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1. AKPEJIUTHUPAHO TEJIO

Accredited body

2. JIOKALIUJA

Location

3. CTAHJIAPJ
Standard

4. KPATOK OIIUC HA OIICETOT
HA AKPEJIUTAIIMJATA

A short description of the accreditation
scope

I'o 3amenyBa npunoror ox: 14.06.2023
Replaces annex dated: 14.06.2023

Yuusepsurer ,,Cs. Kupun u Metoauj*
dapmaneBTCKU PaKyaTeT —
L{enTap 3a NpUPOAHU TPOU3BOIU

" Ss. Cyril and Methodius" University Faculty of
Center for Natural Products

Majka Tepesa 47, Ckorije

Majka Tereza 47, Skopje

MKC EN ISO/IEC 17025 : 2018
MKS EN ISO/IEC 17025 : 2018

Tectupame Ha GapMaleBTCKU IpenapaTu u
pacTUTeNeH MaTepHjal

Testing of pharmaceuticals and plant material
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5.

JETAJIEH OIIAC HA OIICEI'OT HA AKPEJJUTALIUJA
Detailed description of the accreditation scope

Knacuduxanmja no nogpayja 3a odjacra Ha Tecrupame (kaacudukanuja cnopes MAPCM IIpaBuianukor P 15):
3. Xemuja — 3.3 Xpomartorpadmuja

Classification according to testing areas (classification according to IARNM Regulation R 15):

3. Chemistry — 3.3 Chromatography
Knacuduxanuja no Tun Ha npousBoau/MaTepujain 3a TectTupame (kaacudukanuja cnopen MAPCM
IIpaBuanukor P 15):

17.1 — dapmaueBTcKH npou3Boan, 18.2 — Pacturesien matepujan

Classification according to types of products/materials for testing (classification according to IARNM Regulation R

15):

17.1 Pharmaceuticals, 18.2 - Plant material

v ¢uxceHn oncer

0 ¢rexcuduIeH oncer

00 ¢puxcen / giexcuduieH omncer

(fixed scope) (flexible scope) (fixed/flexible scope)
Hamomena: Co | Crenen Ha daexkcubunHocT (ciopen nporenypata [P 05-09):
¥ece Degree of flexibility (according Procedure PR 05-09):
obesexyBa :
(reKCHOMIHHOT U noBm axkypupanu | [| HOoBH MaTepﬂ]a.]'[l/l/l]pOI/Bl?OIIP[/HpeIIMeTI/I : U HoBH
o — Bep3uM Ha H/WJIH KAPAKTePUCTHKA/CBOjCTBO/aHAJIMT KOj CTaHJAPAN/IOKYMEHTH,
cranpapau/ ce MepH /WM NPOIIMPYBalke HA MEPHHOT NPHJIATO/ICHH HA DapamaTa Ha
AOKYMEHTH orncer KJIHEHTOT
new up-date new materials/ products/ items and/or new standards/ documents,
versions of the measured characteristic/ property/ analyte, upon a request by the client
standards/ and/or extension of measuring scope
documents
Br. O3Haka Ha HacsoB na IMMoapauje (r) Ha Marepujann q
CTa”HJgapAHaTa METoJa, CTa”HJgapAHaTa METOJa, MCPCHHC, TCCTUPALLE, OTHOCHO NPOHU3BOAH €
HECTaHAap/HaTa MeToAa, HECTaHJAapJAHaTa MeToAa, C
METOJa pa3BHcHA BO METOAa pa3BUCHA BO T
nmabopaTopmja, MeTo1a Jaboparopuja, MeTosa 0
cnenuduIIpanHa ox cnenuuIpana o T
CTpaHa Ha CTpaHa Ha a
MIPOU3BOAUTEIIOT HaA MMPOU3BOAUTECIIOT HaA
orpemara, MeTozia orpemara, MeTosia Range (r) of
o0jaBeHa 0J1 yriieHa o0jaBeHa OJ1 yriieHa measurement, testing;
TEXHUYKaA I/IHCTI/ITyI_lI/Ija TEXHUYKaA I/IHCTI/ITyHI/Ija
WM MeTo/a 00jaBeHa BO | Wi MeToja o0jaBeHa BO
PCICBAaHTHN HAYYHU PCJICBAaHTHU HAYYHU
TPYZOBH WX BECHULIA TPYZOBH WJIA BECHUIA Materials
No. /Products f
r
Reference to standard e
testing method, Title of standard q
nonstandard testing testing method, u
method, method nonstandard testing e
developed by the method, method n
laboratory, method developed by the c
specified by the laboratory, method y
manufacturer of the specified by the
equipment, method manufacturer of the
published by reputable equipment, method
technical published by reputable
organization or method technical
published in relevant organization or method
scientific texts or journals published in relevant
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scientific texts or
journals

