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uu1lt 1/4 n{:rfi a nriurjrrnfio (uonar:uruu 1)

q ru #n r*ru v rar',r 1 uu o.r u 1

Acetated Ringer's sotution for infusion 1,000 mt

Acetated Ringer's solution for infusion 1,000 mI1.

2.

1,0u1
qo"i q .

n[udiluau?tut

2.1 :tlttltt t{Juar:avnrurJ:roqrnrdo la trififi r{rvr:nrauordryirruaopr16onri"r

2.2 eiruri:vnol "tu tOO m[ l:vnou6":srirur Calcium chloride dihydrate 20 mg/100 ml.,

Potassium chloride 30 mg/100 mt, Sodium chloride 600 mg/100 ml.,

Sodium acetate trihydrate 380 mg/100 ml'luar:ayatulSlro]i 1,000 mI
2.3 ?urn!r:o ?u'tFtu::o 1,000 mI

2.4 nrtuvtt::t u::olunrtuvr{ruiru::ourfiprl:rfla1nrdorrllUfla'tfiAnrfrn Non-pVC riryiltdnil
tdur turn 1,000 ml at:avnluarrr:ntvrnoofleul,l!Ft triri'ol ld air vent ??Ftll::afr

fi pr l o n rJB r r r ru udr * u r a fr n G u r rir 6'r o r n r r ntr-hio u rfi o erir r : er lo u o u', o,io u,i'r o fr

d':wonrjirlgr:iln 100 ml uioav16unn'ir fituYu:o{Fr6unrv!il'rFr:firu?ro{n'llluy

u::Qnrllrrfit:E'ru,.JAflriruq.ionarvn::r (ron.5 zt-zsi| ) ornrirrjirll-Jtrrrr:-q'rlr
zuanfirudqnarxln::,1.r(ttanrr{rturu#ngru) tun:ai16':-unr:iu:osu*n',*rJu,.,
l.lra:oru rso (.l#ruanlr{rruru#nglurfiui rn ,rav tSo) :rrfifi'olfitlYl:olerrunryr
tua n vi r vr a r a 6 n fi r :: otri r,ir rJ fl fr 3 u r rir rjr u r *n y rJ a o o fiu rYr r11d

!u!::qJYruq{6'ol:vudour, eirul:yr}01.1, n't1r.t[L:,t (:vq TotaI osmolarity r{ju
mosmol per m[ uio mosmol per Liter) iufizufrn, iuduoru, rarfizufrn (Lot no.),

ta t u v rl^ u u rir Yr u r ua vi6 u fi r fln rgr u rt{o d r r"u-o ro u

2.5 aaln

3. nruaurifiyrrtrunrfin
c

,ianl:n:roiLn:lsr.iqruarr,'rr{lutrjnllt Finished product specification [!ay Drug substanceI
. Av

specification frdrl6lornrn#toirYuarirrfiurriu firtfrqoyvurluurionruyn::tlnl:o'r14'r:rayu.t niv?,ri?{
fi'lo'l:ila"u rftfitn#toirYlfitddxOlfrotr{luau'ufirfiuurvirraio"Lu:^in'iur0r:firurnalllsl'rYl"LorsirYlufilnrrt-

l:vnrrln:vvti?{ator:[uvar riol:vrn'r:tu1 1,\.fl. zsot atiufi 6 ourrnl 2561 (alrJ:vnro"lu:rrfrqor
99

-iur!nrsr;ufi 12 ntnrrfi'ui zsaz) uayl:snrnfl:yyri?.td.tol:ruar rio.r :vrm'.r:rur (arjufi 2) u.a. 2562 a<19

-Aiufi Z n:nflrell 2562 (alr]:ynrfl1u:r%naarurunle.tiuit zo n:nflrnlr 2562)

