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PHI Avicena Laboratory - Skopje
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Bul. 8 Septemvri, br 2, lok.1, Skopje

MKC EN ISO 15189:2013

MKC EN 1S0O 15189:2013

BbuoxeMHCcK0, HMYHOJIONIKO, MHUKPOOMOJIONIKO M
MOJIEKYJIapPHO TeCTHPawe HAa XyMaHH MPUMePonH

Biochemistry, immunology, microbiology and
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5. JAETAJIEH OIINC HA OIICET'OT HA AKPEJIUTALINJA
Detailed description of the accreditation scope

IToapauje Ha TecTupame (k1acupuxanuja cnopex UAPCM Ilpasninnuxor P 15):
2. buonoryja, buoxemuja
2.1 MosiekynapHU TECTOBH
2.4 EH3UMCKH TECTOBU
2.5 IMyHOIIOIIKH TECTOBU
3. Xemuja
3.1 OU3NYKO-XEMHUCKH METOIN
3.2. Knacnuum MeTonu 3a aHaIm3a
3.3. Xpomarorpaduja
8. Muxkpobuooruja
Knacugukanmja mo T Ha MPOW3BOAN/ MATEPHjaIH 3a TECTUPAHE
1.bronowmkn npumeponu
1.1 KNMHUYKY U TIATOJIONIKU IIPUMEPOIIH

Field of testing (classification according to IARNM Regulation R 15):
2. Biology, biochemistry
2.1 Molecular tests
2.4, Enzyme tests
2.5. Immunological tests
3. Chemistry
3.1 Physicochemical methods
3.2. Conventional methods of analysis
3.3. Chromatography
8. Microbiology
Classification according to types of products/ materials for testing
1. Biological samples
1.1 Clinical and pathological samples

V (uxcen oncer O ¢JiekcuduiIeH oncer O ¢pukcen / paexcuduieH
(fixed scope) (flexible scope) omcer
(fixed/flexible scope)

Hamomena: Co Crenen Ha direkcubmiHOCT (criopen mporeaypata [P 05-09):
»Fce Degree of flexibility (according Procedure PR 05-09):
o0elnexyBa
(rexcHOWITHKOT | (] HoBM aKypupaHu Bep3uu | (] HOBH 0 HOBH
ormcer HA CTaHAAPAH/ JOKYMEHTH MAaTepPHujaan/mpou3Boau/npeamMeTu CTaHAAPIAN/TIOKYMEHTH,
new up-date versions of the | new materials/ products/ items NPUJIAroeHu Ha
standards/ documents 0apamaTa Ha KJIMEHTOT
new standards/
documents, upon a
request by the client
Bp. O3Haka Ha cTaHAapIHaTa Hacnos Ha crannapaHara MeTona, Moapauje (r) Matepujai 4
METOJIa, HeCTaH/IapIHATa HecTaHJap/AHaTa METO/a, METOAa Ha Mepeme, M OJTHOCHO e
METO0/1a, METO/1a pPa3BHEHa BO pa3BHEHa BO JJabopaTopuja, MeToaa TECTUpambe NPOM3BOH c
naboparopuja, METOa crienuguIUpana o1 CTpaHa Ha T
crieruduUIpana oj1 cTpaHa Ha MIPOU3BOIUTEIIOT Ha OTIpeMara, 0
MIPOU3BOUTENIOT HA OTIpeMaTa, MeTo1a o0jaBeHa OJ] yIiieHa T
MeToza o0jaBeHa 01 yIileHa TEXHUYKA MHCTUTYIIMja WIA METO/A a
TEXHUYKA WHCTUTYIIN]ja WK o0jaBeHa BO peJIeBAaHTHU HAYTHH
MeToa 00jaBeHa BO TPYIOBY WA BECHUITH
pEJICBaHTHU HAYYHU TPYIOBU

W3z nanne /Issue 1 Ob 05-25-1

Bepsuja /Version 4 OB 05-25-1 Crpana/Page 2 on/of 36




o

HUHCTUTYT 3A AKPEJJUTALINJA HA PEITYBJINKA CEBEPHA MAKEJOHHNJA
INSTITUTE FOR ACCREDITATION OF THE REPUBLIC OF NORTH MACEDONIA

NI BECHUIIA

Reference to standard testing

Title of standard testing method,

No. method, nonstandard testing dard testi hod hod Range (r) of Materials f
method, method developed by gonsltan é"[’ t?]St'ngmet od, metho d measurement, /Products r
the laboratory, method specified SHEEIE2) o) e E1OIEAI, IRiTe testing e
by the manufacturer of the specified by the manufacturer of the q
equipment, method published by SEIEnEL, mt()althod Eupl'sihed by u
reputable technical . rgputa 5 A . . e
organization or method organization or method published in n
published in relevant scientific relevant scientific texts or journals c
texts or journals y
Buoxemuja
1. Medonic Hematology OnpenyBame Ha ABTOMATCKa KPBHA IMoana xp | /1
Analyzer, Boule Medical, ciiKa co audepeHnrjaaHa KpBHa /
Sweden CITUKa
Automated Cell Counting Determination of Whole D
(ACC) Automated Cell Counting (ACC) Blood
PY/5.5.3/7 Bep3.1 01.11.2013
Automated Cell Conting Eputpouuru (0,1-10,0)
(ACC) Erythrocites X 108/mm?

RBC (Red blood cells)

PHO Cuektpo ¢poromer. Mer.

Xemormobun (PHO)

(0,2~ 20) g/dL

Hemoglobin
Automated Cell Conting XeMaToKpHT (12-70) %
(ACQC) Hematocrit
Automated Cell Conting MCV (30 — 145) pm?
(ACC) Mean cell volume
CALC (Calculation) MCH (15-45) pg
Ipecmerka Mean cell hemoglobin
CALC (Calculation) MCHC (25 —45) g/dL
Ipecmerka Mean cell hemoglobin concentration
Automated Cell Conting RDWa (20 —190) um?®
(ACQC) Red blood cells distribution
Automated Cell Conting Jleykoruru (0,1 -80) x
(ACCQC) Leucocytes 10%/mm3
Automated Cell Conting JIumdonuru anconayTeH 6poj (0,1-10) x
(ACQ) Lymphocytes count 10%/mm3
Automated Cell Conting I'panynonury ancosyteH 6poj (0,1-80) x
(ACCQC) Granulocytes count 10%/mm3
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Leucocites with differentiation:

Heyrpodwiau rpanynonuty (KOHIL.)
Neuthrophil granulocyte absolute

EoznHodumHM rpaHynonuTH (KOHIL.)
Eosinophils absolute

Bbazoduinn rpanynounTy (KOHIL. )
Basophils absolute

JIumdornury (KoHIL.)
Lymphocytes absolute

MoHOUUTH (KOHIL.)

Automated Cell Conting MOHOIUTH ancoiyTeH 0poj (0,1-6)
(ACC) Monocytes count x 103/mm3
Automated Cell Conting JInmdoruru % (0-70) %
(ACQC) Lymphocytes %
Automated Cell Conting I'panynoruru % (0-90) %
(ACC) Granulocytes % (ACC)
Automated Cell Conting Mownornutu % (0-40) %
(ACQC) Monocytes %
Automated Cell Conting TpomboiuTH (0 —1000)
(ACQ) Platelets X 103/mm?

2. Quintus 5-part system OnpenyBame Ha: Monna xpB
Hematology Analyzer,
Boule Medical, Sweden
ABTOMAaTCKa KpPBHa CJIHKaA CO
net AudepeHjaTHA CIUKA
Ha OejiaTa Jio3a
Automatic blood count with Whole
five differential white balance Determination of: Blood
Automated Cell Counting
(ACC)
PY/5.5.3/19 Bp3.1
01.03.2018
ACC Eputpouuru (0,1-10,0) x
Automated Cell Counting RBC (Red blood cells) 10%/mm3
PHO XeMorioouH (0,2 -20)
Cnekrpo poTomerpucka Hemoglobin mg/dL
METoJia
ACC XeMaToKput (12-70) %
Automated Cell Counting Hematocrit
ACC MCV (30 — 145) um3
Automated Cell Counting Mean cell volume
CALC (Calculation) MCH (15 - 45) pg
[pecmerka Mean cell hemoglobin
CALC (Calculation) MCHC (25 - 45) g/dL
IpecmeTtka Mean cell hemoglobin concentracion
ACC RDWocv
Automated Cell Counting Red blood cells distribution width

percentage

ACC WBC Jleykomutu co (0,2-119,0) x
Automated Cell Counting nubepeHLyjanuja 10%/mm?
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Monocytes absolute

Heyrpodunau rpanynonuru %
Neuthrophil granulocyte percentage

EoznHodunau rpanyitonuti %
Eosinophil percentage

bazoduinu rpanynonutu %
Basophils percentage

ACC JInmdoruru % (0-70) %
Automated Cell Counting Lymphocytes %
ACC Momnorutu % (0-40) %
Automated Cell Counting Monocytes %
ACC Tpombormru PLT (0-1999)
Automated Cell Counting Platelets 10%/mm3
3. Medonic M series M 32S BD IMoana kpB

AR Hematology Analyzer,
Boule Medical, Sweden
OnpenyBame Ha ABTOMATCKA
KpBHa CJIMKa €O Oz[penyBaH,e Ha aBTOMaTCKa
audepennujajHa KpBHA KPBHA CJIMKa 0 AUdepeHnnjaaHa
CJIUKa KpPBHA C/JIMKa
Automated Cell Counting
(ACC)

