HNHCTUTYT 3A AKPEJUTAIINJA HA PEITYBJINKA CEBEPHA MAKEJJOHHNJA
INSTITUTE FOR ACCREDITATION OF THE REPUBLIC OF NORTH MACEDONIA

Ipuiior KoH cepTU(PUKATOT 32 AaKPEAUTALMja HA
JlJaboparTopuja 3a TeCTUPame
Annex to the Accreditation Certificate of
Testing Laboratory
bp. JIT-097 / No. LT-097

Hatym: 07.06.2023
Date: 07.06.2023

1. AKPEIUTHUPAHO TEJIO EKOTEX JIAb C 100, Ckomje
Accredited body EKOTEH LAB S DOO, Skopje
2. JIOKALIMJA byn. Kysman Jocudoscku Iluty 6p.28 15/16,
Ckormje
Location Kuzman Josifovski Pitu, 28 15/16, Skopje
3.
CTAHIIAPA MKC EN ISO/IEC 17025 : 2018

MKS EN ISO/IEC 17025 : 2018
Standard

Tectupame  Ha  jOHH3MpPAUKO  3pauyeme  CO
4. KPATOK OIUC HA OIICETOT HA onpejieNlyBame Ha aMOMEHTAIeH J03eH EKBUBAJICHT,
AKPEJIUTALUJATA OmpeneNyBae HA TIEPCOHANHA JIO3UMETpHja |
NPOLEHKA ¥ PYTHHCKM TECTOBH BO MEIUIIMHCKHTE

OJIICJICHUja 32 CHUMAhE

L o Testing of ionizing radiation with determination of

A short description of the accreditation  ampjent dose equivalent, determination of personal

scope dosimetry and evaluation and routine testing in
medical iamaging departments
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5. JAETAJIEH OIINC HA OIICETOT HA AKPEJUTAIINJA

Detailed description of the accreditation scope

Kinacuduxanuja mo moapadja 3a oosiacta Ha Tectupame (kiacupuramuja ciopex MAPCM Ipasuianuxor P 15):
TecTupame Ha jOHU3UPAYKO 3pavderhe CO ONpeAeTyBakbe Ha aMOMEHTAICH J03€H €KBUBAJICHT, ONPEEITyBahE
Ha TICPCOHATTHA JTO3UMETPHja U IPOIICHKA M PYTUHCKU TECTOBH BO MEIUITMHCKUTE OJICIICHUja 32 CHUMAhE

Classification according to testing areas (classification according to IARNM Regulation R 15):
Testing of ionizing radiation with determination of ambient dose equivalent, determination of personal
dosimetry and evaluation and routine testing in medical iamaging departments

Kaacupukanmja no TMn Ha Npou3BoAu/MaTepHjaiiu 3a TecTupame (kaacudukanuja cnopen MAPCM

Ipasuianunkor P 15):

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

15):

X ¢ukcen oncer
(fixed scope)

O ¢iekcuduiien oncer
(flexible scope)

O ¢pukcen / paexkcuduieH oncer
(fixed/flexible scope)

Hamomena: Co ,,**|Ctenen Ha ¢uiekcuOuIHOCT (cropen mporuemaypara ITP 05-09):
Degree of flexibility (according Procedure PR 05-09):

ce obenexyBa

(IIeKCHOMITHHOT
oricer

IMOKyMeHTH

the standards/
documents

[0 HoBH a:KypupaHu
Bep3UM HA CTaHAApAH/

new up-date versions of

[0 HOBM MaTepujaJiin/MpoOu3BoOAM/MpeaMeTH W/uiu [1 HOBH
KapaKTepHCTHKA/CBOjCTBO/aHAJIMT KOj ce MepH
M/MJIM IPOLIMPYBak-¢ HA MEPHUOT OIicer

new materials/ products/ items and/or measured

cTaHAAPAU/IOKYMEHTH,
NPUJIATOICHH HA 0apamaTa
HA KIMEHTOT

characteristic/ property/ analyte, and/or extension [new standards/ documents,

of measuring scope

upon a request by the client

Br. | O3naka Ha cTaHgapaHAaTa
METO/Ia, HeCTaHAapAHATa
METO/[a, MeTOJa Pa3BHEHA
BO J1abopaTopuja, METoAa

crierrUIUpana o CTpaHa

Ha MIPOM3BOJUTEIIOT Ha
ompemara, MeTo/1a 00jaBeHal
O]l yrieHa TEXHUYKa
MHCTHUTYIIM]a WX METO/a
o0jaBeHa BO peJIeBaHTHU
HAyYHU TPYIOBH HIIH
BECHHIH