Finished product specification:

v
lJO Test ltems Specification

t. ldentification n:rorirumrufr:yl1u Finished product specification

2. Assay

- Sodium

- Potassium

- Calcium

m:rqhirumrlfi:vr:"Lu Finished product specification
,!o

rl :? 4,.,r lurttll?l :y1.1 Lu Fi n is h ed prod uct s pecifi cation.,
n:?0ritunr:lfi:yllu Finished product specification

Ar/"/
ua fr'tn :v't : tyD,'r tn vts out rYa n n

r.l:vtlun::lnt:
tn#tn:r,triqiliuor arr:rJ:yraBo

n::l]n't:

un#tn:riu o::rIn:Lyr

fl:51.]n1:



- Chloride

- Acetate

0t:?o,.i1un1lfi:yllu Finished product specification
,io

n:?Qr,t'lufillilvt:yu Lu Finished product specification

3. pH rt:?atirurtrtlfr:yl"Lu Finished product specification

4. Particutate matter

-size > 10 pm

-size > 25 pm

Not more than 25 particles / mL

Not more than 3 particles / mL

5. BacteriaI Endotoxins Not more than 0.5 USP Endotoxin unit/ml

6. SteriIity fit:?atiruotl:lfr:yl'Lu Finished product specification

7. lmpurities

-Heavy metal.s n :x a,'iruetrlJfr :vllu Fi n is hed prod uct s pecificatio n

ufui, ztq nrj:1fi a nq'rr-lrun6o (uonar:uur 1)

141.r',r U t1491:

a! 4 v v ,- nrtilfra0uvtlluutt{tnr:tiu (waive) nr:Fr;?0aolirn:ryr.i:tunr:"Lo l#a^uluanlronat:
, !u v.

r,rangruoi'lnrirrfrtd'flourYfrfrruDrug substance specification frrr:rurorn"Llirrrlrulill0{rIzufrn drug

substance vio'tr.lirn:rvd torfrzufiprurrirr*q:il al-rlprariryfir firfinr:n:?on:1.runli'?riofiriryuo
J u J 

tr ! { --

4. [{0uLtJ0u6'l
vyJ.tvaJ.,
zutauo:rnr6osEurirturnrv\drutonar: ilfoila.ia1afiofioil:o{LOna1:Tnuri!'drurq:runy16un6'1fi

v

1) t0na1:n1:triiloqrprmfluvvtu'uum'r:-rartfiodrr,rrirulurJ:yrurttyu uayr{r*rx (decl.are) uraa'r2frn
q o u & d o u uyt.t. "Lrrirn'runr:f,uilvrf,uuoir:-rur 

kiurri vu.z :r,u.31Au.4 via u.2 udrurin:ni- 
o; a, ! ^ "- n:rufrrtluarfizufin"luil:yiyntvru uil.tufi{ ilu.2

- n:fifiutluurrirudrrfionr:rli{lr::a ulnufi{ ytu.3

- n:nifi i{luurrir uirqr nrirlr.i:y u,ro 14}.nu fi{ ytu.4
.&dd

t.2. rirtoflurutfiuu vtu.1 uto u.1 torurfirau0:1n'r urior:ruayrduor.i'rdonr:n?!Frx.rn[ur].n\?Jo.l

zufrnfiruq{filr:rfiduvsrrluu (finished product specification) *ayrjoriryu0rnrunrl^rrorr-nqfil (drug

substance specification) n:aifioqj:uu'i1{nlirl6uuurJarurri'[rufrlu6uovfrolrrur.lrona1:nt:rorrfilr
(u.s) lrr,riol finished product specification ttav/uio drug substance specification Torutorrfilr
riouiut]:vnrfll:vn?n:rnr6t5nu:ofrn;i uavtrirfru z fl cu iur]:ynrrril:ynrpr:rnrdrHnvr:ofrnii