Determination of:
PY/5.5.3/7 Bep3.1 Automated Cell Counting (ACC)
01.11.2013
Automated Cell Counting Eputpouuru (0,1-10,0) x
(ACC) RBC (Red blood cells) 10%/mm3
PHO XeMorioouH (0,2 - 20) g/dL
CnekTpodoromeTp. MeToAa

Haemoglobin Whole blood
ACC XeMaToKpHT (12-70) %
Automated Cell Counting
(ACC) Hematocrit
ACC MCV (15-145) pm3
Automated Cell Counting
(ACC) Mean cell volume
Ipecmerka MCH (15-45) pg
Calc (Calculation) Mean cell hemoglobin
Ilpecmemxa MCHC (25 —45) g/dL
Calc (Calculation Mean cell hemoglobin concentracion
ACC RDWa
Automated Cell Counting (20- 190) um?®
(ACQC) Red blood cells distribution
ACC JleykouuTtu
Automated Cell Counting Leucocites (0.1-80) x
(ACQ) 10%/mm3
ACC I'paHyJIOIMTH ancoNyTeEH OPOj (0,1-80) x
Automated Cell Counting 10%/mm3
(ACC) Granulocytes count
ACC JIuMQouuTy ancoayTeH 6poj (0,1-10) x 108
Automated Cell Counting mm?
(ACQ) Lymphocytes count
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ACC
Automated Cell Counting
(ACC)

MOHOIUTH arcoiyTeH 0poj

Monocytes count

(0,1-6) x 103
mm3

ACC
Automated Cell Counting
(ACC)

JIumdonuru %

Lymphocytes %

(0-70) %

ACC
Automated Cell Counting
(ACQ)

I'panynonuru %

Granulocytes%

(0-90) %

ACC
Automated Cell Counting
(ACQ)

Monouutu %

Monocytes %

(0-40) %

ACC
Automated Cell Counting
(ACC)

TpombormTu

Plateles

(0-1000) x10°
mm?

iSED — ALCOR, USA

ABTOMATH3MPaHO Mepeme Ha
celMMeHTalMja HA
Epurpouuru — oxHoc
(arperanmja u ¢poromeTpucka
peockonuja)

Automated measurement of
sedimentation of

Red Cells - Ratio
(aggregation and photometric
reoscopy)

PY/5.5.2/42 Bep3.1
04.09.2017

OnpenyBame Ha :

CenuMeHTalMja Ha EPUTPOLIUTH

Determination of:

(Erythrocites Sedimentation Rate)

ESR

(1-130) mm/h

ITosina kpB
EDTA

(Blood
EDTA)

Dimension RxL Max
Integrated Chemistry System,
Siemens Healthcare
Diagnostics

Baauaupan

AHAJMTUYKH METO]T

HA MPOU3BOAUTEIOT

€0 ynorpeoda

Ha. DPOTOMETPUCKH METOTH

Validated
manufacturer's
method using:
Photometry (PHO)

PY/5.5.3/2 Bep3.1
01.11.2013

OnpenyBame KOHIIEHTpAIIH]ja Ha :

Determination of concentration:

Cepym/
ypuHa

Serum/
urine

Ferene method

CepyMCKO Kene30
Iron in serum

(0,9 -179)
pmol/L

cepym
serum
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PHO TIBC - Ferene (0—-300) cepym
BkyrieH KamanuTeT 3a Bp3yBambe pmol/L serum
KEIe30
Total Iron Binding Capacity
Brom cresol purple AnGymuH (6,0 -80) g./L cepym
Albumin serum
Biuret Toranau npoTenHu (20 —120) g/L cepyMm
Total Protein serum
Pyrogallol red Molyhdate VpHHApHHU TPOTCHHH (0,06 - 2,50) g/L | ypuna
Urinary protein urine
Jendrassik — Grof BunupyOun Totanexn (2-428) cepyMm
Bilirubin total pmol/L serum
Jendrassik — Grof bunupyOun aupekTeH (0,86 — 274) cepym
Bilirubin direct pmol/L serum
CALC (Calculation) Bunnpy6us HeKoHjyrupan cepym
IpecMeTka Unconjugated bilirubin serum
CHOD PAP Bkyren xosectepot (1,3-15,5) cepym
Cholesterol total mmol/L serum
Direct Chod HDL Xonecrepon (0,26 — 3,89) cepym
HDL Cholesterol mmol/L serum
Direct Chod LDL Xonecrepon (0,13-7,8) cepym
LDL Cholesterol mmol/L serum
GPO PAP Tpurnunepunu (0-11,3) cepym
Triglycerides mmol/L serum
UV turbidimetric Jlunaza (0—700) 1U/L cepym
Lipase serum
Hexokinase I'nuko3a Bo cepym (0-27,8) cepym
Glucose in blood mmol/L serum
Hexokinase I'nuko3a Bo ypuHa (0-27,8) ypuHa
Glucose in urine mmol/L urine
Hexokinase OI'TT cepym
OGTT serum
TINIA -Turbidimetric inhibition | T'muxoxemorno6us (I'mukupan (1,0-9,6) % KpB
immunoassay XEMOT.) blood
Glucohemoglbin (Glicated HGB)
Nitrophenol kinetic Aunkanna docdarasa (3-700) 1U/L cepym
Alcaline phosphatese serum
IFCC rama I'T- GGT (0 -800) 1U/L cepym
Gamma-Glutamyl Transferase serum
IFCC ACAT (AcmapraTaMuHO (0—-1000) IU/L | cepym
TpaHcdepasa) serum
AST (Aspartat amino transferase)
IFCC AJIAT (AnanuH aMHHO (0—1000) IU/L | cepym
TpaHcdepaza) serum
ALT (Alanin amino trensferase)
CNP Anca amunasza Bo cepyM U ypuHa (0-650) 1U/L cepyMm
Amylase in serum and urine serum
ypHuHa
urine
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Lactate Pyruvate kinetic LDH (0-600) 1U/L cepym
serum
G6PDH kinetic CK (0-800) 1U/L cepym
Creatine Kinase serum
G6PDH kinetic CK-MB (3,0-125,0) cepym
U/L serum
Fast red TR salt kin Kucena docoparaza (0,4-75) IU/L | cepym
Acid phosphatase serum
Butyryltiocholine kin XonuHectepasa (0 —25000) cepym
Cholinesterase IU/L serum
Urease UV VYpea Bo cepyM U ypHHA (0-53,5) cepym
BUN in blood and urine mmol/L serum
ypuHa
urine
Jaffe KpeaTuHuH Bo cepyM u ypHuHa (0-1768) cepyMm
Creatinine in blood and urine pumol/L serum
ypHHA
urine
Jaffe & mpecmerka KpeaTrHUH KIHpPEHC
Jaffe & Calculation Creatinin clearens
Uricase PAP Acidum uricum-cepym u ypuHa (0-1190) cepym
Uric acid in blood and urine pmol/L serum
ypuHa
urine
PETIA Particle enhanced CRP (0,5-250) cepym
turbidimetric immunoassay C - reactive protein mg/L serum
Lithium dye Jlutrym (0,20 -5,0) cepym
Lithium mmol/L serum
Methylthymol blue mod. Marue3nym (0,0-8,22) cepym
Magnesium mmol/L serum
Molybdate — PMAPS docdop (0,0-3,0) cepym
Phosphorus mmol/L serum
EACLIA & Hexocinase HOMA index cepym
Calculation CALC TIIpecmerka (Calculation) serum
Pyrogallol red molybdate & SPOT URINA ypuHa
jaffe & Calculation CALC TIIpecmerka (Calculation) urine
Atellica Solution CH OnpenyBame KOHIEHTPAIMja Ha: cepym
Integrated Chemistry System, ypuHa

