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

Hpuior kon Ceprudukaror 3a akpeaAuTALUja HA
MeIUIUHCKA J1adopaTopuja
Annex to the Accreditation Certificate of
Medical Laboratory
bp. MJI-009 / No. ML-009

Hatym: 16.08.2023 I'o 3amenyBa [Ipuioror oy 27.07.2022
Date: 16.08.2023 Replaces Annex dated 27.07.2022
1. AKPEAJUTUPAHO TEJIO Yuusep3urer ,,CB. Kupuia u Meroauj“ Bo Cromnje

Memnunncku ¢paxkyarer Bo Cxomnje
HNHcTUTyT 32 MEAUIUMHCKA U eKCIIEPUMEHTAIHA OnoxemMuja
JlabopaTtopuja 3a Ouoxemucku ucnuryBamwa (JIBN)

Accredited body University 'Ss. Cyril and Methodius™ in Skopje
Faculty of Medicine in Skopje
Institute of Medical and Experimental Biochemistry
Biochemical Analyses Laboratory (BAL)

2. .JIOKAHI/IJA V. ,,50 a HI/IBHSI/Ija“ 6p6, 1000 CKOHje
PemryOnmka CeBepra Maxkenonuja

“50 " Division” No.6, 1000 Skopje

Location Republic of North Macedonia
3. CTAHIAPJ MKC EN ISO 15189:2013
Standard MKC EN 1SO 15189:2013

4. KPATOK OIIUC HA OIICEI'OT  JlabopaTOpyCKH HCHHMTyBama BO MOAPAYjeTO HA MEIUIMHCKA

HA AKPEJIUTAIIUJATA OMOXeMHja, XeMaTOoJIOTH]ja U BUPYCUMYHOJIOTH]a
A short description of the Laboratory testing in the field of medical biochemistry,
accreditation scope hematology and virus immunology
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5. JETAJIEH OIIAC HA OIICEI'OT HA AKPEJIUTALIUJA
Detailed description of the accreditation scope

Knacuduxaumja no nogpayja 3a odjacra Ha Tectupame (kiacupuxamuja ciiopex MAPCM Ilpapuwinukor P 15):
2. buoJoruja, 6uoxemuja (2.4 EH3umcku TecToBy; 2.5 VIMyHOJIOIIKY TECTOBN)

3. Xemuja (3.1. ®usnuko-xemucku Metoau; 3.2. Knacuunu metonu 3a ananusa; 3.3 Xpomarorpaduja)

7. Mexannuko tectupame (7.3 MUKPOCKOICKO TECTHPABE )

Kaacudukanuja mo TN Ha NPoU3BoH/MaTepHjaiu 3a TecTUpame (kiacupukanuja cnopen MAPCM IpaBuIHUKOT

P 15):

1. Bnosomxu npumeponu (1.1 KnuHuUKY 1 MaTOIOMIKHY IPUMEPOLIH)

Classification according to testing areas (classification according to IARNM Regulation R 15):
2. Biology, biochemistry (2.4 Enzyme tests; 2.5 Immunological tests)
3. Chemistry (3.1 Physicochemical methods; 3.2 Conventional methods of analysis;3.3 Chromatography)
7. Mechanical testing (7.3 Microscopic testing)

Classification according to types of products/materials for testing (classification according to IARNM Regulation R 15):
1. Biological samples (1.1 Clinical and pathological samples)

