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d.o Finished product specification : o.c(Yo Sodium Chtoride sotution ooo m[ for

injection, USP do

v
fl0 Test items Specifications

d.o.o ldentification Test n:?0 ilrunrlrfi :vlJu fi ni s hed p rod uct specification

d.o.b Assay

-Sodium chloride c(d.o - ood.o o/o L.A. of Sodium chloride

d.o.en pn d.d - s/.o

d.o.d lron content Not more than Io ppm

d.or.d Particu[ate matter

- Size > oo f-Lm

- Size > Iod Lt.m

- Not more than b,ooo particles/ ml

- Not more than boo oarticlesl ml

d.o.b BacteriaI endotoxins Not more than o.a USP Endotoxin Unit/ml

6.o.6'' Sf orilitrr toct SteriIe

g.g),re Volume in container Not l.ess than volume label amount

d.b Drug substance specification : Sodium Chtoride, USP do
9)

tJ0 Test items Specifications

d.lel.o ldentiflcation

- Sodium

- Chloride

- N/eet the reor tirement

- The precipitate dissolves easily with the possibte

exception of few large particles, which dissolves

more slowly

d.lo.b Assay e(el.o%o - o'oo.&o/o of NaCl

d.llr.6n lmpurities: en.d-d.d in a solution (oo mq/ml)

Aluminum The fluorescence of the Sampte so[ution does not

exceed that of the Standard solution (o.b ppm)

Arsenic Not more than o ppm

Barium The solutions are equally clear after standing for b hours

Ferrocyanides No blue color devetoos in oo min.

lodides No blue color is observed
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lJ0 Test items Specifications

d.b.en lron After a min, any pink color in the Sample solution is

not more intense than that from the Standard solution

(NMT b ppm)

Limit of bromides The absorbance of the Sample solution is not greater

than that of the Standard solution (NMT ooo ppm)

Limit of phosphates Any color in the Sample so[ution is not more intense

than that in the Standard solution

(NMT tod ppm)

Limit of potassium Not more than doo ppm

Magnesium and atkaline -

earth metals

The volume of o.oo M edetate disodiurrr consumed in

the second titration does not exceed lo.d mL

(NMT ooo ppm, catcu[ated as Ca)

Nitrites Absorbance is NMT o.oo

5ulfate Any opalescence produced in the Sample solution

after d min standing is NMT that produced in

the Standard solution (looo ppm)

d.b.d Snorifir focf

appearance of solution Solution clear and co[orless

Acidity or alkalinity Not more than o.d ml of o.oo N hydroclrloric acid

or o.oo N sodium hydroxide is required 1o change the

color of this solution

l nc< r-rn drrrino Not more than o.d%

d.b.d Storilifir focf Sterite

d.b.b BacteriaL Endotoxin Test Not more than o.d USP Endotoxin Unit/ml

(nrdo) u"L- j-11:lil:Volun::tunr:
(ur.rarrinrufr orti qn1r)

.: r, Lnd'tn:drurrxnrl - f ., (,
(a.:r'o) ... . -'--n. 1\: ... n:Tiln'ri (n.rfio) ?.1{{ l^ill \J,l!-f nttrn'rt

(uraaiglofr rriTrB) (uruft:lnri rJrurfir)

unahln:drrrrXnr: md'tn:drurrynr:

d/uu1aLvn...
I



44dv,v44V
B1l?0?lJvlvtLruun!arufl.ilunilun::Llnl:0rfi1:ttnuul n:uyt:?.:fi'l515fuq?)Tl:0:ra{a1uil0lJ0T1J:0.1

s' vdo
t0 nal : [F] u tJ:.r 0 1ulaa {u11.r

- dl a v v
Io. n:ilvraalrvfJUurLe.rflr:r?u iWaive) n'r:F]:?ldorirn:rvvinr:10 t#duronal:ila-fl6'lu

u | !q v- vay
fr{fla1?vt L9l:u0u}Jn Ft? u

Gn. Drug substance specification fro1:iltarn'Llitn:rvr,i'tolry'2f;n Drug substance fl;o
6l A d^ Y 