Siemens Healthcare
Diagnostics

Baauaupan

AHAJMTHYKH METOT

HA NPOU3BOAUTEIOT

co ynorpeoda

Ha: ®OTOMETPUCKH METOIH

Validated
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manufacturer's Determination of concentration: Serum /
method using: (urine)
Photometry (PHO)
PY/5.5.3/51 Bep3. 1
10.05.2022
CepyMCKoO XeTe30
Ferene method Iron in serum (0,4 -179) cepym
pumol/L. serum
TIBC - Ferene
BxyneH kananuTeT 3a Bp3yBame
KeJe30 (7.16 — 119.9) cepym
CAB Total Iron Binding Capacity pmol/L serum
AnGymuH cepyM
Brom cresol green Albumin (5,0-80) g./L serum
Toranuu nporennu cepyMm
Biuret Total Protein (20 - 120) g/L serum
Pyrogallol red Molybdate YpuHapHU POTEHHH (0,06 - 2,50) ypuHa
Urinary protein g/L urine
BunupyOun ToTanexn cepyMm
Vanadate-oxide Bilirubin total (3-599) umol/L | serum
BunupyOun aupekreH (2,0 — 250) cepym
Vanadate - oxide Bilirubin direct pmol/L serum
CALC (Calculation) BrnupyOun HeKoHjyrupan cepym
IpecMerka Unconjugated bilirubin serum
BxyreH xosectepoi (0,65-16,0) cepyMm
CHOD PAP Cholesterol total mmol/L serum
HDL Xonecrepon (0,52 - 3,34) cepym
CHOD Trinder HDL Cholesterol mmol/L serum
LDL Xonectepon Cepym
LDL Cholesterol (0,13 -25,9) serum
CHOD Trinder mmol/L
Tpurnuuepumu (0,11-12,43) cepym
GPO PAP Triglycerides mmol/L serum
JIunaza cepyMm
DGGMR Lipase (8 —700) 1U/L serum
I'muko3sa Bo cepym cepyMm
Hexokinase Glucose in blood (0.2-38,9) serum
mmol/L
I'nuko3a Bo ypuHa (0,2-38,9) ypuHa
Hexokinase Glucose in urine mmol/L urine
OI'TT cepyMm
Hexokinase OGTT serum
I'mukoxemornooun (' mukupan (18,03 -129,5) | xpB/
Enzyme (FPOX) XEMOT.) mmol/mol blood
Glucohemoglbin (Glicated HGB)
AnxanHa pocdaraza cepym
IFCC Alcaline phosphatese (10 - 1000) serum
IU/L
rama I'T- GGT cepym
IFCC Gamma-Glutamyl Transferase (7 -1200) IU/L | serum
ACAT (AcnaprataMHHO cepyMm
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IFCC TpaHcdepasa) (8 —1000) IU/L | serum
AST (Aspartat amino transferase)
AJIAT (AnaHuH aMHUHO cepyM
TpaHcdepasa) (7 -1100) IU/L | serum
Wroblewski-LaDue-Bergmeyer | ALT (Alanin amino trensferase)
cepyMm
serum/
Anda ammaza BO cepyM U ypHHA ypHHA
Jensen and Wydeveld Amylase in serum and urine (5-1500) IU/L | urine
cepym
Amador -Dorfman -Wacker LDH (14 —750) IU/L | serum
CK cepym
IFCC Creatine Kinase (15 - 1300) serum
IU/L
(3,0-125,0) cepym
G6PDH Kinetic CK-MB U/L serum
Kucena docdarasza cepym
Fast red TR salt kin Acid phosphatase (0,4—75) IU/L__| serum
XonuHecrepasa cepym /
Butyryltiocholine kin. Cholinesterase (0 —30000) serum
IU/L
cepyM
serum/
VYpea Bo cepyM U ypHHA (1.8 -53,6) ypuHa
Urease GLDH (UV) BUN in blood and urine mmol/L urine
Cepym: (9 - cepym
Jaffe modif. 2652) umol/L serum/
Kpeatunun Bo cepyM u ypuHa VYpuna: (0.1 - ypHHA
Creatinine in blood and urine 21.6) mmol/L urine
Jaffe & npecmerka KpeatuHuH KIupeHc
Jaffe & Calculation Creatinin clearens
cepyMm
serum/
Uricase PAP Acidum uricum-cepym u ypuna ypHHA
Uric acid in blood and urine (30-1190) urine
pmol/L
PETIA Particle enhanced
turbidimetric immunoassay CRP cepym
C - reactive protein (0,5-624,0) serum
mg/L
Jlutrym (0,20 -5,0) cepym
Lithium dye Lithium mmol/L serum
Marue3nym (0,21 -5,75) cepym
Xylidyl blue Magnesium mmol/L serum
dochop (0,1-6,46 cepym
Molybdate — PMAPS Phosphorus mmol/L serum
EACLIA & Hexocinase HOMA index cepyMm
Calculation CALC TIIpecmetka (Calculation) serum
Pyrogallol red molybdate & SPOT URINA ypUHa
jaffe & Calculation CALC TIpecmerka (Calculation) urine
7. Dirui auto Chemistry OnpenyBame KOHIIeHTPanMja Ha: cepym
Analyser, CS-2000 ypuHa
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Bepauja /Version 4

Banuaupan
AHAJIUTHYIKHA METOX
Ha MPOU3BOAUTEIOT
co ynorpeba
Ha: ®OTOMETPUCKU METOIH
Validated serum
manufacturer's Determination of concentration: urine
method using:
Photometry (PHO)
PY/5.5.3/52 Bep3. 1
10.05.2022
CepyMCKO kKene30
Ferene method Iron in serum (5-120) cepym
pmol/L. serum
TIBC - Ferene
Bxynen kanmauurert 3a Bp3yBambe
KENe30 (45-75) cepym
Ferene method Total Iron Binding Capacity pmol/L serum
AnOymuH cepyMm
Brom cresol green Albumin (1,0-60) g./L serum
TotanHu npoTenHu cepyMm
Biuret Total Protein (2-150) g/L serum
EDTA - Turbidimetry YpUHapHU IPOTEUHU ypuHa
Urinary protein (0,04-2,0)g/L | urine
Bunnpy6un ToTanexn cepyM
Jendrassik-Grof Bilirubin total (1 -300) pmol/L | serum
BunnpyGuH IUpeKTeH (1-300) cepym
Jendrassik-Grof Bilirubin direct pmol/L serum
CALC (Calculation) Buinpy6un HekoHjyrupas cepym
TpecmeTka Unconjugated bilirubin serum
BkyreH xosectepont (0-20,0) cepym
CHOD PAP Cholesterol total mmol/L serum
Surfactant - HDL Xomnecrepon (0,2-3,88) cepym
CHOD PAP HDL Cholesterol mmol/L serum
LDL Xonectepon Cepym
Surfactant - LDL Cholesterol (0,1-26,) serum
CHOD PAP mmol/L
Tpurnuuepuau cepym
GPO PAP Triglycerides (0,1-9,0) serum
mmol/L
Jlunaza cepyM
Methyl resorufin Lipase (3-1300) IU/L serum
I'nuxo3a Bo cepym cepym
Hexokinase Glucose in blood (0.2 -40) serum
mmol/L
I'nuko3a Bo ypuHa (0,2 - 40) ypuHa
Hexokinase Glucose in urine mmol/L urine
OI'TT cepyM
Hexokinase OGTT serum
Latex Agglutination I'nukoxemornoous (I'nmukupan (18,0 —130,0) KpB /
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XEMOT.) mmol/mol blood
Glucohemoglbin (Glicated HGB)
Ankanna docdaraza cepym
pNPP Alcaline phosphatese (8.8 —850) IU/L | serum
rama ['T- GGT cepym
IFCC Gamma-Glutamyl Transferase (1 -450) 1U/L serum
ACAT (AcnapraTamMuHO cepyM
IFCC TpaHcdepasa) (3-1000) IU/L | serum
AST (Aspartat amino transferase)
AJIAT (AnaHuH aMHHO cepym
TpaHchepasa) (4 —1000) IU/L | serum
IFCC ALT (Alanin amino trensferase)
cepym
IFCC Ancda amunaza Bo cepyM U ypHHA (5-1500) IU/L | serum/
Amylase in serum and urine ypuHa
urine
cepyM
IFCC LDH (2-2800) 1U/L serum
CK cepym
IFCC Creatine Kinase (5.2 — 2000) serum
IU/L
(3,0 -500,0) cepym
G6PDH kinetic CK-MB U/L serum
XonuHecTepasa cepym /
Thio-nitrobenzoic. Cholinesterase (0 —15000) serum
IU/L
cepyMm
serum/
Ypea Bo cepyM U ypUHa ypHHA
Urease GLDH (UV) BUN in blood and urine (1.8-35,0) urine
mmol/L
cepyMm
Enzymatic KpeaTuHun BO cepyM H ypHHa Cepym: (5 - serum/
Creatinine in blood and urine 2500) umol/L ypHHA
urine
Enzymatic & mpecmerka Kpeatunus kiaupeHc
Enzymatic & Calculation Creatinin clearens
cepyM
Uricase PAP Acidum uricum-cepym u ypuna (10 — 1500) serum/
Uric acid in blood and urine pmol/L ypHHA
urine
PETIA Particle enhanced
turbidimetric immunoassay CRP cepym
C - reactive protein (0,1-380,0) serum
mg/L
Maruesuym cepyM
Xylidyl blue Magnesium (0,2-25) serum
mmol/L
Docdop 0,1-5,0 cepyMm
Molybdate Phosphorus mmol/L serum
EACLIA & Hexocinase HOMA index cepym
Calculation CALC Tlpecmerka (Calculation) serum
Pyrogallol red molybdate & SPOT URINA Vpuna/
jaffe & Calculation CALC TIlpecmerka (Calculation) urine

Wznanue /Issue 1
Bepauja /Version 4

OB 05-25-1
OB 05-25-1

Crpana/Page 12 oxn/of 36




o

HUHCTUTYT 3A AKPEJJUTALINJA HA PEITYBJINKA CEBEPHA MAKEJOHHNJA
INSTITUTE FOR ACCREDITATION OF THE REPUBLIC OF NORTH MACEDONIA

8. Immulite 1000, Siemens OnpenyBame KOHIIEHTpanyja Ha : Mna3zma/
Healthcare Diagnostics, Cepym
Banuaupan
AHAJTUTHYKH METO]

Ha NPOM3BOUTEJIOT

co ynotpeoda

Ha: MeTo/a Ha

Enzumckn amminduuupana

XeMHJIYMMHHCIICHII.

