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

Ipuiior KoH cepTU(PUKATOT 32 aKpPeAUTALMja HA
MeIUIUHCKA J1adopaTopuja
Annex to the Accreditation Certificate of
Medical Laboratory
Bbp. MJI-004 / No. ML-004

Harym: 22.11.2023 I'o 3amenysa [Ipunoror ox 03.04.2023
Date: 22.11. 2023 Replaces Annex dated: 03.04.2023
AKPEJUTHUPAHO TEJIO Opnnen Aujarnoctruku JIJIabopatopun n

Opnnen JIaboparopuja 3a XUCTOMATONIOTHja U IIUTOJIOTH]a IPU
Kimmnanuka bosanna
Anpunbanem Cuctuna

Accredited body Department - Diagnostic Laboratories
and Department - Laboratory for histopathology and
cytology

at Clinical Hospital Acibadem Sistina

JJOKAILIMJA V. Cxynu 6p. SA, 1000 Ckomje
Peny6nuka CeBepHa MaxkenoHuja

Str. Skupi No. 5A, 1000 Skopje

Location Republic of North Macedonia
CTAHJAP] MKC EN ISO 15189:2013
Standard MKC EN 1S0 15189:2013

KPATOK OIIMC HA OIICEI'OT HA broxeMuckn, XeMaTOJIONIKK, UMYHOJIOLIKH, KOATyJaluCKH 1
AKPEIUTALUJATA TECTHpama Ha pa3MeHa Ha TaCOBU BO OMOJIOIIKY IIPUMEPOLH O]
XyMaHO MOTEKJIO.

A short description of the accreditation scopeBiochemical, hematological, immunological, coagulation tests and
testing of blood gas in biologic samples of human origin.

MI/IKp06I/IOJ'IOLLIKO TCCTHUPALC HAa KIIMHUYKU XyYMaHU IIPUMEPOIH
Microbiological testing of human clinical specimens
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I/IMYHOXI/ICTOXCMI/ICKEI, XHCTOIIATOJIOIIKA M ITMTOJIOIIKA aHaJIM3a Ha
npuMeponur O TKMBa U TCJIICCHU TCUHOCTH.

Immunohistochemical, histopatologic and cytologic analysis of
tissue and body fluid samples.

5. JETAJIEH OIINC HA OIICET'OT HA AKPEJIUTAIINJA
Detailed description of the accreditation scope

Kaacupukanuja mo Tum Ha noapadje 3a recrupame/ Classification according to field of testing:

2. Buojoruja, Buoxemuja/ Biology, Biochemistry
2.1 Monexymnapau metoan/Molecular methods

2.4 Enzumcku TectoBu/Enzyme tests

2.5 Umynomnomku tectoBr/ Immunology tests

3. Xemuja/Chemistry

3.1®dmnukoxemucku meronu/Physicochemical methods

3.2 Kinacuunm Metomu 3a ananusa/ Conventional methods of analysis
3.4CnexTpockomnmja/Spectroscopy

8. Mukpoouoaoruja u mapasurosoruja /Microbiology and parasitology

Kaacupukanuja mo Tum Ha npousBoau/ Mmarepujaim 3a Tecrupame/ Classification according to types of product/materials for testing

1. Buoaomku npumepounu/Biological samples
1.1 Knuanukm 1 matonomku npumepony/Clinical and pathological samples
1.3 Uzonatu ox mukpoopranusmu/ Isolates from microorganisms

\ O ¢rexcuonieH oncer O duxcen / gpiiexcuduiieH oncer
¢duxcen (flexible scope) (fixed/flexible scope)
omncer
(fixed
scope)
Hamowmena: [Ctemnen Ha direkcubmiHOCT (criopen mporeaypata [P 05-09):
Co ,,*“ce |Degree of flexibility (according Procedure PR 05-09):
o0bernexyBa
(iexcuOui [1 HoBy axypupanu Bep3uy Ha [l HOBM MATePHja i/ TIPOU3BOIM/TIPEAMETH H/Hi [ HOBH CTAHAAP/AN/IOKYMEHTH, IPUJIAr0leHH Ha 0
HHOT OIICET [cTaHAAPAN/ AOKYMEHTH KapaKTepHUCTHKA/CBOjCTBO/aHAJIUT KOj ce MepH new standards/ documents, upon a request by the
new up-date versions of the  [/miu npommMpyBame Ha MEPHUOT OICer
standards/ documents new materials/ products/ items and/or measured
characteristic/ property/ analyte, and/or extension
of measuring scope
Bp. OsHnaka Ha crangapaaata Haciios Ha cranmapiaata  Iloapauje (r) Ha Meperbe, Marepujanu
MeTOJa, HeCTaHAapIHaTa METO0/Ia, HeCTaHAapAHATa TECTUPABE OTHOCHO
METOZa, METO/Ia pa3BHeHa METOJa, METOa Pa3BHUECHA MPOU3BOIH

BO JJabopaTopuja, METOIa BO JIabOpaTopHja, MeToaa
cnenudupada ox  cuenuuIpaHa o CTpaHa
CTpaHa Ha Ha TIPOM3BOJUTEINIOT Ha
NIPOM3BOJMTENOT HA  OmIpemara, MeToja o0jaBeHa
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orpemara, MeToJia
o0jaBeHa OJ1 yriieHA

TEXHHUYKA HHCTUTYIIH]a

WA MEeTo/1a 00jaBeHa BO

0] yrile[Ha TeXHUIKA

MHCTHUTYIIHja WIN METOAA

o0jaBeHa BO peIeBaHTHH
HAayYHH TPYIOBH WIIH

pelleBaHTHU HAYYIHH
TPYAOBH TN BECHUITI

BECHHIIA

No. Title of standard testing Range (r) of measurement,
Reference to standard method, nonstandard testing Materials
testing method, testing method, method [Products
nonstandard testing developed by the
method, method laboratory, method
developed by the specified by the
laboratory, method manufacturer of the
specified by the equipment, method
manufacturer of the pub“shed by reputab|e
equipment, method technical
published by reputable  organization or method
technical published in relevant
organization or method  scjentific texts or journals
published in relevant
scientific texts or journals
OAAEN “NABOPATOPUIA 3A XUCTONATOJIOTUIA U LUTONTOTUIA”
Department “Laboratory for histology and cytology”

1. |[AmyHoxucroxemmucka |[Ipunpema u TkHBO JT
aAHaJInu3a IMMYHOXHUCTOXEMHCKaA Kietouen 010k
Meton 6a3upaH Ha AHaAJIM3a Ha [IperapaTu
IleTeRIIl/lja HAa aHTUI'€HHU
KO YTHPAHH 32 Preparation and
KaTaJIM3Mpauku ensum immunohistochemical
uau ppyopodop, analysis of the slides
peakuujaTa npoayuupa
6oja UTrcta Ha IpUMapHU Tissue

AHTHTEIIA Cell block D

Immunohystochemical
analysis

Method based on
detection of antigens
conjugated to catalytic
enzyme or fluorophore,
in a colour-producing
reaction

Ventana BenchMark GX
Staining System, USA

Ventana BenchMark
Ultra, USA

Autostainer Link 48
PT Link
Agilent Technologies

List of primary antibodies

34BE12
IAE1/AE3
AFP

ALK
AMCHAR
ANDROG
BARD1
BCL2
BCL6
Beta HCG
BRAF V600E
Calcitonin
CALRET
CD10
CD138
CD15
CD20
CD23
CD246
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MM 5.5-2 MeTtoa Ha
HMYHOXHCTOXEMHUCKA
aHaJm3a
(15.11.2020 uznanue
03)

CD3
CD30
CD31
CD34
CD4

CD5
CD56
CD57
CD68
CD79
CD8
CD99
CD138
CDX2
CEA

CGA
CHROM A
CINtec PLUS
Cintec
CK17

CK 8/18
CK18
CK19
CK20
CK5/6
CK7

CK8
C-KIT
Collagen 1V
CYCLIN D1
DESMIN
E-CAD
EGFR
EMA

ER

EBER
Fibrinogen
GATA
Glupican3
GCDFP
GFAP
Gluc
Heppar
HER2
HMB45
IDH1
IDH2
IMP3
HHV- 8
Inhibin
INS
Kappa
Ki-67
Lambda
LCA
Mammaglobin
Melan A
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MGMT
MyoD1

MMR panel (MLH1, PMS2,
MSH2, MSH®),
Napsin A

NF

NSE

OLIG2

OKT4

pl6

p53

p40

p57

p63

Pax-5

Pax-8

PARP1
PD-L1

PGR

PLAP

Plasma cell
Podoplanin
PR

PRAME

PSA

RCC

ROS-1

5100

SALL4

SMA

Sox10

STAT1

Syn

SISH

TdT
Thrombomodulin
Thyroglobulin

TPO
TTF-1
Uroplacin 2
VEGF
Vimentine
WT1
Boeme mo May Boewe o May Grunwald - Pa3zmackn T
Grunwald - Giemsa Giemsa LluroctuH
npenaparu
Smears
Staining according to Staining method according Cytospin

May Grunwald - Giemsa

Gemini AS - Shandon
Epredia

ClearVue Coverslipper -
Shandon Epredia
\Benuxa bpumanuja

UK

to May Grunwald - Giemsa

preparations
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Giemsa stain. Retrieved

in:

http://www.ihcworld.com
protocols/special _stains

giemsa_ellis.html

MU 5.5-4 Metoa Ha
00emhe HA IUTOJOIIKHA
npenapatu no May
Grunwald - Giemsa
(15.11.2020 u3znanue 03)

boeme HA IUTOJIOMIKHA
npenaparu mno
Papanikolaou

Staining of cytologic
slides according to
Papanikolaou

Leica ST 4040
Leica Biosystems,
CAL

USA

Istruction manual

Giemsa stain. Retrieved
http://www.ihcworld.com
protocols/special _stains

boeme mo Papanikolaou

Staining method according
to Papanikolaou

giemsa_ellis.html

MU 5.5-5 MeToa Ha
00embe HA UTOJIOIIKH
npenaparu mo
IMananukoJay
(18.02.2021 uznanue 04)

Pa3zmacku T
[{urocniun
rpenapaTi

Smears
Cytospin
preparations

boeme Ha XHCTOJIOIIKH
M U TOJOLIKH
npenaparu co
XeMATOKCHJIMH U €03UH

Dukcayja Ha
XUCTOJOWIKHU IpenapaTu

Fixation of histologic
slydes

Leica Pearl
Leica Biosystems
CAL

USA

Gemini AS - Shandon
Epredia

CDI/IKC&L[I/Ija Ha XHUCTOJIOIIKH
npenapaTu

Fixation of histologic
slydes

Iboeme Ha XHUCTOJIOMIKH U
ATOJIOLIKK HOperiapaTtu co
XEMAaTOKCUJIMH U €O3HUH
Staining of histologic and
cytologic slides with
hematoxylin and eosin

Pasmacku/ T
uTocnuH
mpenapaTi
TxkuBHM
npenapartu/
IIpenapaTtu oxn
KJIETOYEH OJIOK

Smears/ Cytospin
preparations
Tissue slides/
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ClearVue Coverslipper -
Shandon Epredia
\Benuxa bpumanuja

UK

Staning of histologic and
cytologic slydes with
hematoxylin and eosin

Leica ST 4040
Leica Biosystems
CAL

USA

Istruction manual

MM 5.5-3 Mertoa Ha
0oeme HA XHCTOJIOIIKH
M M TOJOLIKH
npenaparu co
XeMATOKCHJINH H €03HH
(18.10.2021 uznanue 05)

Cell block slides

MounekyaapHa
aHaJM3a HA TKUBHU
NMPUMEPOIH U IIa3ma

Molecular analysis of
tissue and plasma
samples

Sacace SaMag 12
instruction manual

Roche Cobas 2480
system manual

Cobas EGFR
Mutation test v2
instruction manual

Cobas KRAS Mutation
test instruction manual

Cobas 4800 BRAF
V600 Mutation test
instruction manual

BRAF/NRAS
Mutation Test
Instruction manual

MM 5.5-28 MeTtoa Ha
NMoJIMMepa3a BepH:KHA
peaKknuja BO peajgHo
Bpeme (Real-time

Ilonumepasa BepuxkHa
peakiija BO peaaHo
Bpeme

Real-time Polymerase
chain reaction

EGFR
KRAS

BRAF V600

TxusHHI H
npemnapaTu
IIpenapatu on
KJIETOUEH OJIOK
Pasmacku
IInasma

Tissue slides W
Cell block slides
Smears
Plasma
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Polymerase chain
reaction-PCR)
(05.08.2019 uznanue
01)

Department (Section) of Biochemical Laboratory

oaAeEn “AUIATHOCTUMKU NABOPATOPUUN”
BUOXEMWUCKA NIABOPATOPUIA

Department” Diagnostic laboratories”

SYSMEX XN-L 550
Janmonuja

Japan

Basuaupaun
AHAJHTUYKH METO] Ha
NMPON3BOIUTENOT CO
NMPOTOYHA IMTOMETPHUja
€O MOJIyCIPOBOAJINB
MIacepCcKu 3paK M XUAPO-
IMUHAMMYHO
(oxycupame

\Validated manufacturer’s
method -Flow-cytometry
using semiconductor
laser and hydro dynamic
focusing

MM 5.5-7 Meroaa Ha
XHIPO TMHAMMYHO
(oxycupame u
MPOTOYHA MTOMETPHUja
CO MOJIyCNIPOBO/IeH
UIacepcKH 3paK
(18.10.2022 uznanue 05)

BxymieH 6poj Ha cute
Uleykormutu (6emu KpBHA
KJTCTKH)

'WBC Number of all
leucocytes

(0,00 — 999) x 10°/L

[TosnHa KpB

\Whole blood

BanuaupaH aHATUTHYKA
MeTo Ha
[IPOU3BOIUTENOT CO
[IPOTOYHA IATOMETPH]ja
CO HIOJTYCITPOBO/IJIUB
ITacepcKu 3paKk v XUapo-
IMUHAMIYHO (POKYyCHUPaAbHe

\Validated manufacturer's
method Flow-cytometry
using semiconductor laser
and hydro dynamic

UTumdorura, BKyTieH Opoj

Lymphocytes, total count

(0,00 —999) x 10°/L

focusing
IMpecmerka UTnmporurn % (0—100) %
Calculation Lymphocytes %

Banuaupan aHaTUTHYKA
MeTo Ha
[IPOU3BOIUTENIOT CO
MMPOTOYHA ITATOMETPH]ja
CO HOJTYCITPOBO/IJIMB
IacepCcKu 3paKk v XUapo-
IMHAMUYHO (POKycHpame

IMoHOUXTH, BKYIICH OpOj

(0.00 — 999) x 10°/L
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Validated manufacturer's
method Flow-cytometry
using semiconductor laser
and hydro dynamic
focusing

Monocytes, total count

[IpecmeTka

Calculation

Mounouutu %

Monocytes %

(0—100) %

BanuaupaH aHATUTHYKA
MeTox Ha
[POU3BOIUTENOT CO
[IPOTOYHA ITATOMETPH]ja
CO HIOJTYCITPOBO/IJIUB
lTacepCcKu 3paK v XUapo-
IMMHAMHUYHO (POKYCUPaHE

\Validated manufacturer's
method Flow-cytometry
using semiconductor laser|
and hydro dynamic
focusing

HeyTtpodwm, BKynieH 6poj

Neutrophils, total count

(0,00 — 999) x 10°/L

[IpecmeTka

Calculation

Heytpodum %

Neutrophils %

(0—100) %

BanunupaH aHaTUTHYKA
MeTO]] Ha
MIPOU3BOIUTETIOT CO
[IPOTOYHA IATOMETPH]ja
CO ITOJTCIIPOBO/IHB
ITacepCKH 3paK U XUAPO-
IMTHAMUYHO (DOKycHpame

\Validated manufacturer's
method Flow-cytometry
using semiconductor laser|
and hydro dynamic

[Eo3unO(MIH, BKYIICH OpOj

Eosinophils, total count

(0,00 —999) x 10°/L

focusing
IMpecmerka Eozunobmmm % (0—100) %
Calculation Eosinophils %

BanunupaH aHaTUTHYKA
MeTO]] Ha
[IPOU3BOJUTENOT CO
MPOTOYHA ITUTOMETPH]a
CO MOJTYCIIPOBOJIUB
lacepcKH 3pak v XUIpo-
IMTHAMUYHO (POKycHpame