\ ¢uxcen oncer

0 ¢p1exkcuduIeH oncer

0 ¢pukcen / paexcuduiIeH oncer

(fixed scope) (flexible scope) (fixed/flexible scope)
Hano | Cremen Ha dekcubmiHoCT (criopern mpoueaypara ITP 05-09):
mena: | Degree of flexibility (according Procedure PR 05-09):
Co
B [] HOBM a:KypHpaHU Bep3un (] HOBM MaTepHjaJu/mpon3BOAH/IIPEIMETH H/WJIH [0 HOBH
ce HA cTaHaapan/ J0KyMeHTH KapaKTEePUCTHKA/CBOjCTBO/AHAJIUT KOj ce MepH M/WJIM | CTaHIapau/I0KyMeHTH,
ob6ene | new up-date versions of the NPOLIMPYBAH-€ HA MEPHUOT OIICEr NPUJIATOAEeHH HA 0apamkaTa Ha
xysa | Standards/ documents new materials/ products/ items and/or measured KIIMeHTOT
ek charact_erlstlc/ property/ analyte, and/or extension of | new standards/ documer_lts,
measuring scope upon a request by the client
cuou
JIHHUO
T
OIICcer
Br. O3naka Ha cTaHIapAHaTa HacaoB Ha crangapaHaTa Moapauje (r) Ha Marepujanu q
METOAa, HECTaHAap/AHaTa METOAa, HECTaHAap/AHaTa MEpCH:C, OAHOCHO €
MeToAa, METOAAa pa3BrUCHA METOZa, MCTO/J1a pa3BrcHa BO TECTUPALC MPOU3BOIH [V
BO JabopaTopwuja, MeToaa mabopaTopuja, MeTo1a T
cnenuuIpaHa o CTpaHa cnenuUIIpaHa O CTpaHa Ha [}
Ha MpOU3BOJUTECIIOT HA MMPOU3BOAUTEIIOT HA ollpemMara, T
ornpemara, MeTo/ia 00jaBeHa MeTo/[a 00jaBeHa OJ1 yTrJieHa a
O yrjieaHa TCXHUYKa TEXHUYKaA I/IHCTI/ITyHI/Ija 150040
MHCTHUTYIIM]a WK METO/a MeToJia 00jaBeHa BO
o0jaBeHa BO peJIeBaHTHU peNeBaHTHU HAYyYHU TPYAOBH
Hay4YHU TPYAOBU HUIIU WJIN BECHUIIN
BECHUIIU
No. Reference to standard Title of standard testing Range (r) of Materials f
testing method, nonstandard method, nonstandard testing measurement, /Products r
testing method, method method, method developed by testing e
developed by the the laboratory, method specified q
laboratory, method by the manufacturer of the u
specified by the equipment, method published by e
manufacturer of the reputable technical n
equipment, method organization or method c
published by reputable published in relevant scientific y
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technical

organization or method
published in relevant
scientific texts or journals

texts or journals

Banuaupanu aHanuTHYKH METOM JudepeHunjanna KpBHa cJIMKa Ha IomHa xps/ T/C
U MHCTPYKLIMH OJ1 NPOU3BOJUTENIOT | XeMAaToJIOLIKHU Opojay / whole blood
Ha uHCTpyMeHTOT Sysmex XS800i/ | Differential blood count (automatic):
Manufacturer’s validated
analytical methods and instructions
for Sysmex XS800i
MHuTepHanyoHanHa KOHCEH3YC
rpyma 3a XeMaroyoruja
/International Consensus group for
Hematology
COII 5.5.3-01, u3n 01, Bep3 01
AEIC (Automatic electric OnpesenyBatbe Ha 6poj Ha ICYKOLMTH / | Mepro noapatje
impedance for counting) Determination of leucocytes number (0-99,9) x 10° /uL
AEIC (Automatic electric Jlumounuru % Lymphocytes% MepHo mozpadje
impedance for counting) (0-99,9) %
AEIC (Automatic electric Mowsouurn % MepHo nozpadje
impedance for counting) Monocytes % (0-99,9) %
AEIC (Automatic electric MepHo nozpadje
impedance for counting) I'panynormru % Granulocytes % (0-99,9) %
AEIC (Automatic electric ] MepHo nozpadje
impedance for counting) Jlumcponry, anconyren 6poj (0-99,9) x 10° /uL
(Lymphocytes count) '
AEIC (Automatic electric . Mepro nozpagje
impedance for counting) MowouurtH, arncoiytet 6poj /Monocytes (0-99,9) x 10° /uL
count '
AEIC (Automatic elgctric ) MepHo noapasje
impedance for counting) I'paysounty, ancoiytex 6poj/ (0-99,9) x 10° /uL
Granulocytes count ' M
AEIC (Automatic electric .
. X . M
impedance for counting) Onpeznenysatme Ha 6poj Ha epUTPOLUTH/ (oeiﬁogg;)ipfggf L
Determination of erythrocytes number ! H
AEIC (Automatic electric Xematoxput /Hematocrit ?g?g; g)n;)ﬂpaqje
impedance for counting) '
AEIC (Automatic electric MCV Mean cell volume i’é‘g)";ol_“oﬂpa‘l]e (20-
impedance for counting)
CALC (Tpecmerka) MCH Mean cell Haemoglobin ?fgpj{gol;opilgpaqje
CALC (Ipecmerka) MCHC Mean cell Haemoglobin .
. MepHo noapauje
concentration (10-50) g/dL
AEIC (Automatic electric g
impedance for counting) Tpombomurr/ Platelets M .
€pHO nojpayje
(0 -1490) x 10° /uL
Banuaupana ¢poromerpucka meroga | OnpezenyBame Ha KOHLEHTpanujaTa Ha | MepHo moapayje Tosnna kps/ T/IC
Ha IPOM3BOJAMTENOT Ha xemoryioous/Haemoglobin (0-29,9) g/dL whole blood
uHCTpyMeHTOT Sysmex XS 800i/ concentration determination
Manufacturer’s validated
photometric method and
instructions for Sysmex XS800 i
COII 5.5.3-01, n3x 01, Bep3 01
Becreprpen MeTosa co HaTpHYM bp3una Ha cepMeHTaMja Ha IMosxa kpB/ T/C
mutpat/ Westergren method with epUTpOLUTHTE/ whole blood

