HHCTUTYT 3A AKPEJJUTALINJA HA PEITYBJINKA CEBEPHA MAKEJOHHUJA
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-088/ No. LT-088

Harym: 15.10.2025 I'o 3amenyBa npustorot ox: 07.02.2024
Date: 15.10.2025 Replaces annex dated: 07.02.2024
1. AKPEIUTHUPAHO TEJIO HJCK Xoaaunr JOOEJI, Ckomnje

JlaGopaTopuja 3a pu3U4IKO, XEeMHCKO U
MHMKPOOHOJIOIIKO TeCTHPame

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

2. JIOKAIIUJA yi.112 6p.217 Huaycrpucka 3oua Kojauja, Ierpoen

ul. 112 no.217, Industrial Zone Kjojlija, Petrovec

Location
3. CTAHJAPJ MKC EN ISO/IEC 17025 : 2018
Standard MKS EN ISO/IEC 17025 : 2018

Pu3nuKo, XeMHCKO U
MHUKPOOMOJIOIIKO TecTUPamke Ha PapManeBTCKH
npenapatu u Pacturesien marepujan

4. KPATOK OIIMC HA OIICEI'OT HA
AKPEJIMTALINJATA

A short description of the accreditation ~ Physical, chemical and
scope Microbiological testing of Pharmaceutical
Preparations and Plant Material
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5. JETAJIEH OIIUC HA OIICETOT HA AKPEJIUTAIIMJA
Detailed description of the accreditation scope

Kinacudukamuja mo moapayja 3a o6aacra Ha Tecrupame (kiaacupuxanuja cnopen UAPCM IlpaBuwinukor P
15): Classification according to testing areas (classification according to IARNM Regulation R 15):

3.1 ®usnukoxemucku meroan/ Physicochemical methods

3.2 Kimacuuau metonum 3a ananms3a/ Conventional methods of analysis
3.3 Xpomarorpaduja / Chromatography

3.4 Cuektpockomnuja/ Spectroscopy

8. Mukpobuomnoruja/ Microbiology

Kaacudukanuja mo T Ha npou3Bou/MaTepHjain 3a TecTupame (Kiacupukanuja ciopen TAPCM
Mpasunaauxor P 15): Classification according to types of products/materials for testing (classification according
to IARNM Regulation R 15):

17. Menununcku npoussoan/ Medical products
17.1 dapmanesrcku npernaparu/ Pharmaceuticals
18.2 Pacturenen matepujan / Plant material

v (uxcen oncer 0 p1exkcuduIeH oncer [0 ¢puxcen / piaexcuduieH oncer

(fixed scope) (flexible scope) (fixed/flexible scope)
Hamomena: Co | Crenen Ha daekcubunHocT (criopen mpoueaypara [TP 05-09):
¥ ce Degree of flexibility (according Procedure PR 05-09):
oOenexyBa
(beKCUOUITHUO | [ HOBM a:KypHpaHH [J HOBM MaTepHjaJIu/Mpon3BOAH/IpeIMeTH [ HOBH
T OIICET Bep3UU HA H/AIH KapaKTepHCTHKA/CBOjCTBO/aHAIUT CTaHIapAN/TI0KYMEHTH,
cTaHgapau/ KOj ce MepH H/UJId NPOoIIHpYyBamke HA MpUJIATOIeHH HAa fapamaTa Ha
JAOKYMEHTH MEPHHUOT omcer KJIHEHTOT
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. | O3uaka Ha cTaHjapHaTa Haci0B Ha Moapauje (r) Ha Marepujanan q
METOJa, HECTaHAap/AHaTa CTaHJap/HaTta Me€Toaa, MEPCHEC, TCCTUPALE OJHOCHO €
METO0/1a, METOJIa pa3BHeHa HecTaHIapAHaTa MPOU3BOIH c
BO J1abopaTopuja, MeTo/ia METoJ1a, METoIa T
crenuuIUpaHa o pa3BHeHa BO o
CTpaHa Ha JnabopaTopuja, METo1a T
NPOM3BOAUTEIIOT HA cnenudUIUpana o a
orpemara, MeTosia CTpaHa Ha
06jaB€Ha oI yrieaHa MMPpOU3BOAUTEIIOT Ha
TEXHUYKa I/IHCTI/ITYIII/Ija ornpemara, MeToaa
WA METO/Ia 00jaBeHa BO o0jaBeHa 0J1 yrileiHa
PEJICBAHTHU HAYYHHU TEXHHUYKa I/IHCTI/ITYIII/Ija
TPYAOBU WJINM BECHULN Wi Me€roaa 06jaB€Ha
BO pCJICBAHTHU HAYYHU
TPYAOBU UM BECHUIIN
f
Reference to standard Title of standard Range (r) of Materials r
No. testing method, testing method, measurement, testing /Products e
nonstandard testing nonstandard testing q
method, method developed method, method u
by the laboratory, method developed by the e
specified by the laboratory, method n
manufacturer of the specified by the c
equipment, method manufacturer of the y
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published by reputable
technical
organization or method
published in relevant
scientific texts or journals

equipment, method
published by reputable
technical
organization or method
published in relevant
scientific texts or