^ 9 d r v a v -i -i d a ( u v
LlJ?LFr:',ruvl Drug substance 1j0{il2AnUlfilt:e5! A!ULnA1JU14U.t lJ{lJfll:n:',lQaou?tfi:',lvun5!ilnu?fl0

j rd
d. t{oultaudl

a.o drrurnlylrilulond,:nT:ld'iuouru,nduuvrfiuueirYuurn^r-osiruilTu'lurj:vrmnlvu uas

drttprt (Dectare) [tua{r.rael
qou&douvt.\

d. o.o LUdlntunl:tUylv tU UU0l'l5UU'l (VlU.Lo YlU. en ylu.d ttfi'l Urln:il)
o ai d, i - c , n

- 
"[u 

n : n]vr rtlu u 1vr= r.J d n-Lur-J : v rvr o'Lvr a (u:r't a dr il u.tr )
c ai a, o v J 

'- 
"Lu 

n : rilvr uiju u ldr r{r rv'r= o n 1 T rrli.iu :: q (uil r u d{ u u. en )
q oi a' o v- LUn : fu?] rlJU rjlu't r11A 1 nriXrj :v rUrt (vrr u fi r il u. d)

6)o&dAvAvv
d.o.b LlJnltOlJUvtvtlJUUUl VtU.o/U.o fl0{Uriltauo:'tFrl v,l:0}.1:1uavt0uPr14?10n'l:fl?!q}.1

q{um14i?0.101frmfi'rud mrrufiduvrvrfi€./u (Finished product specification) tuasdoriruunrrrun'1ilt0{
t,

inqol (Drug substance speciflcation) n:fifioqj:vr,r'jrlnr:uJduuiu.iartuittrfr:rtfilov6'o.ttLuuLonal:

drrulnrurirunritotLrii? (u.a) lrniol Finishei product specification uau/vio Drug substance

soecification Tnutorui'[rriourlurj:vn1fiil:vn?o:rrrrorSnvr:ofinri rravhJrfiu to fl ru {urj:vnrn
da(

!:v n'la:lnl0 tn nv:0unff

d.b rondl:iu:orrurn:f,1un1:zuenu1€

d.lo.o n:fiurfiara^nturj:vrvrnlvra ri'2frn6'orfidrrurnrvrrirutonar:ir:olrrrn:trunr:iiAnulg4
v6a4!<q

rl1:o{a'n[n6]rvttmvTdnr:ytprLunr:run nu PIC/S (PharmaceuticaI Inspection Co-operation Scheme)
t'Advauc
[oruyuralru PIC/S participating authorities usorJr0nal:5u:0{:J'rFr:5tunr:tiaflu'lF]1}J unfltnilvl

v
ad d dq

ttauiDnt:vrotufltizuanu1t0{a-rUn{luFlilun::t.]nr:011 1:ttavu't n:vvt:?{415't:fuqt {.in1uu9ttu

IoufinrrrLaoFrn60{rrnvvr-Btfiulri!ua-nrflfue{uavi6nr:fi61unr5tiAnur PtClS "lur,rl?r'tu']fitauot'}u

allriraprnril:o! nr: Fr:xaaoLlnulr-r.in n1:iLr:orfiriurJ:vnrrtrJ:vnrq:rnr6rSnvr:orlnai

(urrarr$uufrnti qtTt)

, i \ [na'tn:drurrynrT 
=_- 

( , 6..
(ardo) .yta 1\-r .n:T!nr: rarijol 01I.4$ llUv\I..n::lrn'r:

turunigpi oilndl (uru{t:n.:ti rtruufir)

rna-tn:rirurrynr: md'tn:rirurqnr:

. 4d 6,
d/d.le.te n:fUll LlJu...



-d-
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