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CANKNPRISMA

Certificado de Lote

Batch Certificate

Nome do produto .
Name of product Remexian 24/1 VLI

Pais de destino Alemanha
Destination country Germany

N¢ de autorizagdo de AIM NA
Marketing authorisation number

Concentracdo da substéncia ativa
Strength/potency

24 £ 10% [21.6%-26.4%)

Forma farmacéutica Flor Seca
Dosage form  pPry Flower

Quantidade embalada ¢ tipo de

495 sacos de 10g
embalagem
Package size and type 495 10qg bays
N¢ de Lote do produto acabado MFB241790028NSA

Batch Number of the finished product

Data de fabrico
Date of manuftacture 07/2024

Prazo de Validade
Expiry Date 01/2025

Nome, endereco e niimero de autorizagdo
de todos os locais de fabrico e locais de

Name, address and authorisation number of alf
manufacturitig sites and quality control sites

Manufacturer: Cannprisma Pharma, Lda
Address: Avenida Ville La Baule n258, 8900-227 Vila Real de
Santo Antonio, Portugal

Date: 30-07-2024

FO76/51/MH/002/2023 (FP)
FO76/S1/SA/001/2023 (API)

Laboratory: Cannprisma Pharma, Lda

controlo de qualidade Date: 30-07-2024

FO76/S1/MH/002/2023 (FP)
FO76/S1/SA/001/2023 (API)

Adress: Avenida Ville La Baule n¢ 58, 8800-227 Vila Real de
Santo Anténig,Portugal

Laboratory: LEF - Laboratério de Estudos Farmacéuticos
Address: R. Ferrarias Del Rei GA, 2730-036, Barcarena,

Portugal
F032/003/2021
F032/51/ME/003/2021
F032/51/SA/001/2021
Methods I
Tests 2Lnoc: Specification Results
Specification
Macroscopy observation Monograph Ph. Eur. Complies with the monograph Comli
{identity test, Method A) “Cannakis Flower” description plies
Microscopy observation I\f‘lonogra!nh Ph. Eu”r. Comglies with the monograph .
{Identity test, Method B) Cannabis Flower description Complies
’ Ph. Eur. 11.5 [2.8.23]
. TLC Identification Monograph Ph. Eur. C i ith th rah
Resultados da Analise : laai “Cannabis Flower” omplies with the manocgrap Complies
Analysis Results (Identity test, Method C) Ph. Eur. 1.5 [2.8.25] descrigtion
Monograph Ph. Eur.
Foreign Matter “Cannabis Flower” <2% (wiw) 0% (w/w)
Ph. Eur. 11.5 {2.8.2]
Monograph Ph. Eur.
Loss on Drying “Cannahis Flower” £12% 7%
Ph. Eur. 11.5 [2.2.32]
Mongograph Ph. Eur.
Aflatoxing “Cannabis Flower” <2ug/kg Aflatoxin B1 <0,25 pg/Ke (LOD})
Ph. Eur. 11.5 [2.8.18]
Monogragh Ph. Eur.
Ochratoxins “Cannabis Flower” 220 pg/kg < Z ugfkg (LOD)
Ph. Eur. 11.5 [2.8.22]
Assay Monograph Ph, Eur,
THC “Cannabis Flower” Informative 0.5%
Pagelof2 CANNPRISMA - Pharma, Lda
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THEA W Ph. Eur, 11,5 [2.2.29 Informative 2.0
CED I mativge S00.3% (L)
CEDA Informative 20.2% {LO0)
el T ACCOrting to Iab_el 1 10% 22 5%
o |driad basis)
rotal CBD 1,08 {drind brsis) £0.2%{.0Q)
a5 is)
. = 0L.2%
Related Subslances CEN 1.0 {drierl basis) 2sig)
e A s [Ee L i
i Z Mol mora that tha limitz spacified in Ph. .
Pesticides Fh. Eur 11.5[2.8.13] Fur. [2.8.17] Complies
Heguy Metalz
Cd Monaograph Ph. Eur. Cd £ 0.5 ppm 20,005 ppon {(LOG)
ph "Cannabis Flawer? Ph £ 05 ppra < 0020 apm ILOC)
He i PhoEur11.5[2.427 He < 0.1 pp £ 0.050 ppim {LOC)
s : As=502 ppm < 0.020 ppm {LOQT)
Microbiological Cap_t!_cl!_
Total aerobic microbial <1 CFW/E
1.00x10*CFU
count [TAMC) M. 500080 CFU/g) 5 1
Total yeast and imuolé . <10¢ CFLIfE
: 11 3.70% 10° CFL,
count (TYNC) e 1"2";;’1311 o [Max. 50 C00 CFU/g) “ 2
Test Tor bile-tolerant R e e <L0° CAl/g <10 CFUf;
Gram-negativa bacteria [k, 50 COO CFU/) §
Tast far £ coil Abscntfg Apsonyfe |
_— TestforSahmonclo | Absent/ 350 Absenty 25g
Comentarios
_____ Comments

