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Certificate of Analysis No. 11/3
Non o4 Pt MELDONIUM DIHYDRATE
CAS No. 86426177
Order Number 2020 1546
Batch Number 110519 o
| Baich Size 22646
Date of Manufacture 052019 ,.
Date ol analysis 05.06.2019
Retest Date 052021
Desti country 1tal s
Name and address of s JSC Olainfarm 7
control site 5 Rupnleu str., Olalne, LV-2114, Latvia e
Number of Manufacturing Authorisation AI-11032019; F00001 B
Number of GMP certificate ZVA/LVROISAUIA &
FAR : §
Tests Requirements according to KQS8.619.046/5 = V.\\: i " Results
Deseription White or almost while crystals or crystallino Almost white crystalline powder,
powder, deli it 5B, deligiiescent
Solubility Very soluble in water, freely soluble M.?...n:lmo_. Conforms
ically insoluble inacetone =, [
Identification; Ay W
A. IR spectrum (in 1 % KBr tablet) Conforms to meldonium dihydrate spectrum” | Conforms
B. Qualitative reaction Positive e o, Positive
Particle size* & F w
Notmore than§ % %, Sy v Not detected
Not more than 15 % A 9.0%
Not more than‘100 ppm bl Less than 100 ppm
89
7| 195% - 21.0% 199%
Sulfated ash (1 g) .| Not mbre than 0.1 % 0.02%
=§n~£.:=.>s\<8_s€._" N .\ﬁ.aﬁs!_cvvn. Less than 10 ppm
lead standard solution (1 ppm Pb) N
Related substances: Phing, n
= 3-methyl-2,2 2trimethylhydruzi- “#%%a-1 Notmore than 0.10 % Less than 0.03 %
nium)propionate bromide /.‘ 7
- L1, rimethylhy salison Y, Not more than 0.10 % Less than 0.03 %
trimethylhydrazinium ida., P
- cach unknown impurity %" % Not morc than 0.10 % Less than 0.03 %
- total - W Not more than 0.3 % Less than 0.03 %
Related substiniges++; 4
L:__!..m.nww Q : Not more than 0.15 % Less than 0.05 %
~ impurif b Dy Not more than 0.15 % Less than 0.05 %
- ¥ % Not mare than 015 % Less than 0,05 %
- impurity Q¢ Not more than 0.15 % Less than 0.05 %
wdmpurity ENR, Not more than 0.15 % Less than 0.05 %
=Jnippri F Not more than 0,15 % Less than 0.05 %
.ﬁp iown impurity Not more than 0.10 % Less than 0.05 %
2 Not more than 0.3 % Less than 0.05 %
Resldual solvents
= ethyf aleohol Not more than 3000 282
Assay, calculated to the anh; rous substance 99.0%-101.0% 1002%
Microbiological quality:
- lotal acrobic microbial count (TAMC) Not more than 10°CFU/1 g Less than 10 CFU/ g
..EE:&E%B&:S:.&EEQEQ Not more than 10’ CFU/1 g Less than 10 CFU/1 g
= Escherichia coli Absencein | g Absentin | g
[ hercby ccrtify that thy results ic and accuratc, comply with the specil ' A
Approved by Date of Sigmature Signature /
N.Vershilovska /
Hoasatet ©3 03 2020 _ ﬂ\a\wmxl\%
Certification Statement
_gon:@s!p::aska?nﬁ.ﬁnunﬂ of this barch of finished product have been carried out in full pliance with the GMP of
the EU
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ded test. ** ] ities: impurity A — A £ impurity B — L1, 1-trimethylhydraz; .rm.:_" impurity OMI N.h_w.
gggﬁ:.:é&:ﬁi&:._._:ﬁ NEEUINQA.TQQ.U.RE*?—._.—.—;S«E 1-ium; impurity E- 1,1,1-
rimethyl2.(3-(1 ¥)-3-0x0prop in-T-fum; impurit F - 1,1-dimethyl-4 S-diydro-1 fum-3-olat
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