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

Ipuiior KOH cepTU(PUKATOT 32 AKPEAUTALMjAa HA
MeAMIMHCKA JJadopaTopuja
Annex to the Accreditation Certificate of
Medical Laboratory
Bp. MJI-014 / No. ML-014

Hatym: 28.05.2026 I'o 3amenyBa npuiorot oy 18.06.2025
Date: 28.05.2026 Replaces annex dated: 18.06.2025
1. AKPEJIUTHUPAHO TEJIO IlpuBaTHa 31paBCTBeHA YCTAHOBA

JAMjarHOCTUYKA OuoxemMucKka jJaboparopuja,
MHUKPOOHO0JIOIKA JJadopaTopuja u
JadopaTopuja mo MoJIeKyJIapHa INjarHOCTHKA
13Y BUOTEK JIABOPATOPUJA CKOIIJE

Accredited body Private health institution diagnostic biochemical
laboratory, microbiological laboratory and

laboratory for molecular diagnostics BIOTEK
LABORATORY SKOPJE

2. JJOKAIINJA Ya. Lpsena Apmuja 6p. 20, 1000 Cxomnje
Yia. ®pamo Kiys, 6p. 14, 1000 Ckomje

Y. Jlennnosa 6. 44, 1000 Cxomje

Location Crvena Armija No. 20, 1000 Skopje
Str. Franjo Kluz No.14, 1000 Skopje
Str. Leninova No. 44, 1000 Skopje
3.
CTAHIAPI MKC EN 1SO 15189:2022
Standard MKC EN 1SO 15189:2022
4. KPATOK OITMC HA XeMaTOoJI0IIKO, OMOXEMHCKO, HMYHOJIOIIKO,
OIICEIOT HA MHKPOOHOJIOIIKO ¥ MOJIEKYIapHO
AKPEI[HTAHHJATA TCCTUPAKLC HA 61/IOJ'IOU_IKI/I nmpumMeponu
A short description of the Haematological, biochemical, immunological
accreditation scope microbiological and molecular testing of
biological samples
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5.

JAETAJIEH OIINC HA OIICET'OT HA AKPEJIUTALINJA
Detailed description of the accreditation scope

Iloapauje Ha TecTupame (k1acuukanuja cnopen HAPM Ilpasunnuxor P 15):

Field of testing (classification according to IARM Regulation R15):

Knacudukanuja mo moapadja 3a obnacta Ha Tecturae/ Classification according to testing areas
2. buonorwuja, buoxemuja/Biology, biochemistry
2.1 Monekyiapuu metoau/Molecular methods

2.5 Umynonomku tectoBr/ Immunological tests

3. Xemmuja/ Chemistry
3.1 ®usnuko-xemucku meroaw/ Physicochemical methods

3.4 Cumektpockomnuja/ Spectroscopy

7. Mexannuko tectupame/Mechanical testing
7.3 Mukpockoricko Tectupamse /Microscopic testing

8. Mukpo6uonoruja/Microbiology

Kracudukaruja o tTan Ha mpou3Boan/ MaTepujanu 3a tectuparbe/ Classification according to types of products/
materials for testing
1.buomorkn mpumeporw/ Biological samples
1.1 Kimmanuku u marosomku mpumeporw/ Clinical and pathological samples