No. Reference to standard
testing method,
nonstandard testing
method, method developed
by the laboratory, method
specified by the
manufacturer of the
equipment, method
published by reputable

technical

W3 nanue/Issue 3
Bepauja/Version 9

Hacji0oB Ha cTaHmapIHaTa METO/IA,
HecTaHIap/HATa METO/a, METO/Ia
pa3BHeHa BO J1abopaTopuja, MeTo/Ia
crieruduIpana oj1 CTpaHa Ha
MPOU3BOIUTENOT Ha OIlpeMara,
MeTo/[a 00jaBeHa OJ1 yTriieHa
TEXHUYKA WHCTUTYIIM]a WIA METO/A
o0jaBeHa BO PEIICBAHTHU HAYYHU
TPYZOBH WU BECHULIA

Title of standard testing method,
nonstandard testing method, method
developed by the laboratory, method
specified by the manufacturer of the

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

scientific texts or journals

JlaGopaTopuja 3a joHH3HMPAYKO 3padyer-e
1 Mertona 3a Mmepere Ha Op3uHaTa ATOMTEX
Ha aMOMEHTAJIHUOT JI03€H BDKG-05 TosapHu
exBuBaneHt H*(10) ox y AT1117TM NPEBO3HU
International Atomic 3padcke BO OJIM3MHA Ha N3BOPU N17863 CpeICTBa CO
Energy Agency Ha JOHU3UPAUKO 3payeHe BO OTIaJICH MeTal
YOBEKOBaTa CpeanHa CO U TOTOB
IAEA-TECDOC- KODHCTEHE 0.03 pSv/h-100 TpPOM3BOT
1312/2002 uSv/h
Method for measurement of I uSv/h-10 mSv/h Freight vehicles
ambient dose equivalent H*(10) with scrap metal
from x, y and stopping radiation and finished
in the vicinity of sources of product
ionizing radiation in the
environment using
JlenoBu ox:
Parts from:
OTKpI/IBaI-Be Ha panOaTHBHU
MaTepHjalid Ha TPaHHIA
Detection of radioactive materials
at borders
I'naBa 4. 1360p Ha HHCTPYMEHTH
Chapter 4. Selection of
Instruments
4.5 MobwiHHY (padyHu) JETEKTOpH
4.5 Hand-held instruments
Metoma 3a Mmepeme Ha Op3uHaTa ATOMTEX
2 Ha aMOMEHTAITHUOT JT03CH BDKG-05 M3Bopu Ha
IIP.7.2.3 exBuBaieHT H*(10) ox x, y u AT1117TM JOHH3UPAYKO
3aKOYHO 3pavcmke BO Onu3MHA Ha N17863 3pavucmhe
IAEA-TECDOC-1092, W3BOPH HA JOHU3UPAUYKO 3pavCHe (peHTreH
IAEA-PRTM-1, BO paboTHa cpeanHa 0.03 uSv/h-100 amapaTu)
USER’S MANUAL FOR Sv/h
ATOMTEX Method for Measurement of HoV Sources of
ambient dose equivalent H*(10) | ! mSVh-10mSvih 140550
from x, y and stopping radiation radiation (X-ray
in the vicinity of sources of devices)
ionizing radiation in the working
place
3 Merto/a 3a nepcoHasIeH ox 85uSv no 200 TJI no3umerpu
mSv 3a NepCcoHaIHa
JIO3UMETPUCKA MOHUTOPUHT on33 keV 10 1.3 JI03MMETpHja
Hp(10) co TJII meToaa MeV
from 85 pSv to 200 | TL dosimeters
Personal dosimetry Hp(10) using | mSv for personal
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Bepauja/Version 9
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MKC-EN 62387