Nome e posicio/titulo da pessoa
autorizada para a llbertacio do produto

Hanre and position/title of person subhorising Fernande Aguas/Qualified Person

O ... . R At o e e et 2t re st s e
Data de Libertagéio de Produto
Product Redease Date

Cettifico que todas as etapas de fabrico deste lote de produto acahado foram realizadas em total
conformidade com os requisitos das GMP da EU. 7 Asreby certiiy that aft i manufaciuring stages of s balch
af Hrishad produa kave boen carfed cut o Y compliance with GMP requirerents of te B,

S/0F 202

Data Hare
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CANNPRISMA

Titulo CERTIFICADO DE ANALISE Pog. 10f2
Title CERTIFICATE OF ANALYSIS =
Cadigo e '
Code FR.QC.023 ‘Version | 0
Nitmero CoA: sQc- Local: N
£
€oA number: F824/00202_Rectification  rocal: Manuiacturing Site
Produto: Cannabis sativa L, Var.uedade: Vanila lce
Produck: Variety;
Descrigdo do Produto: Poténcia: THE 24%
EMEXIAN 24/1 VU
Product description; REMEKIAN 24/1 VL Strength: CBD< 5%
Forma Farmac&utica: Dry fiower Acondicionamentor g0 610,
Pharmdceutical Form: Packuging:
Numero do Lote: MFB241780028NSA Data Validade: 01/2025
Botch Number! Enpiry Date:
Data de Recggao de Amostra; 08/07/2024 Data de Ana‘hse: 08/07/2024 a;é 28/08/2024
Sample reception date} bate of Analysis: tilf
Tipo de Analise: Codigo TQA:
Batch Re TOA-REX-002
Type of anulysis: 3teh Release TQA Code: a
Cliente; Remexian Morada do Clienta:  Mirkerstaig 27, 24974
Client: Client Address: Ludwigsfelde, Germany

Morada do Controlo de Qualidade;

Quuality Controf adress:

Avenida Ville La Baule, n. * 58,

8900-227 Viis Real de Santo Artonio. Portugal

TESTES METODOS ESPECIFICACOES RESULTADOS
TESTS METHODS SPECIFICATIONS RESULTS
Macroscopy observation German Monograph {DAB) Comgplies with the monograph Complies
{Identity Test, Method A)* “Cannabis Flower” description P
Microscopy observation Gen:\an Mor?ograph (,‘?AB) Complies with the monograph
(Identity Test, Methiod B)* Cannabis Flower description Complies
v Test, Ph.Eur.11.5 [2.8.23] ®
TLC Identification German Monograph (DAB) Complies with the monograph Comolies
{identity Test, Method C}* “Cannabis Flower” description P
German Monograph {DAB)
Foreign Matter® "Cannabis Flower” < 2% (w/w) 0% {wfw)
Ph.Eur.11,5 [2.8.2]
Monograph Ph.Eur.
Loss on drying “Cannabis Flower” <£12% 7%
Ph.Euyr, 11.5 §2.2.32]
Assay o
THE Informative 0.5%
THCAS Informative 22.0%
CBD Informative £0.2% [LOQ)
CBDA? Manograph Ph.Eur. Informative 0,2 % (LOQ)
“Cannabis Flowsr” -
According to label £10%
1 [
Totai THCH+THCA Ph., Eur, 11,5{2.2.29} (dried basis) 22.5%
< )
Total CBD+CBDA? <1.0% (dried basis] s o'ﬁaf &OQ’
Related substances 9
<1,0% (dried basis) 0.2 %
Total CBN {as is)
Monagraph Ph.Eur. .
Aflatoxins # “Cannabis Flower” £ 2 ig/kg Afiatoxin B1 <0.25 pg/ke {LOD)
Ph. Eur, 31.5 {2.8,18]
Monograph Ph.Eur,
Ochratoxins* “Cannabis Flower” <20 pgfke < 2 pg/kg {LOD)
Ph, Eur, 13,5 [2.8.22]

