HHCTUTYT 3A AKPEJJUTALINJA HA PEITYBJINKA CEBEPHA MAKE/JOHHNJA
INSTITUTE FOR ACCREDITATION OF THE REPUBLIC OF NORTH MACEDONIA

IIpmiior KOH cCepTU(PUKATOT 32 AKPETUTAIMjA HA
JJadopaTropuja 3a TeCTHpPambe
Annex to the Accreditation Certificate of
Testing Laboratory
bp. JT-083 / No. LT-083

Harym: 11.03.2026 I'o 3amenyBa mpunoror ox: 03.03.2025
Date: 11.03.2026 Replaces annex dated: 03.03.2025
1. AKPEIUTHUPAHO TEJIO VYuusepaurer ,,CB. Kupun u Meroauj*“ Bo Ckorje,

®dapmaneBTCKU (HaKkynTeT —
IenTap 3a npupoIHU POU3BOAU

Accredited body Ss. Cyril and Methodius University in Skopje,
Faculty of Pharmacy, Center for Natural
Products

2. JIOKAOMJA Majka Tepesa 47, Cxomje

Location Majka Tereza 47, Skopje
3. CTAHJIAPI MKC EN ISO/IEC 17025 : 2018
Standard MKS EN ISO/IEC 17025 : 2018

4. KPATOK OIIMC HA OIICErOoT Tectupame Ha papmalieBTCKu IpenapaTu 1
HA AKPEJIUTAIIMJATA pacTUTeNeH MaTepuja

A short description of the accreditation  Testing of pharmaceuticals and plant material
scope
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5.

JAETAJIEH OITMC HA OIICET'OT HA AKPEJIUTAIIUJA
Detailed description of the accreditation scope

Kaacuduxanuja no noapadja 3a ods1acra Ha Tectupame (kiacudukanuja cnopen MAPCM IlpaBuwinuxor P 15):
3. Xemuja — 3.3 Xpomatorpaduja
Classification according to testing areas (classification according to IARNM Regulation R 15):
3. Chemistry — 3.3 Chromatography

Kaacudukamnuja mo Tun Ha Npou3BoAH/MaTepujain 3a TecTupame (kiacupukanuja cnopen HAPCM
MpaBuanukot P 15):

15):

17.1 — ®dapmaneBTCKH Npou3Boan, 18.2 — PacTturenen maTrepujan
Classification according to types of products/materials for testing (classification according to IARNM Regulation R

17.1 Pharmaceuticals, 18.2 - Plant material

\ (uxcen oncer

O ¢iekcuduiien oncer

O ¢pukcen / paexkcuduieH oncer

(fixed scope) (flexible scope) (fixed/flexible scope)
Hanmomena: Co Crenen Ha direkcubmtHOCT (criopen mporeaypata [P 05-09):
¥ ce obenexxyBa | Degree of flexibility (according Procedure PR 05-09):
(hIEKCHOMITHHOT
TEST [0 HoBm axkypupanu | [| HOBHM MaTepujaiu/Ipou3BoIu/MpeAMeTH [0 HoBM cTaHAAPAN/IOKYMEHTH,
BEpP3MH HA H/WJIH KAapaKTePUCTHKA/CBOjCTBO/AHAIHUT KOj NPUJIAroieH! Ha fapambaTa Ha
craHgapau/ ce MepH U/WJIM MPOIIHPYBah€ HA MEPHUOT KJIUEHTOT
JOKYMEHTH oncer new standards/ documents,
new up-date new materials/ products/ items and/or upon a request by the client
versions of the measured characteristic/ property/ analyte,
standards/ and/or extension of measuring scope
documents
Br. Os3Haka Ha cTaHIapIHaTa HacaoB Ha cTrannapaHarta Moapauje (r) Ha Marepujanu q
METO/Ia, HeCTaHapIHaTa METO/Ia, HeCTaHIapIHaTa Mepeme, OJTHOCHO TPOM3BOIHN e
METO/[a, METO/Ia pa3BHEHa BO | MeToa, METO/Ia pa3BUCHA TECTHPAE; c
snabopaTopuja, METo1a BO JlabopaTopuja, MeTo1a T
cnenuduUIMpana o1 CTpaHa cnenudUIUpana o 0
Ha MMPOU3BOAUTEIIOT HA CTpaHa Ha T
ornpemara, MeToJia 06jaB6Ha MNPpOU3BOAUTEIIOT Ha a
O yrjeiHa TCXHU1IKa orpemara, MeToJa
WHCTUTYIIWja WA METOAa o0jaBeHa OJI yriie Ha
o0jaBeHa BO pEeJICBAHTHU TEXHUYKA HHCTUTYIINja Range (r) of
HAy4YHH TPYIOBU WU WA METo/Ia 00jaBeHa BO measurement,
BECHHUIIHA pETEeBaHTHU HAYYHU testing;
TPYAOBU UM BECHUIIH
Materials
No. Reference to standard /Products f
testing method, nonstandard r
testing method, method Title of standard testing e
developed by the laboratory, method, nonstandard q
method specified by the testing method, method u
manufacturer of the developed by the e
equipment, method laboratory, method n
published by reputable specified by the c
technical manufacturer of the y
organization or method equipment, method
published in relevant published by reputable
scientific texts or journals technical
organization or method
published in relevant
scientific texts or journals
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MeTton nponuiial Bo
I'epmancka gapmakoneja
(DAB 2018; o6jaBeHo Ha
24.04.2018 B5; ctp. 1-9;
COApKUHA Ha
KaHaOMHOWAM CO TEYHA
xpomarorpadwuja (2.2.29)
Y TyOUTOK CO CyILEH-E
(2.2.32)