sodium citrate

Hurepnannonanen Coset 3a
CTaHAapM3alja BO XeMaToJoruja/
International Council for
Standardization in Haematology
(ICSH)

Sedimentation rate of erytrocytes
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COI1 5.5.3-02, u3x 01, Bep3 01
MakpOCKOIICKO HCTIUTYBAamE CO Mperxen na ypuna/Urinalysis: Vpuna/ T/C
4 tect sientr/ Macroscopic analyses Urine
’ by urinary biochemistry stick,
(UBS)
VIHCTHTYT 33 KIMHUYKY U Usrnen (MAC) Appearance Oucrpa-3amareHa
11a00paTOPUCKH CTaHapau /
Clinical and Laboratory Standards
Institute Urinanalyses GP16-A3 PenarusHa rycruxa/Relative 1,000- 1,030
COII 5.5.3-03, u3n 01, Bep3 01 | Density (UBS)
boja/Colour (MAC) CBeTJI0 )KOJITa- TEMHO
Kageana
I'nyko3a/Glucose (UBS) Herarus-+++
Bunupy6un/Bilirubin Herarus — +++
(UBS)
Aueron/Acetone (UBS) Herartus - +++
Eputpormru- Xemornobus /
Erythrocytes-Hemoglobin (UBS) Herarus- +++
Iporeunn/Proteins (UBS) Herarus- +++
Ypooumunoren/Urobilinogen (UBS) Herartus- +++
Hutpurwn/Nitrates (UBS) Heratus-ITo3uTtus
pH (UBS) 5,0-9,0
MHKPOCKOIICKO HCIUTYBabe / CennMeHT Ha ypuHaTa/ T/C
Microscopic analyses Urine sediment
5. WHCTUTYT 32 KITMHUYKY U Jleyxouutu/Leucocytes
11abopaTOPUCKH CTaHIAP N/ Epurponuti/Erythrocytes
Clinical and Laboratory Standards Enurensn kietkw/Epithelial cells
Institute Urinanalyses GP16-A3 Xujammacku mumHapu/Hyaline cast
COI1 5.5.3-04, u31 01, Bep3 01 | baxrepuw/ Bacteria
Ciy3/Mucous secretion
Kpucranu/Crystals
Conw/Salt
6. Banunupanu MeTou Ha AUPEKTHA OnpenesiyBame Ha KOHIEHTPALUja HA Cepym/serum T/C
TIOTEHIIMOMETpHja Ha eJIeKTPOInTH/ IMnazma/plasma
MPOU3BOAUTENOT Ha HHCTpyMeHTOT | Determination of electrolytes
Humalyte 5+/ Manufacturer’s concentration:
validated direct potentiometry
methods for Humalyte 5+.
COII 3a xnopuan : COII 5.5.3- Xmopuau/chlorides (30-200) mmol/L
05, u3n1 01, Bep3 03 )
COII 3a narpuym : COII 5.5.3- Harpuym/sodium (30-200) mmol/L
06, 31 01, Bep3 03 .
! K -15) mmol/L
COI 5a xannym: COII 5.5.3-07, | K&mywpotassium (5-15) mmol/
u3a 01, Bep3 03
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7. Banunupanu gporomerprcku OnpenesyBame Ha KOHIEHTPAaLHja Cepym/Serum T/C
METO/H Ha IPOU3BOAHUTEIIOT Ha Ha KaTAJHTHYKA aKTHBHOCT Ha Ina3ma/Plasma
pearencr/ Manufacturer’s validated | en3umm/Determination of catalytic
methods. enzyme activity
T'epmancka acouujaruja 3a concentration:
kianHrIKa Xemuja/Deutsche
Vereinte Gesellschaft fur Klinishe
Chemie (DGKC) Ankanna docdaraza

