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Finished product specification

U Test items Specification
® Identification Complied with finished product specification
& Assay
- Telmisartan - &&.0 - @od&.0% of stated content
- Amlodipine - @&.0 - @o&.0% of stated content of Release §
- &e.0 - ®@od.0% of stated content of Shelf - life
o Uniformity of dosage units Complied with finished product specification
& Tablet breaking force Complied with finished product specification
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U Test items Specification
& Dissolution

- Telmisartan -Q: @o% in mo min

- Amlodipine - Q1 e9&% in o min

> Active ingredient degradation
- Telmisartan - Any degradation product < o.b%
- Total degradation product < o.lo%
- Amlodipine - Impurity D < 0.e%

- Any degradation product < o.b%

- Total degradation product < @.0%

¢ Water content < 9.0% w/w
@ Microbiological quality Complied with finished product specification J
Rouludue

o. nasNsldsuayaaTunsfouifusnitesminelulsundlne uazdiuns (declare) uvidawan
o0 ARtz dausuen L e ne.m ne.€ 3o oo wiausnsd
olo Tufuatunz Toussue ne.o w3o .o wSeuseazBunidensmueunmn s SusimuTity
neleu (finished product specification) wag PormueRunmveingAu (drug substance specification)
nstifiegsewitensdsunaudlufindy szfesuuuienarsnisveudle (.¢) wmdon finished product

specification wag/139 drug substance specification

. lENE15TUTBIUINTFIUNITNANY
ranfesilonansFuseunRsIuMSHANE M IRE NN NeTLAY IS NS AR LUNSHERE PIC/S
(Pharmaceutical Inspection Co-operation Scheme) lagyiaga1y PIC/S participating authorities
atudganuseuntsnsiaaey nefinamsiusesisiuduranauesian

AMZNTTUNIIAINUATIVALIDEAAMANBALLANIZVD YN

(GRER) I o Uses1UNIIUNNT

(WY Feinniity)

'
=

BN LY

(GRGR) IR VAN ASIUANS
(WreUslung  Usitndunu)
UIBLIVELT ey

(aq%a) ....................... 07 MM ....................... NIIUNIT

(U198 NA FUANILINT)
WNFYNIVIUIYNT
©/mn



. INEATANAN YA YBLITIALETIAN
m.0 HANIATITVATIERRUANHANTUIIedUSa3UvesnEn (Certificate of analysis of finished
product) lugnfuitdudusegag
m.lo wamimumLﬂﬁuwﬂmmmmmwaammmﬂm (Certificate of analysis of drug substance)
Mdlumsnanerguiidaiuiedne e ANERET Way AuaningAu
m.an L@nNAIVEENANFIUBUduA IR LS eI gunHER YesTngRuvesiiendifty (drug substance)
f8 mlo fugumandnvesndniomiendndasy (finished product) 98 m.o
m.€ HANMIANY long term stability nasatsenguasefitunsidoul3iudtinnuanenssunsos
WAYEINTENT AT TUET
. fag19e1
uedesdsiogvenagaor b meussyane Jaduiunmuanmeandseldasutumuiisua
iuﬁaﬂﬁaﬂmamﬁaﬁﬂﬂﬁﬁmﬁuuasﬁjumamémLﬁmﬁ’uﬁﬂu% 0.0
& msusziuaunmeriideay
&0 auaummmmwawaumaqmaalmuaamw ol o Tuaniudweu
& mwmm‘mmmau W maqma%mmwma’[musamamimaf«nmemmiwaamawawmam
&.m nsliimhessnsvimsduiegnenitdmoudiedinsiainse VAN Mesynsasimiede
fesvedie81981 ImEJQmmmammmeaﬂmmmmuwmmwmaawmmLﬂmw wazdu
diuiiaveudldrglunisnsnndiaseiquain nsdinuielidulununudnvasians
mhpymsveanudvshifuinsanmaauenmendananvesiue uaz/miefuanlunsisly
¢« fneazdiouansenansnisiudsusilenlndvuneny viadlaiianaderanmieussnslag
roufmunlaglsifidouly

ﬂm%ﬂii&lﬂ’]iﬁﬂﬁl@i’]ﬂﬁ%Laﬂﬂﬂmgﬂﬁm&QWﬂZ‘U@\‘iEﬂ

o S
(GRGIE) I £ S Usesunssung
(WY Feiidy)
UHWNNET ALY

NSIUANS
(Wredslung  Ustndunu)
UNHWNNET 18y

GRER) I 9 QW‘,/‘« .................... ASIUNT
(WNNE1ITNA FUANUIN)
WNEYNITTIIYNIT

en/en