2) t0nar:Y1l:o{lln:o'tufl l:,.,JAa u'l

2.1. n:niurzufrm"Lul:vtvrolvra frzufrmfrotfitonar:ir:ourn:olunr:zuAnu10r'rilu#nrnrue,IrrayiBnr:fi61u
!d

n1:t,lAfilu'r GMP-PIC/S Tnuvrirulru PICIS participating authorities raBofiuonar:fu:ollret:o.tu
GMP tosr{rfinrrunruvn:r}.rnr:or14'r:Lravu'r fl:vyrr?{aro'r:ruat dlrirr,runtfuToufirr,:rlaoq#os
ttavv''ntfiulrYl GMP-PlC/S luulrnurfiuauorra arlleiraonrrrrun.rrr'loaou1auflzuanr:Yl:olfil
iul :v n roil :y nr o:rnr 6 uH ny :0fl n ri

hl /^l t &r- v,,.,J ,' q,.r=-v d)* mru'lnun

und'tn:n:uvrvr rnvsourrYuna un#tn:ra{u.Jiunr aqvr:rJ:sraEo rnd'rn:cliu o::rlnryr

il:vorun::lnr: n55:.rfl't: n::xJ n1:



vfr$ yq n{:rfi s nrirurrrado (ranar:urur 1)

2.2. azfiutriruirornrirtl:vulo rizu6nfr'ocfiuonar:ir::o{rJ'r0r:fi1unr:zuanarrtrilu#nrnru,firrayiBnr:fi6Ud
"Lunr:zufrmar GMP-PIC/S lorararirurru PIC/S participating authorities uio US cGMP ro.:rl:vlyro
2zua-n al-latAflp]ril:ounrTer:?aa0! lnufizuanr::-u:orfiriurj:uflrflil:snrn:rnrErSny:ofrnri r,rBo!1

dytd
0lu0ta00tv\ tta? ttnn:il

9

3) uonar:nru#n*rurro.l u',d rfi uo:'rFn

3.1. zuanr:n:roitn:rsv{nrunrvlzu6mfirudurr{rr5o:rJrorrizu6n (certificate of analysis of finished
. .q , i ' d, u

prod uct) Luur:u?1a{ trlusrr ourl
adua

zunn1:01:?aTtn:lvunilfltvrriorqfrltotoriur;{rrYry (certificate of analysis of drug substance) filcTlu
j,dtu'Yv^ya

nl:r.ra n u1:uila{ t!urt?0 urtvxz0lzu zuan ur ttayzu zua n{madlIuu-{-
4u4udttonar:lr5ouanoruuu{unrrla'rr,Yuo:vv'jrriunr:zu6nrLorinadlrirure{rriry (drug substance)

Y ^^ u t u 6 o d
'{ta 3.2 nluqunr:r.r a mtorzua nfiruqiurr{r r5o:| (finished prod uct) ilo z.t

3.4. zuanr:frnur long term stability naoorirrorarLorurfiduvryuriuut{ffur{rrinlrunruyn::}..lnr:o'r1,r't:

tta u Ei'l fl :yli:?.iarDl:tua?

4) ro n a r : ua q {'i r u r fi ia u o r{l u u r fi uirtvr u{l u fr'zu a m ra$ o fr urvr u sir uil r uTo a n : rUU

5) n-rodrrur

s.t. r.irauo:rnr fro':rirpTrodrrurodxrioa g urirar::ofiruqi'drr{lufr'ru?luuao{i'ruav16uprtrin:r:firu!i
i " 6t u e -o ol q ,y y

n lx.t?t ntuuo Lulr?u o n [ua].J! Fl y? LLit1{ Flu

6) nr:l:vflunrunruurficiutol
c

.J' v
o. t . u r fr du o r rio r fi o r uiffkililrio u n y tz rd o u rir.l o r niurir r o r
6.2. urqnlrprficillouqvfrotritr{rrurarnriru'LrYr:orzuanr:?rn:ryr.iuriufiriurorrLoreizufrmuavtr.r