TLD method

WHcTpyMeHTH 3a 3aIUTHTa Of
panujanuja - Jlo3umMeTpucku
CHUCTCMHU 3a ITIaCUBHO
HUHTErpUpame 3a €KOJIOMIKO U
JIMYHO CJIICACHC

Radiation protection
instrumentation - Passive
integrating systems for
environmental and personal
monitoring

I'maBa 5 OcHoBHa mpolieTypa 3a
TECTUPAE
Section 5 General test procedures

5.4.2 Mepemwe Ha IPUPOTHOTO
HHUBO 3a 3pavuCHmE

5.4.2 Consideration of natural
background radiation

I'maBa 7 CnocoOHOCT Ha
JAO3UMCTPHUCKHUOT CUCTEM

Section 7 Capability of dosimetry
system

I'maBa 8 YcnoBu 3a
JO3UMETPUCKUOT CUCTEM
Section 8 Requirements for the
design of the dosimetry system

I'maBa 9 [Ipupaunuk 3a ynorpeba
Section 9 Instruction manual

I'maBa 11 bapama u TecTupama 3a
M3BPIIYyBAak€ HA MEPEHATA

11.2 KoedunpieHT Ha Bapujaiija
Section 11 Radiation performance
requirements and tests (
dosimetry system )

11.2 Coefficient of variation

from 33 keV t0 1,3
MeV

monitoring

MKC EN 61223-3-
1:2007

MeTOI[a 34 KOHTPOJIa Ha KBAJIUTET
Ha PTI" ypenu 3a paguorpaduja
Quality control for radiographic
X-ray equipment

[IponeHka u pyTUHCKU TECTOBU
BO MEMIIMHCKUTE OJIJICJICHU]a 33

ox 20 kV no 160 kV
From 20 kV to 160
kv
ox 1 nGy mo 9999
Gy
From 1 nGy to

M3Bopu Ha
JOHH3MPAYKO
3paucme
(pentren
amapaTH)

Sources of
ionizing
radiation (X-ray

W3 nanue/Issue 3
Bepauja/Version 9
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cHuMame- [len 3-1: TecToBu Ha
npugakame -MOKHOCTH Ha
omnpemara 3a peHTT€HCKO
CHHUMam€ 3a paanorpadcku
CHUCTCMU

Evaluation and routine testing in
medical iamaging departments —
Part 3-1: Acceptance tests —
Imaging performance of X-ray
equipment for radiographic
systems

I'maa 4 OcHOBHH acTieKTH 3a
npuakame Ha TECTOBHUTE
Section 4 General aspects of
acceptance tests

4.1 OnuTH yciaoBu BO
NPOLIEIypHUTE 33 UCTIUTYBaHE
4.1 General conditions to be
considered in tests procedures
4.3 YcnoBu Ha TeCTUPAE

4.3 Test conditions

4.4 TecT mapameTpu

4.4 Test parameters

4.5 Omnpema 3a TECTUPALE

4.5 Test equipment

4.5.1 Omro

4.5.1 General

4.5.2 IHCTpYMEHT 3a Mepeme Ha
BHCOK HAaIlOH

4.5.2 High-voltage measuring
instrument

4.5.3 KEPMAMETAP

4.5.3 KERMAMETER

4.6 EBanyarija Ha pe3ynTaTuTe
OJT TECTOT

4.6 Evaluating the test results
I'maBa 5 MeTou Ha TecTUpame 3a
paauorpadcka onpema

Section 5 Test methods for
radiography equpment

5.2 Hanon Ha PTT" neBka

5.2 X-ray tube voltage

5.3 BkymHa ¢unrpanuja

5.3 Total filtration

5.6 JIuHeapHOCT U MOBTOPJIUBOCT
Ha KEPMA

5.6 Linearity and reproducibility
of transmision of KERMA

9999 Gy

ox 0.2 mmAl o 14
mmaAl

From 0.2 mmAl to
14 mmAl

oxlms g0999.9s
From 1 ms to 999.9
S

devices)

