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_ Certificate of Analysis No, 1/2
Name of Product/
Chemical Nane MELDONIUM DIHYDRATE
CAS No. 86416-177
Order Number 2020 6258
Baich Number 0520 s
| Balch Size 03.28 kg i | Released from warehouse | 15.00% 4
[ Dete of Manufa 52020 o A
Date of analysis 06,2020 .
| Retest Dale 2022 r b W d
Déstination country Italy 2 >
Nome and nddeess of manufacturing site/quality | JSC Olalufarim ]
control she 5 Rtupuleu str., Olaine, LV-2114, Latvla iy ‘-qmj
) Number of Manufacturing Authorisation A1-22052020; FOD00I G e,
Number ol GMP cerlificata ZVA/LNOIS/0ITA i o Wl 8
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Requirements according to KQSS.619,016/5 “{‘%‘ &

Tesls
Description White or almost white erystals or crystalling hite crystalline powder,
powder, deliquescent deliiitscent
Solubili Very soluble In water, freely soluble m iforms
v practically insoluble In ucei’l:no )J e 4‘
IdentiNcation: N )
A+R spectrum {in | % KBr tablet) Conforms to meldonium smmm spe r&m Conforms
B, Qualitative reaction Posilive " Pasilive
Particle slze*
- larger than 630 pm ‘Not more than § % Not detected
- smaller than 100 yun ‘Not more than 15 % 63 %
Chlorides Lesy (han t0Oppm |
Sulfates Lesa than 100 ppm
Clarity of solutlon (10,0 g: $0 miL Hj0) Clear, comparing to reference suspension |
Cotaur of solution (10.0 g; 50 ml, H,0) Less than refe salution By
pH (10.0 g; 50 mL H,0) 84
Water P It ’g& 21 o% - 19.8%
Sulfuted ash (1 g) 7 %] Mot motethan 0.1% 0.02%
Heavy nictals [10 % vV solution; A 'ﬂyit more than 10 gpm Less than 10 ppm
tead standard salution (1 ppm Pb)] . l{\.-.)*’
Related substances: %
+ 3-methyl-(2,2,2-trimethylhydrazi- Not more than 0.10 % Less than 0.03 %
nium)propionate bromide
=L -u'imeﬂ\ylhyduzh‘:j n Mot more than 0,10 % Less than 0.03 %
trimethylhydrazinjum,i
= each unknown impurity Not mare than 0.10 % Less than 0.03 %
= total ’ Nol mors than 0.3 % Less than 0.03 %
Related :uh:lligﬂ‘ﬁ
- impurty A, Not-more than 0.15 % Less than 0,05 %
« impurif 14 "- - Not more than 0.]i % Less than 0.05 %
- Impu]r’@ .5:' Not more than 0,13 36 Less than 0.05 %o
« [mpurity” Not more than 0.15 % Less than 0.05 %
i) purhy B LN Not more than 0.13 % Less'than (.05 %
i Not miofe than 0,15 % Less than 0,05 %
gfu }yy{n impurity "Not more than 0,10 % Less than 0,05 %
i Not more then 0.3 % Less than 0.05 %
Reﬂ’%?ﬂ solvents
= ¢thyl aleohol Not more than 3000 ppm 807 ppin
Assay, calculated to the anhydrous subslance 99.0%-101.0% 100.0 %
Microblelogical quality:
« total agrobie microbial count (FAMC) Not more than 10°CFU/1 g 20CFU/L g
- total combingd yeasis/moulds count (FAMC) Not mare than 10°CFU/L g Less than 10 CFU/L g
= Escherichia coll Absenceinlpg Absentinlp

I hereby certify that the analytical results are authentic and accurate, comply with the specifications
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Approved by Date of Sigaature Slgnature
N.Vershil
Headof QO 7. 09 ROLQ
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I hereby centify that ol the manufocturing stages of this batch ufﬁnishcd pmducl have been curried oul in full compliance with thie GMP requiréments of
the EU

Name of the Qualifzd Person certilylng the batch

Date of Signature
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I.8varinska \

Stgnature of Quullr&dyn ceriilylng the baich

*Recommended test, ** Impurities: impurity A~ N, N-dimethyl infum; impurity B —
riiethoxy-3-oxopropyl)-1,1,1 -trimethylhydrazin1-jum; impurity D - 243

trimethyl-2-| [S{I-nwlhyiclhuxy) -3-0xopropyl]hydrazin-1-fum; impurity

y 1 trimethyThydragifof-@m; impurity C-2-(3-
~ethaxy-3-oxopropyl)-1,1,1-trimethylhydfazifi- 1-jum; Impuority E— 1,1,1-
F ~ 1,1-dimethyl-4,5-dihydro-1/{-py

. ¥-lum-3-olate
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