9u
a ru ? U v ^ e 4 .jcy ^ , !,
? tn:1ey?0tftFtu1,1{"iJo{2ft4n ul ttayr.JrJa0]'l m nnut L%zuan ur:utrta{}.lou
y4,.l

6.3. drfrnr:tr-Jfruuttr.Jalr-n46u1riu6'tfr'6ovr:rrynnir r,rioliithirn:ryrifna6rfiul6uutr-luurn-rfrudrvr'lut9

o-oeir
a! + ! tr , a d u 46.4. n:ily]1,1u'lu:llJfll:14'lnrTAl]m?0U'l.1E.l'lvla{}.Jouttrtoalm:foltfr:fyvtntuntfl ttilfa:ftnr:qytifufsfro

yu
:olton'rodllurlnuri'truov6'oreirurrfrr6nnrilqirurufiyilru:rrnr:eilm:roirn:rvr,luavrtlufrYlu-u

frntoueir"Lridrufiufiurriorlunr:n:rqiun:rv#nilnrv,r n:fifirnru'irurl:^ir{lutrlorunrudnu6uyLervry19

uilra:rtnr:toaqrufruBhii!frqr:mnrrraLo:lnrurrilnrirrtolr.irra ua v/raiorlzu6ntunil riotrl
6.s. rarilfroEuuorilul6uuartflosr"Lnduuoorq raiolfiorfronr:rfioranrvrrirul:vnr:1o1 riourirr,ruolou

q ,< ! \ d i ' a v y y v ,! d d o u
LttltiouLt tuavartilnfrvrl'irfrnr:ttfirnfi'nvrrriELru6'olilur]duudurfrrdrurul::tfiruq4fiunru"Lu 7

iu
V 

^ 
qY

7 ) rir r u 0 u u o r1fi'u n ufr n #rp ry r ri o u n :u rir yu o "tu 
n : ni rj otrJ d

7.1. n:fizuanr:rjrn:roirn:rvriurdloun:rivrurnraninr:umuduiori'orrJfrrifrnr:fi16'rrn:oru tso/tECI

17025 zuanr:n:roiun:rvr.{trir{Jut!nurrn:orurioritaun"Lur-l:ynrrrl:vnro:rnr

z.z. n:nizufrorfiruq4urtfrodqlnGunufiuduqrnri'orilaroTourirrin{'rurrruufl::rrn1:o''rlrr:Lrayu'r"tuti.xrrnr
Uv

ror#rycyrn vfiooyur a

3.2.

3.3.

C.4/ /n4t
V

tn#tn:n:tvtvl rnuyourqiuna

il:vorun::unr:

... J**.........,v. xr., J. e.u.:..,J
I

un d'tn :r,rfr lrJiuo r a:-1vr:rJ :v ra3g

n5tiln1:

tl

driu irru'lnun
"""""1"''

rn#tn:riu o::r1n:Lu

n:::.tfl'15



uil$, q/q n{1fi a nri:rrjrrnfio (ronar:uruu 1)

dqAv
7.3. n:nllrrltlruurnrunrv!urfrn:?aao!rra'?'ir rirzuariorJ:vfryBzuarraynlrillnoqn-arioffr-hufitri:-uuru 9 u - --

a! v I

7.4. n:ruvrnruvn::ilnr:vrruur:vrrurttv{lllfii'l:vflrfl:lnlnnr{u'rl,rio:rntur"Lyil rravrirlrut:"iallr1:6r
U

ri :-l :r n r r r ulri'hJ ufr u :r n r n-l n ri mt6'

B) vtilru:rtnr:toa{?uArldhiYurir',rrurzufrfln-ru.f urfifirl:yifrnnrBunrfir6ulflu6{rfin{runilyn::ilflr:
0r14r:uavu'l"[u:y uv rrar t fl riouiurj:ynrfi il:yn?n:rnrA rfi nvr:0fr nei

C'( /0.1,' 'v
m#tn:vl:r,ynr ueruvsurriu na

il:vorun::lnr:

. J. t,. *. . . .y.1 Jr:,rr.-?.J-.

ma-tn:r,lfr riliunr aly:r.J:v raBg

ni:ilfl1:

...... ../n\r.... srfln{r..

rn#tn:riu o:::rlnqvr

n::tJfl't:



1..