Mer 0Jla 3@ KOHTPOJIa Ha KBAJIUTET
Ha PTT" ypenun 3a mamorpaduja
Quality control for
mammographic X-ray equipment

ox 20 kV mo 160 kV
From 20 kV to 160

H3Bopu Ha
JOHHM3MPAYKO
3paucme
(penTtren
amapaTu)

W3 nanue/Issue 3
Bepauja/Version 9

OB 05-25
OB 05-25
Crpana/Page 5 oo/of 8




ol

HNHCTHUTYT 3A AKPEAJUTAIINJA HA PEITYBJIMKA CEBEPHA MAKEJIOHHUJA
INSTITUTE FOR ACCREDITATION OF THE REPUBLIC OF NORTH MACEDONIA

MKC EN 61223-3-
2:2010

EBamyanuja u pyTHHCKH T€CTOBH
BO MEIWIIMHCKUTE OJIICTICHH]a 32
cHuMame- [len 3-2: TecTtoBu Ha
npudakame -MOKHOCTH Ha
orpemara 3a pCHTICHCKO
CHHUMAILEC 3a MaMOFpa(l)CKI/I
CHUCTEMHU

Evaluation and routine testing in
medical iamaging departments —
Part 3-2: Acceptance tests —
Imaging performance of
mammographic X-ray equipment

I'nmaBa 4 OcHOBHH acneKTH 3a
npudakame Ha TECTOBUTE
Section 4 General aspects of
acceptance tests

4.1 HuBoa Ha ycoriaceHocT

4.1 Levels of compliance

4.1.1 JloxanHa perynaTuBa
4.1.1 Local regulatory

4.1.3 Onwro

4.1.3 General

4.4 YcinoBu Ha TeCTHpAbE

4.4 Test conditions

4.6 Onpema 3a TecTHpame

4.6 Test equipment

4.6.2 IHCTpYMEHT 3a Mepeme Ha
BUCOK HaIroH

4.6.2 High-voltage measuring
instrument

4.6.5 Jo3umerap

4.6.5 Dosimeter

4.7 Epanyanuja Ha pe3yiTaTUTe
OJT TECTOT

4.7 Evaluating the test results
I'maBa 5 Meroau Ha TecTUpame 3a
PTT ypenu 3a mamorpaduja
Section 5 Test methods for
mammographic X-ray equpment
5.2 Hanon Ha PTT" neBka

5.2 X-ray tube voltage

5.3 JlebenvHa Ha
nonyancopmija (HLV)

5.3 Half value layer (HLV)

5.6 PamujanmoneH u3ies

5.6 Radiation output

I'maBa 7 N3BemiTaj u u3jaBa 3a
YCOTJIaCeHOCT

Section 7 Test report and
statement of compliance

kv

on 1 nGy mo 9999
Gy

From 1 nGy to
9999 Gy

ox 0.2 mmAl no 14
mmAl

From 0.2 mmAl to
14 mmAl

ox1lms oo 999.95s
From 1 ms to 999.9
S

Sources of
ionizing
radiation (X-ray
devices)

6

Merto/a 3a KOHTpOJIa Ha KBAJIUTET

N3Bopu Ha
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MKC EN 61223-3-
4:2007

Ha aenrtanau PTI ypenu
Quality control for dental X-ray
equipment

HpoueHKa 1 PYTUHCKU TCCTOBU
BO MCIUIIMHCKUTC o;menelmja 3a
cHuMame- [len 3-4: TecToBu Ha
npugakame -MOKHOCTH Ha
CHUMAamk€ Ha PEHTT€HCKA OIpEMa
3a panuorpaCKu CHCTEMH
Evaluation and routine testing in
medical iamaging departments —
Part 3-4: Acceptance tests —
Imaging performance of dental
X-ray equipment

I'maBa 4 OCHOBHM aclEeKTH 3a
npuakame Ha TECTOBHUTE
Section 4 General aspects of
acceptance tests

4.1 OnuITH yciaoBu BO
MPOIETypHUTE 32 HCTIUTYBAKkE
4.1 General conditions to be
considered in tests procedures
4.3 YcnoBU Ha TECTUPAE