Validated manufacturer's
method Flow-cytometry
using semiconductor laser
and hydro dynamic

bazodwu, BKyneH 0poj

Basophiles, total count

(0,00 —999) x 10°/L

focusing
[MpecmeTka bazoduim % (0-100) %
Calculation Basophiles %
Uspanue 1/1ssue 1 OB 05-25-1
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BanuanpaH aHaTUTHYKA
MeToJ Ha
[POU3BOIUTENOT CO
MPOTOYHA ITUTOMETPHja
(CO ITOJIYCIIPOBOJUIUB
ImacepcKy 3paK U XUApo-
IMTHAMUYHO (DOKycHpame

Validated manufacturer's
method Flow-cytometry
using semiconductor laser
and hydro dynamic

Hespenu ['panyiouunTy,
BKyIIeH Opoj

Immature Granulocytes,
total count

(0,00 —999) x 10°/L

focusing
[Mpecmerka Hespenu I'panynouutn % (0—100) %
Calculation Immature Granulocytes %

BanunupaH aHaTUTUYKA
METO]] Ha
MPOU3BOTUTEIIOT CO
MPOTOYHA ITUTOMETPH]ja
CO ITOITYCIIPOBO/IHB
lTacepCKH 3paK U XUAPO —
IMMHAMHUYHO (POKYCHPaHE

Validated manufacturer's
method Flow — cyometry
using semiconductor laser
and hydro dynamic

Bxymnen 6poj Ha
Epurpountu

RBC, Number of all Red
blood cells

(0,00 —999) x 10°/L

focusing

[MpecmeTka CooIHOC Ha TIOMyJanyja Ha (0—-100) % [Momaa Kpe V1
MHUKPOLIUTHU EPUTPOLIUTH

Calculation MicroR

[MpecmeTka CooHOC Ha TIOITyJanyja Ha (0—-100) %
MaKpOLIMTHU SPUTPOLIUTH

Calculation MacroR

SLS - meroja 3a KoHnrentpanuja Ha (0 -300) g/L

XeMOTJIIOOMH XemoroOnH

Validated manufacturer's |[Hemoglobin concentration

method SLS-Hemoglobin

Method

IMpecmerka ExBHBaseHT Ha (0—-100) %
XeMOTJIOOMH BO

Calculation
RBC-He

[MpecmeTka Paznuka momery (0-100) %
XEMOTJIOOMH BO
PeTuxkynountu u
XEMOTJIOOMH BO
EputpouuTtu

Calculation

o Tt e ——r
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Delta-He

IIpecmeTrka

Calculation

[EpuUTpOIMTH CO HUCKA
KOHIICHTpAIija Ha
XEMOTJI00MHOT

HYPO-HE

(0—100) %

[IpecmeTka

Calculation

Eputpouutu co BUCOKa
KOHIICHTpAIlija Ha
XEMOTJIOOMHOT

HYPER-HE

(0—100) %

[MpecmeTka

Calculation

I Xemarokput: OHOC Ha
EpuTporTéTE U BKYITHUOT
BOJTyMEH Ha KpBTa

Hematocrit: Erythrocytes
ratio of total blood volume

(0—100) %

IIpecmeTka

Calculation

CpeneH BoIyMeH Ha
EPUTPOLIMTUTE BO IIETHOT
PUMEPOK

MCV, Mean Erythrocyte
volume in total sample

(0— 200) fL

[MpecmeTka

Calculation

CpelieH BOIIyMEH Ha
XeMOTJIOOMHOT cIipemMa
Epurpouurture

MCH, Mean Hemoglobin
volume per RBC

(0 - 100) pg/kneTka

IIpecmeTka

Calculation

CpenHa KOHIICHTpaIdja Ha
XEMOTJIOOMH BO
Epurpouurture

MCHC, Mean
concentration of
Hemoglobin in
Erythrocytes

(0 400) g/L

[MpecmeTka

Calculation

IMpecmerana mupovrHa Ha
pactipenenba Ha
Eputpouurure,
CTaHapAHA JeBUjaIyja

RDW - SD

Calculated distribution
width of
Erythrocytes,Standard
Deviation

(0—100) fL

BanuaupaH aHaTUTHYKA
METO]] Ha
MIPOU3BOIUTEIOT CO
MPOTOYHA ITUTOMETPH]ja
CO ITOJTYCITPOBO/IHUB
ITacepcKu 3paKk v Xuapo-
IMUHAMIYHO (OKYyCHUPaHe

Validated manufacturer's
method -Flow-cytometry
using semiconductor laser

PeTI/IKYJ'IOIII/ITI/I, aHCOJ’IYTeH
0poj

Reticulocytes count

(0,00 — 999) x 10°/L
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and hydro dynamic
focusing
[Mpecmerka Petukynonuru % (0—100) % V1
Calculation Reticulocytes %
IMpecmeTtka 3penu PetukynommTr (0 —100) % U
(arCcKa QuryopecieHmja)
LFR,
Calculation Low Fluorescence Ratio
IMpecmerka [Mosy3penu PetukynonuTu (0 —100) % U
(cpenHa QiryopecriieHnmja)
MFR, Medium
Calculation Fluorescence Ratio
[Mpecmerka Hespenu Peruxynountu (0—100) % |
(BHCOKa (PIIyOpecCICHIIN]a)
HFR,
Calculation High Fluorescence Ratio
[MpecmeTka He3zpenu peTUKyIonuTH (0—-100) % V1
Calculation Immature Reticulocytes
BanumupaH aHATUTHYKH  [XeMOTIIOOHH BO (0-99.99) pg VT
IMETOJI HA [PETUKYIIOLIUTH
[IPOU3BOIUTEIOT CO
[IPOTOYHA IATOMETPH]ja
CO HIOJTYCITPOBO/IJIUB
lTacepcKu 3paKk v XUapo-
IMMHAMUYHO (hOKycHpame
Hemoglobin in
\Validated manufacturer's [Reticulocytes
method -Flow-cytometry
using semiconductor laser|
and hydro dynamic
focusing
[MpecmeTka [IpecmeTaHa mupounHa Ha (0—-100) % 1
pactpenenta Ha
Epurpouurure,
KOe(HUIIMEHT Ha BapHjanyja
RDW — CV
Calculated distribution
Calculation width of Erythrocytes,
Coefficient of Variation
Bannaupan ananutnukn |Bxynen O6poj Ha (0,00 —9999) 10°/L |
MeTox Ha TpombormTH
[IPOU3BOIUTENOT CO
[IPOTOYHA LIUTOMETPH]a
CO TOJTYCITPOBO/IJINB
ITacepCKH 3paK U XUAPO-
IMUHAMIYHO (OKYyCHUPaHe
Total number of Platelets
Validated manufacturer's
method -Flow-cytometry
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using semiconductor laser
and hydro dynamic

focusing
[Mpecmerka TpoMOOIMTOKPHT, (0—100) % /1
BOJYMEH Ha TPOMOOIIUTHTE
011 BKYITHHOT BOJIYMEH Ha
KpBTa
Calculation
PCT, Platelets quota of
total value
IMpecmerka CpeieH BOIIyMEH Ha (0-30) fL U
TpombonuTHTE
Calculation MPV, Mean Platelet
\Volume
[Mpecmerka [Mpecmerana mMUpovYrHA HA (0-30) fL |
pactpenenta Ha
TpombonuTHTEe
Calculation PDW, Calculated
distribution width of
Platelets
[Mpecmerka Onuoc Ha ['onemu (0—-100) % |
TpoMOOLHUTH O BKYITHHOT
0poj Ha TpoMOoUTH
Calculation P-LCR, Ratio of Large
Platelets to the total
number of Platelets
SYSMEX XN-L 530 Bxymen 6poj Ha cute (0,00 —999) x 10°/L [MosHa KpB |
Jamonmja Uleykoruru (6er1m KpBHU
Japan KJICTKH )
Banuaupaun \Whole blood

AHAJIMTHYKH METO] Ha
MPOU3BOUTEIOT CO
[POTOYHA IUTOMETPHUja
CO IOJIYCIIPOBO/IJIUB
VIACEePCKHU 3paK M XHAPO-
MTHAMIYHO
(oxycupame

\Validated manufacturer’s
method - Flow-cytometry
using semiconductor
laser and hydro dynamic
focusing

MU 5.5-7 Mertoa Ha
XHIAPO THHAMMYHO
(oxycupame u
MPOTOYHA IUTOMETPHja
€O MOJTyCNPOBO/iCH
UIacepCcKH 3paK,

(18.11.2022 uznanue 05)

\WBC Number of all
leucocytes
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BanuanpaH aHaTUTHYKA
MeToJ Ha
[POU3BOIUTENOT CO
MPOTOYHA ITUTOMETPHja
(CO ITOJIYCIIPOBOJUIUB
ImacepcKy 3paK U XUApo-
IMTHAMUYHO (poKycHpame

Validated manufacturer's
method - Flow-cytometry
using semiconductor laser
and hydro dynamic
focusing

UTumdoruru, BKyneH 0poj

Lymphocytes, total count

(0,00 —999) x 10°/L

IIpecmeTka

Calculation

UTumdouutu %

Lymphocytes %

(0—100) %

BanuaupaH aHATUTHYKA
MeTo Ha
[IPOU3BOIUTENIOT CO
POTOYHA IUTOMETPH]a
CO MOJTYCITPOBO/IJIHB
lTacepcKu 3paK v Xuapo-
IMUHAMUYHO (DOKyCUpame

Validated manufacturer's
method - Flow-cytometry
using semiconductor laser
and hydro dynamic
focusing

MoHoUHTH, BKYIICH OpOj

Monocytes, total count

(0,00 —999) x 10°/L

[MpecmeTka

Calculation

Mownouutu %

Monocytes %

(0—100) %

BanuaupaH aHATUTHYKA
MeTo Ha
[IPOU3BOIUTENOT CO
[IPOTOYHA IATOMETPH]ja
CO HIOJTYCITPOBO/IJIUB
ITacepcKu 3paxk v Xuapo-
IMUHAMUYHO QOKYyCHPamhe

Validated manufacturer's
method - Flow-cytometry
using semiconductor laser
and hydro dynamic
focusing

HeyTtpodwm, BKymieH 0poj

Neutrophils, total count

(0,00 —999) x 10°/L

[MpecmeTka

Calculation

Heyrpodpmm %

Neutrophils %

(0—100) %

BanunupaH aHaTUTHYKA
MeTO]] Ha
MIPOU3BOIUTEIIOT CO
MMPOTOYHA ITUTOMETPH]ja
CO ITOITYCIIPOBOIHB
ITacepCKH 3paK U XUAPO-
IMMHAMUYHO (POKyCHUpame

Eo3unoduu, BKymneH 0poj

Eosinophils, total count

(0,00 —999) x 10°/L
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Validated manufacturer's
method - Flow-cytometry
using semiconductor laser
and hydro dynamic
focusing

[IpecmeTka

Calculation

Eosurodum %

Eosinophils %

(0—100) %

BanuaupaH aHATUTHYKA
MeTox Ha
IPOU3BOIUTENOT CO
IPOTOYHA IATOMETPH]ja
CO TIOJTyCITPOBO/IJIUB
lTacepcKu 3paK v Xuapo-
IMUHAMUYHO (POKyCHUpame

Validated manufacturer's
method - Flow-cytometry
using semiconductor laser|
and hydro dynamic
focusing

bazo¢unu, BKkyrieH 0poj

Basophiles, total count

(0,00 —999) x 10°/L

[MpecmeTka

Calculation

Bazodumm %

Basophiles %

(0—100) %

BanunupaH aHaTUTHYKA
MeTO]] Ha
MIPOU3BOIUTETIOT CO
[IPOTOYHA IATOMETPH]ja
CO ITOJTYCIIPOBO/IHB
ITacepCKH 3paK U XUAPO-
IMTHAMUYHO (DOKycHpame

\Validated manufacturer's
method - Flow-cytometry
using semiconductor laser|
and hydro dynamic
focusing

Hespenu ['panynonuty,
BKyIIeH Opoj

Immature Granulocytes,
total count

(0,00 —999) x 10°/L

ITpecmeTka

Calculation

Hespenu I'panynouutn %

Immature Granulocytes %

(0—100) %

BanunupaH aHaTUTHYKA
MeTO]] Ha
MIPOU3BOIUTENIOT CO
[POTOYHA IIUTOMETPH]a
CO MOJTyCIIPOBOJUINB
lTacepcKu 3pax u
XMIPOJMHAMUYKO
(okycupame

Validated manufacturer's
method Flow — cytometry
using semiconductor laser
and hydro dynamic
focusing

Bxynen 6poj Ha
Epurpountu

RBC, Number of all Red
blood cells

(0,00 —999) x 10°/L

Ipecmerka

CoonHOC Ha TIOMmyJanyja Ha
MHAKPOIUTHA €PUTPOLIUTH

(0—100) %
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Calculation MicroR

ITpecmeTka CoonHOC Ha roryJanyja Ha (0-100) % |
MaKpOILIMTHH CPUTPOLIUTH

Calculation MacroR

Banuaupan ananuTHukyd |KOHIEHTpaIyja Ha (0—-300) g/L U

MEeTO]] Ha XemoroOnH

[IPOM3BOAUTENOT CO

ynotpeba Ha SLS -

METOJIa 32 XeMOTIIOONH
Hemoglobin concentration

\Validated manufacturer's

method SLS-Hemoglobin

Method

[MpecmeTtka ExBUBaNeHT Ha (0—100) % JT
XEeMOTJIOOHMH BO
EPUTPOLIUTUTE

Calculation
RBC-He

[Mpecmerka Paznuka momery (0—-100) % |
XEMOTJIOOHH BO
Petukynouutu u
XEMOTJIOOHH BO

Calculation Eputporuti
Delta-He

[MpecmeTtka [EpUTpOIINTH CO HUCKA (0—100) % Ny
KOHIICHTpaIija Ha
XEMOTJIOOMHOT

Calculation HYPO-HE

[Mpecmerka [Eputporuti co BUCOKa (0—-100) % V1
KOHIIEHTpAI[Kja Ha
XEeMOTIIOOHHOT

Calculation HYPER-HE

[Mpecmerka Xemarokpur: OHOC HA (0—-100) % |
EpUTPOLUTHTE U BKYITHHOT
IBOJTYMCH Ha KpBTa

Calculation Hematocrit: Erythrocytes
ratio of total blood volume

[MpecmeTka CpezeH BOJlyMeH Ha (0 -200) fL V1
EPUTPOIIUTHTE BO ETHOT
MPUMEPOK

Calculation MCV, Mean Erythrocyte
volume in total sample

IMpecmerka CpezneH BoslyMeH Ha (0 —100) pg/xnerka |
XEMOTJIOOMHOT CIIpeMa

Calculation Eputpornmrure
MCH, Mean Hemoglobin
volume per RBC

[MpecmeTka CpenHa KOHIICHTpAIIHja Ha (0 —400) g/L U
XEeMOTJIIOOHH BO
[Eputpouutute
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Calculation MCHC, Mean
concentration of
Hemoglobin in
Erythrocytes
IMpecmeTtka IMpecMerana mUPOYMHA Ha (0 —100) fL U
pactipenenba Ha
Epurpouuture,
CTaHmapIHAa AeBHjalldja
Calculation RDW — SD
Calculated distribution
width of Erythrocytes,
Standard Deviation
[Mpecmerka [Mpecmerana mMUpoYrHA Ha (0—100) % |
pactpenenta Ha
Epurpouurure,
KoeduIeHT Ha Bapujanuja
Calculation RDW — CV
Calculated distribution
width of Erythrocytes,
Coefficient of Variation
Banuaupan ananutuuku [BrymneHn Opoj Ha (0,00 —9999) x 10°/L V1
METOI Ha TpomboruTu
[IPOM3BOUTEIOT CO
ymoTpeba Ha mpOTOYHA
[IUTOMETPH]ja CO
[OJTYCIIPOBOJIMB
lTacepCcKu 3paKk v XUapo-
IMTHAMUYHO (DOKycHpame
Total number of Platelets
Validated manufacturer's
method Flow-cytometry
using semiconductor laser|
and hydro dynamic
focusing
[MpecmeTtka TpOMOOIMTOKPHT, (0—100) % g
BOJIYMEH Ha TPOMOOIIUTHUTE
O BKYITHUOT BOJIYMEH Ha
KpBTa
Calculation
PCT, Platelets quota of
total value
IMpecmerka CpezneH BoslyMeH Ha (0-130) fL V1
TpomboruTuTe
Calculation MPV, Mean Platelet
Volume
IMpecmerka [Mpecmerana muUpovYrHa Ha (0-30) fL i |
pactpenenta Ha
TpombormtuTe
Calculation PDW, Calculated
distribution width of
Platelets
e BEZ] Craage 10t 6
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IIpecmeTrka