ALP, ALKP) (EC 3.1.3.1)/ (0,0-700) U/L
COII 3a Ankanna docdaraza Alkaline phosphatase
COII 5.5.3-08, u3x 01, Bep3 02
COII 3a JlaktaT nexuaporeHasa éﬁéﬁ; (;Ilzeénlﬂi)olr c;z)i;a (0,0-1200) UL
COIT 5.5.3-12, m31 01, Beps 02 Lactate dehydrogenase

8. Banunupanu gporomeTpucku AJlaHUH aMHHOTpaHCaMHHA3a Cepym/Serum T/C
METO/U Ha IIPOU3BOAUTEINIOT Ha (ALT) (EC 2.6.1.2)/ (0,0-250) U/L ITna3ma/Plasma
pearencr/ Manufacturer’s validated | Alanine aminotransaminase
methods
MutepranmonanHa denepanmja 3a Acmnaprat
KIIMHMYKA XeMHja 1 JIJaO0paTOpyCKa | aMUHOTpaHCAMHHA3a (0,0-260) U/L
MeIMLMHA —0J0OpEHH IPENOPaKH (AST) (EC 2.6.1.1)/

International Federation of Clinical | Aspartate aminotransaminase

Chemistry and Laboratory

Medicine-approved y-riytamuitpancdepasa

recommendation (IFCC) (GGT) (EC 2.3.2.2)/ (0,0-300) U/L
vy -glutamyltransferase

COII 3a Ananux

aMHMHOTpaHCAMHHA3a

(ALT) COII 5.5.3-09, u3x1 01, Kpearun xunaza (CK)

Bep3 02 (EC 2.7.3.2)/ Creatine kinase (5,0-1200) U/L

COII 3a Acnaprar a-ammiaza (EC 3.2.1.1)/

AMHHOTpaHCAMHUHA3A a-amylase (0,0-2300) U/L

(AST) COII 5.5.3-10, u3n 01,

Bep3 02

COII 3a y-rimytammitpancdepasza

(GGT) COIl 5.5.3-11, wu3n 01,

Bep3 02

COII 3a Kpeatun kunaza (CK)