Validated

manufacturer's Determination of concentracion: Plasma/

method using: Method on Serum

Enzyme amplified

chemiluminescence

(EACLIA)

PY/5.5.3/8 Bep3.1

01.11.2013

EACLIA AIpeHOo KOPTHKOTPOTICH XOPMOH (9 —1250) miazma
ACTH pg/mL plasma

EACLIA I - Ierrtun (05-7,0) cepym
C-Peptid ng/mL serum

EACLIA Kanuuronux (0,6 —585) cepym
Calcitonin pmol/L serum

EACLIA PAP ( mpocraruyHa kucena (0,02 — 100) cepym
¢docrdaraza) ng/mL serum
Prostatic acid phosphatase

EACLIA SHBG (0,2 - 180) cepym
Sex Hormone Binding Protein nmol/L serum

EACLIA HeuHBaszuBeH 6MOXeMUCKH CKpMHMHT | < 1:1 X 10%- > cepyMm
HAa XPOMO30MOIIATHH 1:50 serum
(PRISCA): CALC IIpecmerka
(Calculation)
free beta HCG, AFP, Free Estriol,
PAPP-A

EACLIA Tupornobynun (0,2 —-300) cepym
Thyroglobulin ng/mL serum

EACLIA IgE total - myHorno6yus E - (1,0 — 2000) cepym
BKYIICH IU/mL serum
Immunoglobulin E - total

EACLIA Kap6amazenun (1,25 -20,0) cepym
Carbamazepine pg/mL serum

EACLIA Banmponyna kucennna (10-2000) cepym
Valproic acid pg/mL serum

EACLIA XoMomucTenH (0,5 —1000) cepym
Homocysteine ng/mL serum

EACLIA Hs CRP (0.3-100) cepym
(High Sensitivity CRP). mg/L serum
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9. Immulite 2000, Siemens OnpanyBame Ha KOHIICHTpAIlKja Ha:

Healthcare Diagnostic

Banuaupan aHaauTHYKH

METO] Ha MPOU3BOAUTEJIOT CO

ynorpeda Ha MeTO/Ia HA:

Enzumckn amminduuupana

XeMHJIYMHHHUCIICHIIHja

Validated manufacturer’s

method using: Method on

Enzyme amplified Determination of:

chemiluminescence

(EACLIA)

PY/5.5.3/43 Bep3.1

20.03.2019

EACLIA Koptuszon ) Cepym
Cortisol (0,2-50) ngfdL- serum

EACLIA AH;[pOCTeH_m/IOH (0,2-38) 1U/ML Cepym
Androstendion serum

EACLIA DHEA- SO4 (2,0- 1000) g/dL | Cepym
Dehidroepiandrosteron sulfate serum

EACLIA ECTpagI/IOH (12-2000) g/mL | Cepym
Estradiol serum
FSH (0,2- 170) U/mL | Cepym

EACLIA DoJUKYJIO CTUMYJIMPAUYKU XOPMOH Serum
Follicle stimulating hormone
HCG (0,4- 5000) Cepym

EACLIA XyMaH XOpHUOTOHaZIOTPOITHH IU/mL serum
Human Chorionic Gonadotropin

EACLIA LH Jlyrenunsupauxu XopMoH (0,7-200) Cepym
Luteinizing hormone mlU/mL serum

EACLIA Iporecrepon (0,2-40) ng/mL | Cepym
Progesteron serum

EACLIA HponaK_THH (0,5-150) ng/mL | Cepym
Prolactin serum

EACLIA Bkynen tectoctepoH (10-1600) ng/dL Cepym
Total testosterone serum
Bkynen T3 ) Cepym

EACLIA Total T3 (35-600) ng/dL. serum
Bkynen T4 ) Cepym

EACLIA Total T4 (0,4-24) pg/dL serum
TSH - THpeOCTHMan/IpaqKI/I XOPMOH (0,004-75) Cepym

EACLIA -TpeTa reHepanuja 1U/mL serum
TSH- Third generation H

EACLIA Xemukobakrep (0,4-8,0) U/mL | CePym
Helicobacter pylori 1gG serum

EACLIA JI—)IH-Mep (50- 7500) Cepym
D- Dimer ng/mL serum

10. | Advia Centaur xpT Siemens, OnapeayBame KOHIEHTPALMja HA: cepym
I'epmanuja serum
Baauaupan
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AHAJIUTHYIKHA METOX
Ha MPOU3BOAUTEIOT
co ynorpeba
Ha: TUPEKTHA
XeMHJIYMHHUCHEHIHja
Determination of concentracion of:
Validated
manufacturer’s
method using: direct
chemiluminescence (DCLIA)
PY/5.5.3/11 Bep3.3
30.09.2020
DCLIA Kopruzon (0,2—-50) pug/dL | cepym
Cortisol serum
DCLIA deputrH (1,5 -1500) cepym
Ferritin ng/mL serum
DCLIA I-Tumep (35 -19000) cepym
D-Dimer ng/ml serum
DCLIA XOMOLUCTENH (0,5-1000) cepym
Homocysteine ng/mL serum
DCLIA Tpomnouun (0,1 -180) cepym
Troponin-I ng/mL serum
DCLIA Wucynun (2-400) cepym
Insulin plU/mL serum
DCLIA 11 menTu (0,5-7,0) cepym
C-Peptid ng/mL serum
DCLIA OcTteoKkanuud (0,1 -100) cepym
Osteocalcin ng/mL serum
DCLIA Intact PTH (1 -2500) cepym
pg/mL serum
DCLIA Kamuronun (0,6 — 585) cepym
Calcitonin pmol/L serum
DCLIA AFP (0,2 -300) cepym
Alfa Feto Protein IU/mL serum
DCLIA H2n (HER-2/neu) (0,5-350) cepym
ng/mL serum
DCLIA Ca 15-3 (BR-MA,; Brest marker) (1,0 - 300) cepym
U/mL serum
DCLIA Ca 19-9 (GI-MA; Gastrintestinal (2,0 —1000) cepym
marker) U/mL serum
DCLIA Ca 125 (OM-MA; Ovarial marker) (0,2 -500) cepym
U/mL serum
DCLIA PSA (0,02 - 25) cepym
[IpocTaruden crieruduueH aHTUTeH ng/mL serum
Prostatic specific antigen
DCLIA free PSA (0,2 - 550) cepym
ng/mL serum
DCLIA CEA Kapuunoem6pronaner anturer | (0,2 — 38) cepym
Carcinoembryonic antigen IU/mL serum
DCLIA DHEA-SO4 (12 — 2000) cepym
Dehidroepiandrosteron Sulfate pg/mL serum
DCLIA Ecrpamuon (0,2-30) cepym
Estradiol ng/mL serum

Wznanue /Issue 1
Bepauja /Version 4

OB 05-25-1
OB 05-25-1

Crpana/Page 15 oxn/of 36




o

HUHCTUTYT 3A AKPEJJUTALINJA HA PEITYBJINKA CEBEPHA MAKEJOHHNJA
INSTITUTE FOR ACCREDITATION OF THE REPUBLIC OF NORTH MACEDONIA

DCLIA FSH (0,4 — 5000) cepym
@DONIMKYIO CTUMYIUPAUYKU XOPMOH mlU/mL serum
Follicle stimulating hormone
DCLIA HCG XymaH XOprOroHa[0TpONUH (2,0 —200) cepym
Human Chorionic Gonadotropin ng/mL serum
DCLIA free beta HCG (0,7 —200) cepym
plU/mL serum
DCLIA LH JlyrenHusupadku XopMOH (0,2 —40) cepym
Luteinizing hormone ng/mL serum
DCLIA IMporecrepon (0,5 - 150) cepym
Progesteron ng/mL serum
DCLIA IMponakTra (0,2 - 180) cepym
Prolactin nmol/L serum
DCLIA Cnobonen T3 (3,0-40) pg/mL | cepym
Free T3 serum
DCLIA Cnobonen T4 (0,15-6,0) cepym
Free T4 ng/dL serum
DCLIA Bkymen T3 (35— 600) cepym
Total T3 ng/dL serum
DCLIA Bkynen T4 (0,4 —24) pg/dL | cepym
Total T4 serum
DCLIA Tupeoriao0yaun (0,2 -300) cepym
Thyroglobulin ng/mL serum
DCLIA Anti TG (4,0 — 3000) cepym
Antn TuporioOyIMHCKH aHTUTENa U/mL serum
Anti- Tiroglobulin Antibodies
DCLIA Anti TPO
Anti THpeonepokcuaaszuu antutena | (28 — 1300) cepym
Anti Thyroperoxydase Antibodies 1U/mL serum
DCLIA TSH Ultra - Tpera reneparuja (0,002—-250) cepym
TSH third generation Ultra plU/mL serum
DCLIA IgE total - myHorno6yus E - (1,0 — 2000) cepym
BKYIICH IU/mL serum
Immunoglobulin E - total
DCLIA Kap6amazenuu (1,25 -20,0) cepym
Carbamazepine pg/mL serum
DCLIA denobapbuTan (5,0 -80) cepym
Phenobarbital pg/mL serum
DCLIA Bannpounyna KuceanHa (10-200) pg/mL
Valproic acid
DCLIA HbsAg (10 - 200) cepym
pg/mL serum
DCLIA Anti HBs (0 - >1000) cepym
S/Cov serum
DCLIA Anti HBc (0,2-10) COJS cepym
serum
DCLIA Anti HBc IgM (0->10) cepym
S/ICoV serum
DCLIA HbeAg (0 ->100) cepym
S/ICOV serum
DCLIA Anti Hbe (0,2-10) S/ICOV | cepym
serum
DCLIA Tokcorutazma IgG (5-250 IU/mL | cepym
Toxoplasma IgG serum
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DCLIA Toxkcomrazma IgM (0->10) cepym
Toxoplasma IgM S/ICOV serum
DCLIA Rubella 1I9G (5-400) IU/mL | cepym
serum
DCLIA Rubella IgM (0-10) s/co cepym
Ratio serum
DCLIA Herpes 1+2 (0->100) cepym
S/Cov serum
DCLIA Helicobacter pylori 1I9G (0,4-8,0) U/mL | cepym
serum
DCLIA CMV IgM (0-10) S/ICOV | cepym
Huromeranosupyc [gM serum
Cytomegalovirus IgM
DCLIA CMV IgG (0-10) S/ICOV | cepym
Huromeranosupyc IgG serum
Cytomegalovirus IgG
DCLIA CHIV (0,005 - 12,0) cepym
(combo HIV 1/0+2+p24) SICOV serum
DCLIA Anti HCV (0,0-11,0) cepym
IS/ICOV serum
DCLIA VIT.D (9,3-375) cepym
vitamin total nmol/L serum
DCLIA VIT. B12 (5,0 - 146,0) cepym
Vitamin B12 active pmol/L serum
DCLIA COVID- 19 (SARS CoV - 2) Total (0,05-10.0) cepym
(IgM+1gG) S/ICOV serum
njia3ma
plasma
DCLIA COVID- 19 (SARS CoV - 2)- IgG (0,5-150,0) cepym
U/mL serum
niaima
plasma
11. | Flash 1800 Onpenysame Ha:
Shenzen YHLO Cepym
Biotech Co. Ltd
Banuaupan aHAINTHYKHA Determination of:
MeTO/ HAa POU3BBOAUTEIOT AMH (0,01-25,0)
€O ynoTpeda Ha : TUPEKTHA Antimillerian hormone nd/ml ' serum
XeMUWIYMHHUCHEHINja
Anti HBs
Validated manufacturer ‘s m( ;50(;”:: |OOO)
method using: direct
chemiluminescence (DCLIA) | CYFRA 21-1 (0,1-500)
ng/ml
PY/5.5.3/44 Bep3.1 Ectpammon (25-1200)
10.02.2020 Estradiol pg/ml
12. | BN ProSpec Siemens, OnpenyBame Ha : cepym
Tepmanuja serum /
njia3ma
Banuaupan plasma /
AHAJMTUYKH METO ypuHa
HA MPOHU3BOAUTEIOT urine
co ynorpeba
Ha : Jlacepcka
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Hedenomerpuja