MeTton nponuiad BO
T'epmancka
¢dapmakoreja

(DAB 2018; o6jaseno
Ha 24.04.2018 B5; ctp.
1-9; conpxuHa Ha
KaHaOMHOWAM CO TeYHA

OmnpenenyBame Ha
COJIP>KMHA Ha
KaHaOWHOUIH BO CYB
LIBET OJT KaHAOuC

- Bucoxko edukacua
TeYHa

CBDA
(0,5-100) pg/mL

CBD
(0,5-75) pg/mL

CBN
(0,1-10) pg/mL

LlBeToBM 01 KaHAOMC
COCTaBCHHU O] LIEJH
WITH UCKPITIICHA
[[BETHH MYTIKH,
coOpaHu o1
’KEHCKHTE BUIOBH HA
pacrenne Cannabis

xpomatorpaduja xpomatorpaduja sativa L.
2.2.29) (HPLC/ DAD) A9-THC (Cannabaceae),
I17.2_01 (Bep3uja 2 (0,5-75) pg/mL BO hopma Ha
o1 06.03.2023) 9719) MY MoueTeH a/
A9-THCA pacTurencH
Marepujan,
(0,5-250) pg/mL CypOBMHA H/WIH Hfﬂ
¢unHaIcH
(hapmaneBTCKU M
rpemnapar
Method Determ_ina_tion of _ CBDA Canr_1abis flowers
described in German ca_nnab|n0|d content in (0,5-100) pg/mL consisted of whole 5\///
Pharmacopoeia dr!ed cannabis f_Iower, or crus_hed _ M
(DAB 2018: published usmg_the following flowerl_ng. Dried
24.04.2018 B5: pages techniques: CBD shoot tips of femqle
1-9. Cannabinoid’s (0,5-75) pg/mL plants of Cannabis
' . High performance sativa L.
cont_ent, the t?St IS liquid chromatography (Cannabaceae),
carried out using liquid | (ip) ¢/ pAD) CBN in form of plant
cgrzoggatography (Procedure for the (0,2-10) pg/mL material, raw
(2.2.29)). selection of methods material /
for testing P 7.2_01 A9-THC substance and/or
(version 2 from (0,5-75) pg/mL pharmaceutical
06.03.2023)) preparations
A9-THCA
(0,5-250) pg/mL
Mertoz nponHIIad BO DUBHYKHA U XEMUCKH CBDA LBeToBH of /

(DAB 2018; o6jaBeno
na 24.04.2018 B5; ctp.

HCIINTYBamba!

(0,5-100) pg/mL

KaHaOUC COCTaBEHH

o eI Ui

WUz nanue/lssue 3
Bepsuja/Version 9
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1-9; ry6urtok co

I'yburoxk co cymeme

CBD

HUCKPIICHU OIBETHU

cymeme 2.2.32) (Ilpoyeoypa 3a uz6op | (0,5-75) pug/mL nynku, coopanu on | HEA
Ha Memoou 3a KCHCKUTEC BUJOBU /
ucnumyesarwe I[17.2 01 | CBN Ha pacTeHue
(sepsuja 2 00 (0,2-10) pg/mL Cannabis sativa L. M
06.03.2023) (Cannabaceae),
BO (hopma Ha
A9-THC [MOYETCH
(0,5-75) pg/mL pacTuTeneH
MaTepujai,
A9-THCA CypOBHHA W/WIH
(0,5-250) pg/mL ¢buHaIEH
(apManeBTCKu
penapar
Determination of Cannabis flowers D/
Method cannabinoid content in CBDA consisted of whole W/
described in German dried cannabis flower or crushed M

Pharmacopoeia
(DAB)

(DAB 2018; published
24.04.2018 B5; pages

Physical and Chemical
tests
- loss on drying

(0,5-100) pg/mL

CBD
(0,5-75) pg/mL

flowering. Dried
shoot tips of female
plants of Cannabis
sativa L.

1-9; Loss on drying (Procedure for the (Cannabaceae),
(2.2.31)). selection of methods in form of plant
for testing P 7.2_01 material, raw
- CBN X
(version 2 from material /

06.03.2023))

(0,1-10) pg/mL

A9-THC
(0,5-75) pg/mL

A49-THCA
(0,5-250) pg/mL

substance and/or
pharmaceutical
preparations

M-p Cnobonen HokpeBcku
MSc. Sloboden Chokrevski

Jlupexmop
Director
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