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Drug substance specification (Reference USP)

m.e Definition m’mﬂi’mmuﬁizﬂu drug substance specification
oo Identification test m’mm"mmuﬁisq‘lu drug substance specification
(IR, HPLC)
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. Impurities

o.c.e Residue on Ignition  LilAW 0%

on.c.lo Organic impurities ATIMIUALTDAMUATUAITI
Organic impurities
Name Acceptance Criteria
NMT (%)
Chlorobenzhydryl piperazine 0.
Levocetirizine amide 0.
Any individual unspecified impurity 0.0
Total impurities o.&
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on.& Loss on Drying AU @.0%
oo pH 0.b-o6.c

Finished Product

o.® Descriptions m%iwi’mm’mﬁisqiu finished product specification
mlo Identification test mmci’mm’mﬁizq‘lu finished product specification
on.en USHeusIedfgy (Assay) ®0.0 — ®0.0% L.A.

on.& Dissolution miﬁﬂﬁiﬁumﬂuﬁssﬂu finished product specification
o.& Uniformity of dosage units m’mmumuﬁs:‘,‘iﬂ,u finished product specification

a.'o Impurities

Name Acceptance Criteria
NMT (%)
Any individual unspecified degradation product 0.6
Total impurities ®.0
en.e) Water Content 1ailAu o.0%

= =
<. Woulvdu 9
<o 05U wuslaain - Fureilmuiuaudase

4

<o ilaueiivdnguldfumstunsdousn tiedminglulsemealneveansensisanssee
sniiunsdhdugniindnmundusifuiinsenssarssaguiuses
<o.e Iua’?wﬁ'zy,msﬁ'ﬁvuwuﬁauﬁﬁum VB8 N8.@, N80 lunsaiimdusfindnlu
dsmndlnelasliludveiunadoundesdiseandunidamsmunuamnmuswnfusinuiivy
nz1deulilu finished product specification kasdaniMuaRM A INIngAU (raw material
specification) v3ensaifiogszninmsdsuulaudly fewuuenarsmsveutlonazsisazidonns
wily (8.¢) W
<lolo ludfynistunsdeuinduen wuneia ne.e v3e ne.a lunsdmduiudian
ARUTEINANIBLUIUTTY
<o nidlwdnlulssivalne sesdindsdesusownasgrumsndasunanina uagisnndn
i (GMP) VBINTENTIEAT1TUGY LLamanmmmsﬂwwammmumswammawmwdsﬂ (GMP PIC/S)
Tumneeflaueuny vie nidleniithandasame dosiimisdaiuses GMP PIC/S i
grnUseinaininusovisdesusomansiogien Certificate of Pharmaceutical P

UseinagninvsoUseimagavng

nmznisumiﬁﬂwuﬂqmﬁnvmzquz

NALUW L3R lﬁ”‘juiimﬁ’ﬂ Agg.aaeied unsiyad ney Seyeysad Usaunn
U3551uNIIUNT ATIUNT NSTUNITUATLAVIYNIS




<.« Indadosus09n15052931AT12%vels9UEKER (Certificate of Analysis of finish
s A Q o
product) AFINULIMNUINIUIENBUNITWAITAN

&

s ]

- a ¢ ) a s )
&.q NMUQﬂ@iUﬁaﬂﬂqimﬁqgﬂ'}Lﬂ'ﬁ']&a"ﬂLLﬁﬂlULLaﬂﬂLL'ﬁaﬂNamﬂJaqaqiLﬂu‘V\LUUW'JEJ']a"IﬂiU

a

(Certification of analysis of drug substance) fiaweU3EnuansT uaguTEnENGnTngAu

q
s

@5 wnaTBusuaNALRUSTEnIaguNsHARveLingAURILdIATY (drug substance) wag
Junsnanvedndaeidniagy (finish product)

<0 FrpgeithinysgneunsiasunIsfiunvuglussy ethades o wiheussgie

«.a fntfadeduduiusesnsuandsuelunsdlnduunogliueiifiongnislinugniu
wieusgloviivasiiae

w.« Sunumengaseiidameudetiiiosni @ ¥ o ou fuaniufidwey

<.0o nsdlldlderdunuy (Original) azfeslidayanis@nyrditanya (Bioequivalence)
Wisuifsutuensiunu feasaadesmuvdninasiazuuimieUjuilugiiontsiinudiussanduauas
FrauyavendndngiennuuInTgIuivuaTeInednIuANel dUnUANNTINNIIMIUAZEIUIZE
Usandlned woow wiaillufusevimandasiondiu ndnlasdudnfosuvdeluniomeiu gasisuy
WAZNSTUIUNMSHENAIAUAUEI KUY

[

g U A a a v o L2 a s ]
&6 LFMIANIIULNAIVIINYBNINGAL Wsamamimammeﬁﬂmmmmqmwaammmﬂm

@

Hilunswdsluguiiauens Mawesikdneuasiianingh

€ ol lunsddunzifousiuininnii b 3 azdesfldniuinimdionanis@nen Long term
stability sufidudiudulunsdeusunans

c.om WitolaTeitu q Auanauiud Wy nansieszianfe §URns ISO/EC emolbd
flalaudn Tnsnanisnmalinseiliiiunasidinunagnssunmsomsuazenimun Wusdy

<.oc Iovdldluonasmivenfisuwhiuesuuuuyniiate

c.o¢ dUszaunsainsldlulsaSeuwnms (UHOSNET) waziiuseansaimnssnuiduivensu
Liandn o U wazdandldagauiadaqiu

v ARENTTUNITNNUARAUTNYUSIANZ

HELUW.U3A wr msswm neg.oeimd Sunsiyad ney. Fryeyimd Usevaviagn
U3E5UNIINNS n33UNT NITUNTUAZLATIYANS