Validated
manufacturer's

method using:

Laser Nephelometry LNF

Determination of:

ASO (10 -1370) cepym
Anti Streptolysin — O 1U/mL serum
RF (11,0 - 120) cepym
PY/5.5.3/41 Bep3.1 Rheuma factor IU/mL serum
03.04.2017 Tpanchepun (0,35-5,6) g/L | cepym
Transferrin serum
IJiasma
plasma
LepyormasmMux (0,07-2,2) g/L | cepym
Caeruloplasmin serum
mjiasma
plasma
Beta 2 Mukporio0ynuH (0,7-23,0) cepym
B2 microglobulin mg/L serum
mjiasma
plasma
Ancda 1 anTHTpUTICHH (0,16 —-5,2) g/L | cepym
ol antitrypsin serum
ImJiasma
plasma
XanToraoouH (0,26 — 8,3) g/L | cepym
Haptoglobin serum
ImJiasma
plasma
MukpoanGymuH (ypuHa) (11,0 — 340) ypuHa
Microalbumin (urine) mg/L urine
C3 (0,12-4,1)g/L | cepym
serum
mJjiasma
plasma
C4 (0,06 -1,9)g/L | cepym
serum
Imjiasma
plasma
Apo lipoprotein Al (0,19-6,0)g/L | cepym
serum
Imjiasma
plasma
Apo lipoprotein B (0,25-4,0)g/L | cepym
serum
mjiasma
plasma
Lp(a) (0,1-1,6) g/L cepym
serum
Imjiasma
plasma
13. | Jonometap OgpenyBame Ha: Cepym
Genrui- Ge 300 Serum/
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JOH ceJleKTHBHA €JIEeKTpoaa YPthl
Urine
lon Selective Electrode
(ISE) Determination of:
Harpuym (20,0-200,0)
Sodium mmol/L
Kanuym (0,3-20,0)
Potasium mmol/L
PY/5.5.3/45 Bep3.1 Xnopuau (20,0-200,0)
04.11.2019 Chlorides mmol/L
Kanmmywm jon (0,1-6.0)
Calcium ion mmol/L
pH 3,0-11,00
Jlutrym (0,2-5,0)
Lithium mmol/L
14. | Chemwell, Awareness OnpenyBame Ha: cepym
Technology USA serum
Banuaupan
AHAJIUTUHYIKHU METOX
Ha MPOU3BOAUTEIOT
€o ynorpeoda
Ha: Enzyme-Linked
Immunosorbent Assay
Validated Determionation of:
manufacturer’s
method using: Enzyme-Linked
Immunosorbent
Assay ELISA
Ds DNA (0-10) s/icov
17-OH Progesterone (0,03 -20)
ng/mL
CA72-4 (0,79 - 100)
U/mL
Wuronepaniyja Ha XxpaHa (0,0 —>200)
(Cneundununu IgG — TnnoBu Ha pg/mL
PY/5.5.3/1 Bep3.1 XpaHa)
01.11.2013 Foodscreen IgG - food intolerance
HE-4 (15 -900) pM
Human Epididymis Prot. 4
ROMA index 0.0 - 100%
CALC IIpecmerka
(Calculation)
15. | Allergy panel IgE OnpenyBame Ha: (0 ->100) Cepym
R-biopharm, Detrmination of: IU/mL
I'epmanuja

HcnuryBama Ha ajeprum:
IManeaun co IgE antutena

[Tanenl xomOuHMpaH
Panel 1 combinated

[Tanen 2 nHxanaTopexH
Panel 2 respiratory
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[Manen 3 HyTpUTHBEH
Banuanpan Panel 3 nutritive
AHATMTAYKA METOA INanen 4 menujaTprcku KOMOUHUPAH
Ha MPOM3BOIUTEJIOT HA Panel 4 pediatric
TOTOB POM3BOA ITanen 1 HVEN unxanatopex
co ynorpeda Ha: Immunoblot TO/ITOTBEH 34 HAIlIe MOMHEG]e
MeTon Panel 1 HVEN
. respiratory
Validated . Tanen 3 TR
manufacturer's HYTPUTHBEH IOATOTBEH 3a Halle Serum D
method using: Immunoblot yTpuTh A
moxHeOje
metod Panel 3 TR
PY/5.5.3/38ep3.2 nutritive
02.10.2014
16. | Aeuskublots AHA —AHTHHYKJI€apHH aHTUTEJIa Cepym bl |
I'epmanuja (manen ox 17 dpakirun)
Baauaupan
AHAJHTUYKH METO
HA MPOU3BOAUTEJIOT Ha
rOTOB MPOU3BO/
co ynorpeda Ha: Mertoj
Line immunoassay
- immunoblot)
Serum D
Validated ANA (Antinuclear antibodies)
manufacturer's panel of 17 fractions)
method using: Immunoblot
method LIA
(Line immunoassay
- immunoblot)
PY/5.5.3/13 Bep3.2
15.05.2019
17. | Koarynomerpuja OppenyBame Ha : bl |
Koaryso-Merap
Thrombotimer
(HMK)
Determination of: niazma
Clotting method PT/INR/Tt- (1,07 - 2607) D
Coagulometer IMporpombuncko Bpeme co MHP u
Trombotimer TpoMOOTECT
PT/INR/Tt
Prothrombintime/INR (International
Normalized Ratio/Thrombotest plasma
PY/5.5.3.16 Beps.1 - - -
28.03.2016 aPTT- akTuBHO MapuujamHo (1,07 —2607)
MPOTPOMOMHCKO BpeMe
aPTT- activated Partial
Thromboplastine Time
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TT — TpomOuHCcKo Bpeme (1,07 -2607)
ThrombineTime
Fib- ®ubpunoren (0,8-12) gr/L
Fibrinogen
18. 0] :
BCS XP System APSAYBAmC Ha
Siemens Germany
By cp | OStMIntonof
ynorpeda Ha MeToaa g:ﬂDll/Irl;]d:F (50-7500) ng/ml Mrazma
HMYHOTYpPOMIMMeTpHUja
(PETIA) n XpoHomerphcka PT/INR/Tt IIpoTpomMOuHCKO Bpeme
. co MHP tpomorect
koaryjaomerpuja (HMK)
PT/INR/Tt (1,07-2607)
. , Protrombine time/INR (International
Validated '.m"_'"f acturer:s Normalized Ratio/Thrombotest
method using: particle — PTT A -
enhanced turbidimetric a KéHBHO [TapLjaIio Plasma
immunoassay (PETIA) and HIPOTPOMBHHCIO EPEME 1,0°-260”
Chrononmetric Coagulation . . (1,07-2607)
(HMK) aPTT — activated Partial
Thromboplastine Time
PY/5.5.3/46 Beps.1 TT Tpombusicxo speme
09.12.2020 o (1,07-2607)
TT Thrombine Time
19. | buoxeMuCKH aHAJIN3H HA OxnpenyBame Ha: Ypuna
ypuHa
MaxkpocKoncKU Onuc
urine
Urine biochemical analysis Determination of:
(ypuHapeH 0MOXeMHUCKH
HHIMKATOP)
Macroscopical (MAC)
(urinary biochemistry stick) —
UBS
PY/5.5.3/9 Bep3.1
01.11.2013
MAC Usrnen
apearanc
MAC 60ja
color
UBS pH 5,0-9,0
UBS CrieruryHa Te)xnHa 1,000-1,030
Specific gravity
UBS [Iporennn Heratus — 500
Proteins mg/dL
UBS I'nyko3a Heratus — 56
Glucose mmol/L
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UBS YpobOunuHoTeH Herarus — 200
Urobilinogen pmol/Lg
UBS BunnpyOun
Bilirubin
UBS Keronu
Ketones
UBS Hurpuru
Nitrites
UBS AckopOHMHCKa KHUCEeTHHA
Ascorbic acid
20. | LABUMAT OppenyBame Ha : Ypuna
ABTOMAaTCcKa H3padoTKa Ha
0MOXeMHCKHM YPHMHAPHHU
aHATH3U
Automatic preparation of
biochemical urinary analyzes
Determination of:
Physical measurement cell
(PMC) Microhemistry sticks
(MCHS)
PY/5.5.3/17 Bep3.1
10.03.2020
PMC H3TIIeN
apearance
PMC 60ja
color
MCHS pH 5,0-9,0
PMC CreruduyHa TexuHa 1,000-1,030
Specific gravity
MCHS IIporennu Heratus-
Proteins 500mg/d|
MCHS I'nyko3a Herarus- 56
Glucose mmol/L
MCHS YpobuinuHoreH Heratug-200
Urobilinogen pmol/L
MCHS BunnpyOun
Bilirubin
MCHS Keronn
Ketones
MCHS Hutputn
Nytrites
MCHS AcCKOpOHMHCKa KHCeJINHA
Ascorbic acid
URISED 3 PRO Eputpouutu
ABTOMAaTCKa N3padoTKa Ha Erythrocytes (red blood cells) Urine
ceNMeHT Ha yPHHA Jleyxkoruru