1.3 Mzomatu o mukpoopranmsmu/Isolates from microorganisms

O ¢uxcen oncer

O ¢JiekcuduiieH oncer

\ dukcen / paexcuduien oncer

(fixed scope) (flexible scope) (fixed/flexible scope)
Hamomena: Co | Cremen Ha diekcubmiHoCT (criopen nponemypata ITP 05-09):
e ce Degree of flexibility (according Procedure PR 05-09):
obernexyBa
(beKcUOUITHNO | [] HOBHM a:KypHpaHH \' HoBu MaTepHjaau/Ipou3BoIu/MpeAMeTH [ HOBH CTaHIApPAH/AOKYMEHTH,
T OIICET BEpP3HHU HA H/MJIM KAPaKTePHCTHKA/CBOjCTBO/AHATUT KOj NPUJIATOIeHH HAa DapamaTa Ha
cranaapau/ ce MepH W/MJIM NPOIIMPYBame HA MEPHHOT KJIMEHTOT
JOKYMEHTH oncer new standards/ documents,
new up-date versions i new materials/ products/ items and/or upon a request by the client
of the standards/ measured characteristic/ property/ analyte,
documents and/or extension of measuring scope
bp. Omnpema/ Meton/ TexHuka Anaunt/ [lapamerap Marepujan/
Pedepenua na Marpukc 3a
npoueaypara 3a HCIIUTYBam-€
HCIIUTYBam€
Equipment/ Method/ Technique Analyte/ Parameter

No.

Reference to
examination procedure

Material/ Matrix for
examination

Bya. llpeena Apmuja 6p. 20, 1000 Ckomje
JujarHocTuyuka Ouoxemucka jgaéoparopuja
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OxnpenyBame Ha Photometric Light ABTOMAaTCKa KPBHA IMoana xps
ABTOMATCKA KPBHA Absorbance Method, CJIHMKA CO
CJIHKA CO Volumetric Impedance audepeHnmjaina
nudepeHnjaaina Method, 3-Part KPBHA CJIMKA
KPBHA CJIHKA Differential Analysis
Method
OnpeMa, IMMPpOU3BOJAUTE HA
onpema:
Huma Count 80, Human-
I'epmanuja
IIpomenypa 3a pabdora:
PV 7.3/1
PY 7.3/12
PY 7.3/13 Photometric Light Absorbance
Equipment/ Producer: Method, Volumetric Determination of
Huma Count 80, Human- Impedance Method,3-Part | Automated E.1.Cell (AEIC) \é\/lholg
Germany Differential Analysis Method 00
Working procedure:
RU 7.3/1
RU 7.3/12
RU 7.3/13
AEIC Eputpountu
Erythrocites
RBC ( Red blood cells)
PHO XemoraoOuH
KOHIICHTpAITHja
Hemoglobin concentracion
AEIC XeMaToKpHuT
Hematocrit
MCV
Ipecmerka Mean corpuscular volume
Calculation
MCH
Ipecmerka Mean corpuscular
Calculation hemoglobin
MCHC
IpecmeTka Mean corpuscular
Calculation hemoglobin concentration
RDW
Ipecmerka Red blood cells
Calculation distribution
AEIC Jleykomnmtu Genu KpBHH
3pHIA
Leucocytes
WABC total white blood
cell count
AEIC Jlumdonurn anconyreH
0poj
Lymphocytes count
AEIC LYM % JIlumdoruru
poLeHTd %o
Lymphocytes percentage
%
AEIC GRA% I'panynounTu
BepmjaNerson 1 08 05-33.4 CrpanalPage 3 oot 34
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npoueHT: %
Granulocytes percentage
%

AEIC MID% Cpenuu kinetkn
poreHTn%
Mid — sized cell
percentage %
AEIC PLT TpomOGouuTu 6poj
Platelet count
2. Merton: Photometric Light Absorbance OuxpenyBatbe
Banuaupan Method — PHO KOHIICHTpAIl{ja Ha :

AHAJIUTUHYKHU METOA HA
NMpou3BOAUTEI0T CO
ynorpeba Ha
Photometric Light
Absorbance Method —
PHO

Omnpewma/ [IpousBoauren:
AU 480 BECKMAN
COULTER, Beckman-
USA
IMpouenypa 3a padora:
PV 7.3/5
PV 7.3/6
PV 7.3/7
Py 7.3/8

Validated manufacturers
method using: Photometric
Light Absorbance Method

~PHO

Determination of
concentracion:

