Certificate of Analysis

Specification ESP-122/04 CoA no. 2501303
Product Oral Solution 25:%2 'I”}g’ mL HYB 30 mL Manufacturing date 03/02/2025
Code FDF0136 Expiry date 28/02/2027
Batch no. D0119 Presentation 30 mL amstﬁ(ra\%lizspvials with
Date of Analysis 13/03/2025 Bulk batch no. D0077
TEST Method Acceptance Criteria Results
Appearance MA-008 Slightly to yellowish liquid Complies
Deliverable Volume MA-008 g/lac-,jgnmvlf)lume 2 30 mL; Individual volume 2 Complies
The chromatograms of the sample solution
Identification: HPLC MA-008 / DAB fnt’;ﬁ:”;:ag‘sta‘iﬁzsfegﬁﬁgnmﬁi eszmlg:eto e Positive
chromatograms of the standard
The sequence of zones in the
Identification: TLC MA-008 chromatograms of the reference solution and Positive
the test solution are similar
Relative density MA-008 Informative value 0.951
Water MA-008 <05% 0.03 %
Cannabinoids
AS-THC MA-008 / DAB Report value 24.81 mg/mL
AS-THCA MA-008 / DAB Report value <0.003 (LOD) mg/mL
[TT°Ht‘é' I'?fHC QT MA-008 / DAB 90.0 % to 110.0 % of the label claim 99.2 % (24.81 mg/mL)
CBD MA-008 / DAB Report value 25.32 mg/mL
CBDA MA-008 / DAB Report value 0.13 mg/mL
etales MA-008 / DAB 90.0 % to 110.0 % of the label claim 101.7 % (25.43 mg/mL)
[CBD + (CBDA x 0.877)]
CBN MA-008 / DAB <1.0% 0.02 %
S:thhe;ﬁ;’;‘;ar_?:;gfngﬁge;z%) MA-008 / DAB <2.0% 0.28 %
Total other cannabinoids MA-008 / DAB Report value 0.73 %
Mycotoxins
Aflatoxin B1 MA-008 / Ph.Eur.2.8.18 <2 pg/Kg < 0.25 (LOD) ug/Kg
E“Bf:afggi“& o MA-008 / Ph.Eur.2.8.18 | <4 ug/Kg <0.25 (LOD) ug/Kg
Ochratoxin A MA-008 / Ph.Eur.2.8.22 | <20 ug/Kg <2 (LOD) pg/Kg
Heavy Metals
Arsenic (As) * MA-008 / Ph.Eur.2.4.27 <0.2 ppm <0.020 (LOQ) ppm
Cadmium (Cd) * MA-008 / Ph.Eur.2.4.27 <0.3 ppm < 0.005 (LOQ) ppm
Lead (Pb) * MA-008 / Ph.Eur.2.4.27 | <0.5 ppm < 0.020 (LOQ) ppm
Mercury (Hg) * MA-008 / Ph.Eur.2.4.27 <0.1 ppm < 0.050 (LOQ) ppm
Nickel (Ni) * MA-008 / Ph.Eur.2.4.27 Indicative <2.000 (LOQ) ppm
Zinc (Zn) * MA-008 / Ph.Eur.2.4.27 Indicative <3.996 (LOQ) ppm
Pesticides
Pesticides * MA-008 / Ph.Eur.2.8.13 Complies with Ph.Eur.2.8.13 Complies
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Certificate of Analysis

Specification ESP-122/04 CoA no. 2501303
Product Oral Solution 25:?2 ’:}9’ mL HYB 30 mL Manufacturing date 03/02/2025
Code FDF0136 Expiry date 28/02/2027
. 30 mL amber glass vials with
Batch no. D0119 Presentation screw cap
Date of Analysis 13/03/2025 Bulk batch no. D0077
TEST Method Acceptance Criteria Results
Residual solvents
Ethanol MA-008 / Ph.Eur.5.4. < 5000 ppm <1250 (LOQ) ppm
Microbial Quality
TAMC - Total aerobic microbial MA-008 / Ph.Eur.2.6.12. &
count Ph.EUr5.1.4. <10® CFU/mL <10 CFU/mL
TYMC - Total combined yeast & MA-008 / Ph.Eur.2.6.12. &
mould count Ph.Eur5.1.4. < 10* CFU/mL < 10 CFU/mL
Blle-to_lerant gram-negative MA-008 / Ph.Eur.2.6.13 & Ph. <102 CFU/ML <10 CFU/mL
bacteria Eur. 5.1.4.
Escherichia coli MA-008 / Ph.Eur.2.6.13 & Ph. Absence in 1 mL Absence /mL
Eur. 5.1.4.
Salmonella MA-008 / E:}Egrff.m & Ph. Absence in 10 mL Absence /10mL
Staphylococcus aureus MA-008 / Er;.rEgriZfJS & Ph. Absence in 1 mL Absence /mL

Comments

Results in compliance with the specification.
Mycotoxins, Heavy Metals, Pesticides and Ethanol were performed on purified extract batch.

(*)Result reported from LEF (CoA 25/1533)

Status: Signed by:
Approved Iva Vinhas
Quality Control Director

13/03/2025 12:12

Application of electronic signature

SOMAI Pharmaceuticals Unipessoal, Lda Lugar de Casal Pinheiro, Urbanizagdo Pinheiros Park Il, Bloco B Rua 13 de Maio n°52, 2580-507 Page: 2/2
Carregado, Portugal




		Contacto
	2025-03-13T12:15:02+0000
	Local
	Razao