Calculation

Opnnoc Ha ['onemu
TpoMGOIMTH O] BKYITHHOT
0poj Ha TpomboIuTH

P-LCR, Ratio of Large
Platelets to the total
number of Platelets

(0—100) %

Eschweiller
Combi Line
Germany

Basmaupan
AHAJTUTHYKH METO] Ha
MPOM3BOUTEJIOT CO
I[MoTeHuMOMeTpPHUja €O
jOHCeJIeKTUBHU
eJ1eKTPOoan

\Validated manufacturer's
method using

ISE, lon selective
electrodes potentiometry

MM 5.5-12 MeTtoa Ha
MOTEeHHOMETPUCKO
oJpeayBame Ha
anua00a3eH cTaTyc co
jOH celeKTUBHU
exexTpoan (25.10.2021
uznanue 05)

Kucenocr-6a3HocCT,
moTeHIMjal Ha Bomoponor

pH, potentio Hydrogenii

(6,0-8,0)

[TosnHa KpB

\Whole blood

Banuaupan aHaTHTHIKA
METO Ha
[POU3BOAUTENOT CO
[ToTeHIOMETPHja CO
jOHCEJICKTHBHU
EIEKTPOTH

Validated manufacturer's
method using

ISE, lon selective
electrodes potentiometry

[MapryjanreH IPUTHCOK Ha
Kucnoponot

Partial pressure of Oxygen,
pO2

(0—107) kPa

[TosiHa KpB

Whole blood

Banuaupan aHaTUTHYKA
MeToT Ha
IPOM3BOIUTEIOT CO
[TOTEHIIMOMETPH]ja CO
JOHCEJIEKTUBHU
EIEKTPOTH

Validated manufacturer's
method using

ISE, lon selective
electrodes potentiometry

[MapryjanieH IPUTHCOK HA
Jarneponen Junokcun

Partial pressure of Carbon
Dioxide,
pCO,

(0,66 — 2,66) kPa

[MonHa kpB

Whole blood

BanumupaH aHATHTUYKH
MeTOo1 Ha
[IPOU3BOJUTENIOT CO
[TOTCHI[MOMETPH]ja CO

Jonnzupan Kanmym

(0,00 - 5,0) mmol/L

IMonHa kpB
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JOHCETICKTHBHU
EIEKTPOIN

\Validated manufacturer's
method using

ISE, lon selective
electrodes potentiometry

lonized Calcium, Ca **

\Whole blood

ROCHE Diagnostics,
[IBajuapuja,

Switzerland
COBAS c 311

BaJsmmaupan
AHAJMTHYKH METOJ Ha
MPOHM3BOIUTEJIOT CO
OTEHUHOMETPHja co
jOHCeJIeKTUBHU
€JIeKTPOIH

\Validated manufacturer's
method using

ISE, lon selective
electrodes potentiometry

MU 5.5 — 8 Meroa Ha
MOTEeHMOMETPHja co
jOH-CeJIeKTUBHU
ejaexkTpoau Ha Cobas
cucremure Ha ROCHE,
(15.07.2023 uznanue 04)

Hatpuym

Sodium, Na +

(80 — 180) mmol/L

Cepym,
ITnazma

Serum,
Plasma

Banuaupan aHaTHTHIKA
METO Ha
[POU3BOAUTENOT CO
MHAUPEKTHA
[TOTECHI[MOMETPH]ja CO
jOHCEJICKTHBHU
EIEKTPOTH

\Validated manufacturer's
method using

ISE, lon selective
electrodes indirect
potentiometry

\Hampuym

Sodium, Na +

(20 — 250) mmol/L

Cepym,
ITnazma

Serum,
Plasma

Banuaupan aHaTUTHYKA
METO]] Ha
[IPOU3BOUTENIOT CO
MHAUPECKTHA
[MOTEHIIMOMETPHja CO
JOHCEJIEKTUBHU
EIeKTPOAN

\Validated manufacturer's
method using

ISE, lon selective
electrodes indirect
potentiometry

\Kanuym

Potassium, K+

(1.5-10) mmol/L

CepyMm,
IInazma

Serum,
Plasma
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Banuaupan aHanmuTHUKN
MeToJ Ha
[IPOU3BOUTENOT CO
MHIUPEKTHA
[TOTEHIIMOMETPH]ja CO
jOHCETICKTHBHA
EIEKTPOIH

\Validated manufacturer's
method using

ISE, lon selective
electrodes indirect
potentiometry

Kamimym

Potassium, K+

(3 —100) mmol/L

Ypuna

Urine

Banunupan aHanuTHuKu
MeTox Ha
MIPOU3BOIUTEINIOT CO
MHIIPEKTHA
MOTEHIIHOMETPH]ja CO
jOHCETICKTHBHA
EICKTPOAN

\Validated manufacturer's
method using

ISE, lon selective
electrodes indirect
potentiometry

Xs10p

Chlor, Cl —

(60 — 140) mmol/L

CepymM,
[Lnazma

Serum,
Plasma

Banunupan aHanuTHuku
MeTox Ha
[IPOU3BOUTENOT CO
MHIMPEKTHA
MOTEHIITOMETPH]ja CO
JOHCETICKTHBHH
EIICKTPOAN

\Validated manufacturer's
method using

ISE, lon selective
electrodes indirect
potentiometry

Xs10p

Chlor, Cl —

(20 — 250) mmol/L

Ypuna

Urine

Banuaupan
AHAJIHTHYKH METO/ HA
MPOU3BOIUTEJIOT €O
TypOunumerpuja

Validated manufacturer's
Turbidimetric method

MU 5.5-9, Meroa Ha
TypOuauMeTpHja

Ha Cobas cucremure Ha
ROCHE,

(15.07.2023, uznanue 03)

[{-peaxktuBeH IIpoTenn

CRP, C - reactive protein

(0.06 — 35) mg/dL wnm
(5,7 — 3332 nmol/L)

CepyMm,
ITnazma

Serum,
Plasma

Banuaupan ananutuyku
IMETO Ha
[IPOU3BOJUTENIOT CO
TypOounumerpuja

AHTHCTPENTOIU3UHCKHU
QHTHUTENA

IASLO, Antistreptolysin O

(20— 600) 1U/L

Cepym,
ITnazma

Serum,
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PHO, Spectrophotometry

MU 5.5-11 Meroa Ha
crneKTpodoToMeTpHja
na ROCHE Cobas
cHCTEeMUTEe

Validated manufacturer's Plasma
Turbidimetric method
Banunupan ananutuukn [Peyma dakrop (10 —130) IU/mL Cepym, |
METO1 Ha [Lnazma
[IPOM3BOAUTENOT CO
TypOunumetpuja

RF, Rheuma factor Serum,
Validated manufacturer's Plasma
Turbidimetric method
Banumupan aHaIuTHIKA [BKYITHH IPOTEHHH BO (0,04 - 2.0) g/L YpuHa, U
METOM Ha YPHHA U JIUKBOP UTukBop
MMPOU3BOAUTCIIOT CO
TypOounumerpuja

Total Protein in urine and Urine,
\Validated manufacturer's |CSF CSF
Turbidimetric method
Banmunupan ananutuaku |[HbALC - [nukonupan (23-196) mmol/mol EDTA nonna kps, /]
METOJ| Ha Xemornobun - IFCC HbAlc XEMOJIU3AT
MIPOU3BOAUTCIIOT CO
TypOunumeTpuja

HbAlc - Glycolated EDTA whole
\Validated manufacturer's Hemoglobin - IFCC blood, hemolysate
Turbidimetric method
Banuaupan ananmutnuku [HbALC - Tnukonupan (4,2-20,1) % EDTA nonna kps, |/
METOQ Ha XeMormoouu - XEeMOJIN3aT
[POU3BOAUTENOT CO DCCT/NGSP
TypOuaumetpuja

EDTA whole

\Validated manufacturer's [HbAlc - Glycolated blood, hemolysate
Turbidimetric method Hemoglobin - DCCT/NGSP
Bamunupan ananntuakn |[Kpeatns Kunaza MB, CK — (3 —2000)U/L Cepym, T
IMETO1 Ha MB (0,05 — 33,4 ukat/L) Ihiazma
MIPOU3BOAUTCIIOT CO
TypOuaumeTpuja

Creatine Kinase, MB, CK — Serum,
\Validated manufacturer's MB Plasma
Turbidimetric method
Banuaupad aHATUTHYKA |BaHKOMUIMH (4,0 — 80) ug/mL Cepym, [Tnazma ]
METO Ha (2,76 — 55,2 umol/L)
IMPOU3BOAUTEIIOT CO
TypOuaumerpuja

'Vancomycin Serum,
Validated manufacturer's Plasma
Turbidimetric method
Banuaupaun myko3a (0,11 - 41,6) mmol/L  (Cepym, T
AHAJIUTUHIKHU METOA HA ITnazma
NPOU3BOIUTEJIOT CO Ulnksop
Cnexrpodoromerpuja

Serum,

\Validated manufacturer'sGlucose Plasma,
method using CSF
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(15.07.2023, uznanue 03)

Banuaupan aHanmuTHUKN
MeToJ Ha
[IPOU3BOUTENOT CO
CriekTpodoroMerpuja

\Validated manufacturer's
method using
PHO, Spectrophotometry

Kanuuym

Calcium, Ca

(0,20 — 5,0) mmol/L

CepyM,
I1na3zma

Serum,
Plasma

BanuanpaH aHATHTHIKA
METOx Ha
[IPOM3BOAUTEIOT CO
Cnexrpodoromerpuja

Validated manufacturer's
method using
PHO, Spectrophotometry

Kanuuym

Calcium, Ca

(0,20 - 7,5) mmol/L

'Ypuna

Urine

Banunupan aHanuTHuKu
MeTox Ha
[IPOU3BOUTEIOT CO
CrextpodoromMerpuja

\Validated manufacturer's
method using
PHO, Spectrophotometry

Marue3suym

Magnesium, Mg

(0,10 — 2,0) mmol/L

Cepym,
ITnazma

Serum,
Plasma

Banunupan aHanuTuuku
MeTO]] Ha
MIPOU3BOIUTEINIOT CO
Cnexrpodoromerpuja

\Validated manufacturer's
method using
PHO, Spectrophotometry

Marue3uym

Magnesium, Mg

(0,56 — 11,0) mmol/L

Ypuna

Urine

BanuaupaH aHaIUTHIKHA
MeTOoJ Ha
[POU3BOAUTENOT CO
Criektpodoromerpuja

Validated manufacturer's
method using
PHO, Spectrophotometry

Heoprauncku @ocharu

Inorganic Phosphates, PO4

(0,1-6,46)mmol/L

Cepym,
ITnazma

Serum,
Plasma

Banuaupan ananutuuku
IMETOJ| Ha
[IPOU3BOJUTENIOT CO
Cnexrpodoromerpuja

Validated manufacturer's
method using
PHO, Spectrophotometry

Heopraucku @ocharu

Inorganic Phosphates, PO4

(1,1 -92) mmol/L

'Ypuna

Urine

BanuaupaH aHaTUTHYKA
MeTo Ha
[IPOU3BOAUTENIOT CO
CriektpodoTromeTpuja

Validated manufacturer's
method using
PHO, Spectrophotometry

Cepymcko XKeneszo

Serum lIron, Fe

(09 — 179) umol/L

Cepym,
ITnazma

Serum,
Plasma
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Banuaupan aHanuTuuku |He3acuTeH KamaiuTeT 3a (3,0 — 125) umol/L Cepym, U
METOQ Ha IBP3YBalh-€ HA JKEJIC30TO I1na3zma
MPOU3BOAUTCIIOT CO
CriekTpodoroMerpuja

Unsaturated Iron Binding Serum,
\Validated manufacturer's (Capacity, UIBC Plasma

method using
PHO, Spectrophotometry
Banumupan aHamutiakn [AnkanHa docgarasa - (5-1200) IU/L Cepym, U
METOI Ha IFCC (0,084 — 20,0 ukat/L) [Tnazma
MPOU3BOAUTCIIOT CO
Cnexrpodoromerpuja
\Validated manufacturer's |JALP, Alcaline Phosphatase
method using - IFCC Serum,

PHO, Spectrophotometry Plasma
Banmuaupas aHanUTHYKA |ATaHUH-aMUHO (5-700) IU/L Cepym, JT
IMETOI Ha rpancdepasa - IFCC (0,08 — 11,7 ukat/L) Ihiazma
MIPOU3BOAUTCIIOT CO
Crektpodoromerpuja

ALT, Alanine-amino- Serum,
\Validated manufacturer's ftransferase - IFCC Plasma

method using
PHO, Spectrophotometry
Banmuaupas aHanuTHUKN |AcTiapTat aMHHO (5-700 IU/L) Cepym, U
MeTOT Ha rpancdepasa - IFCC (0,084 — 20,0 ukat/L) [MTnaszma
IMPOU3BOAUTEIIOT CO
Cnexrpodoromerpuja

IAST, Aspartate-amino- Serum,
Validated manufacturer's transferase - IFCC Plasma
method using

PHO, Spectrophotometry
Banuaupan ananmutnuku [KpeaTuH kuHaza (7 —2000) 1U/L Cepym, |
IMETO1 Ha (0,12 — 33,4 ukat/L) IDiazma
MIPOU3BOAUTCIIOT CO
Cnexrpodoromerpuja

CK, Creatine Kinase Serum,
Validated manufacturer's Plasma
method using

PHO, Spectrophotometry
Banuaupan ananutruky JlakraT gexuaporeHasa (10 - 1000) 1U/L CepyM, U
METOZ Ha (0,17 — 16,7 ukat/L) TTmazma
MIPOU3BOAUTCIIOT CO
Cnexrpodoromerpuja

LDH, Lactate Serum,
Validated manufacturer's |[dehyrogenase Plasma
method using
PHO, Spectrophotometry

Banuaupan ananutuuky [ 'ama-riayTaMu- (3-1200) IU/L CepyM, U
MeTOJT Ha TpaHcdepasa (0,05 - 20,0 ukat/L) [MTnasma
IMPOU3BOAUTEIIOT CO
Crexktpodoromerpuja

Serum,
\Validated manufacturer's (GGT, Gamma glutamil Plasma
method using transferase
PHO, Spectrophotometry
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Banuaupan ananutnuku  |Anda-Amunasa, Bkynna — (3-1500) IU/L Cepym, /1
MeToT Ha IFCC (0,05 - 25,0) ukat/L [Tna3ma,
MPOU3BOAUTCIIOT CO yana
CriekTpodoroMerpuja

o-Amylase, Total - IFCC Serum,
\Validated manufacturer's Plasma,
method using Urine
PHO, Spectrophotometry
Banuaupan aHanuTHaky Jlnmasa (3.0 - 300) 1U/L Cepywm, U
MeToT Ha (0,05 -5,01) ukat/L [Tna3ma,
MPOU3BOAUTCIIOT CO TemecHa TeyHOCT
Cnexrpodoromerpuja

LIPC, Lipase Serum,
Validated manufacturer's Plasma,
method using Body fluid
PHO, Spectrophotometry
Banmmmupan anaautudky  [[IceBmo-xoamHEcTepas3a (100 — 14000) 1U/L CepyMm, V1
IMETOI Ha (1,67 — 234) ukat/L Ihiazma
MIPOU3BOAUTCIIOT CO
Crektpodoromerpuja