AU 480 BECKMAN
COULTER
Users Guide PN
B28624AA

Equipment, Producer::
AU 480 BECKMAN
COULTER, Beckman-

USA
Work procedure:
RU 7.3/5
RU 7.3/6
RU 7.3/7
RU 7.3/8
I'muko3a Bo cepym cepym/miasma
Hexokinase HK G6P-DH Glucose in blood Serum/ plasma
CHO - POD Bxynen Xonecrepon cepym/mia3sma
Cholesterol total Serum/ plasma
GPO -POD Tpurmuepuau cepym/mia3sma
Triglicerides Serum/ plasma
Urease/GLDH Ypea Bo cepym cepym/miasma
Wznanue/lssue 1 Ob 05-33-4
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Urea in serum

Serum/ plasma

Jaffe method

Kpeatunus Bo cepym

Creatinine in blood

cepym/miazma
Serum/ plasma

IFCC Reference method with ACAT (AcmaprataMHHO cepym/miasma
Piridoxal Phosphate TpaHchepasa) Serum/ plasma
AST (Aspartat amino
transferase)
IFCC Reference method with AJIAT AnaHuH aMHHO cepym/miasma
Piridoxal Phosphate TpaHcdepasa) Serum/ plasma
ALT (Alanin amino
trensferase
Ferene method CepyMcKo kene30 cepym/miasma
Iron in serum Serum/ plasma
TURB CRP — (1] peakTuBeH cepym/miazma
MPOTEHH) Serum/ plasma
CRP - C-Reactive Protein
PHO XJI—1ob6ap xomectepont cepym/miasma
HDL - high density Serum/ plasma
lipoprotein
PHO (Uricase), IFCC Acidum uricum — Mouna cepym/uiazma
KHCEJIMHA Serum/ plasma
Immunoturbidimetric method AHTOCTPENTOMU3UHCKU cepym
tect- ASO Serum
PHO, IFCC ITT -I'ama rmyramat cepym/ma3ma
tpancnentuaasa - GGT Serum/ plasma
PHO o —Ammiaza — cepym/ma3ma
a-Amilaza Serum/ plasma
PHO, IFCC Kpeartun kunaza —Kreatin cepym/mia3ma
Kinaza (CK) Serum/ plasma
PHO (Fosfomolybdate) Ddocdop -Phosphor cepym/ma3ma
Serum/ plasma
PHO (Xylidil blue) Marue3nym- cepym/ma3ma
Magnesium Serum/ plasma
PHO (Arsenazo IlI) Kamuywm -Calcium cepym/ma3ma
Serum/ plasma
PHO, IFCC JIAX - JlaktaT cepym/mia3ma
nexuaporenasa- LDH - Serum/ plasma
Lactate dehydrogenase
PHO, IFCC AJIIT -AnkanHa cepym/Iiazma
¢ocodarasza - Alkaline Serum/ plasma
phosphatase
Immunoturbidimetric method Oepurun - Feritin cepym/miazma
Serum/ plasma
BHOXeMHUCKH aHAJTU3H MakpOCKOIICKH OTIHC OnpenyBatbe Ha ypuHa

Ha ypuHa

Omnpewma/ [IponsBoanTes:
Combilyzer 13
Human- I'epmanuja
IIpouemypa 3a pabora:
PY 7.3/3

YpuHapeH OHOXeMHCKH
WHIUKATOP

Wsnanue/lssue 1
Bepsuja/Version 1
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PY 7.3/10
PY 7.3/11
HumaScope Classic led Macroscopical ( MAC) Determination of: urine
Urinary bladder Urinary biochemistry stick
submucosa derived tissue (UBS)
graft UBS
Equipment/ Producer:
HumaScope Classic led,
Human- 'epmanuja
Working procedure:
RU 7.3/3
RU 7.3/10
RU 7.3/11
MAC W3TIIEN ypuHa
appearance urine
MAC 60ja ypuHa
colour urine
UBS pH ypHUHa
urine
UBS CrneunduyHa Te)KHHA ypHUHa
Specific gravity urine
UBS [Iporennn ypHUHa
Proteins urine
UBS I'nyko3 ypHUHa
Glucose urine
UBS YpoOunuHoreH YpHUH
Urobilinogen urine
UBS bunupybun ypHUHa
Bilirubin urine
UBS Keronn ypuHa
Ketones urine
UBS Hutputn ypuHa
Nitrites urine
4. Meton: MeTtoa Ha MUKPOCKOTIHPAhE ypHHA
AHaJIU3U HA CeIUMEHT
HA ypuHa
HumaScope Classic led,
Human- 'epmanuja ]
Ipouenypa 3a pabdora: Urine
PV 7.3/2 Mycroscopy MS
PV 7.3/9
Urinary sediment
Work procedure:

