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Olmesartan 20 mg tablet
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1. #a8n Olmesartan 20 mg tablet
2. AruaiRvialy
21 guuuy Wueudanfouiidu (film coated tablet) dwiusuusenu
22 dwlszneu  Usenausiediendfgy Olmesartan 20 me Tu 1 in
23 awurussy  ussYlusdnaiiv Hostunniy
24 aa1n - syyfen dwvsznauieddyuarmiunss Jundn Sudueny waviinan
wasiawnzbouiduen egwdnauuuussyiug
- vunwurUIIInIegafesfecssyTosviiadoninisf diuszneunay
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3. AuEnUANunAin

3.1 Finished product specification
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4] Test items Specifications
USP 41
Identification Meet the requirement
2 | Assay 93.0 - 105.0% of the labeled amount of
Olmesartan medoxomil
3 | Uniformity of Dosage unit Meet the requirement
4 | Dissolution wanaNanIsaratevewie litaenin 75% (Q) ves

USinashefissyuuaain aeluiaa 30 widl

5 | Organic Impuirities;

- Olmesartan ey 2.5%
- Olmesartan dimer Tadidu 0.5%
- Olefinic impurity TaitAiu 0.6%

- Any unspecified degradation product | lsiifiu 0.2%
- Total degradation product Taiifiu 4.1%
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3.2 Drug substance specification

k4

19 Test items Specifications
USP&e
1 | Identification Meet the requirement
2 | Assay 98.5- 101.5% of Olmesartan
medoxomil (on the anhydrous
solvent free basis)
3 | Organic impurities
- Olmesartan 3itAu 0.5%
- Olmesartan medoxomil related compound A laitAu 0.1%
- Olefinic Impurity 4ilAu 0.6%
- N-alkyl Impurity ailfu 0.1%
- Any other individual unidentified impurity laiiAu 0.1%
- Total Impurities Taiifu 1.3%
Residue on Ignition Taifiu 0.1%
Limit of Acetone (§131) Taitfiu 0.6%
6 | Water determination TaliAu 0.5%
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4.  doulvdu
frauesamdestudunnmdieienas nisuasasiletosusenanaslandiisne swazBondal
4.1 Laﬂmsms“lﬁ%'uaqzmm%umﬂauﬁw%’umt,ﬁ'aa"mﬁ'\a‘luﬂmmlm warduna (declare) Uvaandn
4.1.1 luddynistunsfeusisue T8un ne.2 ne.3 ne.s vie 8.2 udusnsd
4.1.2 ludwefuneidou ne.1 vie 8.1 veseniiauesien wieuneaziduaidenismuny
f-}mmwmaawﬁmﬁ’meﬂmmﬁﬁumLﬂau (finished product specification) wagdarimun
AuWBsIRgAv (drug substance specification) n3difiegsewinmsiuAsunas
utlufanfuazsdiosuuuenarsnsveudle (8.5) uawdey finished product
specification Waz/13e drug substance specification lngasuilunauiuusene
Uszmnsindidnvselind wavliifu 2 U e Suussmesznmasiandidnnsetind
4.2 1BNEIUTBBINIFIUNTHANY
4.2.1 nsdlowinludszinalve guinnelionansiusewnnsgiunisnanemuvdninasivay
Fmsaimunisudagn PIC/S (Pharmaceutical Inspection Co-operation Scheme) ag
WU PIC/S participating authorities vﬁaﬁLaﬂmS%'Uiaau’lmiﬁ”mmswﬁmﬂ’lwm
vanInaeTLaz T MsARLUNHARE e s TN IUANENTIUINMSOMSUAET ASENTH
aonsuan Srimusiulsefimnuaenadesasindiutundninusiuayisnsiintums
wane PIC/S Tumnaflaustne atusgamuseunissvdeulasiinanisiusesds
Tulsgmesemasimdidnnsednd _
4.2.2 nsfleniud1ndndsuing guanfediionanIsusennasgIun swingauvannns
war3insfimun1suanen PIC/S participating authorities AUUAGARILTOUNTIATIY
asulasiinanisiusesdiviulssmesmesenddnnselind videenymaeadwudaudnsd
4.3 lnaNsANMNYRENTILaUDTIAN
4.3.1 HaMInTIvRATEiRuMNEanTuTiednigUvendn (certificate of analysis of
finished product) tugnjuitdadusagng
4.3.2 HaNIAVIATIAUNWINgAUIBITIEERY (certificate of analysis of drug
substance) mﬂumswammiuﬁdqLﬂuﬁaaﬁwaﬁ"’waqﬁwﬁmmLLaw;iwﬁmi'mqﬁU
(*** Nueiue - ﬂiiﬁL‘TJumﬂfju biological products #3015 COA of drug substance
%aaé’wamﬂ’uﬁ’lﬂgu / nsdlendudiu Sterile water for injection laifaell COA of drug
substance***)
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4.3.3 wnasvisenangududumuduiusseningunisudnvesingivvesinendrfey (drug
substance) 4o 4.3.2 fugumsndsvosdndugiendniagy (finished product) v 4.3.1
4.3.4 wan13Anw long term stabiliry maentengvesefitunadeulitudrinnuaos
NITUNTOMITUALEY) NIENTNAEITUGY
435 ﬂiﬂjL‘fJumﬂ?ju biological products i vaccines , blood products fiostilonais
FUseIUNINER (Lot release) IINNTAAIMPIPNARIAISUINE NTYNTIENEITAIFY
4.4 fegeen
4.4.1 flauesim fosdsiadneeetaies.. 2... mirsussyiust Fudufununany
seazBonldpsuiumiidimusluidenuautinludesi
4.5 myUssfuanwenidaey
4.5.1 erfidwevsosdionglilalidosnin... ... Iuaniudwey
4.5.2 gwnnaiidaey wwsesdsdiunnmigluiusemanisanvlessieniuiidwey
4.5.3 nsdvhennmsinsduiiegsenfidaeuitodmseiieszinunin misessms
wvhmisdesewedes lneflauaien (i) wdawdesfindnmusiuauiiviog
nsdwnsliessisasiufuisveudliieniisadedunisnnadinnzinuan
nsdifiwuheliidulunuaudnuuziane menemsveanudndlisuRnnsuins
iuenImefinavesiauesie ({une) uaz/miendrlundadely
4.5.4 faueien (uy) sxsesiundsusilenlndvunany viodoiinmsidenanwie
Usensla q deurivua Taglsifideuly
4.5.5 nadhdueniifeufuinuiigaumgll 2 - 8 ssmiwaiea sfesdionaisuaniuayiusesind
svuunaiiunagdadasiiu cold chain system 7lfuasgrumundninast Good
Storage Practice (GSP) wag Good Distribution Pratice (GDP)
4.6 onasdu
4.6.1 nadienfiiauslldenduwuu (original drugs) Fasfiionansnanisiinwn bicequivalence
yowfiauenaUieudisuiuendunuy Tnglimsfnunseadiulunuvdninusiuas
wnujuRlunsAinu@iauyaveteandiguesduinnuanenssunisemisuazen
NIENTNAGITUGY
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n. e191szyIneglungu Biopharmaceutics Classification System (BCS) Class 3 w3e 4