 expressed In THC
% Expressed in CBD
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CANNPRISMA

Twlg: . CERTIFICADO DE ANALISE I e s sey =
e CERTIFICATE OF ANALYSIS il
iCt’:digq LET ‘i e :
ot © FR.QE. A ] 1k}
e ) TROE02 o 00 B
NGmero CoA: s0c- tocal: -

CoA Aymber: FBZ“&ICG ZCZ_HEdEﬂminn Locnl: Manit ACHONE Gl

Progluto: Cannabis sativa L Varledade: Yanila ke

Praduct; Variety!

Descricdo dn Produto: at Poténcia; THC 245%

MEXIAN 2404 VLI
Praduct vescription: oA Strength: CBD < 1%
Forma Farmaceutica: Acondiciohamento:
Dry flo 5 of 1)

Fharmpceutcal Form! Lt Parkaging: Bapsolile

Numero tio Lote: MFE241 730028 N5A Data Validade: 0172025

Batch Number: Expiry Derte:

Data de Recacdo de Amostra: 08/07/2024 Data de Analise: griorrzom A omronsagad
Sample recaption gate! : Date of Anciysls:

Tipo de Analise; - Cédige TOM A REX-0C2

Type of enalysis: TQA Cade:

Clienta; B . Morada do Clierife:  Markersteig 27, 14974

=yt
Client: Cllent Addrass: Ludwigsfelde, Germany
Wcrada do Controlo ge Qualidade: Avenida Ville La Bathe, n,* 58,

Quetity Controf adress; BOOD-227 Vile Real de Santo Antdnia, 2oriugal
e - T Not more than the Imits .
z5¥ Bh. Eur, 1. o ; &
Pacticidzs h. Eur . 5 [2.8.13} specified in Ph. Eur, 2.8.13 Camplies
Hegvy Metals
< 0.005 ppm {LOG
Ca* ; R i Cu=0.2 ppm pRALOE)
Mereograph Ph.Eur. “Cannzhis |7 :
vt ! . -
F‘s !_ Fiower” B Ph£ 0.5 gpm < 0.020 ppm {.00Y)
Hg? % Ph. Eur. 11.5 [2.4.27] Hg = 0.1 ppm < 0,050 ppm (LOA)
As? As=0.2 ppm <0020 pom {LOQ)
Microbiological cantyol
<105 CFU/E g
Tota| viable aerobic count at {Max, 56D 000 CFU/g) Lox 20 gns
30-35 "C{TAMG* | e
Total viable serobic count at Ph. Eur. 13.5 10 CRUJg 3
20-25 "C (TYMG}* (2.642;2.6.13; 5.1.8.C1 {max. 50 000 CFU/z) 370k 10 chu/e
Blle-tolerant Gram-negative <104 CEUSE
bacteriz® {Max. 50 000 CFU/g) <it0chufe
Test for £, colf* Absentfg Absent/e
Test for Saimoenefia® Absent/25€ Absent/25g
*Subrontracted test o
COMENTARIOS E CONCLUS@ES:
COMMENTS AND CONCLLISTONS:
The resylts arz according to the specifications.
This certificate of analysis replacas the previously one issued on 29-08-2024.
.
A c’«K{J @[l 2ty
Preparado pov pata
Prepared by Dote )
:
1214 | 2oz
Aprovado por Data
i _ Approved by Dote

Docurmente Confidencial. Estq copla 8-cansiderada ndo-controlada. A verstio eletronien do presente documernty & o versfia em wigaor.
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