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

Ipuiior KoH cepTU(PUKATOT 32 AaKPEAUTALMja HA
Jadoparopuja 3a TeCTUpPame
Annex to the Accreditation Certificate of

Testing Laboratory Y’
Bp. JIT-016 / No. LT-016 @

Hatym: 29.06.2022 I'o 3amenyBa npwtorot ox 24.03.2021
Date: 29.06.2022 Replaces annex dated 24.03.2021
1. AKPEJIUTHUPAHO TEJIO EKOTEX JO3UMETPU Ogl HonpyxHura
Bo Ckorrje
Accredited body EKOTEH Dosimgtry §giLt®-Branch in Skopje
2. JIOKALIMJA Bbyn. Ky3panu Jocudbscku [Tuty 6p.28 15/16,

Ckorj
Location r&;&ifovski Pitu, 28 15/16, Skopje

3, ?V
CTAHIAPI MKC EN ISO/IEC 17025 : 2018
MKS EN ISO/IEC 17025 : 2018
Standard

3 Tectupame Ha  JOHM3UPAUYKO 3pavyeme  CO
4. ﬁﬁ‘;EOK Oy C X CETOT HA OTpesieNTyBambe Ha aMOMeHTaseH JI03€H
A . €KBUBAJICHT, ONpEICIyBakbEe Ha IEPCOHAIHA

JIO3UMETpHja U TIPOIICHKA U PYTUHCKH TECTOBU BO
MEIUIIMHCKUTE OJIeTICHH]a 32 CHUMAabe

rt description of the accreditation ~ Testing of ionizing radiation with determination of
pe ambient dose equivalent, determination of
0 personal dosimetry and evaluation and routine

testing in medical iamaging departments
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5. JAETAJIEH OIIMC HA OIICET'OT HA AKPEJIUTAIIUJA
Detailed description of the accreditation scope

Knacundukanuja no mogpayja 3a 0d/1acta Ha TecTupame (kjiacupukanuja cnopex MAPCM IlpaBuiaHukoTP 15

Tectupame Ha jOHH3MPAUKO 3padyeke€ CO OINpelelyBambeé Ha aMOMEHTaJeH J03€H GKB ,
olpezieNlyBamke Ha MEPCOHAIHA JO3UMETPHja U MPOLEHKA U PYTHHCKH TECTOBH BO MCIMELIMHBKHTE

OJITICJICHHU]a 32 CHUMAhE

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

ermination of

Kaacupuxanmja mo TMn Ha npou3Bogu/MaTepHjain 3a TecTUpame (KJjac
MpaBuanuxor P 15):

Classification according to types of products/materials for testing (cla
15):

nujaenopen MAPCM

icatfg according to IARNM Regulation R

P

H

ata ITP 05-09):

X (pukcen oncer
(fixed scope)

O aexcuduieH o
(flexible scop

[ ¢uxceH / (pyiekcHOUIEH omcer
(fixed/flexible scope)

Hamomena: Co ,,*“

ce 00enexKyBa Degree of flexibility (according R 05-09):
(haeKCHOMITHIOT y
oIICer [J HOBM a;KypHpPaHU 't JaJIM/IPOM3BOAM/NIPEAMETH H/WIM (] HOBH
Bep3UM HA cTaHAapau/ [Kap HMKA/CBOjCTBO/aHAJIMT KOj ce MepH  (CTAHIapAu/A0KyMEHTH,

