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d.o.d BacteriaI endotoxin Not more than o.lsrd USP Endotoxin unit/ml
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d.o.oo Limit of free aromatic amine Not more than o.bo/o

d.o.oo Limit of N-acetyl compound Not more than o.d7o
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14tJ1utilm : o. r:dfianilvtfiuuui'lnt:uiu (Waive) nl:n:?eaouir"nr:rvr,inr:tn"l#durondl:
a v r Auvv vqv

ua n51u9l{ fl a1?vt LFr :1J oIil fl o?u

b. Drug substance specification fior:curorn"[uitn:rvr,itol{2fin Drug substance
d6la6^Y^e4rv6lv4.id6d

u5oLlrrn:rvvr Druq substance fl0{rJrianulaltSaI! fl1J!Lafl!1j14u{ cJ{}.Jn1:n:'l0Aou?lFl:1v14
uy

Fl:lJVlnU?tO
-iq

Fl'ttJvl:vu Lu l-tntsneo
q

product specification LLnv Drug substance specification

drai
d. t{auttoucl

e.o drrurnlil6iluronfir:nr:lpiiroururnduvrvrfiuuei'rY!urrfioqirrarirulul:vtvtnlvu utav

drupn (Dectare) uvdtzu6n

d.o.o'luriT dru nT :duvrv r!' uueiril ur (v u.ts Yl u.en Yl u.d rrdr uusin:ni)

- tun:dfi r{Juu rfi zu6 ntul:s rvrnlvr u (ulr ufil v u.Le)

- lu n : rifi ifl u u tjr ldr un' o n1 : rti.i u ::q (ral r u dl r u. en)

- tun:fi fi ifl uurdr tdror nrirll:v tvtn (vrr u fi I il u.d)

d.o.b 'Lr.trinroduvivrljuuu'r vru.o/u.o lJo{urfitauo:lFn ilioil:luav16unf'r{on1:Fl?uQil

qrunrv{fl0.t2frnfi;u'd nrlfrduvrvrfiuu (Finished product specification) uuavdoriruuorqrunlv'lto'l

irrqol (Drug substance specification) n:nidoqjivv'j1{n1:rrJFuurrr.Jalrrrilttfilrfrl av6'0'lttuu

ronar:dlrulntv{ri1un1:florrfi'lr (u.a) lrnio:t Finished product specification itav/u3o Drug

substance specification Tprurouffttriou{urJ:vfl1fiil:vn'telrlnlAtdnvr:ofinri uunvlilrfiu tg fJ

ru iurj:vnrnil:v nrn:rnrrdrS nvr:0fr nei

d.b Londl:iu:owrn:51un1:tiafl u'l

d.lo.o n:fiurfizun^n"LurJ:vryntvru {rifinrio.:firirturnrvlriruuu-tf;aiu:otlrm:g1un15tJAa
u'19'ttya-flLflruq{tt"avi6nr:fi6"LunT:zu6nuT GMP Pl?S (Pharmaceuticat Inspection Co-operation

Scheme) ra6orfiuuwiT flo{n:vt1:'t{a1o't:ilq?J luvlrrrulfitauot'ru ariurirqor nl!:o!nl:Fl;?oaou

Tq ufi r.Janr:iu :0.rfi .:iutJ:v nrnd:v n?n:t n't A t5 nvr:ofr n;i

d. b.re n : fi fi rfl u u r dr rdr r r n si r nJ : v ry n 
ry'zu 

fi n fro r fi rtr tur n r n ri r u raril fr o Yu : o{ il 1 rr i61 u

n1:zuAnu1a1ilya'nrnfuq4ut"avi6fi6"[unr:zufinur GMP PIC/S (PharmaceuticaI Inspection Co-

operation Scheme) Ipruyilrul'tu PICIS participating authorities qfurirAn n1!.J:ounl:

n/d..m tonfi1:...



-m-

A,
d.en t0 fl ff 1 iniln1ilfl 0{ Ulvl LAU0:'l nl (41 t1Jln1fl n''l U )

d.en.o 2afl1:Fl:?0ir"n:T vr,iqrunlnriAnJYrud'urr{ru5o;rJtot{2frn (Certification of anatysis
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