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AaauUANIsAata (NaCl)

- USunausnendnfey

- Identification
- Appearance of solution
- Acidity or alkalinity

- Bromides

- Ferrocyanides
- lodides

- Nitrites

- Phosphates

- Sulphates

- Arsenic

- Barium

- lron

- Magnesium and alkaline-earth metals

- Loss on drying

- Potassium

«x.0-@00.&% of NaCl calculated

on dried basis

AU

Clear and colorless

NMT o.& ml of oc.o@ N HCl or c.ce N
NaOH is required to change the color of
the solution

NMT o.00% (@co ppm)

no blue color develops in @o min

no blue color is observed

Absorbance is NMT o.oe

NMT & ppm

NMT o.0% (voo ppm)

NMT & mcg per g (@ ppm)

Any opalescence in the test solution is
not more intense than that in the
reference solution

NMT o mcg per g (o ppm)

NMT @oo ppm calculated as Ca

NMT o.&%

NMT o.0&% ( &oo ppm)
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- YsuneusnendnAgy ®x.0-©00.&% of NaCl calculated
on dried basis
- Identification ATV
- Appearance of solution Clear and colorless
- Acidity or alkalinity NMT o.¢ ml of c.oe N HCl or c.oe N
NaOH is required to change the color of the
solution
- Bromides NMT o.ce% (@co ppm)
- Ferrocyanides no blue color develops in @o min
- lodides no blue color is observed
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- Sulphates NMT o.00% (woo ppm)
- Arsenic NMT & mcg per ¢ (@ ppm)
ﬂmxnﬁumsﬁmw@pﬁﬂwmzmwwLLasr‘hwumiﬂm Swesiunde
@) e ¢ ‘{ ................... I O beese s bdvies 34“'7 ......................
(wndes lveling) WehAad 833us) (W9T991 NBIAIN)

NFYNITIUIYNTALAY

WIIUIIVIIWEIUNEYNTS WNFUNITIUIYNT



- Barium Any opalescence in the test solution is

not more intense than that in the

reference solution

- Iron NMT v mcg per g (o ppm)

- Magnesium and alkaline-earth metals NMT @oo ppm calculated as Ca
- Loss on drying NMT o.&%

- Potassium NMT o.0&% ( &oo ppm)
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5780157 Sodium chloride oo mg/@oo mL irrigation solution, e L bottle

oAy : Sodium chloride @oo mg/@oo ML irrigation solution, L bottle
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AauTENIIwAlA Finished Product

. ldentification test PTIINY
. YTuusiendAgy &&.0 -@o0&.0% LA of Sodium Chloride
en. Sterility test m’mmumuﬁssdu Finished Product specification
< pH <& - o.o
&. Bacterial endotoxin 13U o.¢ USP Endotoxin unit/ml of sodium chloride
o. Iron content Laitfiu o ppm
¢. Volume in container Not less than the labeled volume
Soulyduq

®. Ei"]mewdwLaﬂmimﬂﬁ%’uaqmmsﬁumLﬁauﬁw%’umlﬁaﬁi’wmﬂuﬂszmm‘lmuasﬁmm
(Declare) WWasan

0.0 ludfymstunsdausiuen (WU N oude Uy Me.o ¥SBUUY e.aW3e WU &,

b Wudnsal) nsdfinsiuasuwdasudle Iuuudiumveufluisunyasmn
nioauiusiy

o0 Tumuetunzifous (Luu Mt.e ¥3e WUU b.e)vesenTiaus nieudetmuanmnin

(Finished product specification) nsﬁaaﬁwdwmuﬂ?{auwmLLr'ﬂmﬁmau A

WUULBNANS Y3adUINMaIeNsTaLALYNINSaY Finished product specification

©. BNANTFUTBWNIFIUNTHEREN

0.0 lunsdifendnluusemdlng fuandesidiunnmaenideiusounnsgiunisuin
GIAUNANINUAITNIIAATUNITNARE1YBINTENTIIANEITUFY GMP-PIC/S
(Pharmaceutical InspectionCo-operation) 1@ g U128 91u PIC/S participating
authorities W3efiiena33useRNATHIUNMIKERLIIBMANINLY WaziBnsRLUNS
HARE1DIEUNUANLNTITUNITDIMNTUATE NTENTIEBITUED Farmuatuleed
ANuADAAdDY LavTinisufiuvdninueilay I nsialunsnEne PIC/S Tumunen
MausvsatuaannTOUNIATINEY

(Weiles lweidng) (WIHINTT VBEIN)

o

WNAYNTTIUNEYNITLAY WIIUIAITITNGIUIEYNTT WNFUNITIUIYNTT

£



-G)6)-

bo lunsdifugniidrainsslszna gudadesidnuinmatendsdeduseswnnsgu
A1SHAREIMINNENINUYITNIRAluASHAR BB USEINAGNER GMP-PIC/S
(Pharmaceutical Inspection Co-operation Scheme) 1a e # U289 PIC/S
participating authorities adua1gAR1NTOUNIINTIIABY Inedinan1siusesiieiy
UsemAdeiu vieengaaondnudausnsdl 3eunsgIunsaneInumuaninng
wagdsn1sia wnsguduiiduasliin fanuaenadeuaziaiioutiu GMP-PIC/S
Tun1snanen HSeNIMIgIUNISHAREN AUNENINUSITNsARluASKENETIYeY
asrinmseutelan WHO-GMP Tumnaeniiausune
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<o lunsatunsidousunuinni o ¥ azdesidnuuinmanenanisanen Long term
stabilitynufiguiisdslunzidousnanudans waslifunisaunususesenansangi
§1U1VBIUTEN
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- YsuneusnendnAgy ®&.0-00.&% of NaCl calculated
on dried basis
- Identification AT
- Appearance of solution Clear and colorless
- Acidity or alkalinity NMT o.& ml of o.o@ N HCl or c.oe® N

NaOH is required to change the color of

the solution

- Bromides NMT o.0e% (@oco ppm)

- Ferrocyanides no blue color develops in @o min

- lodides no blue color is observed

- Nitrites Absorbance is NMT o.o®

- Phosphates NMT lo& ppm

- Sulphates NMT o.ole% (woo ppm)

- Arsenic NMT @ mcg per ¢ (@ ppm)

- Barium Any opalescence in the test solution is

not more intense than that in the

reference solution
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- Iron NMT & mcg per g (o ppm)

- Magnesium and alkaline-earth metals NMT @oo ppm calculated as Ca

- Loss on drying NMT o.&%

- Potassium NMT 0.0&% ( &oo ppm)

- Bacterial endotoxins NMT o.& USP Endotoxin Units/mL
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