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Specification reference:

Especificacion /

Ensayo / Test Método / Method o Resultado / Result
Specification
. Inspeccidn visual / Visual inspection
Apariencia h Producto verde Cumple
Monografia de la farmacopea alemana : .
Appearance X Green Plant material Complies
German Pharmacopoeia’s Monograph
Peso neto Especificacién interna 10-12 g por bolsa Cumple
Net weight In-house specification 10-12 g per bag Complies
Macroscopica: Monografia de la farmacopea alemana Cump.Ie Cump!e
Macroscopic: German Pharmacopoeia’s Monograph Complies Complies
Identificacion Microscdpica: Monografia de la farmacopea alemana Cumple Cumple
Identity Microscopic: German Pharmacopoeia’s Monograph Complies Complies
HPLC o TLC, Farmacopea Europea 2.2.29 0 2,2.27 Contiene THC Contiene THC

HPLC or TLC, European Pharmacopoeia 2.2.29 or 2.2.27

Contains THC

Contains THC

Particulas extrafias / Foreign matters

Pérdida por secado / Loss on drying

Contenido Total CBN (%)
Total Content CBN (%)

Contenido Total THC (%)
Total Content THC (%)

Contenido Total CBD (%)
Total Content CBD (%)

Monografia de la farmacopea alemana
German Pharmacopoeia’s Monograph
Farmacopea Europea 2.8.2 & 2.8.20
European Pharmacopoeia 2.8.2 & 2.8.20

Farmacopea Europea 2.2.32
European Pharmacopoeia 2.2.32

<2%/<2%

£10,0% m/m/<10.0%
w/w

0%

HPLC, Farmacopea Europea 2.2.29
HPLC, European Pharmacopoeia 2.2.29

<1,0%/<1.0% 0.0%
7,0%+1,5(55-8,5)% 8.1%
7.0%+15(55-8.5)% =
of 4 — o
80%+1,5(65-95)% 3.6%

8.0%+1.5(6.5-9.5)%

Plomo / Lead

Mercurio / Mercury

Cadmio / Cadmium

Farmacopea Europea Herbal Drugs 01/2012 1433.

Farmacopea Europea 2.4.27
European Pharmacopoeia Herbal Drugs 01/2012 1433,

European Pharmacopoeia 2.4.27

Aflatoxinas (B1, B2, G1, G2) /
Aflatoxins (B1, B2, G1, G2)

Aflatoxina B1 / Aflatoxin B1

Farmacopea Europea 2.8.18

European Pharmacopoeia 2.8.18

Pesticidas / Pesticides

Farmacopea Europea 2.8.13
European Pharmacopoeia 2.8.13

<5,0 ppm/<5.0 ppm <5.0 ppm
<0,1ppm/<0.1 ppm <0.1 ppm
<1,0ppm/ < 1.0 ppm < 1.0 ppm
<4,0ppb/<4.0ppb < 4.0 ppb
<2,0ppb/<2.0ppb < 2.0 ppb
Cumple .
Complies Congplies

TAMC (Aerobios totales)
TAMC (Total Aerobic
Count)

Microbial

TYMC (Hongos y levaduras)
TYMC (Total Combined Yeast and
Moulds Count)

Enterobacterias
Bile-tolerant Gram (-) bacteria

Pseudomonas aeruginosa

Staphyloccoccus aureus

Escherichia coli

Salmonella spp.

< 10%( Max Acc Count 200)

Farmacopea Europea 2.6.12, 2.6.13, 2.6.31, 5.1.4-1

European Pharmacopoeia 2.6.12, 2.6.13, 2.6.31, 5.1.4-
1

UFC/g
1
<107 (Max Acc Count 200) =1001IFc/e
CFU/g
<10' (Max Acc Count 20)
UFC/g
<10' (Max Acc Count 20) SIOUFelE
CFU/g
Ausencia/g / Absence/g Absence/g
Ausencia/g / Absence/g Absence/g
Ausencia/g / Absence/g Absence/g
Ausencia/g / Absence/g Absence/g
Ausencia/25g / o

