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Product Information
Description GLYCERINE 4810
Glycerol
Quantity 2,000 TO

Loading date

08/03/2022

Qrdernumber Oleon

85769372 900001 30555794 000020

Your reference / Date

BG-2.022/9.734 /

Batch VESC220238 Sample 2/623962/00 meducﬁondahu 24/02/2022 ‘l' Expiration date  24/02/2024

Results of anafysis

Unit

Results Win. Wax. Method
Refractive Index a1 20°C 1,474 1473 1,475 Eur.Ph.
Glycerol Content %(m/m) 99,83 >= 99,70 APAG-GL-009
Assay %(mim) 998 89,0 101.0 USP-NF
Agssay %{m/m) 89.8 98,0 101.0 Eur.Ph.
Relative Densily @ 20°C/20°C 1264 1,258 1.268 Eur.Ph.
Colour APHA 25 <= 10,0 1S0 2211
Acidity meqii00g 0,02 <= 0,08 1SO 1615
Acidity / mi 0,1 M NaOH mi C.05 <= 0,20 EurPh.
Alkatinity f ml 0,1 M HCI mi 0,00 <= 0,00 Eur.Ph.
Acidity or Alkalinity (EP) Conform - - Eur.Ph.
Odour Conform - - Qleon GLY07
\Water %h(mim) 07 <= 0,30 Eur PhJUSP-NF
Specific gravity at 25°C gimi 12619 >=  1,2490 USP-NF
Identification A (Refractive index) Conform - - Eur.Ph.
identiication B (Infrared) Conform - - Eur.Ph.
Appearance of solution Conform - - Eur.Ph.
Aldehydes ppm(m) <10 <= 10 Eur.Ph.
Esters /0,1 M HCl mi >80 >= 80 Eur.Ph.
imp. A and refated substances (EP} Conform - - Eur.Ph.
-impurity A (DEG) % <01 <= 0.1 Eur.Ph.

-any other impurity eluating before glyc % <01 <= 01 Eur.Ph.
«{otal impurities eluating afler glyc % <05 <= 0.5 Eur.Ph.
Halogenated compounds ppm(m) <30 <= 30 Eur.Ph.
Sugars Conform - - EurPh.
Chlorides ppm <10 <= 10 - Eur.Ph.
Sulphated ash % <0.0t <= 0,01 Eur,Ph.

m: monthly - 4 quarterty -/ t: four-monthly - £ h: half-yeady - / y: yearly massured value

The dats and information above are to our bast knowledge tnue and accurate. They refer to specific values of the current lot provided by the methods and

pp and should be i so. OLEON N.V. gssumes no responsitility, expressed or implied, for the use of sald data and information. No
information contained in this document can be considered 83 a suggestion to infringe patents.
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Loading date
08/03/2022

Ordernumber Oleon

85769372 900001 30655794 000020
Your reference | Date

BG-2.022/9.734 |

Product Information

Description  GLYCERINE 4810
Glycearol

Quantity 2,000 To
Batch VESC220238 Sample 2/623062/00 f Production dato  24/02/2022 / Explration date 24/02/2024

Results of analysis Unit Resulta Min, Max, Mathod
Residual solvanls, Methanol ~~ ppm <300 h <= 300 Eur PhiUSP-NF
Identification 8 Conform h - - USP-NF
Identification C Conform h - - USP-NF
Residue on ignition %im/m) <001 h <= 0.0 USP-NF
Chloride %{mim) <0001 h <= 0,001 USP-NF
Sulfate %(m/m) <0002 h == 0,002 USP-NF
Limil of Chiorinated compounds Salmim) < 0,003 h <= 0,003 USP-NF
Fatly acids & esters / 0.5 N NaOH mi <q h <= 1 USP-NF
Limil of DEG and related compounds Confoim h - - USP-NF
-any individual impurity (excl. DEG) % <01 h <= 0.1 LSP-NF
-fotal impurities including DEG % <10 h <= 1.0 USP-NF
-Diethylene glycol % < 0,025 h <= 0,025 USP-NF
-Elhylane glycol % <0025 h <= 0,025 USP-NF

This praducl complies with the compenent’s monograph as described in the current edition of the European Pharmacoepoala (Ph, Eur.).
This product complies with the component’s monograph as described in the curren! edition of the US Pharmacopoeia (USP-NF).

‘The preduct is manufaciured from vegetable raw malerials.

The preduct doas nol contain any ingredients that are derived from GM sources, Howaver refevant thresholds for adventitious or
technically unavoidable cross-contamination as faid down In 1820/2003/EC are accepled, Moreover, the above mentioned material has not
to be labeled according to Regulation (EC)1830/2003/EC concaming traceabilily and labeling of food and feed producls manufaclured
from genelically modified organisms.

The product Is in compliance wilh the consensus guideline CPMP/ICH/283/05 last updated February 2011 Q3C(6) conceming the residual
solvents edited by EMEA,

The product complies wilh the microblological purity criterla of European Pharmacopoala monographs EP 2.6.12 and EP 2.6.13,

The product is food approved according to EU Regulation 231/2012 and EC Regulation 1333/2008,

The product complies with FDA §182.1320 on tha GRAS status (Generally Recognized As Safe).

m: manthly -/ q: quaredy - / : four-monthly - / h: helf-yearly - / y: yearly measured value

The dala and information above are to our best knowlsdge Uua and accurata. They refar lo spacific valugs of the curent lot provided by the methods and
apparatus indicated and should be considered so. OLEON M.V, assumies no responsibiily, expressed ot imgiied, fur the use of said data and information. No
inf in this can be deied as & to infringe patents.

ECCBATCH 2022-03-08 16:0046 ZQDE OPY



@ -
Kirsch Pharma .. Espafia

Grupo Kirach Pharma GmbH . S. L. Unipersonal

LOTE: VE6C220238

Page3of3

Olgon NV c/o Oleon SAS

Rue Les Rives de I'Oise
F-£0280 Venette

FRANCE
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Loading date
08/03/2022
Crdernumber Oleon
85769372 900001 30555794 000020
Your reference / Date
BG-2.022/3.734 [

Product Information

Description  GLYCERINE 4810

Giycerol
Quantity 2.000 TO

Batch VEBC220238 Sample 2/62306200 /| Productiondate 24/02/2022 | Expiration date 24/02/2024

Oleon SAS

Stéphanie Le Doare

If you have any questions relating 1o this certificale of Analysie please revert to your Oleon contact person
This document is system gencraled and does not require & signature,

. monthly -f q: quartery -/ t four.monthly - / i half-yeady -/ y: yesrly measured value

The dats and information above are to our best knowledge true and accurate. They rfar 1o spacific vaiues of the cument lot provided by the mathods and
apparatus indicated and should be considernd so. OLEON N.V. assumes no responsibility, expressed or implied, for the use of said data and information. No
infarmation centained in this document can be considared as a suggestion o infringe: patents.
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