9. fidiinssnwiuay (narrow therapeutic index drugs)
A. tfidtinauanEhTIuNSeTISKarssTNATIResnsAne bioequivalence
1 euiulingnidu zidovudine (azidothymidine ,AZT) enuguuuueiidnudas
nsUanuasesiedfty (modified release dosage forms) 1umu
4.6.2 nsdiunniifesasarsuar/viedeaeneuld Fosdian1sfnwaunsaninndens
aranguay/MIiea ludasanesiie q Asuhiulasaenrdaiuenansinfiue
4.7 flauasian (§v1e) Buseulienidndygyinsuasuivug il
4.7.1 nsdinanisdunsadienesiond lnensingmaninsuwndviseresjoRnmsitls
WATFIU ISO/IEC 17025 wan1snsavdwsiziliiliulumusnasgrudermunlulsznie
Useningim .
4.7.2 ﬂiﬂ’iwﬁmﬁmﬂawimﬁgnﬁﬂnLﬁuﬁumﬂﬁammmiﬂaﬁﬂﬁm'mﬂmzﬂssumsmmsuaz
EJ'\'LmiNnm‘umé’zy:ywx%awmﬂ
4.7.3 nsdmuilgmamumwannsdesusieivesdmadeUssannauazanauaensiuse
Fheflasuen
438 *wu"ssmmnwwaamuﬁw‘é‘lﬂ%’uﬁmimwamﬁmﬂmﬁ'ﬁﬂszi’agﬂL‘%smLﬁuﬁuiﬂaehﬁ’ﬂmu
AMENIIUMIBIMSWazenluszazan 1 Uneululsenmadsemadidnnseiind
4.9 nsdflldenduuuy erfliauedasdideysly dovinaly auansly demsseidlunsly sy
aygARINdNNUANEATINNTEMITUAL B MAs B WIsUWINT Vel UUkans LI lulenan sy
gwalonasiildsusssndiinauanznssumMsenswazen NITNTNEATITUGY WasFoll
domudndeun1sideinuusenAvasdinUANENITINITEIMISWATET NTENTIEAIBISUEY
agnasuiluenansmiue
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