Automtic urine sediment
preparation

Leukocytes (white blood cells)

Enurennn kinetku
Epithelial cells
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Kpucramu
Phase — contrast microscopy Crystals
(PHCM) Humuaapu
Casts
PY/5.5.3/17 Baxrepun
Bacteria
21. | AHaJaM3¥ HA CeIMMEHT Ha ypHHA
ypHuHa urine
(Urinary sediment)
(meToaa Ha
MHKPOCKONIMPame)
Mycroscopy
MIC
PY/5.5.3/9 Bep3.1
01.11.2013
MIC Eputporutu
Erytrocythes — Red blood cells
MIC Jleykouutu
Leukocytes — White blood cells
MIC Enutennu kieTku
Epithel
MIC Kpucramu
Crystals
MIC Hunmuaapn
Casts
MIC Bakrepun
Bacteria
22. | bp3 xpomaTorpadcku Tect OnpenyBame Ha: Ypuna/
denec
Baauaupan
AHAJIUTHYIKHA METOQ My.]ITH APOTrA TECT
Ha MPOU3BOIUTEOT HA @DeKaHO OKYJITHO KpBapeme
rOTOB MPOU3BO/ bp3 COVID-19 Anturen Tect
co ynorpeda na: UmyHo
xpomaTtorpadmuja
Rapid chromatographic test urine/
Validated faeces
manufacturer's Determination of:
method using: Immune
chromatography Multi drugs testing
Fecal occult blood test (FOB)
Rapid COVID-19 Antigen Test
PY /5.5.3/50 Bep3.2 Amderamuau > 1000 ng/ml ypuHa
12.08.2021 Amphetamine urine
BeH3oanasenuHu > 100 ng/ml ypuHa
Benzodiazepine urine
Excrazsu MDMA > 500 ng/ml ypuHa
Methylendioxy-methamphetamine urine
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Omnujatu >2000ng/ml ypuHa
Opiate urine
MeraoH > 300 ng/ml ypuHa
Methadone urine
THC >20 ng/ml ypuHa
tetrahydrocannabinol urine
Kokaun > 300 ng/ml ypuHa
Cocaine urine
deKaHO OKYITHO KPBApeHe >3.0g/dL (deuec
FOB Fecal occult blood test faeces
Has3o-
Bp3z COVID-19 Anrturen Tect 1.15x 10? gapunzuane
Rapid COVID-19 Antigen Test TCID/ mL H
CLINITEST® opuc/
swab
23. | LHuTOJIONIKM HCIIUTYBabha OxpenyBame Ha : Kps/ blood
mukpockoncku (MIC) meron Opuc
cJIy3HMIAM
(Cytological analysis — ucosa/
mycroscopy) cnepma
Determination of: sperma
(MIC)
[Mepudepna kpBHA pa3Macka kps/ blood
PY/5.5.3/4 Bep3.1 Periferial blood smear - cytology
01.11.2013
Bpoeme Ha peTUKYIOLUTH opuc
Reticulocytes — number cry3HuIam
ucosa
Pa3macka on HOCHa city3HULA Opuc
€O3MHO(IITH CJIy3HHIAM
Nasal mucose smear for ucosa
eosinophiles
Cnepmorpam crnepma
Spermogram sperma
(Cranmapaen rect WHO 2010)
Il MukpoOuosoruja
24. | MUKpPOOHOJIOUIKO HcnuryBame Ha: OIIHCHO/
HCMUTYBah€ HA MPUMEPOLH descriptive Bpuc
O/l pECIHPATOPHYU NATHIITA H
NMPUAPYKHU JIOKATH3AUNU
Public Health England
UK Standards for
Microbiology Investigations
http://www.hpa.org.uk/SMI
Microbiology examination of
respiratory tract samples and
adjacent localizations
Public Health England
UK Standards for Microbiology | Examination of: Swab

Investigations
http://www. hpa.org.uk/SMI

PY/5.5.3/20 Bep3.2
10.11.2014
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CUL MHUKpOOHOIOIIKO HCTIUTYBahE Ha Bpuc on
Opuc o7 TpIIo - GAKTEPUOIIOIIKN rpJio
METOAU —KYJITUBUPAILC
Microbiology examination of throat
swab — bacteriology - cultivation throat swab
http://www.hpa.org.uk/SMI B9

CuUL MuKpoOHOIIONIKO HCIUTYBAKkE Ha Bpuc ox Hoc
OpHC 011 HOC - OaKTEePHOJIOIIKH
MCTOAN —KYJITUBUPALC
Microbiology examination of nose nose swab
swab — bacteriology - cultivation
http://www.hpa.org.uk/SMI B5

CUL MuKpOOHOJIONIKO UCIIUTYBAKE HA Bpuc on
Opuc of ycra - 0aKTEepUOJIOIIKY 1 ycra
MMKOJIOIIKHA METOAU —KYJITUBUPAHKC
Microbiology examination of mouth mouth swab
swab — bacteriology and mycology -
cultivation
http://www.hpa.org.uk/SMI B4

CUL MHUKpOOHOJIOIKO UCIIUTYBAhE Ha Bpuc ox
OpHC OJl KOHjyKTHBa KOHJyKTHEA
- 0aKTEepPHOJIOLIKA METOIN —
KyJITUBUPAHE
Microbiology examination of eye b
swab — bacteriology - cultivation eye swa
http://www.hpa.org.uk/SMI B2

CuUL MuKpoOHOIIONIKO UCIINTYBAKE Ha Bpuc ox yBo
OpHC 011 YBO - OaKTEPHOJIOIIKH U
MUKOJIOIIKHA METOAU —KYJITUBUPAKHLC
Microbiology examination of ear ear swab
swab — bacteriology and mycology -
cultivation
http://www.hpa.org.uk/SMI Bl

CUL MHUKpOOHOIIOIIKO UCIIUTYBAhE Ha Cuyrtym,
OpHC O] CIlyTyM/ TpaxeaseH acmupar ;[c’szejie“
- 6aKTepI/IOJ'IOIHKI/I U MHUKOJIOIIKH P
METOAN —KYJITUBUPALEC
Mchobllology examlt?atlon_ olf Sputu(rjn, Sputum,
tracheal aspirate — bacteriology an tracheal
mycology - cultivation
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aspirate
http://www.hpa.org.uk/SMI B 57
25. | MuKpoOHO/I0IIKO HcnuryBame Ha: OTIHCHO/ Ypuna
HUCNHUTYBa-€ HA yPUHA- descriptive
YPHHOKYJITypa
Public Health England
UK Standards for
Microbiology Investigations
http://www.hpa.org.uk/SMI
Microbiology examination of
urineculture
Public Health England Examination of: Urine
UK Standards for Microbiology
Investigations
http://www.hpa.org.uk/
SMI
PY/5.5.3/21 Bep3.1
01.11.2013
CUL MHUKpOOHOJIOIIKO UCIIUTYBAhE Ha Ypuna
YpHHA — YPHHOKYJITypa -
6aKT€pI/IOJ'IOH.IKI/I MCTOOHU —
KyJITHUBHUPAHE
Microbiology examination of urine Urine
urineculture — bacteriology -
cultivation
http://www.hpa.org.uk/SMI B41
26. | MUKpOOHOJIOUIKO UcnuryBame Ha: omnucHo/ Bpuc
HCMUTYBah€ HA MPUMEPOLH descriptive
O TeHUTAJICH TPAKT U
NPUAPYKHH JTOKATU3aIHH
Public Health England
UK Standards for
Microbiology Investigations
http://www.hpa.org.uk/SMI
Microbiology examination of
genital samples and adjacent
localizations
Public Health England
UK Standards for Microbiology | Examination of: Swab
Investigations
http://www.hpa.org.uk/
SMI
PY/5.5.3/22 Bep3.1
01.11.2013
CUL MuKpoOHOIIONIKO HCIIUTYBAKkE Ha By.aBa
OpuC 011 ByJIBa - OAKTEPHOJIOIIKU H
MUKOJIOIIKHA METOAU —KYJITUBUPALC
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Microbiology examination of vulvar
swab — bacteriology and mycology -
cultivation