[TOKYMEHTH /11 OILIMPYBaHk-€¢ HA MEPHUOT oOIicer NMpUJIATOIeHH HA 0apamaTa
new up-date versioggof new materials/ products/ items and/or measured |Ha KJIHEHTOT
the standards/ racteristic/ property/ analyte, and/or extension |new standards/ documents,
documents measuring scope upon a request by the client
Br. | O3naka Ha crangap, ac)m; Ha cTaHIapaHaTa metona, | I[loapauje (r) Ha Matepujaimn 4
CTaHAapHaTa METOJIa, METOJIa | MEPEHE, TECTUPAILE; OHOCHO e
a3BHEHA BO JTa0OpaTOpHja, METO1a TPOU3BOIH c
cnenuduUIMpana o1 CTpaHa Ha T
IIPOU3BOAUTENOT HA OIIpEMara, (1]
MeTo/[a 00jaBeHa OJ1 yTriieHa T
TCXHHUYKa I/IHCTI/ITYLII/Ija W METoJa a
o0jaBeHa BO peJIeBaHTHU HAYIHU
*< TPYZOBH HIIH BECHULIH Range (r) of
0 BO PEJIEBAHTHU measurement, testing;
Ea YHU TPYIOBU WU
BECHHUIIU
Title of standard testing method,
nonstandard testing method, method
ONO. Reference to standard |developed by the laboratory, method Materials f
testing method, specified by the manufacturer of the /Products r
nonstandard testing equipment, method published by e
method, method developed reputable technical q
by the laboratory, method |organization or method published in u
specified by the relevant scientific texts or journals e
manufacturer of the n
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equipment, method
published by reputable
technical
organization or method
published in relevant
scientific texts or journals

International Atomic
Energy Agency

IAEA-TECDOC-1312/2002

Mertona 3a Mepere Ha Op3uHarTa Ha
AMOUEHTAIHUOT JJO3CH EKBUBAJIEHT
H*(10) oy 3pauerme Bo Giu3HHA
Ha M3BOPH HA JOHU3UPAYKO 3pAUCEHE
BO YOBEKOBaTa CpeIHHa CO
KOpUCTEHE

Method for measurement of ambient
dose equivalent H*(10) from X, y
and stopping radiation in the
vicinity of sources of ionizing
radiation in the environment using

JlemoBu ox:
Parts from:

OTKpUBamke HA paguoaTu
MaTepHjaiy Ha TPaHU

Detection of radioa
borders

erials at

;‘gv

4.5 MoOwuiHY {padiin) 1eTeKTOpH

A

ATOMTEX
BDKG-05
AT1117M N17863

0.03 uSv/h-100 uSv/
1 uSv/h-10 mSv/h

with scrap metal
and finished
product

&
&

a 3d Mepeme Ha Op3uHaTa Ha

4.
Mert
OUGHTAITHUOT JI03€H EKBHBAJICHT
H™0) ox x, ¥ 1 3aKO4HO 3payerse
OMM3MHA HA U3BOPH HA

JOHI3UPAYKO 3padekhe BO paboTHA
cpenuHa

Method for Measurement of ambient
dose equivalent H*(10) from x, y
and stopping radiation in the
vicinity of sources of ionizing
radiation in the working place

ATOMTEX
BDKG-05
AT1117M N17863

1 uSv/h-10 mSv/h

0.03 uSv/h-100 uSv/h

M3BOpH Ha
jOHH3HUPAYKO
3paueme (PeHTIeH
amapaTi)

Sources of ionizing
radiation (X-ray
devices)

KC-EN 62387

Metopa 3a mepcoHaseH
mosumerpucku Mmouutopuur Hp(10)

co TJI/] merona

Personal dosimetry Hp(10) using
TLD method

o1 85uSv 1o 200
mSv

on 33 keV no 1.3
MeV

from 85 uSv to 200
mSv

from 33 keV to 1,3
MeV

TJI no3umeTpu 3a
[epCOHaIHA
Imo3uMeTpuja

TL dosimeters for
personal
monitoring
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IMHCTPYMEHTH 3a 3aIITUTA O]
panujanmja - JJosumerpucku
CHUCTEMU 3a ITACUBHO UHTETPUPABLE
3a €KOJIOIIKO U JIMYHO CJIICACHC
Radiation protection
instrumentation - Passive
integrating systems for
environmental and personal
monitoring

I'maBa 5 OcHOBHA mporieaypa 3a
[TECTHpame
Section 5 General test procedures

5.4.2 Mepeme Ha IpUPOAHOTO HHUBO
3a 3pavucCHC

5.4.2 Consideration of natural
background radiation ‘
I'maBa 7 CriocoOHOCT Ha
WMOBUMCTPUCKHUOT CUCTEM
Section 7 Capability of dogi
system

['maBa 8 Ycnosu
crcTeM

CKHOT]