Method described in
German Pharmacopoeia
(DAB) (DAB 2018;
published 24.04.2018 B5;
pages 1-9, Cannabinoids
content, the test is
carried out using liquid
chromatography (2.2.29)
& Loss on drying (2.2.32)

OnpenenyBame Ha
COIpKHMHA Ha
KaHaOWHOWIY BO CYB
LBET O] KaHaOwnc

Co nmpumeHa Ha
CJICJIHUBE TEXHUKU:

- BUCOKO eprKacHa
TEYHA Xpomarorpaduja
(HPLC/ DAD)
(I17.2_01, Bep3uja 3 o
01.11.2024)

Determination of
cannabinoid content in
dried cannabis flower

Using the following
techniques:

High performance liquid
chromatography (HPLC
/ DAD) (P 7.2_01,
version 3 from
01.11.2024)

CBDA

(0,5-100) pg/mL
CBD

(0,5-75) pg/mL
CBN

(0,1-10) pg/mL
A9-THC
(0,5-75) pg/mL
A9-THCA
(0,5-250) pg/mL

CBDA

(0.5-100) pg/mL
CBD

(0.5-75) pg/mL
CBN

(0.1-10) pg/mL
A9-THC
(0.5-75) pg/mL
A49-THCA
(0.5-250) pg/mL

LlBeToBM 011 KaHAOUC
COCTaBEHH OJI LIS
WJTH UCKPIICHU CYBH
[BETHHU TYTIKH,
coOpaHu 0J1
JKEHCKUTE BHJIOBU H4
pacrenune Cannabis
sativa L.
(Cannabaceae), Bo
(hopma Ha TTOYETEH
pacTuTeneH
MaTepujai,
CYpOBHHA W/WIA
¢$unHanexn
(dapmManeBTcKu
npenapar

Cannabis flowers
consisted of whole
or crushed
flowering, dried
shoot tips of female
plants of Cannabis
sativa L.
(Cannabaceae). In
form of plant
material, raw
material / substance
and/or
pharmaceutical
preparations

A
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Momnorpadmuja 3a IIBET 011
KaHaOwuc,

EBpornicka dapmaxkoreja
Ph. Eur. 07/2024:3028

Monograph for Cannabis
flower (Cannabis flos)
European
Pharmacopoeia

Ph. Eur. 07/2024:3028

Meropn 3a
nneHTudukanmja A u
b (2.8.23),
OTpe/IeTyBamke Ha
CTpaHH MaTepHuu
(2.8.2),

TYOHTOK CO CyILIeHe
(2.2.32)u

COJIPKHMHA Ha
kaHabuHouaw (2.2.29)
BO IIBET OJ1 KaHAOMC
COTJIACHO
MoHorpadujaTa
(07/2024:3028) BO
EBponckara
dapmakomneja

Method for
identification A and B
(2.8.23),
determination of
foreign matter (2.8.2),
loss on drying
(2.2.32) and
cannabinoid content
(2.2.29) in cannabis
flower according to
the monograph
(07/2024:3028) of the
European
Pharmacopoeia.

CBD/CBDA/
CBN

(QL - 0,2 pg/mL)
THC/THCA
(QL - 0,5 pg/mL)

CBD/CBDA/
CBN

(QL - 0,2 ug/mL)
THC / THCA
(QL - 0,5 ug/mL)

LiBeT ox kaHabwmC
(Cannabis sativa L)

Cannabis flower
(Cannabis sativa L)

hit]
HEJ[

D/W

WHTepen meTox
(I17.2_01, Bep3uja 4 on
15.05.2025)

In-house method
(P 7.2_01, version 4
from 15.05.2025)

Merton 3a
OTpe/ieNyBamke Ha
COJIp)KMHA Ha
KaHAOMHOHIH BO
TEYEH EKCTPAKT /
MacJjo o] KaHaOuc
(in-house metona)

In-house analytical
method for the
determination of

CBD /CBDA/
CBN

(QL - 0,2 ug/mL)
THC / THCA
(QL - 0,5 ug/mL)

CBD/CBDA/
CBN
(QL - 0,2 ug/mlL)

LlBeT o kaHaOuc
(Cannabis sativa
L)

Cannabis flower
(Cannabis sativa L)

HEJl
/I

W/P
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cannabinoid content THC / THCA
in liquid cannabis (QL - 0,5 ug/mL)
extract /oil

M-p Huko bepbepy
MSc. Niko Berberu

Jlupexmop
Director
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