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nfudl'nrtruvtor"rlvto{U't 5 7o Dextrose in water injection 100 ml

57o Dextrose in water injection 100 mI

a, J " 
q,--L riiLfr rlnse^uL:^r.60 "la 1:-iF

2. :vnoldrum"rur Dextrose 5 7o

3. !t:inwlarflfrnwtn 100 ml

q. 6'orflll.Li!:o.rFrrunrfllnFrit'rLJ ro.inl{!yrl:tailnni iflulqlaflinr:u1,11.18i

nl? ari'ru

95.0 - 105.0olo L.A. of Dextrose llonohydrate

3.2 - 6.5 ( in dilutlon < 570 dextrose)

absorbance trirfiu 0.25

qnl a r.ilu

n:xaft'1u

n:?ai.i1u

rai onr:-i srerarrir5^r^ i'i tr?nv!n rd6rfiu::11:.vi'r.Jfriiorro#^ uruayrJaoofiE fiioiild
- Jq"5. n1U'rivl !"tJ910 :.lJLatL't lfr .tLFt5 ty14

j i ' v,-Idltio uyrutl*;i'rfr loon lvr.4olhifi druT 6loonurrravflliunr:rsdornn:!iyulfl rfi nini5

tunvdy6ofl T ivrurnranilSnr:'irfi nrualt6dld
--. .,-^- o - 3 a d-{
5. r t!vn1Jl'r5B^ L9"r1JU',rU',t1410d15re!M',t l!
s.z hifi nT rilrfl ufi rcuav aoon-uriofrld

5. 3fi n':ruuulrurioq rur.lnfi altli

6.aatn:yliuzu6rt, is uy Ltat ntsvx.lftot u, t6tfirJao,

tfirvrv rfl u1-.lgirin ullir.t-o rol!:r ngluart!s!::q
7. iuq Fo'rrrro.rrndahrololoililfioanir 3 tJ filqrn{u;iuou

1. ldentification test

Z. tlB r r ru or-r I r;ir riry

- Dextrose

3.pH

4. yoaouyllsx.l.lfu 5, hydroxymethyl

furfural and related substance

5. Sterillty test

6. n:d small volume (< 100 ml ) Partlculate

matter

- lXJrft > 10 pm kirnu 6000/container

- lJUlft > z5 .n trirfir" 600/conrai-e.

7. n:ri larqe volume (> 100 ml) Particulate

matter a5?0ft'tu



- u]1q > to pm 'lr[fiu zslcc n:rqt,ir!

- lx]'rfl > z5 pm birfru 3/cc

8. Bacteriat endotoxin - hiifiu to.o USP endotoxin uniVml

r{0u[1r0udl

l rir rurnrllrir a ro nar: nr:'tdYr orrur mduvrv rfi uupirir r r rrdo uit,lrir u'lurj:v rlr ebi u

tlaciirun.r (dectare) ttvci.:zufr n

t. t h;irdrynr:durvrriuupirirar (v .2'nu.3 nu.q rrd': rrrin:fi )

r. t. t'lun:drfl uerdsi6qrllrj:v rvfilnu (vuafi r vro.2)

t. t.z "tun:drijuardrtdr tfionr:uulrt::t (urrsfrr va.3)

t.r.l'tun:airfl uurrjrtdrqrnrirl!:vtYrn (vurun'r lrs.4)

t.z'ilrirtodr.rvrvriu!u'r vru. 1 ooiurdtauo:l.',

flioll:ruas rduonlrnxuFl:.lqrunrlt o rruFnnirudprrud;Juvrvrr]EJuli (rinisl-'ed product specification)

n:ridod:vr,rirrar:uJdfluu aruilt rfr rL tfr:: a v 6'o.r ltul to nar',-triadr tlrn r vlrir otol nr:to uff'Ltrrvti

ol.t Flnished product specification

z '[un:fifierrr,6n1r,r-:*vrrlvu ft.,FrdoriF^"urn' rriruuflrFo:-u:o.l:-^n:e^um:atFm€n

-lonruufrrrrn EiEr^:frf,Lurr:rFrt'to.r'r:vr:x{n1firi fit (GMP)

"J
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do rlfrir n r: Yr: o r aril urjalo oanruv n'tv orJ:srirr.l:v tv orlu

3 ;iruurnrurirr tonar:nrua'nuruvualrrrtolurd tauo:',^',

3.1 Nanr:nilaitn:rvriqiunrlrru6nn'rudtor{rufi n (Certificate of analysls)
. , ), z -Lt,lur5u a{[!un']oEll:

3.2 r.tanr:F:1qitn:rvr.iqrunrr,l':-nnFl (Raw material)

- . - !o- - , !, a - ' &
to rsnul?iltI6U tt lLnriNaqul!uMa{ tu]0t'10 u T.wl.l10.1tl haFl ul tta vtliia n'la q9lL

3.3 zuanr:dnurn':'rtrxd'r'Lu:sttvar':to{EJr (Long term stability)

naoftt't {or qfl0.1u I vl1Julls [1.J uu

4 sr-rour.iu'l

4. 1 fitauo:rnrdolairn-rodxarodrlrioa t nrlol
-'; ^ 
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!,
5 n'r 5! 5 s fl tr Fr fufl'tn L 1Yld.i oll

s. r orqhiufi u t fl rllarniudii6fl oun'liuduot-
J,

5.2 u11n{xnrd{r]ou

ovsiorrirdr,urn^vrriru'h:-t-:oraranr:i.n:rvr.luriuda uouto lririFst

. d,f L , J, j !

