r_, _ IDacofManufacture

_'(.A% - QJlog)+

=7
QPR
ISC Otainfarm (. ¢
@ S Rupaicw sir., Olaine, LV-2114, Latvis GPN Kravu ol A}d
3 ¥, 1 +371 67013777
. :::z 371 67013700, Fax: +37) k) J“ Stm}ukev;z;a/
QUALITY CERTIFICATE No. 16/2 /;
TnER(r ey MELDONIUM DIHYDRATE
Chemical Name
CAS No. 86426-17-7
Order number 2016 7931
Batch Number 160816
Batch Size/kg 200.86 kg [ Released from warchouse/kss ] 100.00 kg
e 08-2016 = o —
Retest date 08-2018
Importing country/Destination Italy
Name and address of manufacturing JSC Olainfarm
site/quality control site S Rupnicu str., Olaine, LV-2114, Latvia
Number of manufacturing Authorisation AFV-01/,
Number of GMP certificate ZVA/LYR015/011A

Results of Analysis
Tests Specifications according to

KQS8.619.046/3 Results
Deseription White or alinost white erystalline powder Almost white crystalline powder |
Solubility Very soluble in water, freely soluble in muhmwl Conforms

actically insoluble in ucetone

1dentification

A. IR spectrum (in | % KBr tablet) Conforms 1o meldomufu dihydrm CRS spectrum | Conforms

B. Qualitative reaction Positive i Positive

Particle size* .

- larger than 630 pm Not more than 5 % { 1%

- smaller than 100 pm Not more than.15 % 2%

Chlorides Not more than-100 ppm Less than 100 ppm

Sulfates Not'more ifian 100,ppm Less than 100 ppm 1

Clarity of solution (10.0 g; 50 mL H,0) <Clear, comparipg to reference suspension I Clear, comparing 1o reference

suspension |
Colour of solution (10.0 g; 50 mL ;0) “Not more than reference solution By Less than reference solution By
pH (10.0 g; 50 mL H;0) b 175-90 89
Water 19.7%~-210% 202 %
Sulfated ash (1.0 g) Not more than 0.1 % 0,04 %
Heavy metals [10 % m/V soluuon, lead Not more than 10 ppm Less than 10 ppm
standard solution (1 ppmPb)]
Related substances:s:,
- 3-methyl-(2,2,2-trimethy; lhy Not more than 0.10 % Less than 0.01 %
nium)propionate bromi
- 1,1, 1-trimethylhydraziniumsalts on Not more than 0.10 % Less than 0.01 %
_trimeth; zifiymion b I I R——— I
- each unknown lmpumy Not more than 0.10 % Less than 0.01 %
-total " Not more than 0.3 % Less than 0.01 %
Residual solyents
- e(hﬂ alcohol” Not more than 3000 ppm 250 ppm
Assay, ated to anhydrous substance 99.0%-101.0% 1004 %
Microbiological quality:
- tolaiacrobic microbial count (TAMC) Not more than 10° CFU/1 g Less than 10 CFU/1 ¢ |
- total combined yeasts/moulds count (TAMC) | Not more than 10*CFU/t g Less than 10 CFU/ ¢
- Escherichia coli Absencein | g Absentin 1 g
Approved by Date Signature y
N.Vershilovska RO fR RWIE /5/
Head of QC
T hereby certify that the above inft ion is authentic and This batch of product hus been fred. inyludi k

and quality control at the above mentioned site in full comphnnce with the GMP requirements of the Jocal CWW Authori ity. The
batch processing, packaging and analysis records were revigwed and found to be in com liance with G

Released by Date Signature of grson u \psing the buteh release
J.Borcova 0%=/a/ = /,;L

ualified Person
*Recommended test
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