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IIpuiior KOH cepTU(PUKATOT 32 AKPETUTALMjAa HA
MeIUIUHCKA J1adopaTopuja

Annex to the Accreditation Certificate of

Medical Laboratory
bp. MJI-015 / No. ML-015

Hatym: 03.07.2026

Date: 03.07.2026

AKPEJIUTHUPAHO
TEJO

Accredited body

JIOKAIIAJA

Location

CTAHJAP]

Standard

KPATOK OIIUC HA
OIICETOT HA
AKPEJUTALIMJATA

A short description of the
accreditation scope

I'o 3amenyBa nipusiorot ox 23.12.2024
Replaces annex dated 23.12.2024

IlpuBaTHa  31paBCTBEHa  yCcTaHOBa -
JAujarHocTuuka 0moxemmcka Jadoparopuja,
Jabdoparopuja 3a MOJIEKYJIapHa
AMjarHOCTHKA " AMjarHOCTHYKA

MHUKpoOMosomka Jgadoparopuja PAMYC
Ckonje

Private  health institution - Diagnostic
biochemical laboratory, molecular diagnostics
laboratory and diagnostic microbiological

laboratory RAMUS Skopje

Metoauja Hlatopos lapio 25, Aepoapowm,
Ckomje

Metodija Shatorov Sharlo 25, Aerodrom,
Skopje

MKC EN ISO 15189:2022

MKC EN IS0 15189:2022

XeMaToJIOMKO U OMOXEMHUCKO HCIUTYBambEe Ha
OMOJIONIHN MPUMEPOITH OJT XyMaHO TTOTEKJIO

Haematological and biochemical examination
of biological samples with human origin
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JETAJIEH OITUC HA OIICETOT HA AKPEJIUTALINJA
Detailed description of the accreditation scope

Kiracudukanmja mo moapadja 3a obacta Ha Tectupame criopen MAPCM IlpaBwrauk P 15/ Classification

according to testing areas given in IARNM Regulation R 15

2. buonoruja, buoxemuja/Biology, biochemistry
2.4 EnzuMcku TectoBU/ Enzyme tests
3. Xemwuja/ Chemistry

3.1 ®usnuko-xeMucku metoau/ Physicochemical methods

3.2 Knacuunu metou 3a ananuza/ Conventional method of analyses
7. Mexanunuko tectupame/ Mechanical testing
7.3 MUKPOCKOIICKO TecTupame/ Microscopic testing

Knacudukanuja mo tum Ha pou3Boau/MaTepujann 3a Tectupame coper MAPCM Ilpasmmauxk P 15/
Classification according to types of products/materials for testing given in IARNM Regulation R 15

1. buonowxu npumepoyu /Biological samples
1.1 Knunuuxu u namonowxu npumepoyu/ Clinical and pathological samples

\ (uxcen oncer

0 ¢rexcuduIeH oncer

O dukcen / duiexkcuduieH

(fix scope) (flexible scope) omcer
(fix/flexible scope)
Hanowmena: Co | CremneH Ha ¢uiekcubmiaHocT (copen mporemypata [P 05-09):
»¥ece Degree of flexibility (according to Procedure PR 05-09):
obenexyBa
q)nechIGI/IJIHI/I 0 mpomeHa Ha onpema/ 0 nomaBam-€ HA HOBH AHAJIMTH/ [0 nopaBame HA HOBH
OT OIICET MeTo// mpouexypa 3a napamMeTpu/ KapaKTePHCTHKA KOW ce MAaTepujaan/ MAaTPUKCH 32
HCIIMTYBambe HCMTyBaaT HCIIMTYBambe
changing equipment/ addition of new analytes/ parameters/ addition of new materials/
method/ examination characteristics for examination matrixes for examination
procedure
bp. Omnpema/ Metoa/ Texnuka Anannt/ llapamerap | Martepujan/ MaTpukc
Pedepenua na 3a HCIIUTYBam€
npoueaypara 3a
HCIIUTYBam-€
Equipment/ Method/
No. Reference to Technique Analyte/ Parameter Material/ Matrix for
examination procedure examination
1. ABTOMATCKH AEIC (Automatic IMosana kpB/
X€MaTOJIOIIKH 6p0ja"l electric impedance for Whole blood
Mindray BC-30s counting)
COII 7.3.6-1
Automatic Hematology CALC (Ilpecmerra)
el o
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counter
Mindray BC-30s

AEIC JleykouuTn /
Leukocytes
AEIC Epurpouurn/
Erythrocytes
PHO Xemornooun/ HGB
CALC MCYV (Mean cell
volume)
CALC HCT (Hematocrit)
AEIC Tpom6ountn/ PLT