COII 5.5.3-14, , n3n 01, Bep3

02

COIl 3a a-amunaza COII 5.5.3-

13, u3a 01, Bep3 02

9. Bamunupanu gporomeTpucku OrnpenesyBame Ha KOHIEHTPAIHja Cepyw™/Serum T/C
METOJIY Ha MPOU3BOJIUTENOT Ha Ha cyOcranna/Determination of IInasma/Plasma
pearencu/ Manufacturer’s validated | substance concentration:
photometric methods
COIl 3a BI/IJII/Ipy6I/IH-BKyH6H BunupyOun-BKyen/ (0,0-450,0) pmol/L
Bunupy6un-aupexTeH/ Total bilirubin
COIl 5.5.3 -15, u3n 01, Bep3
02 EIfIJ'II/Ipy6_I/I_H-I[IprEEI(TCH/ (0,0-171,0) pmol/L
COII 5.5.3-16, w31 01, meps 02 | D 'rect! bilirubin
COIl 3a I'nykosa COM 5.5.3- | gpearpmun/Creatinine (0,0-280,0) pumol/L
17, u3n 01, Bep3 02
COII 3a Kpearuaun COII Vpea/Urea (0,0-50,1) mmol/L
5.5.3-19, u3n 01, Bep3 02
COII 3a YpaTHa KncennHa Brkynen kanuuym/Total calcium (0,0-3,8) mmol/L
COII 5.5.3-18, u3n 01, Bep3 02
COII sa Ypea COII 5.5.3-20, I'nyxo3a/Glucose (0,0-44,0) mmol/L
u3n 01, Bep3 02
COII 3a ®ochaTu-aHOPTaHCKH | Byymen xomectepon/

COI1 5.5.3-21, m31 01, Bep3 02 | Total cholesterol (0,0-20,0) mmol/L
COII 3a Xene3o COII 5.5.3-
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22, w31 01, Bep3 02

COII 3a An6ymun COII 5.5.3-
23, u3n 01, Bep3 02

COII 3a BkynHu npotenHu
COII 5.5.3-24, u3n 01, Bep3 02
COII 3a Bkynen xonecrepon
COII 5.5.3-25, n3x 01, Bep3 02
COII 3a Tpuanunriuneponu
COII 5.5.3-26, n3x 01, Bep3 02
COII 3a BkyneH kanuym
COIl 5.5.3-27, n31 01, Bep3 02

Vparua kucenuna/Uric acid
®docdaru-aHoprancku/
Inorganic Phosphorous
XKeuesollron

Tpuaumiruiieposn/
Triglyceride

An6ymun/Albumin

Bkynau npotensn/Total proteins

(16,7-1488,0) pmol/L

(0,0-7,0) mmol/L

(0,0-70,0) pmol/L

(0,0-12,0) mmol/L

(0,0-70,0) g/L

(0,0-120,0) g/L

10. Banunupasu umyno-
XpomaTorpad)cKu METOJH Ha
MPOU3BOUTEIIOT HA OP3H TECTOBH/
Manufacturer’s validated immuno-
chromatographic tests

COII 3a anxoxon COII 5.5.3-46,
u3n 01, Bep3 01

COII 3a Amperamunn COII
5.5.3-28, u3x 01, Bep3 01

COIT 3a meraderamunu COII
5.5.3-29, u31 01, Bep3 01

COII 3a Excrazu COII 5.5.3-30,
u3n 01, Bep3 01

COII 3a Bapouryparu COII
5.5.3-31, u3x 01, Bep3 01

COIT 3a Bensoguazenmun COIIT
5.5.3-47, w31 01, Bep3 01

COII 3a Mapuxyana COII 5.5.3-
49, u31 01, Bep3 01

COII 3a Kokxaun COII 5.5.3-32,
u3n 01, Bep3 01

COII 3a Onmjatu (Mopun)
COIl 5.5.3-48, u3n 01, Bep3 01

COIT 3a Meranon COII 5.5.3-
33, w31 01, Bep3 01

COIT 3a Kotunua COII 5.5.3-
34, u31 01, Bep3 01

COII 3a Tpuuuknnaan
antunenpecusu COII 5.5.3-35,
u3n 01, Bep3 01

Jlporu Bo ypuHa-KBaJIMTATHBEH
nperaen /Drugs of Abuse in Urin-
qualitatively:

Eranon/Ethanol

Amderamuar/Amphetamines

Mertamperamunn/
Methamphetamine

Excrasu/Ecstasy

Bap6uryparu/Barbiturates

Bemsonunasenuun/Benzodiazepines

Mapuxyana/delta-9-THC-COOH

Koxkaun/Cocaine

Onwujati (Mopgun)/Opiates (Morphine)