Absence/25g

BoA’s: 24-FQ-0006-v01; 24-HUM-0058-v01; 24-MI-0238-v01; 24-ID-0044-v01; CMS24-005384-1;
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5 Especificacion
Ensayo / Test Método / Method P = Resultado / Result
Specification
L Inspeccién visual / Visual inspection
Apariencia . Producto verde Cumple
Monografia de la farmacopea alemana . :
Appearance i Green Plant material Complies
German Pharmacopoeia’s Monograph
Peso neto Especificacion interna 10-12 g por bolsa Cumple
Net weight In-house specification 10-12 g per bag Complies
Macroscépica: Monografia de la farmacopea alemana Cumplle Cump.Ie
Macroscopic: German Pharmacopoeia’s Monograph Complies Complies
Identificacién Microscépica: Monografia de la farmacopea alemana | Cumple Cumple
Identity Microscopic: German Pharmacopoeia’s Monograph Complies Complies
HPLC o TLC, Farmacopea Europea 2.2.29 0 2.2.27 Contiene THC Contiene THC

HPLC or TLC, European Pharmacopoeia 2.2.29 or 2.2.27

Contains THC

Contains THC

Particulas extrafias / Foreign matters

Pérdida por secado / Loss on drying

Monografia de la farmacopea alemana
German Pharmacopoeia’s Monograph
Farmacopea Europea 2.8.2 & 2.8.20
European Pharmacopoeia 2.8.2 & 2.8.20

Farmacopea Europea 2.2.32
European Pharmacopoeia 2.2.32

Contenido Total CBN (%)
Total Content CBN (%)

Contenido Total THC (%)
Total Content THC (%)

Contenido Total CBD (%)
Total Content CBD (%)

HPLC, Farmacopea Europea 2.2.29
HPLC, European Pharmacopoeia 2.2.29

Plomo / Lead

Mercurio / Mercury

Cadmio / Cadmium

Aflatoxinas (B1, B2, G1, G2}/
Aflatoxins (B1, B2, G1, G2)

Aflatoxina B1 / Aflatoxin B1

Pesticidas / Pesticides

TAMC (Aerobios totales)
TAMC (Total Aerobic Microbial
Count)

TYMC (Hongos y levaduras)
TYMC (Total Combined Yeast and
Moulds Count)

Enterobacterias
Bile-tolerant Gram {(-) bacteria

Pseudomonas aeruginosa

Staphyloccoccus aureus

Escherichia coli

Salmonella spp.

Farmacopea Europea Herbal Drugs 01/2012 1433,

Farmacopea Europea 2.4.27
European Pharmacopoeia Herbal Drugs 01/2012 1433.

European Pharmacopoeia 2.4.27

Farmacopea Europea 2.8.18

European Pharmacopoeia 2.8.18

Farmacopea Europea 2.8.13
European Pharmacopoeia 2.8.13

Farmacopea Europea 2.6.12, 2.6.13, 2.6.31, 5.1.4-1

European Pharmacopoeia 2.6.12, 2.6.13, 2.6.31, 5.1.4-
1

<2%/<2% 0%
<10,0% m/m/<10.0% 8.6 %
w/w ’
<10%/<1.0% 0.0%
7,0%+15(55-8,5)% 3.1%
7.0%+15(55-8.5)% 7
80%%1,5(65-9,5)% 8.6 %
8.0%%15(6.5-9.5)% e
<5,0 ppm / <5.0 ppm <5.0 ppm
<0,1ppm/<0.1 ppm <0.1 ppm
<1,0ppm/<1.0 ppm < 1.0 ppm
<4,0ppb/<4.0 ppb < 4.0 ppb
<2,0ppb/<2.0ppb < 2.0 ppb
Cumple :
Complies Gamp =
< 10%( Max Acc Count 200)
UFC/g
<10? (Max Acc Count 200) SioaiRere
CFU/g
<10' (Max Acc Count 20)
UFC/g
<10! (Max Acc Count 20) <Hallrele
CFU/g
Ausencia/g / Absence/g Absence/g
Ausencia/g / Absence/g Absence/g
Ausencia/g / Absence/g Absence/g
Ausencia/g / Absence/g Absence/g
Ausencia/25g / Kbserica/o5g

Absence/25g

BoA’s: 24-FQ-0006-v01; 24-HUM-0066-v01; 24-MI-0239-v01; 24-ID-0044-v01; CMS24-005384-1;

_————————————————
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