2.

uil1fr U3 n{rfi a nriur^1ln6o (ronar:uuuu 2)

n [u#nu6uu ta?,{1 yt o{ u1I

SteriLe water for injection 10 mI unit dose

Sterile water for injection 10 m[
vooi u

nrudiluau? hJ
I

2.1 :rJrulu r{luar:avarurj:rnornrdo ;{rraYrdn la tilfifi
2.2 rirur.J:ynol lu tO mI rJ:ynolfrru water for injection

2.3 tt,l'wrLr::i flulolJ::a 10 m[99

2.4 nltuvti::Q - t{luntqlustlr:Qflalastnfitilld PVC (Non PVC) vrionarafinfitilfiar: DEHp r{lu1j

eir ul : v n o u r{r ra iririn Yt rd u r uta v fi s ca le : v u tJE rL r qr :fi ei r ukirifl ro u

- nltuvur:o 6'o'r16"tlYl:o{n6un'n^rlng):orulr0.ir1lJuvLt::0r.,t6nflru,firna-t l:rrtorn9 i d - - - _ 
i"-

aqvd

rfl o m r u r n : or u zu a m a ruvt O n a r il n : :l].n Ft : fi''t u ta rfr l o n. 5 3 I - 25 58 o r n vrilr u l r u4 i d --
Ad6d^d^y

0l:?a?rFlI,tv14flo.i:l%nr: ttu flrl.l?ytUtfl1n:nl:ttt,'lytu n:].tiilu16ra0ti!5n1: :rtvrr
v 4 A qyA

Fr 0.ru tn:0 {14}.1I u}J't fit :01u Llyn ttuv1] ::04t

- arrir:nldn:vuondnururrtrifira-rrfirnoar:avarul6Toum:{alnfl'rlJuuu::qIoulil
^"iu'tnfrnl::?

- a u r : n lir n ? I il a y o't Fl : o I rl r u : : o flru qrrti' 3 6 0 o.i fl 
.t 

ri o u lil n"Ld,: r u
I

! ^, Cv , v 6d , '- rilouilor"Lrlllu ilrn1r::Eflru,?i'fianrr,nrrJ:roarnrflo h"ifiriru*raalnlfirfrornrrlrfisrfi
o v tfl no'um :r u ri orjrJfr ri6mu y6o rir-h u

ad!4Ay
1.Jufl]ljuvll::1AtUC4 :yulj0U',114:0%Oyt't{fl't:nl, a?1]U:ynou, ?u.tftFt?.u.tLL:.t?o{ul,

d o u ; 
^ - ! o v qe t a

LA t ?1 v llJ U U F] I :lJ U l, [A t y 
zu A n,',] U?',1 zu a fl tta y? l]yil fi 0 1 u L? o u 1 { {n t0 u

3. n6udilffiu1{rilnfin
I

,'Janl:F}:?0eIn:lvr,{qrun1ltt{]utlmril Finished product specification LLay Drug substanceI

speclllcatron 1T0l{0.iq1ntnatFl'l:LJa!!tFltilnu cJ{Loaqyutllul-Jfit0Fltuyn::}.lnl:o'ty't:Ltayu.t n:yyti?{
& X - o - Aquw a y d, u .j aar0r:[u4lJ vr-rfrrn#trirfufr-LrtorldtpiortiluaruvrrvrulJryny:o1r,r:^in'jr]t't0t:i''lurna*rrirYulooirflr,rfllnruc-

