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- -3uluunnyLtuu 9l.iu
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q 6u #nUfu y ta?'l,t u,U o{ u,t

Latanoprost dmg/ooo mL eye drops,sotution b.dmL

J
o. t0U1 Latanoprost dmg/ooo mL eye drops,sotution b.dml
- rn.}r.
b. qruelilunr?LU

b. o l{luar:ayaruil:1fl ar n rfl 0 ;iruiulduuaornr

b.to "lu o mL rl:vnolpi.:u6'rur Latanoprost d mcg
.q
b.en lrraLLnlruuvtatafinr]:rntrnrfio lilrn: b.d mL

,.u ro',nrru
- uunrio.i!::triru'f :u! fiour eiru!:vnoufr'rurrirriry n?11.rrL:.r fuzuaot

iuur n o r a ra r fi zu a m ua y ra ru v il- u u rir yu u r t{t-n ro u,,
- uufl1lJvl::1fid'rirlaurodxrjoufr'ot:vqfiouryiofiourrnr:6r d':urj:vnolfr'rur

rirrYry nr u,,ru ;urrr r., q,,o",oufi u #'ti fr,r,
tr.a urfiri.:l:Jrilrrldrfilarlufr'rfiufiqruranfr t, - d o{fl'rrrarflua rtlu:yavnaruru orb r6ouU

tfiotlqz'lFrarldrrdr aur:nrfirYnrsrurfioruynfr#ol mo 0,1pl'tlufi16aa rravrij!r?alu.tu k)IU

*'rl n r r,{ Iq u elo r : v u"[u ro n a r : rir rYr a r fi tri';r o un-fr o r n o u.

m.Qruaililfiil1{rrnfin 
! -i-- --

zuanr:m:roiinr:rvdqrunrvlr{luhJsrrl finished product specification LLau drug substance
,. i q. o 

t 
,

specrl'rcation t{LnQoytutluumoa-run{'tuFtiuun::}.Jn1ro'1141:tLayu.t n:y?,1:?{alo1:ruat
cn.o Finished product specification

o. ldentification n:?atituatilfi:vl1u Finished product specification

Ie. rJilrrurir areirdry

- Latanoprost dd - den mcg/ml
- Benzalkonium chloride o.od - o.blo mg/mL

6n. pH b.d - b.G(

d. Osmolality bdo - enoo mOsmot/kg

d. Acid of Latanoprost NMT o.d mcg/mL

b. Particutate matter a:?o,.jlu

- llu'lo > tod pm hirfru d part/ml

J rJ
d. t.:oul,ljou3l

o. loflfi1rfl'l:triiuoua;rmduuvrfiuusirYrarrfioo'rrarirulurJ:urilfltyuLraydruol (declare) rrua'12frn
6) o u & 4 ouo.o Lrdrn'rynr:{uuvr!uusirfttar lq'rrri ilu.l.e vtu.en vtu.d u5o u.Lq rrfrrrrrin:fi
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ell

'il'u1'lutu'uu (finished product specification) utavqioriruuorFtilntl\lJo{?-0tqo^u (drug substance

specification) n:nifioq:vu'j1{nr:ttla'uurrlarrrritruilin'lov6'o,rrruur0natinl:r0[rTtr (u.a) lr
niol finished product specification uav/yio drug substance specification
Io. tonar:i!:o{il't9t:6'tunr:zufr n ur
eav'J

r.r"zuanpi'oll'tonat::-u:o.u.t'tFr:i'runr:,{a^ptatnrlua-nrnilditau?^Snr:vr'q'lunr:2a-mur plClS

(PharmaceuticaI lnspection Co-operation Scheme)Tnur,turarru PIClS participating authorities
arirdraprmril:ou n1:ot:?0fi olJ lpr afi zua nr:il:olfiriufi [auo:rn1
en. t0afi tI0flJ#nrsiuvto,iurfi rauo:rnrr

I

en.o i.lfirl'llFl:roTtnr:rvr,i'nrunrvlzuartd'rudurrirria;rJtolrizufrn (Certificate of analysis of finished
, .\61 , aj, d, vproduct) tuul:u11a{tlumtoux

en.Lo l.lfifl1rFl:roiln:rvrinrunrnimafiltorn-rurdrnr'ry (Certificate of analysis of drug substance) fi
6?i6t i, d, u , y y a
Lt Luflr:riafl u1:uytfi.t t!unto utlvNtLolzu zuan ar9S

en.en i.l0f-ll5fl'fru1 long term stability naootr.i01u"flo.1u'lvtottuytyLr.J'uutin-lrirrin{1uFrtuufl::lnli
I

0'11,1't: t|ayu't n5vyt51{a101:ila1]

en.d 1.10fl'll6'nut long term stability ua-lnr:tflotriur ytroruunl^ eno 0.iF1'lLflatlt'ua tflut':aruru
" A& - ;.", t
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;" q u u
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(i!frqto!Fir"Lrisirutunr:fl:?airn:rvri'nrunrm n:nifirrdrarl:^iu{Jutrjnr}rnru#nuilyrauly uil'ru!11