ABTOMATH3UPAH
XeMaToJIOMIKH S -
audepeHnujaneH
Opojau
MINDRAY BC-760

Automatic hematology

AEIC (Automatic
electric impedance for
counting)

CALC (IlpecmeTka)

IMonna kps/
Whole blood

counter 5 part diff.
MINDRAY BC-760
COII 7.3.6-1
AEIC JleykouuTn /
Leukocytes
AEIC HeyTtpodum/
Neutrophil

Granulocytes

AEIC Eo3nnoduan/Eosinop

hils Granulocytes

AEIC ba3zoduan/Basophils
Granulocytes

AEIC Monouutn/Monocyte

s
AEIC Jlnmpountu/Lympho
cytes
AEIC Eputpouutu/Erythro
cytes
PHO Xemornooun/ HGB
CALC MCYV (Mean cell
volume)
CALC HCT (Hematocrit)
AEIC Tpomoountu/ PLT

CeauMeHTanMja HA

Becreprpen merona

CennMeHTauMja HA

IurpaTHa nmoHa

Wz nanue/Issue 1
Bepauja/Version 1
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epuTponuTH/ -Mepeme Ha €PUTPOLUTH KpB/
Sedimentation rate of IUIa3MATCKH CTOJI0 Ha Citrate whole blood
erythrocytes rpajayupana ckania /
COI17.3.6-10 Westergren method
ABTOMATH3UPAH -Mepem¢ Ha cTeleH 1 CennMeHTauMja Ha
XeMaTOJIOIIKH 5 - 6p3uHa Ha arperanuja €PUTPOLUTH IutpaTHa moaHa
mudepenuujanen na Epurpounty n KpB/
Opojau npecMeTKa Ha Citrate whole blood

MINDRAY BC-760

Automatic hematology

cequMeHTanuja /
Photometric method

counter 5 part diff.
MINDRAY BC-760
COII 7.3.6-10
YpuHoananusaTop MaKpoCKONCKH ONHC U Ypuna/Urine
DocUReader 2 Pro/ MYJATHIIapaMEeTapCKH
Urinalysis on YPHHAPHHU TeCT JIeHTH/
DocUReader2 Pro Macroscopic and
CoI 7.3.6-11 multiparametar dip-
stick urinalysis
macroscopic (MAC)
dip-stick (DS)
MAC Hsraen/ Appearance
MAC Boja/ Colour
DS Cneuuduyna
Texxuna/ Specific
gravity
DS pH
DS I'nyko3a/Glucose
DS Buaupyoun/ Bilirubin
DS Keronun/Ketones
DS Epurpouurn/
Erythrocytes
DS Jleykouurn/
Leukocytes
DS IIporeunn/ Proteins
DS Ypoouaunnoren/
Urobilinogen
DS Hurpurn/ Nitrites
MuKpOCKONCKO MHuKpOoCKONHpame/ CeanMeHT Ha ypuHa/ Ypuna/ Urine
HCIMTYBAaKE HA MIC (microscopic) Urine sediment (MIC)
ceUMEHT Ha
ypuna/Microscopic
examination of the
urinary sediment
COII 7.3.6-12
Wz nanwue/Issue 1 Ob 05-33-4 )
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Jleykouurn/
Leukocytes
Epurtpouurn/
Erythrocytes
Enurennn xkierkn/
Epithelial cells
XujaauHCKH
nuansapu/ Hyaline
casts
I'panyaupanu
uuaunapu/ Granular
casts
BaxTtepun/ Bacteria
Kpucraau/Crystals
6. buoxemucku ®0OTOMETPHCKH MeTO/IH Cepym/ Serum
aHasau3atop Architect /
. c4000/ Photometric methods
Biochemical analyzer (PHO)
Architect c4000
COII 7.3.6-2
COII 7.3.6-3
COII 7.3.6-4
COII 7.3.6-5
COII 7.3.6-6
COIl1 7.3.6-7
COIl 7.3.6-8
CoI1 7.3.6-9
PHO I'nyko3a/Glucose
PHO Bkynen xoJiecrepoJ/
Total cholesterol
PHO Tpuranuepuan/
Triglicerides
PHO Ypea / Urea
PHO Kpeatnnun/
Creatinine
PHO ACT (Acnaprat
amMuHoTpaHcdepa3sa)/
AST (Aspartate
aminotransferase)
PHO AJIT (AnaHuH
amuHoTpaHcdepasa)/
Wz nanue/Issue 1 Ob 05-33-4
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ALT (Alanine
aminotransferase)
PHO CepyMcko kesie3o0/
Iron
M-p Huxko bepbepy
Niko Berberu, Msc.
Hupexrop
Director
OBa e eNeKTpoHCcKa Bepanja 04 MpraoroT KoH cepTUdHUKATOT 3a aKpeguTaunja
This is on line copy of the Annexto the accreditation certificate
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