!:vnrrin:vvrr?{a'ro't:ilvqr rior:vln'r:rul v!.fl. zsot aliufi 6 fru.lrnr 2561 (art]:unlfl"Lu:rrAaorql

rlrunr*riufi 12 qrnrr.&'ui zsoz) tuavl:vnron:vvt:'t{a101:ruar rtol :vlrir:1u'l (atl-ufi 2) vt.q.2562a<1j.,:
iufr 3 n:nfl'trrll 2562 (nll:unralu:1rtnaorqr!nurluit zo n:nflrnl 2562)

Finished product specification:
v
lJ0 Test ltems Specification

1,. Appearance Clear, colorless solution

2. Oxidizabl.e Substances Pink color does not completely disappear

3. Water Conductivity Not more than 25 pslcm

4. Particulate matter

-size > 10 pm

-size > 25 S-tm

Not more than 6,000 particles / container

Not more than 600 partictes / container

TJOUl

2.5 aan

0{ /^ry""""""v""""""
rn#tn:ll:tyrvr unusourqYu na

rJ:votun::unt:

dLr+... .. .r..r:.uT^.ql.n

un#tn:yrtqliuor atu:rJ:yua3oul

n:5Ll fl1:

ma-tn:tiu o::rlnryr

n:::]fl't:



uu1lA 2/3 n{rLfi s nrirrjrun6o (uonar:uul 2)

5. Bacterial Endotoxins Less than 0.25 EU/nL

6. Sterility SteriIe

7. Container content Not less than the nominal volume

141.nUt14fir:

ai d v y t a d o o yoi
n:6uya ft?'tv [u uuttQ{ nl:t?u (waive) n']:r):?aa0!? rFt:lvv:l u nls Ln LuUuuan{ ro n ar:

, A\yv v^v
ua'noruor'tnnrrfr"LeiYloqffrrituDrug substance specification rior:rurqrn"[uirn:lvrirLol(26n Orug

substance r,rio hr^lrr:rvri to.:rizuasrurr{rrEo:l ariltoafiufls drfinr:gt:xan:!unfi'?dofiriruuou u _ - - - -- 
9

-dtrd4. [{AUt?J0Udl
vyJ.ty<.i-ryd
zutauo:rnrn'olEurirturnt^tri'ruLonarr v!:or.ra{a1u}.1ofl0;1J:o{r0ndtrT0ufr'fidruro:tuav16uorilfiql-v

1) tonalrnl:triiuorlryrmfiur,rvrrluuoirYrurniodruilru"[ul:sryntuu uasrirurnl (declare) uradrzufrsr

r.r. trr{rflrynr:duvrvrl^suairYrur tfruri vru.z va.31na.4 uia u.2 u#rurin:ai
ai a,- n:ilt1LUuurfrzu6n'Luil:srviotyu ul.j'tufi{ uu.2
aia,oy4',- n:rilfrrtluurdru{rufronlTrrt-j{!::0 yLrufi{ t1ri.3
di d,- n:6uyirlJuardrt{rornrirlr]:viun r,1:rruflt vru.q

t.z. rirtoduilvt!'t.ru vtu.1 r,rio u.1 rorurfiLauo:'rFn v'rior:ruayrduprri'rdonr:n?!nrn[ur]rv!?o{
tASqe

zudmn'ruqrtnrrLfriuvrsre uu (finished product specification) uravrioriruuonilrr'11\rolr-na6l (drug

substance specification) n:aifiod:vv'i'l{n'riuJfiuuuuJatrrffhrri:ri6lqvfro{rruLronfit:n1:%orrffh
(tJ.s) [rrfliol finished product specification ttav/u;o drug substance specification Tou.uorrrilt

riouiut]:vnrfll:vn?o:rerr6tSnu:ofrnei urnvh"lrfru 2 il ru iurj:ynroil:vnrn:rnr6rSny:ofin;i
ro nal:Y1-l : o{}.11 n :5ru nl :,{ a n u't