CHE, Pseudo Serum,
Validated manufacturer's |Cholinesterase Plasma
method using
PHO, Spectrophotometry
Banugupan anaauTiuky |[[IceBmo-xoauHecTepasa co (250 — 7000) IU/L Cepywm, U
MeTox Ha MHXUOUIIK]a cO TUOYKarH (4,08 — 117 ukat/L) [Tna3zma
IMPOU3BOAUTEIIOT CO
Cnexrpodoromerpuja

CHE-D, Cholinesterase - Serum,
\Validated manufacturer's |dibucaine Plasma
method using
PHO, Spectrophotometry
Banuaupan ananutuuky [T pUriunepuan (0,1 —10) mmol/L Cepym, |
IMETOJ Ha [Tna3zma
MIPOU3BOAUTCIIOT CO
Cnexrpodoromerpuja

TG, Triglycerides
Validated manufacturer's Serum,
method using Plasma
PHO, Spectrophotometry
Bamuaupan ananutrukn |Brymen Xomectepos (0,1-20,7) mmol/L Cepywm, U
METOJ] Ha [Mnazma
MMPOU3BOJUTEIIOT CO
CnexrpodoromeTpuja

Cholesterol, Total
Validated manufacturer's Serum,
method using Plasma
Spectrophotometry, PHO
Banuaupan ananuruuku  [Xonecrepoa HDL (0,08 - 3,88) mmol/L  [Cepym, U
METOJ] Ha [Mnazma
MIPOU3BOAUTEIIOT CO
CriektpodoTomeTpuja

High Density Cholesterol,
Validated manufacturer's HDL Serum,
method using Plasma
Spectrophotometry, PHO
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Bamuaupan ananutuakn  [Xonecrepon LDL (0,010 — 14,2) mmol/L  |Cepym, |
METOJ Ha [Tnazma
MIPOM3BOJIUTENOT CO
CriektpodoTomerpuja

Low Density Cholesterol,
Validated manufacturer's [LDL Serum,
method using Plasma
Spectrophotometry, PHO
Banuaupan aHanuTHYKA |BKYITHHE TIPOTEHHA (2-120) g/L Cepywm, U
METOJ Ha IT1a3zma
MIPOM3BOJIUTENOT CO
Cnekrpodoromerpuja

Total protein Serum,
Validated manufacturer's Plasma
method using
Spectrophotometry, PHO
Banuaupan aHaTUTHYKKE |AJIOYMUH (2-60) g/L Cepym, JT
IMETOJ Ha [Tna3zma
MPOU3BOIUTENOT CO
Cnekrpodporomerpuja  |Albumin
Validated manufacturer's Serum,
method using Plasma
Spectrophotometry, PHO
Banugupan aHa UTHIKKA |BKyneH OUTHpyOuH (2,5 —650) umol/L Cepywm, JT
METOJ| Ha [Mnazma
[IPOM3BOUTEIOT CO
Cnexrpodoromerpuja

Total Bilirubin
\Validated manufacturer's Serum,
method using Plasma
Spectrophotometry, PHO
Banuaupad aHanuTudky  |JIupekTeH OuaupyouH (1,4 — 236) umol/L Cepym, |
IMETOJ Ha [Tna3zma
MIPOU3BOIUTENOT CO
Criektpodoromerpuja

Direct Bilirubin Serum,
\Validated manufacturer's Plasma
method using
Spectrophotometry, PHO
Banuaupan aHamuTHuke |Ypea (0,5 —40) mmol/L Cepym, U
IMETOJ] Ha [Mnazma
[IPOU3BOUTENOT CO
Cnexrpodoromerpuja

Urea Serum,
\Validated manufacturer's Plasma
method using
Spectrophotometry, PHO
Bannaupan ananutuakn |Ypea (1,0 — 2000) mmol/L Ypuna |
METO]] Ha
[IPOU3BOUTENIOT CO
Crextpodoromerpuja

Urea Urine
Validated manufacturer's
method using
Spectrophotometry, PHO
Banuaupan aHanuTnuku  [KpeaTnHuH (15 - 2200) umol/L Cepym, U
METOJ Ha [Tnazma
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[IPOU3BOIUTENOT CO
Cnexrpodoromerpuja

\Validated manufacturer's
method using
Spectrophotometry, PHO

Creatinine

Serum,
Plasma

Banunupas aHaTHTHIKH
MeTox Ha
[POU3BOAUTENOT CO
Crextpodoromerpuja

Validated manufacturer's
method using
Spectrophotometry, PHO

Kpeatunun

Creatinine

(375 — 55000) umol/L

'Ypuna

Urine

BanunupaH aHaTUTUYKA
METOQ Ha
MPOU3BOAUTCIIOT CO
Crextpodoromerpuja
\Validated manufacturer's
method using
Spectrophotometry, PHO

IMouHa KHCeJIMHA

Uric acid

(11,9 — 1487) umol/L

Cepym,
[Inazma

Serum,
Plasma

BanunupaH aHaTHTHIKHA
MeToz Ha
[IPOU3BOAUTENOT CO
Cnexrpodoromerpuja

\Validated manufacturer's
method using
Spectrophotometry, PHO

MouHa KHceInHa

Uric acid

(131 — 16362) umol/L

'Ypuna

Urine

BanunupaH aHaTUTHYKA
MeTox Ha
[IPOU3BOIUTEIOT CO
Criektpodoromerpuja

\Validated manufacturer's
method using
Spectrophotometry, PHO
BanunupaH aHaTUTHYKA
METOa Ha
MMPOU3BOAUTEIIOT CO
Crextpodoromerpuja

Validated manufacturer's
method using
Spectrophotometry, PHO
BannzmpaH AHaJIUTUYKHN
IMETO Ha
MIPOU3BOAUTCIIOT CO
Cnexrpodoromerpuja

Validated manufacturer's
method using
Spectrophotometry, PHO

UlakTaTtn

Lactate

IAMOHUYM

Ammonia

BaHHpOI/I‘IHa KHUCCJIMHa

Valproic acid

(0,2 — 15,5) mmol/L

(10 -700) mol/L

(2,8 —150) ug/mL
(19,4 — 1040 umol/L)

[Ina3zma,
UTukBop

Plasma,

CSF

EDTA Ilna3zma

EDTA plasma

EDTA Ilna3sma

EDTA plasma

il

il

12,

ROCHE Diagnostics,
[IBajuapuja,

Switzerland

Hatpuym

(80 — 180) mmol/L

Cepym,
IInazma
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COBAS ¢ 501

Banuaupan
AHATHTHYKH METOJ Ha
MPOM3BOUTEJIOT CO
MOTEeHIMOMeTPHja co
joHCeIeKTUBHH
eJIeKTPOH

\Validated manufacturer's
method using

ISE, lon selective
electrodes potentiometry

MU 5.5 — 8 Meroa Ha
OTEHUHOMETPHja co
jOH-CeJIeKTUBHU
enexTpoau na Cobas
cucremure Ha ROCHE,
(15.07.2023 uznanue 04)

Sodium, Na +

Serum,
Plasma

Banuaupan aHaTHTHIKA
MeTo/I Ha
[POU3BOAUTENOT CO
MHAUPEKTHA
[TOTCHI[MOMETPH]ja CO
jOHCEJICKTHBHU
EIEKTPOTH

\Validated manufacturer's
method using

ISE, lon selective
electrodes indirect
potentiometry

Hatpuym

Sodium, Na +

(20 — 250) mmol/L

'Ypuna

Urine

BanuaupaH aHATUTHYKA
MeTox Ha
[IPOM3BOUTENIOT CO
MHAUPEKTHA
[TOTECHI[MOMETPH]ja CO
JOHCEJIEKTUBHU
EIEKTPOIU

Validated manufacturer's
method using

ISE, lon selective
electrodes indirect
potentiometry

Kannym

Potassium, K+

(1,5 - 10) mmol/L

Cepym,
[Inazma

Serum,
Plasma

BanunupaH aHaTUTHYKA
MeTo Ha
[IPOU3BOUTENOT CO
MHAUPECKTHA
[MOTEHIIMOMETPHja CO
JOHCEJIEKTUBHU
CIICKTPOIH

Validated manufacturer's
method using

Kannym

Potassium, K+

(3 -100) mmol/L

'Ypuna

Urine
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ISE, lon selective
electrodes indirect
potentiometry

BanuanpaH aHaTUTHYKA
MeTox Ha
[POU3BOAUTENOT CO
MHIUPEKTHA
[TOTEHIIMOMETPH]ja CO
jOHCETICKTHBHH
EIEKTPOIH

\Validated manufacturer's
method using

ISE, lon selective
electrodes indirect
potentiometry

IX11op

Chlor, Cl —

(60 -140) mmol/L

Cepym,
ITnazma

Serum,
Plasma

BanunupaH aHaTUTUYKA
MeTox Ha
[IPOU3BOUTEIOT CO
MHIIPEKTHA
MOTEHIIOMETPHja CO
jOHCETICKTHBHA
ENEKTPOAN

\Validated manufacturer's
method using

ISE, lon selective
electrodes indirect
potentiometry

Xs0p

Chlor, Cl —

(20 — 250) mmol/L

Ypuna

Urine

13.

Basuaupan
AHATHTHYKH METOJ Ha
MPOM3BOIUTEJIOT CO
TypOuaumerpuja

\Validated manufacturer's
Turbidimetric method

MU 5.5-9, Metroa Ha
TypOuauMeTpHja

na Cobas cucremure Ha
ROCHE,

(15.07.2023, nznanue 03)

{-peaktuseH [Iporenn

CRP, C - reactive protein

(0,06 — 35) mg/dL
(5,7 — 3332nmol/L)

Cepym,
ITnazma

Serum,
Plasma

BanugupaH aHaTUTHIKH
MeTox Ha
[TPOU3BOIUTEIOT CO
TypOounumerpuja

\Validated manufacturer's
Turbidimetric method

AHTI/ICTp CIITOJIU3NHCKHU
AHTHUTCJIa

ASLO, Antistreptolysin O

(20— 600) 1U/L

Cepym,
ITnazma

Serum,
Plasma

BanunupaH aHaTUTHYKA
MeTO]] Ha
MIPOU3BOIUTENIOT CO
TypOouaumerpuja

Validated manufacturer's

Turbidimetric method

Peyma ®daxrop

RF, Rheuma factor

(10 — 130) IU/L

Cepym,
ITna3zma

Serum,
Plasma
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BanuanpaH aHaTUTHYKA
MeToJ Ha
[IPOU3BOUTENOT CO
TypOunumetpuja

\Validated manufacturer's
Turbidimetric method

BkymHU IPOTEUHH BO
YPHHA U JINKBOP

Total Protein in urine and
CSF

(0,04 2,0) g/L

YpuHa,
UTukBop

Urine,
CSF

BanuaupaH aHaIHTHIKH
MeToz Ha
[POU3BOAUTENOT CO
TypOounumerpuja

\Validated manufacturer's
Turbidimetric method

HbAlc - ['nmukonupan
Xemormobun - IFCC

HbAlc - Glycolated
Hemoglobin - IFCC

(23 — 196) mmol/mol
HbAlc

XEMOJIN3aT

EDTA whole

EDTA nonna kpB, [/]

blood, hemolysate

BanunupaH aHaTUTUYKA
MeTox Ha
MIPOU3BOIUTEINIOT CO
TypOunumeTpuja

\Validated manufacturer's

HbALc - ['nukonupan
Xemornobun -
DCCT/NGSP

HbAlc - Glycolated

(42-20,1) %

XeMOJIU3aT

EDTA whole

EDTA nonHa xps, /]

blood, hemolysate

Turbidimetric method Hemoglobin —
DCCT/NGSP
Banuaupan ananutnuku |Kpeatun Kunaza MB, CK —| (3 —2000)U/L Cepym, |
METOZ Ha MB (0,05 - 33,4) ukat/L ITnazma
[IPOM3BOUTEIOT CO
TypOunumerpuja
Creatine Kinase, MB, CK — Serum,
Validated manufacturer's MB Plasma
Turbidimetric method
Banuaupan aHa UTHIKA |BaHKOMUIIMH (4,0 — 80) ug/mL Cepywm, U
IMETOJI Ha (2,76 — 55,2 umol/L) Ihiazma
MIPOU3BOIUTENOT CO
TypOuaumeTpuja
'Vancomycin Serum,
Validated manufacturer's Plasma
Turbidimetric method
14. |Baauaupan myko3a (0,1 —41,6) mmol/L Cepym, |
AHAJMTUYKHA METO] HA [Tna3ma,
NPOU3BOIUTEJIOT CO UTukBop
Cnexrpodoromerpuja
Glucose
\Validated manufacturer's
method using
PHO, Spectrophotometry
IMH 5.5-11 Meroa Ha Serum,
crmekTpodoToMeTpuja Plasma,
Ha ROCHE Cobas CSF
CHCTEMHTE
(15.07.2023, uznanue 03)
Banuaupan ananmurnuky  [Kaamuym (0,20 - 5,0) mmol/L Cepym, U
IMETOJ] Ha [Mnazma
MIPOU3BOIUTENIOT CO
CriektpodoTromeTpuja
Calcium, Ca Serum,
Plasma
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\Validated manufacturer's
method using
Spectrophotometry, PHO

BanuanpaH aHaTUTHYKA
MeTox Ha
[POU3BOAUTENOT CO
Crexktpodoromerpuja

\Validated manufacturer's
method using
Spectrophotometry, PHO

Kanuuym

Calcium, Ca

(0,20 — 7,5) mmol/L

Ypuna

Urine

BanunupaH aHaTUTUYKA
MeTox Ha
[IPOU3BOUTENOT CO
Cnexrpodoromerpuja

\Validated manufacturer's
method using
Spectrophotometry, PHO

Marue3suym

Magnesium, Mg

(0,10 — 2,0) mmol/L

Cepym,
[Inazma

Serum,
Plasma

BanuanpaH aHATUTHIKA
METOM Ha
[IPOM3BOAUTEIOT CO
Cnexrpodoromerpuja

\Validated manufacturer's
method using
Spectrophotometry, PHO

Marue3nym

Magnesium, Mg

(0,56 — 11,0) mmol/L

'Ypuna

Urine

BanunupaH aHaTUTHYKA
MeTox Ha
[IPOU3BOUTENOT CO
Criektpodoromerpuja

\Validated manufacturer's
method using
Spectrophotometry, PHO

Heoprancku ®ocdaru

Inorganic Phosphates, PO4

(0,1 - 6,46) mmol/L

Cepym,
[Inazma

Serum,
Plasma

BanuaupaH aHaIUTHIKHA
MeToJ Ha
[IPOU3BOAUTENOT CO
Crnextpodoromerpuja

Validated manufacturer's
method using
Spectrophotometry, PHO

Heopraucku @ocharu

Inorganic Phosphates, PO4

(1,1 - 92) mmol/L

Ypuna

Urine

BanugupaH aHaTUTHIKH
MeTox Ha
[TPOU3BOIUTEIOT CO
Cnexrpodoromerpuja

\Validated manufacturer's
method using
Spectrophotometry, PHO

Cepymcko XKeneszo

Serum lron, Fe

(0,9 —179) umol/L

Cepym,
ITnazma

Serum,
Plasma

BanuanpaH aHaTUTHYKA
MeTox Ha
[IPOU3BOAUTEIOT CO
CriektpodoTromeTpuja

He3acuTeH KamamuTeT 3a
Bp3yBambe Ha JKEJIe30TO

(3,0 — 125) umol/L

Cepym,
ITnazma
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Validated manufacturer's [Unsaturated Iron Binding Serum,
method using Capacity, UIBC Plasma
Spectrophotometry, PHO
Banugupan aHanuTuukd |AnkanHa ocdarasza — (5-1200) IU/L Cepywm, JT
METOI Ha IFCC (0,084 — 20,0) ukat/L [Tnazma
MMPOU3BOAUTEIIOT CO
Crexktpodoromerpuja
Serum,

\Validated manufacturer's |JALP, Alcaline Phosphatase Plasma
method using - IFCC
Spectrophotometry, PHO
Banuaupan aHaTUTHIKA |AJTAaHUH-aMHUHO (5-700) IU/L Cepywm, JT
MeTo Ha rpancdepasa - IFCC (0,08 — 11,7) ukat/L [Tna3zma
IMPOU3BOAUTCIIOT CO
Cnexrpodoromerpuja