5.3 L!n5 L141.rxu{'luvlln1:q:.191'loulnu'111d.:1.10utr^Ed'lfl5'lq'ltn51v14Flfunlvl

vriru{ruqvlirvfiifr oio{tofrrodrlur
ia o J 

''[ou{trurv6orrilo^tfr1]6nFl ijl1,J?l.Jvr uxui" aie]lxni tn:1u14 ltaY t!u1:lJtle]floun1Lta1s lun159l11

oirn:rvliqrunrtttasal: rrl5gr1.l (Reference standard) lun:ddruiru{r.jrfluhJnruqtua'nufustafl'lv
, - dq '- - y -..-

u'ru{rurofl{xuAuBLriilfror:rurnr:tdxlo:'lFllurd.laril?floltitluttaY/v3o{aFnlunYlriohJ

s.+ rltroeioriurJdurul6!vnn:nitdoorlndvrororq uuoorq
r J - d , ' s q 'aJ 'rvEamo.iott:td0!an'1fl noun^vua Inu LL![.loxJ lfl

6

firlru0uuo drclfiur.ir u{^udo EJrtfifl 16flr flLCnruve-lvunnr:e n nrfi'ua'rgrgr 6'l fitr r,:ru t6uv

ir{r,,lur''lodurf,uriru
A av q o''r'i

T rJlJlUguuol.rvtnv Luuntan#turuldoxla:lrirvln lun:nisiohjfi

7.1

-4 ' -+ - !-y xu.i11,]6o.i4i{udrgrgrnr:oin{oiuu'ltietteltrxn-utLqufiu1815ltn1: l1.lL€l:0fl'luu:'r1:qflu11\11 6

u6onrsY]lx{alElituqt



nru6'nu6usta1,,r'rv1o.1UT 5olo Dextrose and 0.45%0 Sodium chLoride injection 1,000 mL

dogr 5olo Dextrose and 0.45o/o Sodlum chloride injection 1,000 m(

nfudtllJ9r1t': [u

1. rfl udriavaru!ilqornL{odrvrnAfl r'ilrr;iu la hifi d

z. r.l:vnolpi,ufrrur 5% Dextrose uav 0.45 % Sodium chtoride"Lurh;irltY!roiuuardo

3. Lri:{1]nlruvrxnufrrvSoqwrarafrnfluln 1,000 mt

4. nr{1]v!::1

- lr.LYl:orqrunrlrurFl:ir1.JrE.inrtuv1r::1ruFn.irudrnfrtrJrrflarf tdoqr:JU1n:I'ru

!,
ftantruaqFrfirvn:i:.]1.]rn:firu!dflvT ]rafr.531-2546 Q rfl1,r1.J1u : r1rFr5'tQ'ttFr:'rvvti0{:rtnr:

rriu n:rinr-rrnraninr:unnri n:riuurnranirinr:
{- 4 a

:xr.r {no{}rtoio{14:rrurrn:oru'lifr nrfl l-Js ui:{

- rilu:vrrtjpr dr:avnrudtrr:n'lvaoonl6'quv!n Ifl utilfrofldrf urroi

"lo1r- a1L v ltsro 1rl1.!'L ia{ttrl'ruv

uavfitrYr:orqrunr113.l1er:g'runi:.rririrurarnuriturum:ro iln:rsritor:rtnr: trju

n:lriy0rfl raninl:urvrj a'rflnrrurrn:g'rutrAnnirudqrtdlvn::xr (ailo)

-!
n: Ll? vl B't Fll a m: u: fl l5 ![ds0u 'l

5. aaln

- ai
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a a!
- 1.11.Jn.11J551 :rr.ltO U',,"rUr]OL , 't n1: frl, dXUlSvnO!, lUlOFt',t',tr.tLL:.l1O.lUr, tntdNan ltasiu

vtr q or u1ido ri1.J

6. aarn:vt1iurlfrm, r6ou tldurvrnorq, ratdir6rl,

rarrs ri uusr'r:-u u rlio drrrYntnurunr"luvu::1



n6Ud !n11'].1tVlnUA

1. ldentification test 9]:'tar.iTun:.lelrl] Finished product specifica on

z. rlir r rufrr o r rir dry

- Dextrose Monohydrate 95.Q - 105.0a/o L.A. of Dextrose Monohydrate

- Sodium Chloride

3. pH

6. Pyrogen test

7. Particulate matter

4. ynaolyr!3rrru 5-hydroxymethy[ furluraI and related substances absorbance 'l:.jrfiu 0.25

5. Sterility test Ft:'tQr.itt]Fti.iFt'D.l Finished product specification

95.0 - 105.070 L.A. of Sodium chloride

3.2 - 6.5 (not more than 5.070 of Dextrose)

n51qi.i'ruqli.i gnxl Finished prod uct speciflcation

-r1r'lo > 10 ; 1m 1:"irfru 25 ounla/cc fili'tai.iruFli{et'lt.l Finished product speciflcation

-fluln > 25 gm trllfiu 3 ounrn,/cc sti't .l'lxJgt:{st'l].t Finished product speciflcation_P

8. Bacterial endotoxin lriufru tO.O USP units/gm of dextrose

r4u'ruLr4sr : qrualUTyrlrynf,Fluda o uavto 8 oro,6orrlolodor.rfilvioo.t16orrfi z.[0fi1f
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