Meranon/Methadone

Koruaun/Cotinine

TpuMKIHIHA
antuznenpecusu/tricyclicantidepressants

Amdperamuan
1000 ng/mL + 25%

MertamderamuHu
1000 ng/mL + 25%

Excrasn 500ng/mL +
25%

bapburypatu 300
ng/mL + 25%

bezoanazernuuu 300
ng/mL + 25%

Mapuxyana 50 ng/mL
+25%

Kokann 300 ng/mL +
25%

Ommujatu 300 ng/mL +
25%

Mertanon 2000 ng/mL
+25%

Koruaua 200 ng/mL
+25%

TpunukIn4Hu
antuaenpecusu 1000
ng/mL + 25%

Ypuna/
Urine

T/C
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Banuaupana merona Ha
XEMHJTyMHHHUCIICHIIM]a Ha
TIPOU3BOAUTEIIOT HA peﬁTeHCI/I/
Validated Manufacturer’s
chemiluminiscence method

JBU-COII 5.5.3-41, u3pn 01,
Bep3 01

JIBU-COII 5.5.3-42, u3n 01,
Bep3 01

JIBU-COII 5.5.3-43, u3n 01,
Bep3 01

Jerexuuja na pupycn/Viruses
Detection:

antu SARS-CoV-2 IgM anTutena
ant SARS-CoV-2 IgG anturena

antu SARS-CoV-2 S-RBD 1gG
aHTHUTeNa

Cepywm/Serum

AU/mI
AU/mI

AU/mI

T/C

12.

Bamunupana CLIA metona Ha
TIPOU3BOAUTEIIOT HA peﬁI‘eHCI/I/
Validated Manufacturer’s CLIA test
COII 3a Anti-HIV-1 COII 5.5.3-
37, m3m 01, Bep3 01

COII 3a Anti-HCV u HCV Ag
COII 5.5.3-38, u3n 01, Bep3 01
COII 3a HBs Ag COII 5.5.3-36,
u3g 01, Bep3 01

Anti-HIV-1/anti-HIV-2
Anti-HCV u HCV Ag

HBs Ag

Cepywm/Serum

Cut off index
Cut off index

Cut off index

T/C

13.

Banuaupana merozna Ha
XEMITyMHUHHUCIIEHIIH]a Ha
MPOU3BOIUTENIOT HA peareHcH/
Validated Manufacturer’s
chemiluminiscence method

COII 3a FSH COII 5.5.3-39,
u3n 01, Bep3 01

OmnpenestyBame Ha
xopmonu/Determination of hormones:

DoIHKyI0- CTHMYJIUPAYKU XOPMOH/
Follicle-stimulating hormone (FSH)

Cepywm/Serum

(0,100-200) mIU/mL

T/C

14.

Banuaupana Metoa co TecT-JieHTa
Ha MPOU3BOJUTEIOT /

Validated Manufacturer’s method
(Chemicaly by test-strip)

COII 3a BHCG COII 5.5.3-40,

u3n 01, Bep3 01

XyMaH XOPHOHCKHU F'OHAJOTPOIMH
/Human chorionic gonadotropin

nazx 25 mliU/mL

T/C

15.

Bamigupana ELFA metona ra
MPOU3BOIHUTEIIOT HA peareHcH/
Validated Manufacturer’s ELFA
test

JIBU-COII 5.5.3-44, u3n 01,
Bep3 01

JIBU-COII 5.5.3-45, 31 01,
Bep3 01

antu SARS-CoV-2 IgM anTutena

antu SARS-CoV-2 IgG anrturena

Cepym/Serum

Cut off index

Cut off index

M-p Cnoboxnen YokpeBcku
Sloboden Chokrevski, Msc

Hupexrop
Director

OBa e e/I2KTPOHCKA BEP3M]a 04

his is on line copy of the Annex to the accreditation

PUAOTOT KOH CEPTUQMKATOT 33 aKpeaMTaLu)

certific

[w]
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