4.3 Test conditions

4.4 Orncer Ha TecTUpamaTa

4.4 Scope of tests

4.5 Ompema 3a TECTUPALE

4.5 Test equipment

4.5.1 Ommrro

4.5.1 General

4.5.2 IHCTpYMEHT 3a Mepeme Ha
BHCOK HaIlOH

4.5.2 High-voltage measuring
instrument

4.5.3 KEPMAMETAP

4.5.3 KERMAMETER

4.6 Epanyaruja Ha pe3ynTaTuTe
OJT TECTOT

4.6 Evaluating the test results
I'maBa 5 MeTtonu Ha TecTUpame 3a
nenranuu PTI ypeau

Section 5 Test methods for dental
X-ray equpment

5.2 Hanon Ha PTT" neBka

5.2 X-ray tube voltage

5.6 INoBTopnmBOCT Ha
palujarioHeH u3Je3

5.6 Reproducibility of Radiation
output

I'naBa 8 M3Bemraj 1 u3jasa 3a

ox 20 kV mo 160 kV
From 20 kV to 160
kv

on 1 nGy mo 9999

Gy
From 1 nGy to
9999 Gy

ox 0.2 mmAl no 14
mmaAl

From 0.2 mmAl to
14 mmAl

ox1lms oo 999.95s
From 1 ms to 999.9
S

JOHHM3MPAYKO
3paucme
(peHTtren
amapaTu)

Sources of
ionizing
radiation (X-ray
devices)
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YCOrjIaCc€HOCT
Section 8 Test report and
statement of compliance

MKC EN 61223-3-
3:2010

Metona 3a KOHTpOJIa Ha KBAJIUTET
Ha PTI ypenu 3a nururanna
cyOTpakTUBHA aHrHOrpaduja
(DSA)

Quality control for digital
subtraction angiography (DSA)

[IpolieHKa U pyTHHCKU TECTOBU
BO MEIHMIIMHCKUTE OJICTICHH]a 32
cHuMame- [len 3-3: TecToBu Ha
npugakame -MOKHOCTH Ha
CHUMAamkE Ha PCHTTCHCKU YPEIH
3a JUTHTAJHA CyOTpakTUBHA
anruorpaguja (DSA)

Evaluation and routine testing in
medical iamaging departments —
Part 3-3: Acceptance tests —
Imaging performance of X-ray
equipment for digital subtraction
angiography (DSA)

ox 20 kV no 160 kV
From 20 kV to 160
kv

on 1 nGy mo 9999
Gy

From 1 nGy to
9999 Gy

ox 0.2 mmAl o 14
mmaAl

From 0.2 mmAl to
14 mmAl

oxlms g0999.9s

From 1 ms to 999.9
S

M3Bopu Ha
JOHH3UPAYKO
3paucme
(peHTren
amapaTu)

Sources of
ionizing
radiation (X-ray
devices)

MKC EN 61223-3-
5:2010

Merto/a 32 KOHTPOJIa Ha KBAJIUTET
Ha PTT ypenu 3a kommjyTepcka
ToMorpaduja

[IponeHka U pyTUHCKU TECTOBU
BO MEJMIIMHCKUTE OJIZICIICHH]a 32
cHuMame- Jlen 3-5: TecToBu Ha
npugakame -MOKHOCTH Ha
CHUMAamkE Ha PCHTTCHCKHU YPEIU
3a KOMITjyTepcKa ToMorpaduja
Evaluation and routine testing in
medical iamaging departments —
Part 3-5: Acceptance tests —
Imaging performance of
computed tomography X-ray
equipment

on 20 kV no 160 kV
From 20 kV to 160
kv

on 1 nGy mo 9999

Gy
From 1 nGy to
9999 Gy

ox 0.2 mmAl o 14
mmAl

From 0.2 mmAl to
14 mmAl
oxlmsmo999.9s
From 1 ms to 999.9
S

M3Bopu Ha
JOHH3MPAYKO
3paucme
(peHTren
amapaTu)

Sources of
ionizing
radiation (X-ray
devices)

M-p Cno6oxen YokpeBcku
Msc. Sloboden Chokrevski

Hupexrop

Director
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