uaﬂﬁwﬁm (COA of finished
product) kaERANIINTIVIATIEVAMATWIRgRUVBWIENEAY (COA of drug substance) maaﬁaﬁw%m
UATNHARTROAY

«.¢ Indedofuseensnmataseisariunansungmdnvesansiadiiduiionddyves
USHERAneN wasuIengnaningau

<5 oauadugidsmburanvidedunusmuelaonss

@0 FrogeiiunusgnaunsRsanasiunvus iuse

<.« fnfedefuiuiusesnsuanidsulunsdlndvunoglibusifongnisldnusniu
WieUselemivaasiiag

<. Tunnogvosniidsuauseditosndt o U o Wou tuainiuiidemey

.00 ndilulderdunuy (Original) agdesiivoyanisfnur¥rauya (Bioequivalence)
Wisuifsuiuensiunuy aasnadesmuvdninusitazuuimisialugiionisfnundiussivinauas
YrAUYaVDINENTUNG M ULATFIUAMUATBINBIAIUANYT ErinauANENTINNTEIMIULATY T
Usselned boow uieilluiusesimanfusioniu nanlnsfuanierfuvieluaieifertu graiiu
LA¥NIEUIUNSHAMAL AU VSR ULUY

.00 WAnMANgLLMAINYBIngAY wipLHANIITITIAT iAW IRgRuTesiIed iy
fldlumananlufuiiauens fevesindneuasnanTnghu

<ol kanuona1studunnuduiusseninegunisndnvesingiuvesdiondifsy (drug

substance) AugunINGnUeINENSTIEd 593U (finished product)

AENTIUNNIANUAAMANYULIANTE

nAuwoadng analvens Al Funsivad 5 %’m'ﬂ
AN ) 0. i funsiyad neySeyeySand sk

Usesunssunis ATIUNT AFTUNTTLALLAVIY TS

7 % Vb




<.on unsdunzilougimininnit o 9 svdesdiduuinimaienanisdnei Long term
stability pufidufisislunsdougnnwans

€0 WANNTgLTsUfURNSALE UNTUTERNIEIU ISO/IEC amolbd Fun1Tvadey
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