vulva
http://www.hpa.org.uk/SMI B28
CuUL MuKpoOHOIIONIKO HCIIUTYBAKkE Ha Baruna
OpucC o1 BaruHa - OaKTEPHOJIOIIKA H
MHUKOJIOIIKHA METOAN —KYJITUBUPAHLE
Microbiology examination of vaginal
swab — bacteriology and mycology -
cultivation
Vagina
http://www.hpa.org.uk/SMI B28
CUL MHUKpOOHOJIOIIKO UCIIUTYBAhE Ha HepBuxc
OpHC OJ1 IICPBUKC - OAKTEPUOIIOIIKH
1 MHUKOJIOIIKHW METOOU —
KyJITUBUPAKE
Microbiology examination of cervical
swab — bacteriology and mycology -
cultivation
cervix
http://www.hpa.org.uk/SMI B28
CUL MuKpoOHOJIONIKO UCIIUTYBAKE HA Yperpa,
Opuc ox ypetpa, rliaHC TJIaHC
- 0aKTEepPHOJIOUIKA ¥ MHUKOJIOIIKH
METOAN —KYJITUBUPALC
Microbiology examination of urethral urethral,
swab — bacteriology and mycology - penile swab
cultivation
http://www.hpa.org.uk/SMI B28
CuUL MuKpoOHOIIONIKO UCIINTYBAKE HA Cemena
CEMCHA TCYHOCT - 6aKTepI/IOJ'IOI.HKI/I TEYHOCT
METOAU —KYJITUBUPAEKE
Microbiology examination of semen — semen
bacteriology - cultivation
http://www.hpa.org.uk/SMI B28
27. | MuKpoOHOI0MIKO HcmuryBabe Ha: omcuo/descript | Bpuc
UCNUTYBah€ - CKPUHUHT 32 ive
crpentokok rpyna b Public
Health England
UK Standards for
Microbiology Investigations
http://www.hpa.org.uk/SMI
Microbiology examination -
screening for group B
Streptococcus
Public Health England Examination of: Swab
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UK Standards for Microbiology
Investigations

http://www.hpa.org.uk/

SMI

PY/5.5.3/25 Bep3.1

01.11.2013

CUL MHUKpPOOHOJIOIKO HCIIUTYBAE - Baruna
CKPUHUHT 3a CTPENTOKOK rpyna b - - PeKTYM
0aKTEePHOJIOIIKA METOIN —
KyJITHUBHPAHE
Microbiology examination -
screening for group B Streptococcus
— bacteriology - cultivation vagina,
http://www.hpa.org.uk/ rectum
SMI B58

28. | Mukpo6uoJiomKo HcnuryBame Ha: onucuo/descript | ®enec,

HCIUTYBa-e Ha (elec 3a ive Bpuc

upeBHu natorenu Public

Health England

UK Standards for

Microbiology Investigations

http://www.hpa.org.uk/SMI

Microbiology examination of

faecal samples for bacterial

pathogens Examination of:

Public Health England Faeces,

UK Standards for Microbiology Swab

Investigations

http://www.hpa.org.uk/

SMI

PY/5.5.3/26 Bep3.1

01.11.2013
MuKpoOHOIIONIKO UCIIUTYBAKE HA ®Dernec,
KOIPOKYJTYpa M peKTalieH Opuc - peKTaieH
0aKTEepHOIIONIIKH METOIU — opuc
KyJNITUBHPAHE
Microbiology examination of
coproculture, rectal swab— Faeces,
bacteriology - cultivation rectal swab

http://www.hpa.org.uk/SMI
B 30
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29. | Mukpo6uoJiomko HcnuryBame Ha: ®denec,
UCMHUTYBa-€ HA IPUMeEPOIH omucuo/descript | Bpuc/
(ocBeH KpB) 32 Napa3suTH ive
Public Health England
UK Standards for
Microbiology Investigations
http://www.hpa.org.uk/SMI
Microbiology examination of
samples (other than blood) for
parasites
Public Health England Examination of:

UK Standards for Microbiology Faeces,
Investigations Swab
http://www.hpa.org.uk/
SMI
PY/5.5.3/27 Bep3.1
01.11.2013
MIC MuKpoOHOIIONIKO HCIIUTYBAKkE Ha ®Dernec,
(1)6].[60 34 Iapa3uTu -
Microbiology examination of faeces
for parasites
http://www.hpa.org.uk/
SMI B31 Faeces,
MIC MUuUKpOOHOJIOIIKO UCIIUTYBAKE Ha Henxopanck
1esoancku OpHC - MUKPOCKOTICKH u Opuc
Microbiology examination of
sellotape slide — microscopy Sellotape
http://www.hpa.org.uk/ slide
SMI B31

30. | MUKpOOGHOJIONIKO HcnutyBame Ha: onucHo/ Bpuc
HUCMHUTYBa-€ HA PUMeEPOIH descriptive
KOKa 1 NOBPIHIMHCKHA PAaHU
Public Health England
UK Standards for
Microbiology Investigations
Microbiology examination of
skin and superficial wounds Swab

Public Health England
UK Standards for
Microbiology Investigations

http://www.hpa.org.uk/SMI

PY/5.5.3/28 Bep3.2
10.11.2014

Examination of:
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CUL MHUKpOOHOJIOIIKO HCTIUTYBahE Ha Ko:ka
OpHcC 071 KOKa - 0aKTEpPHOJIOIKA U
MUKOJIOIIKHA METOAU —KYJITUBUPAHKHC
Microbiology examination of skin
swab — bacteriology and mycology -
cultivation
http://www.hpa.org.uk/ Skin
SMI Microbiology Investigations
http://www.hpa.org.uk/
SMIB 11
CUL MHUKpOOHOJIOIIKO UCIIUTYBAhE Ha INoppmuHnc
OpuC 011 MOBPIIIMHCKA paHa Ka paHa
- 0aKTEepPHOJIOUIKA ¥ MHUKOJIOIIKH
MCTOAHN —KYJITUBUPALC
Microbiology examination of
superficial wound swab —
bacteriology and mycology -
cultivation Superficial
wound
http://www.hpa.org.uk/
SMI Microbiology Investigations
http://www.hpa.org.uk/
SMIB 11
31. | Mukpo6uoJiomko HcnuryBame Ha: OIUCHO/ Bpuc
HCNHUTYBa-€ HAa a0cuecH U descriptive
MJIA00KH paHu
Public Health England
UK Standards for
Microbiology Investigations
Microbiology examination of
abscesses and deep — seated
wounds Examination of: Swab
Public Health England
UK Standards for Microbiology
Investigations
http://www.hpa.org.uk/SMI
PY/5.5.3/29 Bep3.1
01.11.2013
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CUL MHUKpOOHOIOIIKO HCTIUTYBahE Ha Jnadoka
Opuc on 11ab0KU paHu paHa
- GaKTepI/IOJ'IOHIKI/I 1 MHUKOJIOLIKH
METOAU —KYJITUBUPAILC
Microbiology examination of deep —
seated wounds swab — bacteriology
and mycology - cultivation Deep -
seated
http://www.hpa.org.uk/ wound
SMI B 14
CUL MHUKpOOHOIOIIKO HCIIUTYBAhE Ha Abcuec
abcrec - 0aKTEpHOJIOLIKH H
MUKOJIOIIKHA METOAU —KYJITUBUPAHKHC
Microbiology examination of
abscesses swab — bacteriology and
mycology - cultivation Absces
http://www.hpa.org.uk/
SMI B 14
32. | OapenyBame Ha 0CETIHBOCT UcnuryBame Ha: OTIHACHO/ bakrepucka
KOH AaHTHMHKPOOHH CPeICTBa descriptive cycnensuja
Susceptibility testing
The European Committee on
Antimicrobial Susceptibility
Testing. Breakpoint tables for
interpretation of MICs and
zone diameters. Version 9.0, Bacterial
2019. http://www.eucast.org Examination of: suspension
PY/5.5.3/30 Bep3.1
01.11.2013
CuUL Banunupan BakTepucka
AQHAJIUTHYKH METOJ cycnensuja
Juck nudysnona metona
“The European Committee on
Antimicrobial Susceptibility Testing,
Breakpoint tables_ for interpretat_ion of Bacterial
MICs and zone diameters. Version suspension
10.0, 2020. http://www.eucast.org”
Validated analytical
methods using
Disc diffusion
“Breakpoint tables for interpretation
of MICs and zone diameters. Version
10.0, 2020. http://www.eucast.org”
33. | Umynodayopecuenuja HcnuryBame Ha: Herexnuja/ Bpuc,
Banuaupan detection cepym/

AHAJMTHYKH METO]
HA NPOM3BOIUTEJIOT HA
rOTOB NMPOU3BOJ
€0 ynorpeoda Ha
HMYHO(JIyOpeCHeHTHA
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MHMKPOCKOINHja

