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Not more then 0.10 %

JSCOlslafarm
SRupalcu str., Olalne, LV-2114, Latvia
Phonet 4371 67013701, Fax: 4371 67013777 GPN mantzxne
OlainFarm emallt hlafir@shinfiomte A. Siline
Certificate of Analysis No. 46/2
Name of Product/
| Chemical Name MEBICAR
['CAS No. 10095-06-4
| Order Number 2017 3900
Batch Number 460417
| Baich Sizs 12034 kg | Released from warehcuse 1 25.00 kg
| Date of Manufacturs 04-2017 74N
Date of analysis 28.06.2017 N )
Retest Date 04-2022 SN
Destination country Italy B N7
Name and address of manufacturing JSC Olainfarm =T
site/quality control site S Rupnleu str,, Olalne, LV-2114, Latvia e
Number of Manufacturing Authorisation AFV-01/y [ Number of certifi cale of ASMFS :AV:rsIon 03 29.04.2011
Number of GMP cettificate ZVA/LV/2015/011A V 4
- LS
Tests Speemenuonl leeordlng to ‘QI{ } Results
A rance White g‘zstalllne mwd:r, odourléss I Wﬁm crystalline powder, odourless
Solubility Freely soluble in water, chlorgform, ?Conforms
soluble in ethyl alcohol /! » %
Identification:
A. IR spectrum (in 1 % KBr pellet) Conforms to mebicar \\(S spectm Conforms
B., C. Qualitative reactions Positives A B Positives
Melting temperature 225.0°C-229.0 -e\(~ il 226.4°C—227.3°C
Clarity of solution Clear companng with reference Clear comparing with reference
(1 g 10 mL of water) susEnsmn I suspension |
Colour of solution Not Moy \%ﬂn reference solution By Less than reference solution B,
(1 g; 10 mL of water) ' g
pH (10 % solution) *_ 5.9-75 % 6.6
Chilorides . [Wot more than 100 ppm Less than 100 ppm
Sulfates A\ ot‘more than 500 ppm Less than 500 ppm
Sulfated ash Xy, Not more than 0.1 % 0.01 % ,,
(10g) .
Loss on drying % “Not more than 0.5 % 0.28 %
1(0.58;100-105°C) X
Heavy metals (1.0 Not more than 10 ppm Less than 10 ppm
Related substan ¥

Less than 0.01 %

requirements of the EU and with the requirements
Name of the Qualified Person certilying the
batch

Not more than 0,10 % Less than 0.01 %
Not more than 0,10 % Less than 0.01 %
Not more than 0.50 % Less than 0.01 %
Resldifg],solvents: )"
'= isopropylfalcohol Not more than 5000 ppm 4085 ppm
mbutmol Not more than 500 ppm Less than 20 ppm
Mlcro jical quality*:
- bic microbial count (TAMC) Not more than 10’ CFU/ g Less than 10 CFU/1 g
| - Total combined yeasts/moulds count Not more than 10? CFU/ g Less than 10 CFU/1 g
- Escherichia coll Absencein.lg Absentinl g
Assay, 99.0%-1015% 1004 %
calculated on the dried substance
il_I hereby certify that the analytical results are authentic and accurate, comply with the specifications in the ASMF ~
! Ap\l"m I\:’sh Date of Signature Signature M‘_”%
N. o .
1 Head of QC C;? e;’ . ‘:7‘;1 C;Zt:a¢:12L =
Certification Statement

T hereby certify that all the manufacturing stages of this bnkeh of finished product have been carried out in full eompllnnce with the GMP

of the ASMF.

- L.Kosmachova

Date of Signature Signature of Qua| cer(lrylng the batch
30.06. LOAE
© Test is carried out for Ist and each 10th batch within a year
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