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3.1 Finished product specification
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Ita Test items Specification

I ldentification Comp[ied with finished product speciflcation

2 Assay 90.0 - 1l0.0o/o of the labeled amount of

ProcateroI HCI

3 Uniformity of dosage units* Complied with finished product specification

4 Disintegration NMT 30 min

5 DisoIution Q > 85olo in 15 min

6 Water content NMT 3.2 o/o
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uo Test items Specification

1 ldentification Meet the 'equirement
2 Assay NLT 98.570 of procaterol HCI

(on the anhydrous basis)

3 Heavy metats Not more than 10 ppm

4 Water 2.5 - 3.3 o/o

5 Residue on ignition NMT 0.170
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3.2 Drug substance specification :

ProcateroI Hydrochl'oride Hydrate JP
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i6nr:fi61unr:n6nur PIC/S (Pharmaceutical lnspection Co-operation Scheme) lna
yrjrusru PIC/S participating authorities v6ofrtonar:ir:ourn:qrunr:zufrnurnril

?ra'nrnrue{uuavi6nr:fr6tunr:zu6nurtor;iru-nnunruvfl::r.rfl1:o'rrir,,uru, n:uvt:t{

41fi'r:ruafl 6rrirvuodu1nufrnrr:raonndoruavfi'ortfrurnirvn-ntnru.a{uavi6nr:fi61unr:

zufrsrer1 PICIS"luyrrnurfirauorru or:'udraprpr']il:oufl'riFl:rqaol.LTnufizuanr:Yr:orfir

{ul:vnrrtrj:vn':n:rnni tFnr,r:ofind 
I

4.2.2 nzfiutrirrdrqrnrirrrj:vrvrt r.izu6nr1orfironar:ir:oru'rFrifi'r1.Jfl1:ti6nurntrv#nunru,?{!4
a4i

uavronr:vr6"Lunr:zu6srur PIClS participating authorities arirdrqornril:o!n1:et:?a

aodprufizuanr:ir:orfiriurj:vnrrtl:vnrn:rnr6#nv:oflnii ?tioolunaonfivru#rursin:fi

4.3 Lonfi 'r:qrufl rv,lfl o{urfi uauo:rnr

4.3.1 zuanr:n:roirn:rvdnrunrnzufrnnlcud'ur;iru5o;rJtorfrzufrn (certificate of analysis of

finished product) luarllfrailr{iurirodrs 
! !

4.3.2 Nar.1n:rrirn:rvr.iqrunrvrinq6r.ltoror-rurdrricg (certificate of analysis of drug
ti

substance) vr'lfftunr:zu6nuriufidr,{ju6'rodxfr'rrov.izufrpruruavfrzufrerinoFrqull

(*""yrl'ruLvFr : n:nit{Juarndr biologicaI products 6'otnr: COA of drug substance
ql

v^,YUa,
rorilzudnurrifiu / n:fiurriur{Ju Sterile water for injection lilplorfi coA of drug

!

substance***)

4.3.3 ronal:u3oua-ngruduriunrr:rd':rrfi'u15:vuirriunr:zufrntorr-nqFrtor6'rurrirdry (drug

substance) {t"i.z.zriliunr:zuanrorzufrErfiruduriirr*o;rJ (finished product) ila 4.3.rq 
,vu

4.3.4 zua nr :fi aul lon g term sta bi liry na or]d?{o'r qfl o{u1fr filtvr u ufl Erutifiur{rfintrun ruv

fl ::1]n1:0rvl5LLAUU1 n:u?]:?{alDl:fuqfl

4.3.5 n:aiu{Juu1fldr.J biological products fiutJu vaccines , blood products olotfitonar:

ir:oriunr:zufr n (lot release) ornn:riuurnraninr:umvti n:vv:rtarDr:tua%

nfuvn::sJn15fi114u9t:1sau[6eJoqfudnuruu rav{1uro{u1

(arfio)......................0L.......................1ru6run::rn1: (as{io)...................U-...........................fl::ilnr:

(uxrflurarn uararriruri)
r-i

ur u tLl,{ v] u tt u't 1J1 fu

tz.-t:
(a.rflo).......... . ...fl..... ...n:ilrn'r:

(uxarrriaar flryon:2a)

ur u ruuvrrirfiu2'urcg

, ,,./
(a'rflo).....................\)...... ..n::1.rnr:

(uxarr3iipr inuiu)
rnd-ll n :1i'r t,tr cy n r:fi rnu

(uxarrfr nFrr ilxrfi'ruurfi3)
<i

u1 u ttv! 11 u t1J u'11J1 fu

(urramaniinri q''uFr:c4)

do

1,Jruttv\vuflrurfunl:

.n::l]ft1:



-4-
4.4 n-rodrsur

4.4.1. ilnua:rnr 6'olrirfr'rodrrarodrrfiou....z......vilrur::ofiruei'frru{Ju6'rLrvruuan{
qt,

:r uav r6 unt6'n:r.lfirunrrfr rirr,luerluri'rdo nrua:116fr'rtrhir l6'u
9

i

4.5 nr:l:vriunrunrilurfr ?itilo!
i, y d ogg tv t 4,u

4.5. 1 urfr rirror frorfi or u1d161ilfi0 u n'ir..... 1.......fl rirar fl ?ua{ilou,.
4.5.2 uryn{?prfieir:ror qv6'oreirdrru'rnrv'rrirs"LrYrio{r.raflr:Fr:roitn:rvduriufieiqrou

ql

4.5.3 n:air,rrixu:11n1:?i'rnr:eirohoeirrurfiriqrortfroeiqn:rqirn:rvv{nrunril uilxu:'rfln'r:
qq

qvliryfii6oiorron-rodx lprurirauo:rnr (4'rru) qvfros?iru1rfitl6nnrilqirurufrrailru

:rtnr:riqn:rqi rn:r vdrav u{Juriiu frerrotlnirkisir ufr rfi urdor"lunr:sr:roi tn:rvvinrunrvr
!q

a! , q , d' q , ^ iq '- ^n:eufrnuirurl:^irtjuhjnr!nrua-nueuvuaurv vriru:rtn1:tofi{rufrvrBh:rvla'r:turnri
rfi u o : 1 n 1 u r d'{ n d m r o r rira u o : 1 n r ( fr'r'r EJ ) rra v/vi o fr zu 6 srlu nr :er ri ohj

U!U

4.5.4 riuauo:rnr (fr'rru) qv6'orY!ril6uuurrfiour'[nduilpror€J vSorfiorfrprnr:tfioranrvrfrru
! _u q

rJ:vnr:lo 1 riourirr,run lerErtilfi Liouh

4.s.5n:niutiuurfiFlorrffuYnr*rfroruvnfrz-aornrrtarfrua6'orflronar:uarxuuavYu:olirfrJU

:vllnr:rfflttavq-nei{urr{Ju col.d chain system fi16'rrn:grunrilvrdntncu'fi Good

Storage Practice (GSP) utav Good Distribution Pratice (GDP)

J
4.6 tonar:o! .l

4.6.1 n:aiu'rdrauoiilkjurfruuurr (original drugs) 6'orfitonar:zuanr:frnur bioequiva[ence

rrfrrauo:rprruJEsrrfruriuurpluuuu Toui6nr:finrgr6'otr{Jutrjnrlrva-ntnru"fittav

uurrJfru-Flunr:6nrgrfirar4atorurarfiryrora'rfinrruFrruufl::ilnr50r1,1'r: lLavu1

fl:uyt:'t{41['t5tuq1

dod:vr-r:ufir"lun:fifin-rureirrirurorur6'uurlrlduvrrrfluudouil 1 .A.2535 ravt{Juurlu
io

nail fr{u

(urtar:n-aur rlcgolr:2a)
r.i

ur u ttv"lvru t1JUxl'tfu

(
, J r..-\'(a{fl0).......... ..fl::x.rfl'r:

(urram3Bin fnuiu)

rnd't n :rir ur ru nr:rfr rrtu

(urramanifnrj o''univr)
do

u1u LLV\11UlJrUlrunr:



5-
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