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a.@ Definition m’sﬁlmumu‘ﬁwﬂu Drug substance specification
m.lo ldentification test m’aﬁ]si’]umuﬁisqiu Drug substance specification
(IR, HPLC)

on.en USunausinenddey ®&.0 - ®@ob.0% on the dried basis

e Impurities

- Organic impurities ATIWMNUAINATTNT o

Hoas Acceptance Criteria NMT (%)
&-Methoxy-e H-benzimida-zol-b-thiol 0.0&
Omeprazole N-oxide (omeprazole related compound E) o.0&
Omeprazole sulfone N-oxide (omeprazole related compound 1) o.0&
Desmethoxy omeprazole o.e&
Omeprazole sulfone (omeprazole related compound A) o.60&
Omeprazole a-chloro analog o.0&
Ufiprazole o.0&
| Ant other individual impurity 0.®0
Total impurities ®.00
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en.& Loss on drying Not more than o.&%
.o Residual on ignition Not more than c.e%
a.ed Completeness of solution mi’ﬁwhumm?iisqiu Drug substance specification
sn.e Limit of omeprazole related compounds F and G
The absorbance is NMT o.e, corresponding to NMT

sm&o ppm of sum of omeprazole related compounds

Fand G
Finished Product specification
m.@ Descriptions m’sﬂmumuﬁisqﬂlu finished product specification
oo ldentification test mwmummﬁsx‘tﬂ,u finished product specification
an.en UTUNauAIdALy «0.0 - @®0.0%L.A.
o.e Dissolution
lTesto
Acid resistance stage (Time & hour)
Level Lo No individual value exceeds &% of the omeprazole
dissolved
Level Ll The average of @b units is NMT lbo% of omeprazole

dissolved, and no individual unit is greater than &%
of omeprazole dissolved

Level Len The average of b& units is NMT loo% of omeprazole
dissolved, NMT o units are greater than m&% of
omeprazole dissolved and no individual unit is

greater than &&% of omeprazole dissolved

Buffer stage Not less than ¢/¢% is dissolved

Testlo

Acid resistance stage (Time o hour)

Level Lo The average of o units is NMT @0% of omeprazole
dissolved

Level Lo The average of el units is NMT @o% of omeprazole
dissolved

Level Len The average of b& units is NMT @o% of omeprazole
dissolved

Buffer stage (Time && minutes) Not less than «9¢&% is dissolved

on.& Uniformity of dosage units mﬂﬁ]ﬂhumuﬁisiﬂ,u finished product specif]
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oo Impurities m%whu(ﬂ’mﬁiwﬂu finished product specification

- Organic impurities AIVHNUALANTIT
B Yoans Acceptance Criteria NMT (%)
&-Methoxy-a H-benzimidazole-o-thiol o.&
Omeprazole related compounds F and G) o.&
Any other individual impurity . o.&
Total impurities .o
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finished product specification wagtafmuaRMAINIRgAY (raw material specification) M%aﬂ‘iiﬁﬁa&‘j
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e nsdlomanlulszmAlng dedimildedusennmsgiunardamamdninnst uariBmsuandi
(GMP) U8InTENTIAT TG wagndninaueIsnMananiialunisndnuesannweglsy (GMP PIC/S) Tuvana
grfiaueniy vide nidlenihidnainiessve decdimisdeiuses GMP PIC/S vadlssruduing1ain
Ussiarndnvsevilsdosusewniiniamien Certificate of Pharmaceutical Products foanlaguseine
AranavseUsEmAgIvue

<.« Inlsdosusoinsnsiainsizrualseugnan (Certificate of Analysis of finish product)
psafuerfithunUszneunsiansan

w.& Sniadousansnnaiesitaslutanunamanvesansadniiiusendfny(Certification
of analysis of drug substance) HTasUTIMENANE uasU3EMEndnTagiu

&5 enanstuduanuduiussninsqunisnanvesingiudiendfny (drug substance) uaz qu
mswanvesuanfuaidnsagy (finish product)
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<. Furnongueseniidueuseslidesnit o U o iieu tfuainfuitdaey

.o nidilildsrfuuuu (Original) azdealidayanisAinuidrauys (Bioequivalence) Wisuiiiey
fuenfuuuy Saenndesnurdninasiuasiuimeljditugiiontsdinundvseavsuanasiiauyaves
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Tolunsudaluguiaueny Mivesnanguazgniningau
.ol unsallungileusnunuinnii b U agdeadldnuinimatenanisfinen Long term stability

mufidudandslunsideusiunuans

<.on Wanitenastudunuduiusszninunisninvesingiuvedinedifey (drug substance)
fugunsnanvewdndnmendniogy (finished product)
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