HHCTUTYT 3A AKPEJJUTALINJA HA PEITYBJIMKA CEBEPHA MAKEJJOHNJA
INSTITUTE FOR ACCREDITATION OF THE REPUBLIC OF NORTH MACEDONIA

IIpmiior KOH cepTH(PUKATOT 32 AKPETUTAIMjA HA
JJadopaTropuja 3a TeCTHpPambe
Annex to the Accreditation Certificate of
Testing Laboratory
bp. JT-088/ No. LT-088

Harym: 07.02.2024 I'o 3amenyBa npuitorot oa: 07.06.2023
Date: 07.02.2024 Replaces annex dated: 07.06.2023
1. AKPEJIUTUPAHO TEJIO HJCK Xoaaunr JJOOEJI, Ckonje

JlabopaTropuja 3a pu3n4KO, XEeMHCKO U
MHMKPOOHO0JIOIIKO TeCTUPAKe

Accredited body NYSK Holdings, Skopje
Laboratory for physical, chemical and
microbiological testing

2. JIOKAIIWJA yi1.112 6p.217 Uuaycrpucka 3oua Kojiuja, Ilerposen
_ ul. 112 no.217, Industrial Zone Kjojlija, Petrovec
Location
3. CTAHIAPI MKC EN ISO/IEC 17025 : 2018
Standard MKS EN ISO/IEC 17025 : 2018

POu3N4K0, XeMHCKO B
MHMKPOOHO0JIOIIKO TecTHPame HA PapManeBTCKH
npenapatu u PacTuresien marepujaj

4 KPATOK OINC HA OIICETOT HA
AKPEJUTALINJATA

A short description of the accreditation ~ Physical, chemical and
scope Microbiological testing of Pharmaceutical
Preparations and Plant Material

Uz nanwme /Issue 3 OB 05-25

Bepsuja /Version 9 OB 05-25 Crpana/Page 1 on/of 6



ok

NHCTUTYT 3A AKPEJJUTAIINJA HA PEITYBJINKA CEBEPHA MAKEJIOHUJA
INSTITUTE FOR ACCREDITATION OF THE REPUBLIC OF NORTH MACEDONIA

5.

JAETAJIEH OIINC HA OIICEI'OT HA AKPEJIUTAIIUJA
Detailed description of the accreditation scope

Knacuduxanuja mo noapadja 3a 06J1acra Ha Tecrupambe (kiacudukanuja cnopen MAPCM Ilpasuianukor P 15):
Classification according to testing areas (classification according to IARNM Regulation R 15):

3.1 ®usnukoxemucku meroau/ Physicochemical methods
3.2 Knmacwunu metonum 3a ananms3a/ Conventional methods of analysis
3.3 Xpomarorpaduja / Chromatography

3.4 Crektpockomnuja/ Spectroscopy
8. Mukpobwuonoruja/ Microbiology

Kaacupukanuja mo THm Ha npou3Boau/MaTepujaiu 3a TecTupame (Kiacupukanuja ciopen MAPCM
Mpasuauukot P 15): Classification according to types of products/materials for testing (classification according
to IARNM Regulation R 15):

17. Menumuacku nmpoussoau/ Medical products
17.1 ®apmarneBTcku npenaparu/ Pharmaceuticals
18.2 Pacturenen marepujan / Plant material

V (uxcen oncer

O drexcuduniien oncer

O ¢pukcen / ¢paexcuduiieH oncer

(fixed scope) (flexible scope) (fixed/flexible scope)
Hamomena: Co | CreneH Ha ¢puekcubunHocT (copex nponeaypara I[1P 05-09):
e ce Degree of flexibility (according Procedure PR 05-09):
obernexyBa
(rexcuOuIHIO U HoBM axypupanu [ HOBH MaTepHjaJau/Mpou3BoAH/IIpeIMeTH U HoBH
T OIICET BepP3UU HA H/WIH KapaKTepPHCTHKA/CBOjCTBO/aHAIMT CTaHAAPAN/JOKYMEHTH,
cTanaapau/ KOj ce MepH H/HJIM NPOLIMPYBame HA NpUJIAroJeHy Ha fapamaTa Ha
AOKYMEHTH MEPHUOT omcer KJIMEHTOT
new up-date versions i new materials/ products/ items and/or new standards/ documents,
of the standards/ measured characteristic/ property/ analyte, upon a request by the client
documents and/or extension of measuring scope
Br. O3zHaka Ha HacnaoB na Moapayje (r) aa Marepujanu
CTaHJAapAHaTa METO/a, CTaHAAapAHATa METONA, | MEPEHE, TECTUPABE O/THOCHO
HeCTaHJAapAHaTa METO/a, HeCTaHJapAHaTa NPOU3BOIH

