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Analizni izvid / Certificate of analysis

Ephedrini hydrochloridum

Serijska Stevilka /Batch n*: 1LX0262-110005 /

Deklaracija / Corresponds to: Ph.Eur.
Proizvajalec /Manufacturer: BASF Pharmachemikalien

Datum analize / Date of analysis: 01/12/2011

Datum proizvodnje / Manufacturing date:  03/2011

Specifikacija / Specification Values

Uparabno do / Expiry date: 03/2016

Rezultati / Baich Values

Lastnosti / Properties:

Bel ali skoraj bel kristaliniden prasek ali brezbarvni
kristali / White or almost white, crystalline powder or

colourless crystals

Ustrezna / Conforms

Topnost / Solubility:

according 1o fest

Ustrezna / Conforms

TalidCe / Melting point:

= 219 °%

218,56

Istovetnost / identily:

according to test

Ustrezna / Conforms

Videz raztopine / Appearance of solution: aceording to test Ustrezna / Conforms
Kislost in alkainost / Acidity and alkalinily: according to test Ustrezna / Conforims
Specifitna optiéna sucnost / Specific rotation: -33,0° / -35,5° (dried substance) -34,0

Soradne substance / Relaled substances:

. impurity A: =02% <01

. unspecified impurities: =0,1% Ustrezna / Conforms
. sum of impurities other than A. < 0,05

Sulfat / Sulphat: < 100 pom < 100

lzquba pri suSeriu / Loss on drying: £05% < 0,1

Sulfatni pepel / Sulphated ash: <01% <01

Vsehnost/ Assay: 99,0-101,0% 99,85

Velikost delcev/Particle size (bellow 0.3mm): =100 % 106

Opombe / Notes. |

FARMADENT d.o.o.
Minarikova ul. 6
2000 Maribor 1

P’z:l: FlﬁD:!:\ L]
Datum p: n‘J _@M

Pregldal: MARYLT Robery/ g farm. sps.

Datum pleteds: 2201

Mnenje / Oppinion: Po navedbah proizvajalca substanca ustreza zgoraj navedenim parametrom Ph.Eur 7.

According to the manufacturers specifications, the product corresponds fo the stated parameters Ph.Eur 77,

Ines LOGAR mag.farm., spec.
Vodja sluZbe za kontrolo kakovosti
Quality assurance manager

Ta dokument je izdelan v elektronski obliki 5 strani Lexovega kontrolno analiznega laboratorija in je veljaven brez podpisa. Ta dokument ne razreSuje kupca od lastne kontrole kakovosti in ne zagotavija
ustraznost substance za specifiéno uporabo. / This document hias been produced electronicaly by Lex Quality Control Laboratory and is valid without a signature. This document does not free the purchaser
from his own quality check nor it does confirm that the product has certain properties or is suitabie for a specific application.
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