ALT, Alanine-amino- Serum,
\Validated manufacturer's transferase - IFCC Plasma
method using
Spectrophotometry, PHO
BanuaupaH aHATUTHYKKA |ACHIAPTAT AMHHO (5-700) 1U/L Cepym, |
IMETOI Ha rpancdepasa - IFCC (0,084 — 20,0) ukat/L Ihiazma
MIPOU3BOAUTCIIOT CO
Cnexrpodoromerpuja

IAST, Aspartate-amino- Serum,
Validated manufacturer's transferase - IFCC Plasma
method using
Spectrophotometry, PHO
Banuaupan ananuTuukd |[KpeaTuH KuHa3a (7 —2000) IU/L Cepywm, U
METOJ Ha (0,12 - 33,4 ) ukat/L ITna3ma
MIPOU3BOAUTCIIOT CO
Criektpodoromerpuja

CK, Creatine Kinase Serum,
Validated manufacturer's Plasma
method using
Spectrophotometry, PHO
Banmumupan ananutuakn  JlaktaT qexuaporeHasa (10 — 1000) 1U/L Cepywm, V1
METOJ Ha (0,17 — 16,7) ukat/L ITna3ma
IMPOU3BOAUTEIIOT CO
Crnextpodoromerpuja

LDH, Lactate Serum,
\Validated manufacturer's [dehyrogenase Plasma
method using
Spectrophotometry, PHO
Banuaupan aHamuTHYKK |['aMa-riryTaMui- (3-1200)IU/L CepymM, |
MeTox Ha TpaHcdepaza (0,05 — 20,0) ukat/L [Tna3zma
IMIPOU3BOAUTCIIOT CO
Cnexrpodoromerpuja

Serum,

\Validated manufacturer's GGT, Gamma glutamil Plasma
method using transferase
Spectrophotometry, PHO
Banuaupan ananmuruuky  |Anda-Amunasa, Bkynna - (3 -1500) IU/L Cepym, U
METO Ha IFCC (0,05 - 25,0) ukat/L ITmazma
MPOU3BOAUTEIIOT CO
CriektpodoTromeTpuja

a-Amylase, Total - IFCC Serum,
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Validated manufacturer's Plasma
method using
Spectrophotometry, PHO
Banugupan aHanuTHuk Jlumasa (3.0 —300)IU/L Cepywm, JT
METOI Ha (0,05 -5,01) ukat/L [Tnazma
TIPOU3BOIUTEINIOT CO TemecHa Te9HOCT
Crexktpodoromerpuja

LIPC, Lipase
\Validated manufacturer's
method using Serum,
Spectrophotometry, PHO Plasma

Body Fluid

Banuaupan aHanuTuuky |[[IceBmpo-XoauHecTepasa (100 — 14000) 1U/L Cepywm, U
MeTo Ha (1,67 — 234) ukat/L [Tna3zma
[IPOU3BOUTENOT CO
Cnexrpodoromerpuja

CHE, Pseudo
Validated manufacturer's |Cholinesterase Serum,
method using Plasma
Spectrophotometry, PHO
Bamumupan ananutuaku  [[IceBmo-xommHECTEpas3a co (250 — 7000) 1U/L CepyMm, V1
IMETOI Ha MHXHOUIIM]a CO TUOYKarH (4,08 — 117) ukat/L Ihiazma
MPOU3BOIUTENOT CO
Cnexrpodoromerpuja

CHE-D, Cholinesterase - Serum,
Validated manufacturer's [dibucaine Plasma
method using
Spectrophotometry, PHO
Banuaupan ananutnuku [T pUrivnepuan (0,1 - 10) mmol/L Cepym, |
METOJ| Ha [Mnazma
MIPOU3BOIUTENOT CO
Criektpodoromerpuja

TG, Triglycerides Serum,
Validated manufacturer's Plasma
method using
Spectrophotometry, PHO
Banuaupan ananutuuku |Brynen Xosectepos (0,12-20,7) mmol/L Cepym, |
METOJ| Ha [Mnazma
[IPOU3BOUTENIOT CO
Crnextpodoromerpuja

Cholesterol, Total Serum,
\Validated manufacturer's Plasma
method using
Spectrophotometry, PHO
Banmnaupan ananurnuku  [Xonecrepon HDL (0,08 —3,88) mmol/L  [Cepym, |
METOJ Ha [Mna3zma
[TPOU3BOIUTEIOT CO
Cnexrpodoromerpuja

High Density Cholesterol, Serum,
\Validated manufacturer's [HDL Plasma
method using
Spectrophotometry, PHO
Banuaupan ananmuruuku  [Xonectepoa LDL (0,010 — 14,2) mmol/L  (Cepym, U
METOX Ha [Tnazma
MIPOU3BOIUTENIOT CO
CriektpodoTromeTpuja

Serum,
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Validated manufacturer's [Low Density Cholesterol, Plasma
method using LDL
Spectrophotometry, PHO
BanuaupaH aHamUTHYKK |BKYIHM IPOTEHHU (2-120) g/L CepymM, |
METO Ha [Mna3zma
TIPOU3BOIUTEINIOT CO
Crexktpodoromerpuja

Total protein Serum,
\Validated manufacturer's Plasma
method using
Spectrophotometry, PHO
Banuaupan aHaTUTHYKKH |AJIOYMUH (2-60) g/L Cepym, JT
METOJ Ha [Tnazma
[IPOU3BOUTENOT CO
Cnexrpodoromerpuja

Albumin Serum,
\Validated manufacturer's Plasma
method using
Spectrophotometry, PHO
Banuaupan aHamuTHYKKH |BKyneH Ounupyoun (2,5 - 650) umol/L Cepym, |
IMETOJ Ha [T1a3zma
MPOU3BOIUTEINOT CO
CriektpodoTomeTpuja

Total Bilirubin Serum,
\Validated manufacturer's Plasma
method using
Spectrophotometry, PHO
Banuaupan aHanutuaky  |JIupexteH OUIupyouH (1,4 — 236) umol/L Cepym, |
METOJ| Ha [Mnazma
[IPOM3BOUTEIOT CO
Criektpodoromerpuja

Direct Bilirubin Serum,
Validated manufacturer's Plasma
method using
Spectrophotometry, PHO
Banuaupan aHamuTudku |Ypea (0.5 —40) mmol/L Cepym, |
IMETOJ Ha [Tna3zma
[IPOM3BOUTEIOT CO
Crextpodoromerpuja

Urea Serum,
\Validated manufacturer's Plasma
method using
Spectrophotometry, PHO
Bannaupan ananutuakn |Ypea (1.0 — 2000) mmol/L Ypuna |
MeTox Ha
[TPOU3BOUTENOT CO
Cnexrpodoromerpuja

Urea Urine
Validated manufacturer's
method using
Spectrophotometry, PHO
Banuaupan aHanutuuku [KpeaTnHUH (15 - 2200) umol/L Cepym, U
METOX Ha [Tna3zma
MIPOU3BOIUTENIOT CO
CriektpodoTromeTpuja

Creatinine Serum,

Plasma
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\Validated manufacturer's
method using
Spectrophotometry, PHO

BanuanpaH aHaTUTHYKA
MeTox Ha
[POU3BOAUTENOT CO
Crexktpodoromerpuja

\Validated manufacturer's
method using
Spectrophotometry, PHO

Kpeatnnun

Creatinine

(375 — 55000) umol/L

Ypuna

Urine

BanunupaH aHaTUTUYKA
MeTox Ha
[IPOU3BOUTENOT CO
Cnexrpodoromerpuja

Validated manufacturer's
method using
Spectrophotometry, PHO

IMouHa KHCeJIMHA

Uric acid

(11,9 — 1487) umol/L

Cepym,
[Inazma

Serum,
Plasma

BanunupaH aHaIHTHIKA
MeToz Ha
[POU3BOAUTENOT CO
CriektpodoTomeTpuja

\Validated manufacturer's
method using
Spectrophotometry, PHO

MouHa KHceanHa

Uric acid

(131 — 16362) umol/L

'Ypuna

Urine

BanunupaH aHaTUTHYKA
MeTox Ha
[IPOM3BOUTEIOT CO
Criektpodoromerpuja

\Validated manufacturer's
method using
Spectrophotometry, PHO

UlakTaTtn

Lactate

(0,2 — 15,5) mmol/L

[Ina3zma,
UTukBop

Plasma,
CSF

BanuaupaH aHaTHTHIKA
MeTOoJ Ha
[IPOU3BOAUTENOT CO
Crextpodoromerpuja

\Validated manufacturer's
method using
Spectrophotometry, PHO

IAMOHUYM

Ammonia

(10 — 700) umol/L

EDTA Ilma3ma

EDTA plasma

il

BanugupaH aHaTUTHIKH
MeTox Ha
[TPOU3BOUTENOT CO
Cnexrpodoromerpuja

\Validated manufacturer's
method using
Spectrophotometry, PHO

BaHHpOI/I‘IHa KHUCCIIMHa

Valproic acid

(2,8 —150) ug/mL
(19,4 — 1040) umol/L

EDTA Ilma3sma

EDTA plasma

il

15

ROCHE,
[IBajuapuja
Switzerland
COBAS e 411

DOMHKYIIOCTUMYTUPAYKH
XOPMOH

(0,3 -200) mlu/mL

Cepym,
ITnazma
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Banuaupan
AHAJUTHYKHA METO] HA
MPOU3BOIUTEJIOT €O
EaexTpo-
XeMHJIyMHUHeCHEeHI[Hja

\Validated manufacturer's
ChemiLuminescence
method, ECL
ElectroChemiLuminesce
nce

MU 5.5-13, MeToa Ha
eJIeKTPOXeMUITYMUHECIE
Humja, U3, 18.08.2018

Follicle stimulating
hormone, FSH

Serum,
Plasma

BanunupaH aHaTUTUUIKA
METO]] Ha
MPOU3BOIUTENOT CO
Enextpo-
XCMITyMUHECIICHIIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

UIyTenHn3upayku XOpMOH

Luteinizing hormone, LH

(0.100 — 200) miU/mL

CepymM,
ITnazma

Serum,
Plasma

BanunupaH aHaTUTHYKA
MeTOo]] Ha
MIPOU3BOIUTENOT CO
Enextpo-
XEMITYMUHECIICHIIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

[TponakTux

Prolactine, PRL

(1.00 — 10000) mIU/L

Cepym,
[Inazma

Serum,
Plasma

BanunupaH aHaTUTHYKA
MeTO]] Ha
MIPOU3BOIUTENIOT CO
Enextpo-
XeMIJTYMUHECIICHIIH]a

Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

Ectpaaunon

Estradiol, E2

(5.00 — 3000 )pg/mL unu
(184 — 11010) pmol/L

Cepym,
ITnazma

Serum,
Plasma

BanunupaH aHaTUTHYKA
MeTo Ha
[IPOU3BOUTENIOT CO
Enextpo-
XEMIUTYMUHECTICHITH] &

Validated manufacturer's
ChemiLuminescence
method, ECL

Tectocrepon

'Testosterone

(0.025 — 15.0) ng/mL wu
(0.087 —52.0) nmol/L

Cepym,
ITna3zma

Serum,
Plasma
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(ElectroChemiLuminesce
nce)

BanumupaH aHATUTHYKH
IMETOJ Ha
TIPOU3BOIUTEIIOT CO
Enextpo-
XCeMITyMUHECIICHIIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

[Iporectepon

Progesterone

(0.05 - 60) ng/mL
(0.159 —191) nmol/L

Cepym,
I1na3zma

Serum,
Plasma

BanunupaH aHaTUTUUIKA
MeTOo]] Ha
MIPOU3BOIUTEINIOT CO
Enextpo-
XCMITYMUHECIICHIIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

AHTH MHJIEpOB XOpPMOH

AMH

(0.01- 23) ng/mL
(0,07 —164) pmol/L

Cepym,
[Inazma

Serum,
Plasma

BanunupaH aHaTUTHYKA
MeTO]] Ha
MIPOU3BOIUTEINIOT CO
Enextpo-
XeMUIIyMUHECIICHIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

A TPEHOKOPTHUKOTPOIICH
XOPMOH

ACTH

(1,0- 2000) pg/mL unun
(0,330 — 440) pmol/L

Cepym,
[Inazma

Serum,
Plasma

BanuaupaH aHaIUTHIKHA
MeToJ Ha
[IPOU3BOAUTENOT CO
Enextpo-
XeMIITYMHUHECIICHIIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

KopTtuzon

Cortisol

(1,5-1750) nmol/L

Cepym,
[Inazma

Serum,
Plasma

BanugupaH aHaTUTHIKH
MeTox Ha
[POU3BOAUTENOT CO
Enextpo-
XeMIITYMHUHECIICHIIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

JlexuapoennAHIPOCTEH I
oH-cyndar

Dehydroepi
IAndrostenedione Sulphate,
DHEA-s

(0,100 — 1000) ug/dL nnn
(0,003 —27,1) umol/L

Cepym,
ITnazma

Serum,
Plasma
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BanumupaH aHATUTHYKH
IMETOJ Ha
[IPOU3BOIUTEIIOT CO
Enextpo-
XEeMITyMUHECIICHIIH] a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

TupeocTumMmyaupauku
XOPMOH

Thyreostimulating
hormone, TSH

(0,005 — 100) ulu/mL

Cepym,
I1na3zma

Serum,
Plasma

BanunupaH aHaTUTUYKA
MeTOo]] Ha
MIPOU3BOIUTEIIOT CO
Enextpo-
XEeMUITyMUHECIICHIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

Crno6onen Terpa-jon
TUPOHUH

Free Tetra lod Thyreonine,
FT4

(1,3 -100) pmol/L

Cepym,
[Inazma

Serum,
Plasma

BanunupaH aHaTUTUUIKA
MeTOo]] Ha
MIPOU3BOIUTEINIOT CO
Enextpo-
XeMUIIyMHUHECIICHIH]ja

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

Crnob6onen Tpu-jon
TUPOHUH

Free Tri lod Thyreonine,
FT3

(0,6 — 50,0) pmol/L

Cepym,
[Inazma

Serum,
Plasma

BanuanpaH aHATUTHIKA
MeTO Ha
[IPOM3BOAUTEIIOT CO
Enextpo-
XeMUIIyMUHECIICHIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

IAuTu Tupeouanu
[MepokcU3MalTHU aHTHTETA

/Anti Thyreoidal Peroxysmal
/Antibodies, a-TPO

(5,0 — 600) 1U/mL

Cepym,
ITnazma

Serum,
Plasma

BanugupaH aHaTUTHIKH
MeTox Ha
[TPOU3BOUTEIOT CO
Enextpo-
XeMIITYMHUHECIICHIIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

TupeornoOyaux

Thyreoglobulin, TG

(0,04 — 500) ng/mL
Co pa3penysame 10 5000
ng/mL

Cepym,
ITnazma

Serum,
Plasma

BanumupaH aHATHTUYKH
IMETOJI Ha

IAHTHTEIIA poOTUB

Tupeorio0yauHOT

(10 — 4000) 1U/mL

Cepym,

ITnazma

Uspanue 1/Issue 1
Bepswuja 4/Version 4

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

Crpana/Page 37 oolof 65



o

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

[IPOU3BOJUTEIIOT CO
Enextpo-
XEeMHUITyMUHECIICHIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

Anti ThyreoGlobulin,
A-TG

Serum,
Plasma

BanuanpaH aHATHTHIKA
METON Ha
[IPOM3BOAUTEIIOT CO
Enextpo-
XEeMUITyMUHECIICHIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

Xyman X0pHOH-TPOIEH
XOPMOH

-HCG

(0,100 — 10000) mIU/mL

Cepym,
I1na3zma

Serum,
Plasma

BanuanpaH aHATUTHIKA
METOM Ha
[IPOM3BOAUTEIIOT CO
Enextpo-
XeMUIIyMUHECIICHIH]a

\Validated manufacturer's
ChemilLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

dojHa KHCceTHa

Follate

(0,6 — 20,0) ng/mL umu
(1,36 — 45,4) nmol/L

Cepym,
ITnazma

Serum,
Plasma

BanuaupaH aHaIHTHIKH
MeTOoJ Ha
[POU3BOAUTENOT CO
Enextpo-
XeMUIIyMUHECIICHIH]ja

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

DeputuH

Ferritin

(0,500 — 2000) ng/mL

Cepym,
ITnazma

Serum,
Plasma

Bam/lzmpaH AHAJIUTUYKHN
METOA Ha
IMIPOU3BOAUTCIIOT CO
Enextpo-
XeMI/IJ'IYMI/IHGCIIeHHI/Ija
\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