Immunofluorescence

Instructions manual Patho Dx,
Remel, UK

Krieg N.R. et all, 1984.
Bergey's Manuel of Systematic
Bacteriology

PY/5.5.3/31 Bep3.1
01.11.2013

Examination of:

Swab/
serum

DIF

Herexuuja va Chlamydia trachomatis
Ag

Detection of Chlamydia trachomatis
Ag
Patho Dx, Remel, UK

Bpuc

Swab

1F

MMHEYMOCIJIAJ/J - derexiyja Ha
IgG u IgM aHTHTENa KOH aTUITHYHU
pecnupaTopHU NIaTOT€HU:

L. pneumophilla

M. pneumonia

C. burnetii

Chl. pneumoniae

Adenovirus

Respiratory Syncitial Virus
Influenzae A virus

Influenzae B virus

Paranfluenzae (1,2,3 virus)

Detection of IgG and IgM antibodies
to atypical respiratory pathogens:
L. pneumophilla

M. pneumonia

C. burnetii

Chl. pneumoniae

Adenovirus

Respiratory Syncitial Virus
Influenzae A virus

Influenzae B virus

Paranfluenzae (1,2,3 virus)

PNEUMOSLIDE, Vircell, ES
Grdanoska T. etall 2001, 2-nd
Balkan Conference of Microbiology

Cepym

Serum

Wznanue /Issue 1
Bepauja /Version 4

OB 05-25-1
OB 05-25-1

Crpana/Page 32 oxn/of 36




o

HUHCTUTYT 3A AKPEJJUTALINJA HA PEITYBJINKA CEBEPHA MAKEJOHHNJA
INSTITUTE FOR ACCREDITATION OF THE REPUBLIC OF NORTH MACEDONIA

1F Herexuuja Ha 1gG anTuTena KoH Cepym
Leischmania
Leischmania IgG, Vircell, ES
T. Kobets, et all. 2012;19(10):1443-
74. Current Medicinal Chemistry
Detection of Leischmania IgG
antibodies
Leischmania 1gG , Vircell, ES
T. Kobets, et all. 2012;19(10):1443- Serum
74. Current Medicinal Chemistry
34. | AmyHoO-arIyTHHAIK]ja HcnuryBame Ha: Herexnuja/detec | Cepym
Baauaupan tion
AHAJIUTUHYIKHU METOX
Ha MPOU3BOJAUTEIOT HA
roToB MPOU3BO/J
co ynorpeda Ha
Ko-arayrunaumja,
Brucellacapt, Vircell,
Mnanuja
Orduna A et all 2000, 38
(11):4000-5. J Clin Microbiol.
Immuno-agglutination
Validated Examination of: Serum
manufacturer's
method using:
Co-agglutination
Brucellacapt, Vircell, Spain
Orduna A et all 2000, 38
(11):4000
PY/5.5.3/32 Bep3.1
01.11.2013
IAG Jlerexnyja Ha BKYIIHH aHTHTENa KOH Cepym
Brucella
HMMyHOArIyTHUHALIMCKHU TECT
Brucellacapt, Vircell, Spain
Detection of total Brucella antibodies Serum
Immunoaglutionation
Brucellacapt, Vircell, Spain
35. | VIRCLIA- Tunderbolt EIA - | OapenyBame Ha HHACKC Ha aHTHTENA Cepym/
CL KOH: miama

Vircell, Ilnanuja

Banuaupan
AHAJIUTHYKH METO
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HA MPOU3BOUTEIOT HA
TOTOB MPOU3BO/
co ynorpeba

MeTtoaa Ha
HHIAUPEKTHA
XeMUWJIYMHHUCHEHIHja
(CLIA)
VIRCLIA- Tunderbolt EIA - Determination of Antibody index Serum/
CL plasma
Vircell, Spain
Validated
manufacturer's
method using: Indirect
chemiluminescence
immunoassay
Zhao, L., L. Sun, X. Chu. 2009.
Chemiluminescence
immunoassay. TrAC-Trend
Anal Chem. 28: 404-415
PY/5.5.3/33 Bep3.1
03.07.2017
CLIA Echinococcus granulosus 1gG 0 - 100 S/CAL Cepym,
miasma/
CLIA Borrelia burgdorferi IgG 0-100 S/ICAL
CLIA Borrelia burgdorferi IgM 0 - 100 S/CAL
CLIA Chlamydia trachomatis 1gG 0-100 S/ICAL
CLIA Chlamydia trachomatis IgM 0 - 100 S/CAL
CLIA Chlamydia trachomatis IgA 0-100 S/ICAL
CLIA Herpes Simplex Virus 1+2 IgM 0 - 100 S/CAL
CLIA Parvovirus IgM 0-100 S/ICAL
CLIA Rubella virus IgM 0-100 S/CAL
CLIA Varicella-Zoster virus IgM 0-100 S/ICAL
CLIA Morbilli virus IgM 0 - 100 S/CAL
CLIA Candida albicans germ tube antibody | 0 - 100 S/ICAL
IgG immunoassay
CLIA Toxoplasma IgG avidity (0 -40) S/ICAL
CLIA Cytomegalovirus IgG avidity (0 - 40) S/ICAL
CLIA Morbilli virus 1gG (0-100) S/ICAL
CLIA Varicella-Zoster virus 1gG (0-100) S/ICAL
CLIA Herpes Simplex Virus 1+2 1gG (0-100) S/CAL

Wznanue /Issue 1
Bepauja /Version 4

OB 05-25-1
OB 05-25-1

Crpana/Page 34 oxn/of 36



https://en.vircell.com/products/toxoplasma-virclia/

o

HUHCTUTYT 3A AKPEJJUTALINJA HA PEITYBJINKA CEBEPHA MAKEJOHHNJA
INSTITUTE FOR ACCREDITATION OF THE REPUBLIC OF NORTH MACEDONIA

CLIA Rubella Virus 19G (0-100) S/CAL
Serum/
CLIA Cytomegalovirus IgM (0-100) S/ICAL | plasma
CLIA Cytomegalovirus 1gG (0-100) S/ICAL
CLIA Toxoplasma IgM (0-100) S/ICAL
CLIA Toxoplasma IgG (0-100) S/ICAL
CLIA Helicobacter pylory IgA (0-100) S/ICAL
CLIA Leishmania 1gG+IgM (0-100) S/CAL
CLIA Mumps IgM (0-100) S/CAL
CLIA Mumps 1gG (0-100) S/CAL
Cepym,
CLIA COVID -19 1gG (0-100) S/ICAL | maasma
Serum/
CLIA COVID - 19 IgM+IgA (0-100) S/ICAL | plasma
CLIA COVID-19 SPIKE Quantitative igG 0-2180 BAU/ml
36. | MouiekynapHna qujarnoctuka | Jlerekuuja Ha:
Baﬂnzmpaﬂ AHAJIUTHYIKHU
METO/1 HA MIPOU3BOJAUTEIOT HA
roTo NPOM3BOJ CO YNOTpeda
Ha [losimmepa3Ho-BepUIKHA
peaxkuuja Bo peasino Bpeme
Detection of:
Validated manufacturer’s
method using Real -time
polymerase chain reaction HPV — Real time PCR nertekrmja Ha 50-100.000 Tenumanen
19 BUCOKO pU3UYHU U 9 HUCKO KoTHu/peaknuja | opuc
pusndHu KaHueporenn HPV tunosu
PY/5.5.3/40 Bep3.1
06.03.2020 HPV — Real time PCR detection of 19 | 50-100.000 Genital
high risk and 9 low risk HPV types copies/reaction | swab
PY/5.5.3/47 Beps.1 Pecnimparopen nanen- Cunapomcko | 50-100.000 Bpuc on
06.03.2020 Tectupame co Real -time multiplex KOIHK/pEeaKknyja | rpJao/Hoc
PCR 3a 21 pecimpatopeH
PY/5.5.3/48 Beps.1 MIPUYNHHTEI
06.03.2020 Nasal/
Respiratory panel -syndromic testing | 50-100.000 Throat swab
PY/5.5.3/49 Bep3.1 for 21 respiratory pathogens with copies/reaction
06.03.2020 Real -time multiplex PCR
COVID- 19 (SARS-CoV -2) 50-100.000 Bpuc 00 noc
MOJIEKyJIapHa JeTEeKIMja Ha BUPYCHA | KONHUH/peaknuja | u opoghap
PHK co CE — IVD rect co RT — PCR UHKC,
Ol pECIIMPAaTOPHU IIPUMEPOLU cCnymym,
bAJT
COVID- 19 (SARS-CoV -2) 50-100.000
molecular detection with Real -time copies/reaction Nasal and
RT — PCR from respiratory samples oropharynge
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al swab,
sputum,
BAL
[Tanen 3a BupycHH 500-1.000.000 Denec
racTpOMHTECTHHAIHM Tatorenu Real | komuu/peaknuja
-time multiplex PCR 3a 6 Bupychu >0,5 TCID50 Faeces
MPUYNHHUTENIN HA CHTEPUTH
Gastrointestinal pathogens panel 500-1.000.000
Real -time multiplex PCR for copies/reactions

detection of 6 viral enteric pathogens | >0,5 TCID50

M-p Crnoboaen YokpeBcku
M.Sc. Sloboden Chokrevski
Jupexktop

Director

Oga e enekTpoHcKa Bep3mMja og MpunoroT KoH cepTUgUKATOT 3a akpeauTauuja

is on line copy of the Annex to the accreditation certificate
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