METOZIa pa3BHEHA BO
nmabopaTopuja, MeToaa
crieruprIIpana o
CTpaHa Ha
NPOU3BOAUTENOT Ha
ompemaTa, MeToa
o0jaBeHa o1 yrieaHa
TEeXHUYKA HHCTHTYIIH]a
WM MeTo/1a 00jaBeHa BO

METOoZa, MeToza
pa3BHeHa BO
naboparopuja, MeTos1a
crenuduIpana ox
CTpaHa Ha
MPOM3BOIUTENOT Ha
orpemara, MeTos1a
o0jaBeHa 01 yriileHa
TeXHWYKa HHCTUTYILH]ja
W MeTo/ia 00jaBeHa

O =5 O =5 6 6o &

Wznanwue/lIssue 3
Bepawuja/Version 9

OB 05-25
OB 05-25

Crpana/Page 2 on/of 6




ok

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

PpCICBaHTHU HAYyYHU
TPYAOBU WM BECHULIA

BO pCJICBAHTHU HAYYHU
TPYAOBU WM BECHUIIN

No. Title of standard Range (r) of Materials f
Reference to standard testing method, measurement, testing /Products r
testing method, nonstandard testing e
nonstandard testing method, method q
methOd, method deve|0ped by the u
developed by the laboratory, method e
laboratory, method specified by the n
specified by the manufacturer of the c
manufacturer of the equipment, method y
equipment, method published by reputable
published by reputable technical
technical organization or method
organization or method | published in relevant
published in relevant scientific texts or
scientific texts or journals journals
1 DAB monorpaduja 3a cys | Onpenysame CBD, CyB 1Bert o1 pl|
LBET OJ1 KaHa0wuc, COJIPI)KHHA Ha LOQ - 0,08 pg/mi KaHabuc
I'epmancka dapmakoneja | kanabunouau (CBD,
CBDA, A9-THC, CBDA
THCA u CBN) Bo et | LOQ — 0,123 pg/mli
ox Cannabis, co HPLC
A9-THC
LOQ - 0,19 pg/ml
THCA,
LOQ - 0,072 pg/ml
CBN
LOQ - 0,13 pg/mi
DAB monograph for Dry Determination of CBD, Dry Cannabis
Cannabis flower, cannabinoid content LOQ — 0,08 pg/mi flower
German Pharmacopoeia (CBD, CBDA, A9-
THC, THCA and CBN) | CBDA
in Cannabis flower LOQ - 0,123 pg/ml
with HPLC
A9-THC
LOQ - 0,19 pg/ml
THCA,
LOQ - 0,072 pg/ml
CBN
LOQ - 0,13 pg/ml
2 DAB monorpagwuja 3a OnpenyBame CBD, CrannapausupaHu Ji|
eKCTPAaKT 01 KaHaowuc, COJIp’KHHA Ha LOD - 0,08 pg/ml €KCTPAKTH OJf
I'epmancka dapmakoneja | kanabuaonau (CBD, KaHaOuc

A9-THC u CBN) Bo
CTaHAapAN3UpPaHU

A9-THC
LOD - 0,19 pg/mi
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exctpaktu ox Cannabis | CBN

co HPLC LOD - 0,13 pg/ml
DAB monograph for CBD, Standardized
cannabis extracts, Determination of LOD - 0,08 pg/ml Cannabis extracts

German Pharmacopoeia | cannabinoid content
(CBD, A9-THC and A9-THC

CBN) in standardized LOD - 0,19 pg/ml
Cannabis extracts with
HPLC CBN

LOD - 0,13 pg/ml

3 Merton on npousBoguren | OmpenenyBame Ha LOD - <0,6 ng ®dapmaneBTCKU II
Shimadzu COJIp)KMHA Ha TePIICHH npemnapatu/ —
Bo 11BeT 01 Cannabis co [BET 0]] KaHaOuUC
GC/MS U MAacJo o
.alpha.-Pinene, Camphene KaHaOuc