1 Bapamwa u Tectupama 3a
13 YBamC Ha MEpembaTta

1.2 KoedummeHT Ha Bapujammja
Section 11 Radiation performance
requirements and tests ( dosimetry
system )
11.2 Coefficient of variation

&
>

[MpoueHKka n pyTHHCKH TECTOBH BO
MEIMIIMHCKHUTE OJIIEIeHH]ja 3
caumamse- Jlen 3-1: TectoBu Ha
mpudakame -MOKHOCTH Ha
orpeMara 3a peHTT€HCKO CHUMAmbe

Ba pagrorpadCcKu CHCTEMH

3
4 23-3-1:2007 |MeTomaa 3a KOHTPOJIA HA KBAJUTET 3Bopu Ha
Ha PTT ypenu 3a paguorpaduja jOHH3HUPAYKO
Quality control for radiographic X- spauere (PEHTTEH
ray equipment armapaTin)

Sources of ionizing
radiation (X-ray
devices)
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4

)
aj
ti
agdgraphy equpment
@ .2 Hamon Ha PTT nieBka

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

['nmaBa 4 OCHOBHU acTeKTH 3a
npugakame Ha TECTOBHUTE
Section 4 General aspects of
acceptance tests

4.1 Oty ycmoBu BO
MPOLIENYPUTE 3a UCITUTYBAE
4.1 General conditions to be
considered in tests procedures
4.3 YcioBu Ha TecTUpamke
4.3 Test conditions

4.4 Tect napameTpu

4.4 Test parameters

4.5 Onpema 3a TecTHpame

4.5.1 Omro
4.5.1 General
4.5.2 IHCTpYMEHT 3a Mepgibe
IBUCOK HAIIOH
4.5.2 High-voltage npeastifig
instrument

4.6 EBamyary % MRS yIITATHTE OJL
[TeCTOT
4.6, Evaluating e test results

i ©TOJIM Ha TECTUPAE 3a
I

pad@cka orpema
5 Test methods for

5.2 X-ray tube voltage

5.3 BkymHa duirpanuja

5.3 Total filtration

5.6 JImHeapHOCT ¥ MOBTOPJIMBOCT Ha
KEPMA

5.6 Linearity and reproducibility of
transmision of KERMA

4.5 Test equipment A

&
>

K

61223-3-2:2010

MeTtozna 3a KOHTpOJIa Ha KBaJIUTET
Ha PTT ypeau 3a Mmamorpaduja
Quality control for mammographic
X-ray equipment

[EBamyanuja u pyTHHCKH TECTOBH BO
METUITTHCKUTE OJICTICHH]ja 3a
cHumame- Jlen 3-2: TectoBu Ha

mpudakame -MOKHOCTH Ha

M3BOpH Ha
jOHH3HUPAYKO
3paueme (PEeHTTeH
amapaTi)

Sources of ionizing
radiation (X-ray
devices)
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&
&

ornpeMara 3a pEHTITCHCKO CHUMAmbe
3a MaMOTrpa)CKi CHCTEMH
Evaluation and routine testing in
medical iamaging departments —
Part 3-2: Acceptance tests —
Imaging performance of
mammographic X-ray equipment

['maBa 4 OCHOBHU acTeKTH 3a
mpuakame Ha TECTOBHUTE
Section 4 General aspects of
acceptance tests

4.1 HuBoa Ha ycorimaceHOCT
4.1 Levels of compliance
4.1.1 JlokamHa perynaTtuBa
4.1.1 Local regulatory

4.1.3 Ommro

4.1.3 General

4.4 YcnoBy Ha TeCTUPABE
4.4 Test conditions ‘
4.6 OnpeMa 3a TeCTHpame
4.6 Test equipment

4.6.2 IHCTpYMEHT 3a Mepgibe
BHCOK HAIlOH

4.6.2 High-voltage npeastifig
instrument
4.6.5 TozumeTtap
4.6.5 Dosi
4.7 Epanyan r’?@
TecToT
4.7 _Evaluating e test results