Nucynun

Insulin

(0,2 — 1000) uU/mL wniu
(1,39 — 6945) pmol/L

Cepym,
ITnazma

Serum,
Plasma

BannanpaH aHaTUTHYKA
MeTOx Ha
[IPOU3BOAUTENOT CO
Enextpo-
XeMUJIyMUHECIICHIIH]a

[I-Tlerrtrn

(0,003 - 13,3) nmol/L

Cepym,
ITnazma

Serum,

Uspanue 1/Issue 1
Bepswuja 4/Version 4

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

Crpana/Page 38 oo/of 65



o

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

\Validated manufacturer's
ChemilLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

C-Peptide

Plasma

BannanpaH aHaTUTHYKA
METOx Ha
[IPOU3BOIUTEIOT CO
Enextpo-
XEMHUITyMUHECIICHIH]ja

\Validated manufacturer’s
ChemilLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

Tpornonun T
Brucoxocensutusexn, UM"TEH

Troponin -T, highsensitive,
STAT

(0,003 — 10,0) ng/mL

Cepym,
ITnazma

Serum,
Plasma

BanmnanpaH aHaTUTHYKA
MeTox Ha
[IPOU3BOUTEIOT CO
[Enextpo-
XEMITyMUHECIICHIIH]a

Validated manufacturer’s
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

H-TepmuHanex mpo
b-tun Hatpuyperuuen
[enTun

N-terminal pro b-type
natriuretic peptide —
NT-Pro-BNP

(10 — 35000) pg/mL unu
(1,18 — 4130) pmol/L

Cepym,
ITnazma

Serum,
Plasma

BanunupaH aHaTUTHYKA
METO]] Ha
MIPOU3BOIUTENOT CO
[Enextpo-
XeMITYMUHECIICHIIH]a

Validated manufacturer’s
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

ITapaTupeouieH XOpMOH,
OHMOaKTUBEH

Parathyroid hormone PTH
(1-84) bioactive

(5,5 -2300) pg/mL
(0,583 — 244) pmol/L

Cepym,
ITnazma

Serum,
Plasma

BanunupaH aHaTUTHYKA
MeTOoJ Ha
[TPOU3BOIUTENOT CO
Enextpo-
XeMIJTYMUHECIICHIIH]a

Validated manufacturer’s
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

Butamun ]
(25-Xunpokcn)

Vit-D (25-OH)

(3,0 - 100) ng/mL wnu
(7,5 - 250) nmol/L

Cepym,
ITnazma

Serum,
Plasma

BanunupaH aHaTUTHYKA
MEeTO]] Ha
MIPOU3BOIUTENIOT CO
Enextpo-
XEMIITYMUHECIICHIIH]a

Bxynen Buramua 512

Total Vit B12

(36,9 — 1476) pmol/L

Cepym,
ITnazma

Serum,
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Validated manufacturer’s
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

Plasma

BanuaupaH aHaTUTHIKH
METOJ] Ha
TIPOU3BOIUTEIIOT CO
Enextpo-
XCeMITyMUHECIICHIIH]a

Validated manufacturer’s
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

\AxtBeH Butamun b12

Active Vit B12

(3,0 — 150) pmol/L

Cepym,
ITnazma

Serum,
Plasma

BanunupaH aHaTUTUYKA
METO]] Ha
MPOU3BOIUTENOT CO
Enextpo-
XCMITyMUHECIICHIIH]a

Validated manufacturer’s
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

Bxynen Umynorino6ynusx E

IgE total

(0,100 — 2500) IU/mL

Cepym,
ITnazma

Serum,
Plasma

BanunupaH aHaTUTHYKA
MeTOo]] Ha
MIPOU3BOIUTENOT CO
Enextpo-
XEMITYMUHECIICHIIH]a

Validated manufacturer’s
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

[TpoxanuuTOHUH

PCT, Procalcitonin

(0,02 — 100) ng/mL

Cepym,
[Inazma

Serum,
Plasma

BanunupaH aHaTUTHYKA
MeTO]] Ha
MIPOU3BOIUTENIOT CO
Enextpo-
XeMIJTYMUHECIICHIIH]a

Validated manufacturer’s
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

WuTeprieykuH 6

IL-6, Interleukin-6

(1,5-5.000) pg/mL

Cepym,
ITna3zma

Serum,
Plasma

BanunupaH aHaTUTHYKA
MeTo Ha
[IPOU3BOUTENIOT CO
Enextpo-
XEMIUTYMUHECTICHITH] &

Validated manufacturer’s
ChemiLuminescence

IAnda peto IIporenn

AFP

(0,500 — 1000) IU/mL
Co pazpenysame 10 50.000
1U/mL
(0,605 — 1210) ng/ml

Cepym,
ITna3zma

Serum,
Plasma
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method, ECL
(ElectroChemiLuminesce
nce)

BanumupaH aHATUTHYKH
IMETOJ Ha
TIPOU3BOIUTEINIOT CO
Enextpo-
XCMITyMUHECIICHIIH]a

Validated manufacturer’s
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

Kapuuao emOprorexn
AHTUTCH

CEA

(0,200 — 1000) ng/mL
Co paszpenyBame 1o 50.000
IU/mL

Cepym,
ITnazma

Serum,
Plasma

BanunupaH aHaTUTUYKA
MeTOo]] Ha
MIPOU3BOIUTEINIOT CO
[Enextpo-
XCMITYMUHECIICHIIH]a

Validated manufacturer’s
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

Mapkep 3a jajHUIH,
CA 125

CA 125

(0,600 — 5000) U/mL
Co paspenysame 10 2.500
IU/mL

Cepym,
[Inazma

Serum,
Plasma

BanunupaH aHaTUTHYKA
MeTO]] Ha
MIPOU3BOIUTEINIOT CO
Enextpo-
XeMITYMUHECIICHIIH]a

Validated manufacturer’s
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

Mapkep 3a BHATpEIIHU
opranu, CA 19-9

CA 19-9

(0,600 — 1000) U/mL
Co paszpenysame 10 10.000
IU/mL

Cepym,
[Inazma

Serum,
Plasma

BanunupaH aHaTUTHYKA
MeTO]] Ha
MIPOU3BOIUTENIOT CO
Enextpo-
XeMIITYMHUHECIICHIIH]a

Validated manufacturer’s
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

Mapkep 3a BHATpEIIHU
opranu, CA 72-4

CA 72-4

(0,500 — 250) U/mL
Co pazpenyBame 10 500
IU/mL

Cepym,
[Inazma

Serum,
Plasma

BanugupaH aHaTUTHIKH
MeToJ Ha
[POU3BOAUTENOT CO
Enextpo-
XeMIITYMHUHECIICHIIH]a

Validated manufacturer’s
ChemiLuminescence
method, ECL

Mapkxep 3a 10jKa,
CA 15-3

CA 15-3

(1,0-300) U/mL
Co paspenysame 10 3.000
IU/mL

Cepym,
ITnazma

Serum,
Plasma
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(ElectroChemiLuminesce
nce)

BanumupaH aHATUTHYKH
IMETOJ Ha
TIPOU3BOIUTEIIOT CO
Enextpo-
XCeMITyMUHECIICHIIH]a

Validated manufacturer’s
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

Mapxkep 3a mpocrara,
BKyreH PSA

PSA, total

(0,006 — 100) ng/mL
Co paspenysame 10 5.000
IU/mL

Cepym,
I1na3zma

Serum,
Plasma

BanunupaH aHaTUTUUIKA
MeTOo]] Ha
MIPOU3BOIUTEINIOT CO
Enextpo-
XCMITYMUHECIICHIIH]a

Validated manufacturer’s
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

Mapxkep 3a npocrara,
cnobonen PSA

f-Psa, free PSA

(0,010 - 50,0) ng/mL

Cepym,
[Inazma

Serum,
Plasma

BanunupaH aHaTUTHYKA
MeTO]] Ha
MIPOU3BOIUTEINIOT CO
Enextpo-
XeMUIIyMUHECIICHIH]a

Validated manufacturer’s
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

XymaH enuauauManeH
[IPOTEUH

He4, Human epidydimal
protein

(15,0 — 1500) pmol/L

Cepym,
[Inazma

Serum,
Plasma

BanuaupaH aHaIUTHIKHA
MeToJ Ha
[IPOU3BOAUTENOT CO
Enextpo-
XeMIITYMHUHECIICHIIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

[TOBPILIMHCKHA AHTUTEH Ha
Xenatut b

HbsAg

Cut off index

Cepym,
[Inazma

Serum,
Plasma

BanugupaH aHaTUTHIKH
MeTox Ha
[POU3BOAUTENOT CO
Enextpo-
XeMIITYMHUHECIICHIIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

IAHTUTENIA IPOTHB jaIPOTO
Ha Xenatut b

Anti HBc

Cut off index

Cepym,
ITnazma

Serum,
Plasma
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Bann)mpaH AaHAJIUTHYKH

16.

IMETOJ Ha
[IPOU3BOIUTEIIOT CO
Enextpo-
XEeMITyMUHECIICHIIH] a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

IAHTUTETIA IPOTUB
MeMeOpaHaTa Ha XemaTuT
b

Anti HBs

(2,0 — 1000) 1U/L

Cepym,
I1na3zma

Serum,
Plasma

BanunupaH aHaTUTUYKA
MeTOo]] Ha
MIPOU3BOIUTEIIOT CO
Enextpo-
XEeMUITyMUHECIICHIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

IAHTHTENIa IPOTUB
Xemarut L]

Anti HCV

Cut off index

Cepym,
[Inazma

Serum,
Plasma

BanunupaH aHaTUTUUIKA
MeTOo]] Ha
MIPOU3BOIUTEINIOT CO
Enextpo-
XeMUIIyMHUHECIICHIH]ja

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

KomOnHUMpaH TecT 3a
AHTHTEHH U aHTUTENA Ha
XB

HIV — Combi Ag &Ab

Cut off index

Cepym,
[Inazma

Serum,
Plasma

ROCHE Diagnostics,
Bajuapuja
Switzerland

COBAS e 601
BanunupaH aHaTUTHYKA
MeTO]] Ha
[TPOU3BOIUTENOT CO
Enextpo -
XeMITYMUHECIICHIIH]a

Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

MM 5.5-13, MeToa Ha
eJ1eKTPOXeMIITyMHUHECIe
Huuja, U3, 18.08.2018

DoIMKyITOCTUMYINPAYKA
XOPMOH

Follicle stimulating
hormone, FSH

(0,100 - 200)
mlU/mL

Cepym,
ITnazma

Serum,
Plasma

BanumupaH aHATHTUYKH
IMETOJI Ha

IIPOU3BOAUTCIIOT CO

.HyTePIHPBPIpa‘IKPI XOpMOH

(0,100 — 200) mIU/mL

Cepym,
ITnazma
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Enextpo-
XEMHUITyMUHECIICHIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

Luteinizing hormone, LH

Serum,
Plasma

BanuanpaH aHATHTHIKA
METOx Ha
[POU3BOAUTENOT CO
Enextpo-
XEeMUITyMUHECIICHIH]a

\Validated manufacturer's
ChemilLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

[IposakTuH

Prolactine, PRL

(1,00 — 10000) mIU/L

Cepym,
ITnazma

Serum,
Plasma

BanuanpaH aHATUTHIKA
METOM Ha
[IPOM3BOAUTEIOT CO
Enextpo-
XEeMUITyMUHECIICHIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

[Ectpanuon

Estradiol, E2

(5,00 — 3000) pg/mL

Cepym,
ITnazma

Serum,
Plasma

BannanpaH aHaTUTHYKA
MeTox Ha
[IPOU3BOUTEIOT CO
Enextpo-
XEMUITyMHUHECIICHIH]ja

\Validated manufacturer's
ChemilLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

TecTocTepon

'Testosterone

(0,025 — 15,0) ng/mL

Cepym,
ITnazma

Serum,
Plasma

BannzmpaH AHAJIUTUYKHN
IMETOJI HA
MIPOU3BOAUTCIIOT CO
Enextpo-
XEMUITyMHUHECIICHIH]ja
Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

[IporecTepon

Progesterone

(0,05 - 60) ng/mL
(0,159 — 191) nmol/L

Cepym,
ITnazma

Serum,
Plasma

BanunupaH aHaTUTHYKA
MEeTO]] Ha
MIPOU3BOIUTENIOT CO
Enextpo-
XEMIITYMUHECIICHIIH]a

IAHTH MuiiepoB XOpMOH

AMH

(0,01 — 23) ng/mL

Cepym,
ITnazma

Serum,

Plasma
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\Validated manufacturer's
ChemilLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

BanuaupaH aHaTUTHIKH
METOJ] Ha
TIPOU3BOIUTEIIOT CO
Enextpo-
XCeMITyMUHECIICHIIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

\AIpEHOKOPTUKOTPOIIEH
XOPMOH

ACTH

(1,00 — 2000) pg/mL

Cepym,
ITnazma

Serum,
Plasma

BanunupaH aHaTUTUYKA
METO]] Ha
MPOU3BOIUTENOT CO
Enextpo-
XCMITyMUHECIICHIIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

Koprtuzon

Cortisol

(1,5-1750) nmol/L

Cepym,
ITnazma

Serum,
Plasma

BanunupaH aHaTUTHYKA
MeTOo]] Ha
MIPOU3BOIUTENOT CO
Enextpo-
XEMITYMUHECIICHIIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

V[exuopoenuAunopocmenouo
H-cyngpam

Dehydroepi
/Androstenedione Sulphate,
DHEA-s

(0,100 — 1000) ug/dL

Cepym,
[Inazma

Serum,
Plasma

BanunupaH aHaTUTHYKA
MeTO]] Ha
MIPOU3BOIUTENIOT CO
Enextpo-
XeMIJTYMUHECIICHIIH]a

Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

Tupeocmumynupauxu
xopmoH

Thyreostimulating
hormone, TSH

(0,005 — 100) ulU/mL

Cepym,
ITna3zma

Serum,
Plasma

BanunupaH aHaTUTHYKA
MeTo Ha
[IPOU3BOUTENIOT CO
Enextpo-
XEMIUTYMUHECTICHITH] &

Validated manufacturer's
ChemiLuminescence

CnoGonen Terpa-jon
TUPOHWH

Free Tetra lod Thyreonine,
FT4

(1,3 -100,0) pmol/L

Cepym,
ITna3zma

Serum,
Plasma
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method, ECL
(ElectroChemiLuminesce
nce)

BanumupaH aHATUTHYKH
IMETOJ Ha
TIPOU3BOIUTEINIOT CO
Enextpo-
XCMITyMUHECIICHIIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

Crnob6onen Tpu-jon
THPOHHUH

Free Tri lod Thyreonine,
FT3

(0,6 — 50,0) pmol/L

Cepym,
ITnazma

Serum,
Plasma

BanunupaH aHaTUTUYKA
MeTOo]] Ha
MIPOU3BOIUTEINIOT CO
[Enextpo-
XCMITYMUHECIICHIIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

IAaTu Tupeounnu
[Tepoxcu3ManHu aHTUTENA

Anti Thyreoidal Peroxysmal
/Antibodies, a-TPO

(5,0 — 600) 1U/mL

Cepym,
[Inazma

Serum,
Plasma

BanunupaH aHaTUTHYKA
MeTO]] Ha
MIPOU3BOIUTEINIOT CO
Enextpo-
XeMITYMUHECIICHIIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

Tupeornodynux

Thyreoglobulin, TG

(0,04 — 500) ng/mL

Cepym,
[Inazma

Serum,
Plasma

BanunupaH aHaTUTHYKA
MeTO]] Ha
MIPOU3BOIUTENIOT CO
Enextpo-
XeMIITYMHUHECIICHIIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

IAHTHTENa IPOTHUB
TupeornobynuHOT

/Anti ThyreoGlobulin,
A-TG

(10 — 4000) 1U/mL

Cepym,
[Inazma

Serum,
Plasma

BanugupaH aHaTUTHIKH
MeToJ Ha
[POU3BOAUTENOT CO
Enextpo-
XeMIITYMHUHECIICHIIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL

Xyman XOpHOH-TpPOIEH
XOPMOH

o-HCG

(0,100 — 10000) mIU/mL

Cepym,
ITnazma

Serum,
Plasma
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(ElectroChemiLuminesce
nce)

BanumupaH aHATUTHYKH
IMETOJ Ha
TIPOU3BOIUTEIIOT CO
Enextpo-
XCeMITyMUHECIICHIIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

DoHa KuceaInHa

Follate

(1,36 — 45,4) nmol/L

Cepym,
I1na3zma

Serum,
Plasma

BanunupaH aHaTUTUUIKA
MeTOo]] Ha
MIPOU3BOIUTEINIOT CO
Enextpo-
XCMITYMUHECIICHIIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

Depurun

Ferritin

(0,500 — 2000) ng/mL

Cepym,
[Inazma

Serum,
Plasma

BanunupaH aHaTUTHYKA
MeTO]] Ha
MIPOU3BOIUTEINIOT CO
Enextpo-
XeMUIIyMUHECIICHIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

Mucynux

Insulin

(0,2 - 1000) uU/mL

Cepym,
[Inazma

Serum,
Plasma

BanuaupaH aHaIUTHIKHA
MeToJ Ha
[IPOU3BOAUTENOT CO
Enextpo-
XeMIITYMHUHECIICHIIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

[I-Tlerrtm

C-Peptide

(0,003 -13,3)
nmol/L

Cepym,
[Inazma

Serum,
Plasma

BanugupaH aHaTUTHIKH
MeTox Ha
[POU3BOAUTENOT CO
Enextpo-
XeMIITYMHUHECIICHIIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

Tpomonun T
BucokxocensutrueHn, U”TEH

Troponin -T, highsensitive,
STAT

(0,003 — 10,0) ng/mL

Cepym,
ITnazma

Serum,
Plasma
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BanumupaH aHATUTHYKH
IMETOJ Ha
[IPOU3BOIUTEIIOT CO
Enextpo-
XEeMITyMUHECIICHIIH] a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

H-TepMuHanex mpo
b-tun Hatpuyperuuen
IenTun

N-terminal pro b-type
natriuretic peptide —
NT-Pro-BNP

(10 — 35000) pg/mL

Cepym,
I1na3zma

Serum,
Plasma

BanunupaH aHaTUTUYKA
MeTOo]] Ha
MIPOU3BOIUTEIIOT CO
Enextpo-
XEeMUITyMUHECIICHIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

[TapaTupeouieH XOpMOH,
OHOaKTHBEH

Parathyroid hormone PTH
(1-84) bioactive

(5,5-2300) pg/mL

Cepym,
[Inazma

Serum,
Plasma

BanunupaH aHaTUTUUIKA
MeTOo]] Ha
MIPOU3BOIUTEINIOT CO
Enextpo-
XeMUIIyMHUHECIICHIH]ja

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

Buramus 1 (25-0X)

Vit-D (25-OH)

(7,5 — 250) nmol/L

Cepym,
[Inazma

Serum,
Plasma

BanuanpaH aHATUTHIKA
MeTO Ha
[IPOM3BOAUTEIIOT CO
Enextpo-
XeMUIIyMUHECIICHIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

Bxynen Buramun b1»

Total Vit B12

(50 — 2000) pg/mL

Cepym,
ITnazma

Serum,
Plasma

Banunupan
AHATUTHYKA METO]T Ha
MPOU3BOJIUTENOT CO
Enexrpo-
XeMHIIyMHUHECIICHITH]ja

Validated
manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLumines
cence)

AxtnBeH ButamuH b12

Active Vit B,

(3,0 — 150) mmol/L

Cepym,
IInazma

Serum,
Plasma
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Banunupan
aHaJTUTUYKHA METOJ Ha
MIPOU3BOJUTENOT CO
Enexrpo-
XeMHIIYMUHECIICHITH]ja

Validated
manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLumines

©)

Bxynen
NmyHornoOynun E

IgE total

(0,100 — 2500)
1U/mL

Cepym,
I1ma3ma

Serum,
Plasma

BanunupaH aHaTUTUUIKA
MeTOo]] Ha
MIPOU3BOIUTEINIOT CO
Enextpo-
XCMITYMUHECIICHIIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

[IpOKanuUTOHUH

PCT, Procalcitonin

(0,02 — 100) ng/mL

Cepym,
[Inazma

Serum,
Plasma

BanunupaH aHaTUTUYKA
MeTO]] Ha
MIPOU3BOIUTEINIOT CO
Enextpo-
XeMUIIyMUHECIICHIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

MHuTepreykuH 6

IL-6, Interleukin-6

(1,5-5000) pg/mL

Cepym,
[Inazma

Serum,
Plasma

BanuaupaH aHaIUTHIKHA
MeToJ Ha
[IPOU3BOAUTENOT CO
Enextpo-
XeMIITYMHUHECIICHIIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

IAnda dero IIpoTenn

AFP

(0,500 — 1000) 1U/mL

Cepym,
[Inazma

Serum,
Plasma

BanugupaH aHaTUTHIKH
MeTox Ha
[POU3BOAUTENOT CO
Enextpo-
XeMIITYMHUHECIICHIIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

Kapuno emOproren
QHTUTCH

CEA

(0,200 — 1000) ng/mL

Cepym,
ITnazma

Serum,
Plasma
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BanumupaH aHATUTHYKH
IMETOJ Ha
[IPOU3BOIUTEIIOT CO
Enextpo-
XEeMITyMUHECIICHIIH] a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

WMapxep 3a jajuuyu,
CA 125

CA 125

(0,600 — 5000)U/mL

Cepym,
I1na3zma

Serum,
Plasma

BanunupaH aHaTUTUYKA
MeTOo]] Ha
MIPOU3BOIUTEIIOT CO
Enextpo-
XEeMUITyMUHECIICHIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

Mapkep 3a BHaTpEIIHU
opranu, CA 19-9

CA 19-9

(0,600 — 1000 U/mL)

Cepym,
[Inazma

Serum,
Plasma

BanunupaH aHaTUTUUIKA
MeTOo]] Ha
MIPOU3BOIUTEINIOT CO
Enextpo-
XeMUIIyMHUHECIICHIH]ja

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

Mapkep 3a BHATpEIIHU
opranu, CA 72-4

CA 72-4

(0,5 250) U/mL

Cepym,
[Inazma

Serum,
Plasma

BanuaupaH aHaIUTHIKHA
MeToJ Ha
[IPOU3BOAUTENOT CO
Enextpo-
XeMIITYMHUHECIICHIIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

Mapxkep 3a 10jKa,
CA 15-3

CA 15-3

(1,00 — 300) U/mL

Cepym,
[Inazma

Serum,
Plasma

BanugupaH aHaTUTHIKH
MeTox Ha
[POU3BOAUTENOT CO
Enextpo-
XeMIITYMHUHECIICHIIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

Mapkxkep 3a npocrara,
BKyreH PSA

PSA, total

(0,006 — 100) ng/mL

Cepym,
ITnazma

Serum,
Plasma
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BanumupaH aHATUTHYKH
IMETOJ Ha
[IPOU3BOIUTEIIOT CO
Enextpo-
XEeMITyMUHECIICHIIH] a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

Mapxkep 3a pocrara,
cnobonen PSA

f-Psa, free PSA

(0,010 - 50,0)ng/mL

Cepym,
I1na3zma

Serum,
Plasma

BanunupaH aHaTUTUYKA
MeTOo]] Ha
MIPOU3BOIUTEIIOT CO
Enextpo-
XEeMUITyMUHECIICHIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

XymMaH enuauauMalex
[IPOTEUH

He4, Human epidydimal
protein

(15,0 — 1500) pmol/L

Cepym,
[Inazma

Serum,
Plasma

BanunupaH aHaTUTUUIKA
MeTOo]] Ha
MIPOU3BOIUTEINIOT CO
Enextpo-
XeMUIIyMHUHECIICHIH]ja

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

TIoBPIIMHCKY aHTUTEH Ha
Xenatut b

HbsAg

Cut off index

Cepym,
[Inazma

Serum,
Plasma

BanuanpaH aHATUTHIKA
MeTO Ha
[IPOM3BOAUTEIIOT CO
Enextpo-
XeMUIIyMUHECIICHIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

IAHTHUTETIA TIPOTHB jaJPOTO
Ha Xenatut b

Anti HBc

Cut off index

Cepym,
ITnazma

Serum,
Plasma

BanugupaH aHaTUTHIKH
MeTox Ha
[TPOU3BOUTEIOT CO
Enextpo-
XeMIITYMHUHECIICHIIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

IAHTUTETIA IPOTUB
MemOpaHnara Ha Xenatur b

Anti HBs

(2,0 — 1000) 1U/L

Cepym,
ITnazma

Serum,
Plasma

BanumupaH aHATHTUYKH
IMETOJI Ha

IAHTHTEIIA poOTUB

Xenarut 1]

Cut off index

Cepym,

ITnazma
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[IPOU3BOJUTEIIOT CO
Enextpo-
XEeMHUITyMUHECIICHIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

Anti HCV

Serum,
Plasma

BanuanpaH aHATHTHIKA
METOJ Ha
[IPOM3BOAUTEIIOT CO
Enextpo-
XEeMUITyMUHECIICHIH]a

\Validated manufacturer's
ChemiLuminescence
method, ECL
(ElectroChemiLuminesce
nce)

KomOnHMpaH TecT 3a
IAHTHT'€HH U aHTHTEJa Ha
X1B

HIV — Combi Ag &Ab

Cut off index

Cepym,
I1na3zma

Serum,
Plasma

Du3HK0-0MOXEMHUCKH

17.

MCMUTYBalkha HA YPHHA

Physical and biochemical
examinations of urine

MU 5.5-14 Meroa Ha
cyBa XxeMuja 3a
0MOXEeMHCKH
HCIHTYBakba HA
ypuHaTa

(24.06.2022 u3nanue 03)

MaKpOCKOI’lCKu onuc
(MAC)

Macroscopic description

M3rnen

IAppearance

lbuctpa — 3amarena

Clear — Blurred

Ypuna

Urine

boja

Color

CBeTJIO KO0JITa — TEMHO
kadeana

Light yellow — dark brown

Ypuna

Urine

Mupuc

Smell

Hopmaien — HenpujaTeH

Normal - Unpleasant

'Ypuna

Urine

ROCHE Diagnostics,

18.

IBajuapuja
Switzerland

URISYS 1100
KBaAaHTHTATHBHO
o/penyBame HA

0MoXeMHCKH MapaMeTpu
CO TeCcT TPAKH

Test strips for

quantitative

Crenuduyna TexxuHa

Specific Gravity

(1,000 — 1,030)

Uspanue 1/Issue 1
Bepswuja 4/Version 4

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

Crpana/Page 52 oo/of 65



o

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

determination of
biochemical parameters
in urine

MU 5.5-14 Mertoa Ha
CyBa XxemMHja 3a
OHOXeMHCKH
UCIUTYBaha Ha

ypuHaTa
(24.06.2022 uznanue 03)

UleykouuTtHa ecrepasa
Leukocyte esterase

Herarusen - +++
Negative - +++

IAHAJIM3A HA CeUMEHT
Ha ypHHA

Urinary sediment
analysis

MeTon Ha
MHMKPOCKONHPame

MIC Microscopy
““AHajii3a HA ypuHATa
CO TeCT JIEHTH U
YPHHAPEH CeIMMEeHT 1
HHTepHpeTaumja Ha
pesyarature”, JI-p
Toxop I'pyes.
“KJIMHWYKY 3HAYA]
aHaJIM3e YPUHA U aTJjIac
cequMeHTa ypuna”, [1-p
Hartama JInauk u
Mupxka Unuxk,
“Compendium of urine
analysis, ROCHE”’

IMH 5.5-15 MeToa Ha
MHKPOCKONHPamke HA
ceqUMEHT HA YPHUHA
(24.06.2022 uzganue 03)

Epurpountu

Erythrocytes- Red blood
cells

pH (5,0-9,0) VT
pH
ITporenHn Herarusen - +++ |
Protein Negative - +++
I'myko3a Herarusen - +++ |
Glucose Negative - +++
'Ypobununoren Herarugen - +++ Ny
Urobilinogen Negative - +++
bunnpy6uH Herarusen - +++ I
Bilirubin Negative - +++
Ketonu Herarugen - +++ |
Ketones Negative - +++
Hutputu Herarugen - +++ |
Nitrites Negative - +++
il
il

Ypuna

Urine

Uleykouutu
Leukocytes — White blood
cells

EnmaTenHu KIeTKH

Epithelial cells
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Kpucranu
Crystals
Lunuaapu
Casts
bakTepun
Bacteria
NADAL Von Minden  [Xyman X0opHOH-TpOIIEH mang 10 miU/mL Cepym, U
— INADAL hCG XOPMOH [Ta3ma,
20.
Pregnancy Test 'Ypuna
TecT 32 OpeMeHOCT
Pregnancy test
HNmyHo S-HCG Human Serum,
xpomartorpaduja, 6p3  |Choriotropic hormone Plasma,
TecT Urine
Rapid immune
chromatography test
IMH 5.5-16 MeToxa Ha
HMyHoXpoMaTorpaguja
3a N3padoTka Ha
KOMepUUjaaTHu 0p3u
TeCTOBH
(13.07.2023 uznanue 04)
b1 Multi drugs screen test  [benzoanazenuau I'panuna Ha geTeknuja |Ypuna U
: 100 ng/mL
NADAL Von Minden Benzodiazepines Urine
Drug-Screen MultiTest
TecT 32 CKPpUHMHI HA
nmoBeKe APOru
NmyHO
xpomaTtorpadmja,
0p3 TecT
Rapid immune
chromatography test
MM 5.5-16 MeToa Ha
HMYyHOXpoMaTorpaguja
3a u3paboTka Ha
KOMEpLHjaTHu Op3u
TeCTOBH
(13.07.2023 uznanue 04)
AMberamMuHI 300 ng/mL
Amphetamines
Omnujatu 100 ng/mL
Opiates
Bapoutypatu 200 ng/mL
Barbiturates
MeTtunen JInokcu
Meramderans 500 ng/mL
Methylene Dioxy
Metamphetamine, MDMA
MeTanoH 300 ng/mL
I B Cromoge st oot 5
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Methadone
Merabonutu Ha Kokann 100 ng/mL
Cocaine matabolytes
MeramderamMuau 300 ng/mL
Metamphetamines
[Kanabuonouou 150 ng/mL
Cannabinoides
T pULIUKITHIHA 300 ng/mL
AHTUACTIPECAHTH
Tricyclic antidepressants
DEeHIUKIINIUH 25 ng/mL
Phencyclidine
OKCUK0OOH 100 ng/mL
Oxycodone
SYSMEX CA 660 IAKTUBHPAHO MapIIHjaTHO Mepno nogpagje  |[[Imazma V1
22.  ISYSMEX, Janounja,  [speme Ha (5-190) s
Japan TpomOOILIIaCTUHOT
Banuaupan
AHAJIUTHUYKH METO/1 HA
MPOU3BOAMUTEJIOT CO
DoTo-0NnTHKA 32
Mepeme Ha CO31aBame Plasma
Ha KOaryJjaym
aPTT, activated Partial
\Validated manufacturer'sThrombin Time
Clotting Photo-optic
method for coagulation
IMH 5.5-17 MeTtoa Ha
KoaryJaumja
(25.10.2021, uznanue 03)
Banuaupan ananutuuka Bpeme Ha [IpoTpoMOun (5-170) s [Mra3ma U
METOQ Ha
MIPOU3BOAUTCIIOT CO
doTto-onTHKa 3a MEpCHE
Ha CO31aBamkbEC HA
KOoaryiym PT, Prothrombin Time Plasma
Validated manufacturer's
Clotting Photo-optic
method for coagulation
[Mpecmerka INR, International [MTna3zma V1
Calculation Normalized Ratio Plasma
Banuaupan aHanuTHukd Bpeme Ha TpOMOUH (5-30)s [Mra3ma I
METOa Ha
MIPOU3BOAUTCIIOT CO
(bOTO-OHTI/IKa 3a MEPCHC
[Ha BpEMEC 3a CO31aBabe
Ha KOaryjiayMm
TT, Thrombin Time
Validated manufacturer's
Clotting Photo-optic Plasma
method for coagulation
Banuaupan ananutuuky  |[PuGpuHOreH (0,1-5,6) g/L [Tnasma U
METOa HA
I R Cronieag 55 ot 5
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IIPOU3BOIUTENOT CO
(boTo-onTHKA 32 MEpEHE
Ha BpeMe 3a CO3/1aBame
Ha KOaryimym

Fibrinogen Plasma
Validated manufacturer's
Clotting Photo-optic
method for coagulation
Bamunupan ananutiaka  |J1-J{umep (0,0 -4,2) ug FEU/ml  [[Tmazma U
METOJ Ha CO aBTOMATCKO Pa3peayBambe
[IPOU3BOUTENOT 32 10 32.5 ug FEU/ml
KoaryJaiuja co
MMYHOTYpOHIMMETpH]a
D-Dimer with automated dilution up to [Plasma

\Validated manufacturer's
immunoturbidimetric

23.

