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Certificate of Analysis No. 29/3
Nemenr Brodics MELDONIUM DINYDRATE
Chemical Name
CAS No. 86426-17-7
Order Number 2019892
Batch Number 291018
Batch Size 8.34 kg Released from warchouse 2500 Ky -
Daic of Manufuciure -2018
Date of analysis 23.04.2019 Wz
Retest Date 10-2020
Destination country Ttuly
Name and address of manufucturing sile/quality JSC Olalnfarm
control site 5 Rupnicu str., Olaine, LV-2114, Latvia
Number of Manufacturing Authorisation Al-11032019; F00001
Number of GMP certificale ZVAILN201S/01TA
Tests Requirements according to KQSB.619.046/5 |, » Y Results

Description White or almost white crystals or :rysmlllnc Almost white crystalline powder,

owder, deliquescent deliguescent
Solubility Very soluble in water, freely soluble i \clln\nol, Coriforms

practically insoluble in acetone L Ve |

Identification: i
A. IR spectrum (in | % KBr tablet) Conforms to meldonium Ahh)dn!l: CRS spucuqm Conforms
B. Qualitative reaction Positive Positive
Particle size*
- larger than 630 pm Net more than § % Not detected
- smaller than 100 pm Not more than 15 % Not detected
Chlorides Not more than‘100 ppm = Less than 100 ppm
Sulfates Not more than 100 ppm Less than 100 ppm

Clarity of solution (10.0 g: S0 mL H,0)
Colour of solution (10.0 g: 50 mL H.0)

Clear;comparing to reférerice suspension |

Noi more than reference solution By

Clear, comparing 10 reference suspension |

Less than reference solution B,

Water

Sulfated ash (1 1)

pl1(10.0 g: 50 mL 11,0) 7.5-90 8.9
N 191.%-210% 19.9%
~ .| Notmorc than 0.1 % 0.02 %

Heavy metals [10 % m/V solution;

lead standard solution (1 ppm Pb)

» Not more than 10 ppm

Less than 10 ppm

Related substancy
- 3-methyl-(2,2,2-trimethylhydrazi-
nium)propionate bromide 3
EERRE lnmclh)lh)dmxmum sults on
trimethylhydraziniun
- cach unknown impurity
- lotal

Not more than 0.10 %
Not mare than 0.10 %

Not more than 0.10 %
Not more than 0.3 %

Less than 0.03 %
Less than 0.03 %

Less than 0.03 %
Less than 0.03 ¢

Related xuhxmncts"'

- cach unkijown impurity

Not more than 0.15 %
Not more than 0.15 %
Notmore than 0.15 %
Nat more than 0.15 %
Not more than 0.15 %
Not more than 0.15 %
Not more than 0.10 %

Less than 0.05 %
Less than 0.05 %
Lesy than 0,05 %%
Less than 0.05 %
Less than 0.05 %
Less than 0.05 %
Less than 0.05 %
Less thun 0.05 %

- totdl Not more than 0.3 %

Resldual solvents

- cthyl ulcohol Not more than 3000 ppm 362 ppm
Assay. calculated to the anhydrous substance 99.0%—101.0% 99.9 %

Microbiological quali
- total acrobic microbial count (TAMC)
- total combined yeasts/moulds count (TAMC)

Not more than 10'CFU/1 g
Not more thun 10*CFU/1 g

- Escherichia coli

Less than 10 CFU/1 ¢
Less than 10 CFU/1 g
Absentin | g

Ahsencein | g

I hereby certify that the analytical results are authentic and accurate, comply with the specifications

Approved by
N.Vershilovska
Head of QC

Date ulslgnnlnrc

L5 09 2019

Certification Statement

the EU

I herehy certify thut oll the manufucturing stages of this batch of finished product have been carried out in full cnmpllmlcu \u(h the GMP requirements of

Name of the Qualificd Person certifying the butch

L.Kosmachova

Dur ulslgnmnrc

. (/“/ ’)8"—///’

Sigpafure

of Qualified Person certifying he batch
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