2.1. n:niurzufrm"lurj:vtvrrrtvru fr'2frn6'orfironar:Yr:orrrn:fi'runr:r,]anurrtrslua-flrnruq{ravi6nr:fi61uU&

nr:zuaau1 GMP-PIC/S lnuuilru.rru PICIS participating authorities uiofironar:;tl:o{ilrfitrf,lu
GMP tolrirtinlrunruvn:T1lnr:orvr:Lravur n:vvr:?.iarD1:[uar drrirrauofluTnufinruarr#ro
ttavfi'prtfiul.tflu GMP-PlC/S lurarrourfirauorru auir:eiraomrilto1Jfl1:nrroaouToufi,.tant:YLi:o{fi{

iul :v n rrrr] :v nr n:rnr d u5 ny :0fr n ei

2.2. nzfru:rrjrt{rornrir{!:vtilfl frzufrnrlosfironar:;1i:o{x.r'rn:orunr:r.raorurFrlnvra-nrnruqriuayi6nr:fi6!d

'[unr:zu6nur GMP-PIC/S Tnararjru'i']u PICIS participating authorities 14io US cGMp ro{l:yrilfl
V4

hrzudn alnalaoFtll.riolrnt:n:?aaor Torufizuanr:Yr:orfiriur-]:ynrol:yn?fl:lrnArFnu:ofrnri uio!9

o'ru aaonfi 1\ udr rrrin:fi
tonff r:n rua-nt rr"u"u u',d rauo:ln1

3.1. zuanr:rl:?aitn:rvlir'rrunrnriArtJiruciurrirrio:r-Jror(26n (certificate of analysis of finished
product) luuriufi dr rtlurr-l o dx

3.2. zuanr:m:ro?un:rvliqrunrv'rinqfirtorsr-rure{rfrrp (certificate of ana[ysis of drug substance) fiirTlu

n 1 5 r.t a n u I i uu a { Lu u n ? o u I { yt.t 
11 0 { zu r,t a n u t tua v r.t zu a trt in n pr r.tjus---i-

/g

2)

3)

utff tn :1\5Lyl?\ tFlyySu'tlJu fl a

r.J:vorun::lnr:

I

. . *l/*.*. . . ......v.rynJ.r.r*.P

rnd'tn :ra{u-l{unr auu:rJ:v ra3g

n::xlflr:

tl

. . .... ..dd!? .....t.r:i.Llnr.u.n.........

rna-tn:tiu o'::lIn4vr

fl::1.1fl1:

N



utiti, ltz ndilfi a ndlrirrndo (ronar:uuu 2)

3.3. t0nar:uiou#noruduriunrrrr#rrnTu6:vra'irriunr:zufrnrorinndlfr":urrirflry (drug substance)

{ta l.z n'uiunr: zu fr nt oI ar fr m firuq{ur e{r r5o :l (fi n is hed prod uct) ilo 3.t

3.4. zuanr:finur long term stability maontirrorurorurfifiuvrvrfluul{rilrirrjnlrunilynr:}lnr:0114r:

LLAU U',t n:V11i?.iAlD',t;ila?

4) ro n a r : ra a {'i r u r fi ra u o r{J u a r fi l3rivr u{l u fr'zu fr n ui o fr ur u sir uil r aTpr u m : rUU

5) fr'rodrrur

5.1. ritauo:rnr frorrit6'rodrturodxflau z vilruu::qri6uq,i drrtlurTrrLiluLrao{:ruayrduqtfrn:ufrru!i
;. q v, -ooiu,y y

fl I U yt fl I 1/ U Ft LU 1,l',1 u 0 Ft fu A il u fit vt't L! ql r I 0t uq

6) nr:l:v niunrunrvlurfi rirtou
6. 1 . s rfi ri w o I rlo.r fi o r ut{16'lil rio u n'i r t z rn* o u ril o r niu ei r :r o I
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