24.

method for coagulation

32.5 ug FEU/mI

ROCHE Diagnostics,

[[IBajmapuja
Switzerland
CoaguChek (5-500) s [MosHa kanuiapHa | J1
KpB
EsiexTpoxemuckn metoBpeme Ha [Iporpombun
Whole capillary
Electrochemical method [PT, Prothrombin Time blood
MM 5.5-20 MeToa Ha
Mepeme INR Bo
KAaNWJapHa KPB
(24.06.2022 uznanue 02)
[Mpecmerka INR, International (0-8) INR
Calculation Normalized Ratio
MamnyesaHo mepeme Ha |CeqUMEHTaIHja Ha (1 -100) mm Hg [[Tosxa xkps /T
cTBapame Ha rouleaux |[epUTPOLUTU
BO NJ1a3MATCKH CTOJI0
Manual measurement of Sedimentation of Red blood \Whole blood

creation of rouleaux in
plasmatic column

IMH 5.5-19 MeToa Ha
ceUMEHTALHja HA
€PUTPOLUTH IO
\Westergreen
(25.06.2022 uznanue 03)

cells
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NABOPATOPWIA 3A MUKPOBMOJIOTUIA U MAPASUTONOIMIA
Department “Diagnostic laboratories”
Department ( Section) Laboratory microbiology and paresytology

26.

KynaTtusupame Ha
MHKPOOPTraHU3MHU
(baxkTepuu M radUUKH)
https://www.gov.uk/gover

nment/collections/standa
rds-for-microbiology-
investigations-smi

Crangapau 3a
MHMKPOOHO0I0IIKO
ucnurysame (UK SMI),
15 oexemepu, 2021

MU 5.5-1 Meron 3a
KYJITHBHPae -
0AKTEPUOJIOIIKH H
MHKOJIOIIKH
HCTIUTYBakha
(26.12.2016 Bep3uja 02)

HcnuryBame Ha:

Examination of:

OnucHo /

Descriptive

IIpumepox

Sample

HN3osauuja u
uaeHTHQUKANMja HA
0axTepuu ¥ rabM4Ku o
pecIupaTopeH TPakT

Public Health England
UK Standards for
Microbiology
Investigations
http:/www.hpa.org.uk/S
Ml

Respiratory tract cultures
Public Health England
UK Standards for
Microbiology
Investigations
http:/www.hpa.org.uk/S
Ml

PY/5.5-8/m3nanme 03
15.11.2020

MuKpo6H1OIIONIKO
HMCTIUTYBamke Ha OpUC Of

rpJIo

Microbiology examination
of throat swab

http:/www.hpa.org.uk/SMI
B9

Omucho / descriptive

Opuc o1 TpIIo

throat swab

MuKpoO6HOIIONIKO
MCTIUTYBamke Ha OpUC Of
HOC

Microbiology examination
of nose swab

http:/www.hpa.org.uk/SMI
B5

Omucho / descriptive

Opuc o1 HOC

nose swab

MuKpoOHOIIONIKO
MCTIUTYBamke Ha OpHC Of
lycTa

Microbiology examination
of mouth swab

http:/www.hpa.org.uk/SMI
B4

Omucuo / descriptive

Opuc o ycra

mouth swab
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MHKpPOOHOIIOIIKO
MCIIUTYBambe Ha OpUC Of
ja3uk

Microbiology examination
of tongue swab

http:/www.hpa.org.uk/SMI
B4

Ommucho / descriptive

OpucC 01 ja3uk

tongue swab

OpOHXOAJIBEOIapEH JIaBaT

Microbiology examination
of bronchial lavate

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

B57

MuKpPOGHOIIOIIKO Ommcho / descriptive 6puc o1 yBO
MCTIUTYBambe Ha Opuc of
YBO
Microbiology examination ear swab
of ear swab
http:/www.hpa.org.uk/SMI
Bl
MUKPOOHOIIOIIKO OnucHo / descriptive CIyTyM
MCIUTYBakE HA CIIyTYM
Microbiology examination sputum
of sputum
http:/www.hpa.org.uk/SMI
B5
MHUKPOOHOJIONIKO OmnmwcHo / descriptive HazohapuHTeat
MCIIUTYBAKbC HA €H actiupar
Ha30(apuHTeaeH
acIimpar
nasophariengal
Microbiology examination aspirate
of nasophariengal
aspirate
http:/www.hpa.org.uk/SMI
B57
MUKPOOHOJIOIIKO OmnmwcHo / descriptive TpaxeayieH
MCIIUTYBAaKkC HA acmmpar
TpaxcaJiCH acriupar
Microbiology examination
of tracheal aspirate tracheal
aspirate
http:/www.hpa.org.uk/SMI
B57
MHKpPOOHOIIOIKO OmwucHo / descriptive OpoHxoanBeosa
MCIIUTYBAaKkC HA Pp€H 1aBatr

bronchial lavate
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H3oaauuja n
HAeHTHPUKANMja HA
0akTepuu U radu4uKu
0]1 ypHHa

Public Health
England UK
Standards for
Microbiology
Investigations
http:/www.hpa.org.uk/S
Ml

Urine cultures

Public Health England
UK Standards for
Microbiology
Investigations
http:/www.hpa.org.uk/S
Ml

PY/5.5-9/m3nanne 03
15.10.2018

MuKpoOHOIONIKO
UCIIUTYBamE HA ypUHA

Microbiology
examination of urine

http:/www.hpa.org.uk/S
MI B41

Ommucho / descriptive

Ypuna

Urine

Ypuna

Urine

N3oaumja u
uaeHTUGUKALKja HA
0aKkTepuM U radM4YKH
O TEHUTAJICH TPAKT
Public Health England
UK Standards for
Microbiology
Investigations

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

Genital cultures
Public Health England
UK Standards for
Microbiology
Investigations
http:/www.hpa.org.uk/S
Ml

MuxkpoOuoonIko
UCIIUTYBambe Ha OpHC 011
BarmHa

Microbiology
examination of vaginal
swab

http:/www.hpa.org.uk/S
MI B28

Omnmcno / descriptive

Opuc oj1 BarmHa

vaginal swab

MuKpoOHOIIONIKO
MCTINTYBambe Ha OpHC 0f1
LEPBUKC

Microbiology examination
of cervical swab

http:/www.hpa.org.uk/SMI
B28

Omucuo / descriptive

OpHC 011 IEPBUKC

cervical swab
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PY/5.5-6/m3nanme 03
01.05.2021

MHKpPOOHOIIOIIKO
MCIIUTYBambe Ha OpUC Of
ByJIBa

Microbiology examination
of vulval swab

http:/www.hpa.org.uk/SM
| B28

Ommucho / descriptive

Opuc ox BynBa

vulval swab

MuKpoOHOIIONIKO
MCIIUTYBamke Ha OpUC Of
[IIaHC

Microbiology examination
of glans swab

http:/www.hpa.org.uk/SMI
B28

Omucuo / descriptive

Opuc ox TIaHc

glans swab

MUKpOOHOIIONIKO
HMCTIUTYBamke Ha OpUC Of
ypeTpa

Microbiology examination
of urethral swab

http:/www.hpa.org.uk/SMI
B28

Ommcno / descriptive

Opuc o1 ypeTpa

urethral swab

MuKpo6HOIIONIKO
HMCIIUTYBamke Ha OpUC Of
Mpemnynuym

Microbiology examination
of prepuce swab

http:/www.hpa.org.uk/SMI
B28

OnmwcHo / descriptive

Opuc on
MpEenyLUuyM

Prepuce swab

MuKpo6HOIIONIKO
MCIIUTYBAKBC HA CII€pMa

Microbiology examination
of sperm

http:/www.hpa.org.uk/SMI
B28

OnmucHo / descriptive

criepma

sperm

M3o0manuja u
HAeHTHQUKALNHja HA
rpyna b crpenrokok
0/1 TeHUTAJIeH Opuc Kaj
TPYIHUIH

Public Health England
UK Standards for
Microbiology
Investigations
http:/www.hpa.org.uk/S
Ml

MHKpPOOHOIIONIKO
MCTINTYBambe Ha OpHC 3a
'BC

Microbiology examination
of GBS swab

http:/www.hpa.org.uk/SMI
B58

OmmucHo / descriptive

Opuc oj1 BarmHa
U PEKTYM

vaginal and
rectal swab
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Group B Streptococcal
Cultures

Public Health England
UK Standards for
Microbiology
Investigations
http:/www.hpa.org.uk/S
Ml

PY/5.5-5/m3panne 02
26.12.2016

HN3oaaumja u
uaeHTHQUKALMja HA
0aKkTepuM U rabu4YKu
01
racTPOUHTECTHHAJIEH
TPaKT

Public Health England
UK Standards for
Microbiology
Investigations
http:/www.hpa.org.uk/S
MI

Faecal and Other
Gastrointestinal
Cultures

Public Health England
UK Standards for
Microbiology
Investigations
http:/www.hpa.org.uk/S
M

PY/5.5-7/m3panne 03
16.05.2021

MukpoOHOoIOLIKO
UCIIUTYBame Ha (erec

Microbiology
examination of faeces
http:/www.hpa.org.uk/S
MI B30

http:/www.hpa.org.uk/S
MI B10

OmnmucHo / descriptive

Gerec

fces

N3oauuja u
uaeHTUGUKANKja HA
0aKkTepuM U rabu4IKu
0/1 OKO

Public Health England
UK Standards for
Microbiology
Investigations
http:/www.hpa.org.uk/SMI

Ocular Cultures

Public Health England
UK Standards for
Microbiology
Investigations
http:/www.hpa.org.uk/S
Ml

MuKpoOHOIIONIKO
MCTIIUTYBamke Ha OpUC O
KO YKTUBA

Microbiology examination
of conjuctival swab

http:/www.hpa.org.uk/SMI
B2

OnwcHo / descriptive

Opuc ox
IKOBbYKTHUBaA

conjuctival swab
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PY/5.5-12/u3nanmue 02
21.10.2016

H3oaauuja n
HaeHTH(QUKATHja HA
0aKTepuu U raduIKH
01 KOKa U
MOBPIUIMHCKH PAHH

Public Health England
UK Standards for
Microbiology
Investigations
http:/www.hpa.org.uk/S
Ml

Skin and Superficial
Wound Cultures
Public Health England
UK Standards for
Microbiology
Investigations
http:/www.hpa.org.uk/S
MI

PY/5.5-33/u3nanue 02
26.12.2016

Microbiology examination
of superficial wound swab

http:/www.hpa.org.uk/SMI
B11

Muxpo6uonowxo Omnwno / descriptive bpuc 00 Kodca pi |
ucnumyearse Ha Opuc 0o

KodHCA

Microbiology examination skin swab

of skin swab

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

B11

MUKPOOHOJIOIIKO OmnmwcHo / descriptive Opuc o1 pi |
MCIIUTYBamke Ha OpUC Of MOBPILIMHCKA
MOBPIIMHCKA PaHa paHa

swab

superficial wound

N3oaumja u
uaeHTUGUKALKja HA
0aKkTepuM U rabu4IKu
0/ 1J1a00KH paHu

Public Health England
UK Standards for
Microbiology
Investigations
http:/www.hpa.org.uk/SMI

\Wound Cultures

Public Health England
UK Standards for
Microbiology
Investigations
http:/www.hpa.org.uk/S
Ml

PY/5.5-13/m3nanue 03
17.09.2019

MUKpPOOHOIIONIKO
MCITUTYBakbe HA OpHC 011
Imraboka paHa

Microbiology examination
of deep wound swab

http:/www.hpa.org.uk/SMI
B14

Omnmcno / descriptive

paHa

opuc ox amadoka pi |

deep wound swab
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MHKpPOOHOIIOIIKO Ommucho / descriptive ["HOj bi |
MCIIMTYBAabC HA THOJ
Microbiology examination
of pus pus
http:/www.hpa.org.uk/SMI
B14
M3oaanuja u MuKpOOHOIIOIIKO OmnmwcHo / descriptive TeJIecHa I
I/IlIeHTl/I(l)I/IKaIII/Ija Ha HMCIINTYBAabC HA TCJIECHA TECYHOCT
0aKkTepuM U rabu4YKu TEYHOCT
01 TCJICCHU TCYHOCTH
Microbiology examination
Public Health England |of body fluid
UK Standards for
Microbiology http:/www.hpa.org.uk/SMI body fluid
Investigations B26
http:/www.hpa.org.uk/SMI
Body Fluid Cultures
Public Health England
UK Standards for
Microbiology
Investigations
http:/www.hpa.org.uk/S
Ml
PY/5.5-914/uznanue 02
20.10.2016
M3oanmja u MUKpPOOHOIIONIKO OnucHo / descriptive KpB pi |
uaeHTUGUKALKja HA CIIUTYBAa€ Ha KPB
0aKkTepu U radM4YKH
01 KpB Microbiology examination
of blood
Public Health England blood
UK Standards for http:/www.hpa.org.uk/SMI
Microbiology B37
Investigations
http:/www.hpa.org.uk/SMI
Blood Cultures
Public Health England
UK Standards for
Microbiology
Investigations
http:/www.hpa.org.uk/SMI
PY/5.5-20/u3nanue 03
15.05.2021
M3oaammja n MHKpPOOHOIIOIIKO OmucHo / descriptive JlukBop pi |
HAeHTHQUKALNHja HA MCIIUTYBakhE HA JIUKBOP
0aKTepHH U radM4IKu
071 IMKBOP Microbiology examination cerebrospinal
of cerebrospinal fluid fluid
Public Health England
UK Standards for
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Microbiology http:/www.hpa.org.uk/SM
Investigations | B27
http:/www.hpa.org.uk/SMI
Cerebrospinal Fluid
Cultures

Public Health England
UK Standards for
Microbiology
Investigations
http:/www.hpa.org.uk/SMI

PY/5.5-16/u3panue 03

16.05.2021
Jduck nudy3nonen HcnmTyBame Ha OrmmucHo / descriptive bakTepucka pi |
MeTo] OCETIIMBOCT Ha KyJITypa

0aKkTepuHTE KOH
Disc Diffusion Method [anTHOHOTHIIN 1
https://www.eucast.org [xemoTepaneBTCKU
[clinical_breakpoints  |cpeacrsa Bacterial culture
2 January, 2023
Antimicrobial

MM 5.5-30 Merog 3a  [Susceptibility Testing
oapenyBame Ha
0CETIUMBOCT KOH

AHTUMHMKPOOHHU

cpeacTBa

(25.11.2020 U3nanue

01)
Cepheid, Herexija na HPV Bpuc ox nepBukc | T
CALL, THUIIOBH O] BUCOK PU3UK Yperpanen 6puc
USA (Human Papillomavirus) TxuBO
GeneXpert co Real-time Polymerase

chain reaction (RT-
Banugupan gPCR
AHAJMTHYKH METO] HA Cervical swab
[POU3BOUTEJIOT CO HR HPV (Human Urethral swab
Real-time Polymerase Papillomavirus) Tissue
chain reaction (RT- Detection
gPCR) With Real-time
Polymerase chain
\Validated analytical reaction (RT- qPCR)
method by the
manufacturer with
Real-time Polymerase
chain reaction (RT-
qPCR)
MU 5.5-25 MeToa Ha
nerekumja Ha HPV co
Xpert
(10.10.2018 uznanue
01)
Jupexrop
Director
M-p CnoGonen YokpeBcku
Sloboden Chokrevski, Msc
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