. beta.-Myrcene ,.beta.-
Pinene , 3-Carene , Alpha
terpinene, trans-.beta.,
Ocimene , D-Limonene ,
p-Cymene .beta.-
Ocimene, .gamma.-
Terpinene , Terpinolene,
Linalol, L, Fenchone ,
Fenchol, exo- , Isopulegol
, Camphor , Isoborneol ,
Borneol, Menthol,
Citronellol , Geraniol
Pulegone , alpha.-
Terpineol , Geranyl
acetate , aplha-Cedrene,
beta-Caryophyllene ,
alpha-Humulene , cis-
Nerolidol, trans-
Nerolidol, Guaiol , Cedrol
, .alpha.-Bisabolol , beta-
Eudesmol, Phytol

Method from Determination of LOD — <0.6 pg Pharmaceuticals/

manufacturer Shimadzu | terpenes content in — cannabis flower
Cannabis flower by GC and cannabis oil
I MS

alpha.-Pinene, Camphene
. beta.-Myrcene ,.beta.-
Pinene , 3-Carene , Alpha
terpinene, trans-.beta.,
Ocimene , D-Limonene ,
p-Cymene .beta.-
Ocimene, .gamma.-
Terpinene , Terpinolene,
Linalol, L, Fenchone ,
Fenchol, exo- ,
Isopulegol, Camphor ,
Isoborneol , Borneol,
Menthol, Citronellol ,
Geraniol Pulegone ,
alpha.-Terpineol ,
Geranyl acetate , aplha-
Cedrene, beta-
Caryophyllene , alpha-
Humulene , cis-Nerolidol,
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trans-Nerolidol, Guaiol ,
Cedrol , .alpha.-Bisabolol
, beta-Eudesmol, Phytol

4 Mertox on mpomsoguren | OxppenyBame LOD - 162,17 ppm ®dapmareBTCKu HEJ]
Shimadzu COZIP)KHHA Ha npenaparn/ —
pe3unyaned Etanon Bo MacJIo 011 KaHabuc
MIPOU3BOIH OJf
Cannabis co GC/MS
Method from Determination of LOD - 162,17 ppm Pharmaceuticals/
manufacturer Shimadzu residual Ethanol — cannabis
content in Cannabis extracts

products with GC / MS

5 EBporncka dapmakomnea Bkynen 6poj Ha ®dapmaiieBTCK1 pl|
aepoOHU Me30(HITHI npenapaTtu
Gaktepun Bo lrpam
WIIM MIJTAITATAP

Ph.EUR Total number of Pharmaceuticals
aerobic mesophilic
bacteria in 1 gram or

milliliter
6 EBporcka dhapmakomnea Bkynen 6poj Ha dapmarieBTCKu I
KBacCl U MYBJIU BO npenapaTru

IrpaM WM MUTITHIIUTAP

Total number of

Ph.EUR aerobic mesophilic Pharmaceuticals
bacteria in 1 gram or
milliliter
7 EBpomncka dapmakonea OppenyBame Ha OMIH ®apmMaleBTCKH pil|
TOJIEPaHTHHU T'paM npenaparu

HeraTuBHH OAaKTepUH
BO lrpam umu
MUJITHITUTAP

Ph.EUR Determination of Pharmaceuticals
Gram-negative bile
tolerant bacteria in 1
gram or milliliter

8 EBporcka dpapmakomnea OnpenyBame Ha dapmarieBTCKu bl
MPUCYCTBO Ha npenaparu
Staphylococcus aureus
BO lrpam mim
MUTHITUTAD

Ph.EUR Determination of the Pharmaceuticals
presence of
Staphylococcus aureus
in 1 gram or millilitre

9 EBporicka dapmakornea OppenyBame Ha ®dapmaneBTCKU b
IPUCYCTBO Ha npenaparu
Pseudomonas
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Ph.EUR

aeruginosa Bo 1rpam
WA MUJIAJIUTAp

Determination of the
presence of
Pseudomonas
aeruginosa in 1 gram
or millilitre

Pharmaceuticals

10

EBpomncka dapmakomnea

Ph.EUR

OppenyBame Ha
IPHCYCTBO Ha
Escherichia coli Bo
IrpaM Wi METIFITATAP

Determination of the
presence of
Escherichia coli in 1
gram or millilitre

®apMaLeBTCKU bl
Tpernaparu

Pharmaceuticals

11

EBporcka dhapmakomnea

Ph.EUR

OnpenyBame Ha
MPUCYCTBO Ha
Salmonella sp Bo 25
I'paMa Wi MUJIHUIATPU

Determination of the
presence of Salmonella
sp. in 25 grams or
millilitres

®dapmaneBTCKU bl
npemnapaTu

Pharmaceuticals

M-p Cnoboxaen YokpeBcku
Msc. Sloboden Chokrevski

Hupexrop
Director
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