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CERTIFICATE OF ANALYSIS

"P|{ARMASAL" Chenrically Pure futt
Sodium Ch|oride for pharmaceutical use, Natrií chloridum

according to European Pharmacopoeia, BP, USp, Jp

25.03,2016

Laboratory Salinen Austria AG

sp€cification Unit Rcsult Unit

Identification
Identificatron
Assay
Bromid€s
lodides
Sulfate
Phosphate
Nitrite
Heavy metals
Iron
Alurninium
Arseníc
Potassium
Barium
Magnesium & alkaline-eafth metals
Ferrocyanides
Insoluble matters
Loss on dryíng
Apearance oí sofution
Acid'ty or Á|ka|iníty
according to the regulations
ReídualSolvents
accordíng lCHguíde|ine
Bacterial Endotoxins

TAMC

TYMC

posative
positive
99,5 - 100,5
<= 100
<= 10
<= 200
<= 25
<= 0,01
<=J
<=f
<= 0r2
{=l
<= 500
<= 10
<= 100

conforms
<= 50
<= 0rS
clear, colourless
coníorms

Impossible due to
production process
<=$

<= L0

<= 10

Na+
I l-

NaCl
Br-
I.
so4 2-
pu 3-
NO2-
as Pb
Fe
AI

As
K
Ba
calc. as Ca

IFe{cN)6]4-

a/a

ppm
ppm
ppm
ppm

abs.
ppm
ppm
ppm
ppm
ppm
ppm

:o*
ppm
o/a

l.U.l9
CÍ.U/s

CFU/g

conforms
conforms
99,97
<= 1.00

<= 10
<= 200
<= 25
<= 0101
<=J
q=f
<= 0r2
<=!
<= 500
<= 10
<= 100
conforms
<= 50
<= 0,5
conforms
conforms

conforms

4=g
<= 10

<= 10

Vo

ppm
ppm
pprn
pprn

abs.
ppm
ppm
ppm
ppm
ppm
ppm

lo*
ppm
o/o

i.u./g
cFU/g

cFU/g

ThÍs lot conforms with the current Ph. Eur, UspÍ BP and ]P monographs. In comp|iance with the
guidelines on good manufacturing practice for active pharmaceutical ingredients (ICH e7).
Store in a clean and dry place, nmt. Z1ala rel. Humidity.

It is suitab|e for the use in the manufacture of ínjectable dosage forms, peritonea| dia|ysis

'olutíons, 
hemodiaÍysis so,|utions and hemofiltratíon sa|utions, 

€,alinéÍl Austria AG
Qr"raliíied Person saline
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