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Kravas noformétaja

M.

Zanna Voz:g;ja

Name of Product/
Chasidioal Maine. MELDONIUM DIHYDRATE
CAS No. 86426-17-7
Order Number 2021 8384 i
Batch Number S0520 .
| Batch Size 215.16 kg | Relcased from warehouse
Date of Manufacture 05-2020 ! i
Date of enalysis 29.11.2021 i Fi
Retest Date 05.2022 Fi s
tination count - Ital e L
Name and address of manufacturing site/quality JSC Olalnfarm
contro! site S Rupnicu str,, Olaine, LV-2114, Latvia
| Number of Manufacturing Authorisation Al1-13082021; F0000! % g,
Number of GMP certificate ZVAILVIOL8/011A 'y LVl
o L 3
Tests Requirements according to KQS-B.ﬁH.M 'h F Results
Description White or almost white crystals or crystalline ite crystalline powder,
- e | powder, deliquescent & nt
Solubility Very soluble in water, freely soluble jn meth
practically insoluble in acctone
Identification: i 3
A. IR spectrum (in 1 % XBr tablet) Conforms to meldonium dihydrate RS’ Conforms
B. Quilitative reaction Positive AT, A Pasitive
Particle size* & 7 b d
- larger than 630 pm Not more than 5 % %Aﬂ: e Not detected
- sinaller than 100 um Not more then 15 % i.1% i)
Chlorides Not more than100ppm " _ Less than 100 ppm
| Sulfates 2 d Not more.than IDE'%.\ Less than 100 ppm
Clarity of solution {10.0 g 50 mL H,0) Clear; cnrr‘f& ing 1o reference suspension | Clear, comparing to refercnce suspension [
Calour of solution (10.0 g; 50 mL H;0) Not more than reference solution By Less than referenoc solution By |
H{00gSOmLILOy 75-990 8.7
Water ) 157 %-210% 19.8 % )
| Sulfated ash {1 g) ) Not more than 0.1 % 0.02%
Heavy metals [10 % nv'V solution; Not more than 10 ppm Less than 10 ppm
lead standard solution (] ppm Ph)]
Related substances: i, i3
- 3-methyl-(2,2,2-trimethylhydrazi- ) -| Not more than 0.10 % Less than 0.03 %
nium)propionate bromide \ 7
- L I-trimethythydrazinidm salts on 'y Not morc than 0.10 % Less than 0.03 %
| uimelhylhydrnzinium,im-i . 2 4_? ¥
- cach unknown impurity " # 3 Not more than .10 % Less than 0.03 %
< totat ‘ b Not more than 0.3 % Less than 0.03 %
Related substances**:
- impurity A Not more than 0.15 % Less than 0.05 %
- impurity B Not more than 0.15 % Less than 0.05 %
- impuFityC Not more than 0.15 % Less than 0.05 %
- impurity D Not more than 0.15 % Less than 0.05%
« impurity E Not more than 0.15 % Less than 0.05 %
- Imyrity F Not more than 0.15 % Less than 0.05 %
- ¢ach Unkngwn impurity Not more than 0.10 % Less than 0,05 %
- total Not more than 0.3 % Less than 0.05 % - _I
| Residual solvents
- eth¥l alcohol = | Mot more than 3000 ppm 251 ppm
| Assay, caleulated 1o the anhydrous substance 99.0%-1010% 100.0 %
Microbiologlcal quality:
- total aerobic microbial count (TAMC) Not more than 10°CFU/) g Less than 10CFU/L g
| - tolal combined yeasts/moulds count (TYMC) Not miore than 10° CFU/L g Less than 10 CFU/1 g
|- Escherichia coli Absencein | g Absentin t g
[ hereby certify that the anatytical results are authentic and accurate, comply with the specifications / '//,r] 3
Approved by Date of Signature Signature /-'
N.Vershilovska I R
Head of C 30.¢1. ,Zop?{ﬁ =
b - - - 1
Certification Statement
I hereby certify that all the manufucturing stages of this batch of finished product have been carried out in full compliance with the GMP requirements of
| the EU sy
Name of the Qualifidd-PeVabe Rertifiing the batch | Date of Signature Stgnatare of Qualified Perion certifying the batch
i Ludmila Kosmachoya 03 /07 &02 / /‘ﬂ

*Recommended test. ** [m';;uritics: impurit;'A = N.N-dimethylmethanaminium; impurity B- 1, 1.1 -trimelhylhyd;azin-t -ium; impurity C = 2-(3-
methoxy-3-oxopropyl)-1,1,1-trimcthylhydrazin- §-ium; impurity D — 2-(3-cthoxy-3-oxopropyl)- 1 o1, -trimethylhydrazin-1-ium; impurity €= 1,1,1-
trimethy!-2-[3-(1-methylethoxy)-3-oxopropyl Jhydrazin-1 -jum; impurity F - 1,1-dimethyl-4,5-dihydro-1 H-pyrazol-1-ium-3-olate
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