:rtnr:?oa{ruavrdtriiufrqr:rur nr: rauo:rn'r u't6'rnrirrros(rauofrrr u tuavluiofrr.rfrntun;lriotrl
ev'Jv
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Distribution Practice (GDP)
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Latanoprost dmg/oooml. + Timolol aoomg/ooomI eye drops,sotution b.dmL
J

o' toul Latanoprost dmg/oooml + Timolol Aoomg/oooml eye drops,solution b.dmL

b. qruaililfivT?lil

b. o rtl u a r :a v a 1 u | : 1 fl r..t n,fi r eir raiu"Ldr,t u o q n r
to.U lu o mL rJ:vnor:frrun-rar Latanoprost domc! + Timolol dmg

b.en l:iolufl t?Juytratafr nrj:roorn rdo r]3:lrm: a mL

Le.d AAln:UU

- uunrio{u::qrTrue{ :vr.l f,our eirul:snou6'rurrirfiil n?11u:.i {uzuan
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cn. qruaililfifl1{rmnfin

t'lan1:a:?aetn:rv#rrcunrllu{lutrlnu finished product specification ![au drug substance
.. 4 q u o ' 

,

spectlrcatlon fl{[qQFlvtutuuuFl0firufl.i1!nilun::]lnl:o't14lt|[ayul n:uyl:?.:alD,]:ila?
en.o Finished product specification

6'r. Identification n:tahirurtlllfi:vl'tu Finished product specification,,
d. rJiilrru6":ur;irriry gr:'ra,.irunrl.rfi:vl'tu Finished product specification,.
d. pH ot:?ati1urtrllfr:vl1u Finished product specification,.
oo.Osmolality n:?aai1un1].rfi:vl"Lu Finished product specification,'
oo.ViscositY n:?atiturtllfi:vl1u Finished product specification

JrJ
d. t{outlj0u5l

o. tofld'llfl't:loiYuouryrrtfluvrvrflousirY!urufiodrrarirulurJ:vryt6tylurraydrrret.i (decl'are) rruei.rzu6m
q o u & d o u qu

o.o.,"Lldrn'runr:f,uvvrl-uuririlar lfirrri uu.to vtu.en rTU.d raio a.to rrdrrurin:ni
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tiuvtvrfiau (finished product specification) rravdon'rrauorn iln11\fl0{?-Ft6}n-u (drug substance
a.j

specification) n:nifioq1:vu'i1{nr:t!a'uuu!arrrfftrLrfrlrolqvfro{rruuronal:n'l:1joufftt (a.a) :rr
v---.,

nSou finished product speciflcation rrau/uio drug substance specification
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(PharmaceuticaI lnspection Co-operation Scheme)louuuru{11J PICIS participating authorities
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en. ronal:Ft[udnuruvtol urfi tauo:ln.t
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en.o i'l6flrrrl:rqitn:rvli'nrunrnzuann-ru'?iur6{rrit:rlrolrinan (Certificate of analysis of finished
, ..6) , .j , d, u

prod uct) Luul:uila{ ttjurtr o ux
en.l.q t'16fl'lrFl:rqitn:rs#ntunrv!;o6l6r:torot-rurrirdrp (Certificate of analysis of drug substance) d
9^y1 . d' , 4t v , y v ^Lt LUnl:r.JA fl Ur!UVtfi{ t!un: o urwNrolrizudorur9!'

m.m s'lflfllrFl-nul long term stability maootr{o1u.llo{ulvtttsuuytl'aut{ri'ueirrin.runilun::l,nt:
q
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d. nr:l:yflun[untv,lutfi eil:rol
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d.b uriln{?nfreillol ovn'orrila'rturnrv{ri1uluil:orzuanr:n:roirn:ryriuriufiduror.r
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,d.en fl5[uvl14u?u:']tnl:vlrnr:almrourlarfreilLJoLJtfi'oei.in:rqirn:rv?irl6utrvr vruru:rtnr:ovlir
rarilf;oiolto6'rodr.rar Inufrfr''uru ovfrorei.:urrfrlo'nntrs;ru:ufirailru:rrn.r:ei{Fr:?oirn:rvduayr{lu
vv4tqvtoatdd,,lrdtl
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. v u v ,o " o - .r ! u

d.d ti?1uavrt'olilrrjauutira''rtJqiluruvrnrflruvr rn*ourlndyilo0ru ra6orfiorfrornr:ra'oranrnri.:r.ru-1

rJ:v nr:tn 1 riouriryuo Tn uhifi rioutr
a.a ritrelovoiolttaolll:-u:olrtn:-oruptllJua-nrnru'ni Good Storage practice (GSp) iuav Good!4

Distribution Practice (GDP)

u. {truololiliuao:rnra{ u.rnnilvn::}rn1:vlieuu'r:v1JL.ru'ruvirrr6firJ:vn1flrio{ riruuo:rnrnar{ur
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