journals
Momnorpaduja 3a IBeT o1 OnpenyBame CyB uBer o1
KaHa0uc, COZIP’KMHA Ha LOD-1.79 pg/ml KaHaOmc b
EBpomncka ®@apmaxorieja KaHAOWHOWTH ! U=2.07%
Ph. Eur. 07/2024:3028 Cannabidiol (CBD),
Cannabidiolic acid
(CBDA), A9-
Tetrahydrocannabinol
(A9-THC), A9-
Tetrahydrocannabinolic
acid (A9-THCA),
BkyreH Cannabinol
(CBN) Bo mBeT 01
Cannabis, co HPLC
Monograph Cannabis Determination of
flower (Cannabis flos) cannabinoid content: Cannabis dry
European Pharmocopoeia | Cannabidiol (CBD), flower
Ph. Eur. 07/2024:3028 Cannabidiolic acid
(CBDA), A9-
Tetrahydrocannabinol
(A9-THC), A9-Tetra
hydrocannabinolic acid
(A9-THCA), total
Cannabinol (CBN) in
Cannabis flower with
HPLC
DAB Mowsorpaduja 3a OnpenyBame cogpxuna | CBD, Cranpapnusupan | ]
EKCTPaKT Of] KaHaOwC, Ha KaHAOMHOWIH: LOD- 0,08 pg/ml U eKCTPAKTH O]
I'epmancka @apmakoneja (Cannabidiol (CBD), U=1,15% KaHabuc
A9-Tetrahydrocannabinol
(A9-THC) u Cannabinol A9-THC
(CBN) 5o LOD- 0,19 pg/ml
U=3,33 %
CTaHAApAU3UPAHU
exctpaktu ox Cannabis c¢ CBN
HPLC LOD- 0,13 pg/ml
U=0,66%
CBD,
DAB monograph for Determination of LOD- 0,08 pg/ml Standardized
cannabis extracts cannabinoid content: U=1,15% Cannabis extracts
German Pharmacopoeia  |Cannabidiol (CBD),
A9-Tetrahydrocannabinol A9-THC
LOD- 0,19 pg/ml
(A9-THC) and U= 1333 %
Cannabinol (CBN) in ’
standardized Cannabis | CBN
extracts with HPLC LOD- 0,13 pg/ml
U=0,66 %
Meton ox npou3BOgUTEN OnpenyBame LOD-162,17ppm ®dapMarneBTCKU HEJ]
Shimadzu COJIIp)KUHA Ha U=9,43% npou3Bou/ -
pe3nayajicH Etanon Bo CKCTPAKTH O
e
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Method from manufacturer
Shimadzu

MPOU3BOJIH OJT
Cannabis co GC/MS

Determination of
residual Ethanol
content in Cannabis
products with GC / MS

LOD-162,17ppm
U=9,43%

KaHaOuc

Pharmaceuticals/
- cannabis
extracts

4 EBpomncka ®@apmaxoreja

European Pharmacopoeia
(Ph. Eur.)

OppenyBame BKYIICH
Opoj aepobHN
MHUKpPOOPTraHU3MHU
(TAMC) Bo 1 rpam unu

MUJIUIIUTAP

Determination of total
aerobic microbial count
(TAMC) in 1 gram or
milliliter

DapmaneBTCKU
Ipenaparu

Pharmaceuticals

5 EBpomncka ®@apmaxoreja

European Pharmacopoeia
(Ph. Eur.)

OnpenyBambe BKYIICH
Opoj Ha KBacIH U
mysiu (TYMC) Bo 1
rpaM Wi MUJIMIATAP

Determination of total
combined yeast/moulds
count (TYMC) in 1
gram or milliliter

®apmaleBTCKU
npenaparu

Pharmaceuticals

6 Erporcka ®apmakoreja

European Pharmacopoeia
(Ph. Eur.)

OnpenyBame Ha Tpam
HeraTuBHH OaKTepUH
PE3HUCTEHTHHU Ha
KOJTYHH Oou BO 1 rpam
WITH MIJTAITATAD

Determination of
Bile-tolerant Gram-
negative bacteria in 1
gram or milliliter

®apmaneBTCKu
npemnapaTi

Pharmaceuticals

7 Erporncka ®apmakoreja

European Pharmacopoeia
(Ph. Eur.)

OnpenyBame Ha
MPUCYCTBO Ha
Staphylococcus aureus
BO 1 rpam mmm
MWIHIIATAP

Determination of the
presence of
Staphylococcus aureus
in 1 gram or milliliter

®apmaneBTCKu
npemnapaTi

Pharmaceuticals

8 Epornicka ®apmakoreja

European Pharmacopoeia
(Ph. Eur.)

OnpenyBame Ha
IIPUCYCTBO HA
Pseudomonas
aeruginosa Bo 1 rpam
nimn MI/IJ'II/UII/ITap

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

®dapManeBTCKU
mpenapaTu

Pharmaceuticals
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9 EBporncka dapmaxoreja OnpenyBame Ha dapmareBTcKu pi
MPUCYCTBO Ha npernaparu
Escherichia coli Bo

1 rpaM WM MUTHIATAP

European Pharmacopoeia | Determination of the
(Ph. Eur.) presence of Pharmaceuticals
Escherichia coliin 1
gram or milliliter

10 | Espomcka ®@apmaxoreja OppenyBame Ha ®dapmareBTcKu I
IPHUCYCTBO Ha npenaparu
Salmonella sp. Bo 25

rpama Wiv MIITHIUTPH

European Pharmacopoeia | Determination of the Pharmaceuticals
(Ph. Eur.) presence of Salmonella

sp. in 25 grams or

milliliters

M-p Huko bep6epy
Msc. Niko Berberu

Hupekrop
Director
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