SOMAI

PHARMACEUTICALS

¢

CERTIFICADO DE LIBERTAGAO DE LOTE
BATCH RELEASE CERTIFICATE

| Nome do Produto/~rodiuc name Somai Cannabisextrakt Hybrid 25:1 (THC:CBD)
{gompoglgaoTHC:CBD.'THC:CBD | 25:1 (THC:CBD)

Composition S i B o

- ; | 30 mL amber glass vials with

Apressipciifiesaniator eoweesy . ]
| N.°de Lote/Batch Number C0053
, N°de CoA/l CoA Number | n°2400917
o _ -
| retestelxpire date or Retest date | >V/0V/2025 ]
| Quantidade/Quantity | 300 units

‘Fabricado por Licengan®/ 'INFARMED authorization N° 42/V02 from 14/09/2023 |
Manufactured by authorization GMP Manufacture authorization number F081/001/2024

| number _from 19/12/2023

|

| Pais de destino/Destination country | Germany

EmOl:lser\;;(;f.‘ies»;éemaf‘ks Not applicable

DECLARAGAO DE CERTIFICAGAO DE LIBERTAGAO
RELEASE CERTIFICATION STATEMENT

' Certifico que a informagé&o acima e anexa (CoA ) é auténtica e correta.
Este lote foi fabricado, embalado e testado localmente em total cumprimento das Boas Praticas de
Fabrico (BPFs) e dos requisitos da Autoridade Reguladora Local e de acordo com os termos
descritos com Canymed GmbH em acordo técnico de Qualidade de 26/02/2024

I certify that the enclosed and attached (CoA ) information is authentic and correct.

This batch has been manufactured, packaged, and tested locally in full compliance with Good
| Manufacturing Practices (GMP's) and requirements of the Local Regulatory Authority and with the

terms described in the Quality technical agreement with Canymed GmbH of 26/02/2024

Carregado, 11 Margo 2024
Carregado, 11 th March , 2024

Dotatblocns,.

Dalia I.R.Gongalves
Direcgéo Técnica/Technical Director/Qualified Person

Lugar de Casal Pinheiro, Urbanizagio Pinheiros Park I, :,'5';_{\ www.somaipharma.eu ro4 hello@somaipharma.eu k +351 263 244 000
Block B., R. 13 de Maio 52, 2580-507 Carregado, Portugal .
Maod.025/01
Este documento é propriedade da Somai Pharmaceuticals LDA e contém informag&o Confidencial. Exclusivamente para uso interno, e os
seus destinatarios devem abster-se de qualquer uso fora deste contexto, quer em beneficio préprio ou de terceiros. This document is owned
by Somai Pharmaceuticals LTD and contains Confidential information. Intendead for internal use, its racipients should refrain from other uses,
whether personal or third party wise







Certificate of Analysis

Specification ESP-123/00 CoA no. 2400917
Product Somel C"’"“{?rﬂ*’g’é‘g’g; Hybrid 25:1 Manufacturing date 29/01/2024
Code FDF0012 Expiry date 31/01/2025
e C0053 Bresentation 30 mL amst::er;alisai vials with
Date of Analysis 08/03/2024 Bulk batch no. C0023
TEST Method Acceptance Criteria Results
Appearance MA-008 Slightly to yellowish liquid Complies
Deliverable Volume MA-008 g‘;g“n,"’f'”me 230 ml; Individual volume Complies
The chromatograms of the sample solution
Identification: HPLC MA-008 fnb;;:";eda::‘s‘\'l‘i’t:?g;ﬁgga"ﬁ::zi‘mgﬁ othe 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 0.948
Water MA-008 <05% 0.06 %
Cannabinoids
AT MA-008 / DAB Report value 25.21 mg/mL
A-THCA
MA-008 / DAB Report value < 0.003 (LOD) mg/mL
Total THC [THC+(THCAX0.877)] MA-008 / DAB 90.0 % to 110.0 % of the label claim 100.8 % (25.21 mg/mL)
CBD MA-008 / DAB Report value 0.26 mg/mL
CBDA MA-008 / DAB Report value < 0.003 (LOD) mg/mL
Total CBD [CBD+(CBDAX0.877)] MA-008 / DAB < 1.00 mg/mL 0.26 mg/mL
CBN MA-008 / DAB £1.0% 0.03 %
3}&’;:;';’;2:;2’&:3’:2% MA-008 / DAB $20% 0.13 %
Total other cannabinoids MA-008 / DAB Report value 0.47 %
Mycotoxins
Aflatoxin B1 MA-008 / Ph.Eur.2.8.18 < 2 ugiKg < 0.25 (LOD) pg/Kg
Aflatoxins (B1+B2+G1+G2) 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 pg/Kg <2 (LOD) pa/Kg
Heavy Metals
Arsenic (As) * Ph.Eur.2.4.27 <1.0 ppm < 0.020 (LOQ) ppm
Cadmium (Cd) * Ph.Eur.2.4.27 < 0.5 ppm < 0.005 (LOQ) ppm
Lead (Ph) * Ph.Eur.2.4.27 < 5.0 ppm < 0.020 (LOQ) ppm
Mercury (Hg) * Ph.Eur.2.4.27 < 0.1 ppm < 0.050 (LOQ) ppm
Nickel (Ni) * Ph.Eur.2.4.27 Indicative < 2.000 (LOQ) ppm
Zinc (Zn) * Ph.Eur.2.4.27 Indicative < 3.996 (LOQ) ppm
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Certificate of Analysis

Specification ESP-123/00 CoA no. 2400917
Product Sl Ca”"(?rﬂsc":’é‘gg; Fiytind 23:1 Manufacturing date 20/01/2024
tode FDF0012 Expiry date 31/01/2025
Batch no. €0053 Presentation S amstéer;\%lisas;)vials with
Date of Analysis 08/03/2024 Bulk batch no. C0023
TEST Method Acceptance Criteria Results
Pesticides
Pesticides * Ph.Eur.2.8.13 ‘ Complies with Ph.Eur.2.8.13 Complies
Residual solvents
Ethanol * Ph.Eur.5.4 ‘ < 5000 ppm < 2228.5 (LOQ) ppm
Microbial Quality
l’:ll:!:t‘ - Total aerobic microbial MA—Dﬂg |{| PEnrli_)u:ie12 & | 10° CFU/mL <10 CFU/mL
H‘.‘:I?I-c-‘;zt:tl combined yeast & MA—(}Gg'.:Erl\"Esu;isu & < 10? CFU/mL <10 CFU/mML
2::;::ilzrant gram-negative MA-008 / Eﬂf;rffﬂ & Ph. < 10? CFU/mL <10 CFU/mL
Escherichia coli MA-008 / E:\JrEgrﬁf‘!S & Ph. Absencs i 1:ml T —
PERete MARGRT 'E':fg_’ff'” & Pl Apsence in 10 mL Absence/10mL
Staphylococcus aureus MA-008 / EI:JI’ El.s.ll'124613 & Ph. Absence in 1 mL rr——

Comments

Results in compliance with the specification.

Mycotoxins, Heavy Metals, Pesticides and Ethanol were performed on the purified extract batch.

(*)Result reported from LEF (CoA 23/5477)

SOMAI Pharmaceuticals Unipessoal Lda

Lugar de Casal Pinheiro, Urbanizag&o Pinheiros Park I, Bloco B Rua 13 de Maio n°52, 2580-507

Carregado, Portugal

Approved By:

Iva Vinhas
Quality Control Director
11/03/2024 14:16

Application of electronic signature
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