1t STOJIM HAa TECTUPAKE 3a
PT eyt 3a MaMorpaduja

tiopr5 Test methods for
ographic X-ray equpment

.2 Hanon Ha PTT nieBka

5.2 X-ray tube voltage

5.3 JleOenrHa Ha TIOTyarCOPIIIIHja
(HLV)

5.3 Half value layer (HLV)

5.6 Pasujanmonen usies3

5.6 Radiation output

['maBa 7 M3BemiTaj u u3jaBa 3a
[yCOTJIaCEHOCT

Section 7 Test report and statement
of compliance

e3yJTaTUTE O

&
>

MKC EN 61223-3-4:2007

MGTOI[a 3a KOHTPOJIa HAa KBAJIUTCT
Ha aentanuu PTT ypenun

Quality control for dental X-ray
equipment

IIporieHKa ¥ pyTUHCKH TECTOBH BO

M3Bopu Ha
jOHI3UPAYKO
3paueme (PEeHTTeH
amapaTi)

Sources of ionizing
radiation (X-ray
devices)

W3 nanue/Issue 3
Bepauja/Version 9

OB 05-25
OB 05-25
Crpana/Page 6 oo/of 8




ol

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

MECIUIIMHCKHUTC OZ[I[QJICHI/Ija 3a
cunMame- [len 3-4: TecTtoBu Ha
mpuakame -MOKHOCTH Ha
CHUMAamkC Ha PEHTTEHCKA OIIpEMa 3a
[paguorpadCKu CUCTEMH

Evaluation and routine testing in
medical iamaging departments —
Part 3-4: Acceptance tests —
Imaging performance of dental X-
ray equipment

['maBa 4 OCHOBHU acTeKTH 3a
npugakame Ha TECTOBHUTE

Section 4 General aspects of
acceptance tests

4.1 Onurty ycinoBu Bo

MpOLIENYPUTE 3a UCITUTYBAKE

4.1 General conditions to be
considered in tests procedures ‘
4.3 YcnoBu Ha TecTupame

4.3 Test conditions

4.4 Oncer Ha TecTUpamaTa

4.4 Scope of tests

4.5 Onpema 3a TecT
4.5 Test equipment
4.5.1 Omro
4.5.1 General
4.5.2 Uuerp peme Ha
IBUCOK HAIIOH

4.5.2 High-voltage measuring
insgeUment

.6 Evaluating the test results

ray equpment

5.2 Hamon na PTI nueBska

5.2 X-ray tube voltage

5.6 TToBTOpIMTUBOCT Ha
[paanjaIIiOHCH U3JIe3

5.6 Reproducibility of Radiation
output

['maBa 8 M3BemTaj 1 u3jaBa 3a
[yCOriac€HoOCT

Section 8 Test report and statement
of compliance

) ['maBa 5 Metonu Ha TeCTUpamE 3a
imentanuu PTT ypenu
@ Section 5 Test methods for dental X-

&
>

7 MKC EN 61223-3-3:2010 [Meroa 3a KOHTpPOJIa HA KBAJIUTET N3Bopu Ha
Ha PTI ypenu 3a nururanHa jOHM3UPAYKO
cyOTpakTuBHa aHrnorpaduja (DSA) Bpauyeme (PeHTTeH
Quality control for digital anaparu)
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subtraction angiography (DSA)
Sources of ionizing
radiation (X-ray
[MporieHKa W PyTUHCKH TECTOBH BO devices)
MCIUITUHCKUTEC O)IHCJICHI/Ija 3a
cHumambe- [len 3-3: TectoBu Ha
npudakame -MOXKHOCTH Ha
CHUMAamC Ha PCHTICHCKU YpEau 3a
JUIrUTaJIHa Cy6TpaKTI/IBHa

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)

fe] MKC EN 61223-3-5:2010 |Meroja 3a KOHTpOJIa Ha KBAJIUTET M3Bopu Ha
Ha PTI ypenu 3a komnjyTepcka jOHU3UPAYKO
romMorpaduja spayeme (PEeHTTeH
‘ arapaTH)
IIpoLieHKa U PYTUHCKH TECTOB
MEIMIIMHCKUTE OJICTICHU]a
cHuMame- [len 3-5: TecTqpy }

Sources of ionizing
radiation (X-ray
devices)

M-p Cnoboxnen YokpeBcku
Msc. Sloboden Chokrevski

Hupexrop
Director
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