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QUALITY CERTIFICATE No. 1572
Name of Product/
Chemical Name MELDONIUM DIHYDRATE
CAS No. 86426-17-7
Order number 2016 6514
| Batch Number  Tise8t6 . —
Batch Size/kp 214.48 kg { Relensed from warehouse/kp | 25.00 kg
Date of Manufacture 08-2016
Retest date 08-2018
Importing country/Destination Italy
Name and address of manufacturing JSC Olninfarm
site/quality control site 5 Rupnicu str., Olaine, LV-2114, Latvia
Number of manufacturing Authorisation AFV-01/,
Number of GMP certificate ZVA/LV2015/011A
Results of Analysis
Specifications necording to
Tesis KQS8.619.046/3 Resulls
Description White or almost white erystalline powder Almost white crystalline powder
Solubility Very soluble in waler, freely soluble in methanol, | Conforms
practically insoluble in ncclonc
Tdentification
A. IR spectrum (in | % KBr toblet) Conforms to meldonjuiiy dibydrate CRS spectrum | Conforms
B, Quolitative reaction Positive Positive
Purticle slze*
- larger than 630 pm Notmmlhun!% 1%
= smaller than 100 pm Notmore than 15 % 1%
Chiorjdes Not more than 100 ppm Less than 100 ppm
Sulfates Not more than 100 Less than 100
Clarity of solution (10.0 g; 30 mL H,0) Clear, comparing 1o reference suspension | Clear, mmp'mﬁn 1o reference
[ fon |
Colour of solution (10.0 g; 50 mL H;0) <~ | Not more then reference solution B, Less than reference solution By
pH (10.0 g; 50 mL H,0) 1.5-90 89
Water 119.7%~210% 205%
Sulfated ush (1.0 "Not more than 0.1 % 0.04%
Tieavy metals [10 % m/V soludon led Not more than 10 ppm Less than 10 ppm
standard solution (1 ppm Pb)]
- | Related substances;
- s-mhyl-(l.z.z-mwhymydnzl- Not more than 0.10 % Less than 0.01 %
nium)propionate bromide
~Ll Hmnelhylhydnznlummkson Notmorethan 0.10% Less than 0.01 %
e umion A
- cach unknown impurity Not more than 0.10 % Less than 0.01 %
- total Not more than 0.3 % Less than 0.0) %
Residual solvents
- ethy] aicohol Not more than 3000 280 ppm
Assuy, calculated to anhydrous substance 99.0%-101.0% 100.2 %
Mierobiological quality:
- total aerobic microbial count (TAMC) Not more than 10*CFU/1 g Less than 10 CFU/1 g
- total combined yeasts/moulds count (TAMC) | Not more than 102 CFU/1 g Less than 10 CFU/I g
= Escherichia coli Absencein 1 g ‘_ Absentin I g
Approved by Date Signalure
N.Vershilovska
Acting Head of QC
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