CERTIFICATE OF ANALYSIS

A~ (720

Laboratory Salinen Austria AG

"PHARMASAL"” - Chemically Pure Salt

§
Sodium Chioride for pharmaceutical use, Natril chioridum
according to European Pharmacopoeia, BP, USP, Jp

Lot number CRS181012
Retast date 18.10.2048

Production date

1859012 - 16.10.12

Specification Unit Ragult Lnit
ldentification Ma+ positive conforms -
dentification Ci- positive conforms -
Assay Mali 99,8 - 1005 Y £9.94 %
Bromides Br- <= 100 ppm <= {100 ppm
lodides J- <z 4] pom <= {0} oo
Sulphatss S5042- <= 204 pom <= ZO0 pom
Fhosphates PO43. wm 28 ppm w= 285 ppm
Nitrites MNO2- <= .01 A <= (01 A
Heavy metals as P w3 [STe et wm 4 ppm
ron Fa <= g phm wum F ohm
Aluminium Al <= (3,2 pom <= {2 Sl
Arsenic Asg < npm <z ppm
Potassium K <= HG0 poim <@ 50 spm
Barium Ba <= 10 ppm <= 10 ppm
i&%&g:@?@%m metals calc. as Ca =100 epm all P
Farrpcvanides {Fe(ChNB4- wm pom <z | ppm
insoluble mallers <= §0 oD w= 5 ppm
Loss on drying <m (35 % <= 35 %
oM solution 10 % 45-70 conforms -
Appeaarances of solution clear, colourless conforms “
A:;;‘dszgm Sl . conforms conforms -
accarding to the reguiations
Ef%egﬁamﬁ Scivwﬁs‘ ' rpossible due to production sardiine i
{according {CH-guideline) process
Hacterial Endotoxing <548 lUJg conforms RN
TAMC <z 10  CFUig conforms  CFU#&
TYMC <= 10 CFUfg gonforms  CFUig

This iot conforms with the current Ph. Ewr, USP, BP and JP monographs. in compliance with the
gudelines on good manufacturing practice for active pharmaceutical ingredients (10H Q7).

Stere in a clean and dry place, nmt. 70% rel Mumidity.

Qualified Person
O Muller Roland =
Oate: 2012-11-02
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