OB 05-33-4
OB 05-33-4
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RU 7.3/2
RU 7.3/9
MS Eputpormmtu ypuHa
Erytrocythes — Red blood
cells urine
MS Jleykormtu ypuHa
Leukocytes — White blood
cells urine
MS Kpucramm ypuHa
Crystals urine
MS Enurennu xnerku ypuHa
Epithelial cells urine
MS Hunuuaapu ypuHa
Casts urine
MS Bakrepun ypuHa
Bacteria urine
5. Mepeme Ha Mepeme Ha CenuMeHTanyja Ha [TonHa kpB
CeIMMEeHTAINja HA CeMMEHTAIH]ja Ha SPUTPOLUTH (3.2% 4NC)
Eputpountu Epurpountu
ESR Rack whit graduation
[Iponenypa 3a pabora:
Py 7.3/4
Measurement of
sedimentation of (Erythrocytes
Red Cells Sedimentation Rate)
ESR Rack whit graduation
Working procedure:
RU 7.3/4
6. Beckman Coulter Chemiluminescence Onpenysatbe Ha : cepym/Iuiazma
Access 2, Beckman - | immunoassay (CLIA)
USA
[Ipouenypa 3a pabora:
PY 7.3/28
Py 7.3/32
Py 7.3/34
PY 7.3/35
PV 7.3/37
PV 7.3/40
PV 7.3/39
PV 7.3/41
PV 7.3/38
PY 7.3/46
PY 7.3/47 Determination of: Serum/ plasma
PY 7.3/48
PY 7.3/49
Wz naune/lssue 1 OB 05-33-4
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PV 7.3/250

Beckman Coulter Access 2

USA
Work procedure:
RU 7.3/28
RU 7.3/32
RU 7.3/34
RU 7.3/35
RU 7.3/37
RU 7.3/40
RU 7.3/39
RU 7.3/41
RU 7.3/38
RU 7.3/46
RU 7.3/47
RU 7.3/48
RU 7.3/49
RU 7.3/250
CLIA TCX - cepym/miazma
TupeocTumyupadKu Serum/ plasma
XOPMOH
TSH
CLIA ®T4 - Cnobonen cepym/mia3ma
THPOKCHUH Serum/ plasma
FT4
CLIA TIICA - Bkynen cepym/mia3ma
cepym/Iuia3zma Serum/ plasma
Serum/ plasma I[ICA
TPSA-Total PSA
CLIA HEA - cepym/maa3zma
KaprmHoem6proHanex Serum/ plasma
aHTUTeH
CEA
CLIA JIX -JlyrenHusupadxku cepym/maa3zma
XOPMOH Serum/ plasma
LH
CLIA BXII" -XyMaH XOpHOHCKH cepym/maa3zma
TOHAIOTPOITUH Serum/ plasma
bHCG
CLIA E2 - Ectpaguon cepym/miasma
E2 - Estradiol Serum/ plasma
CLIA A - 125 cepym/masma
CA 125 Serum/ plasma
CLIA A —15-3 cepym/mina3ma
CA 15-3 Serum/ plasma
CLIA A -19-9 cepym/mina3ma
CA 19-9 Serum/ plasma
CLIA Wucynus — cepym/ma3Ma

Wsnanue/lssue 1
Bepsuja/Version 1
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Insulin Serum/ plasma
CLIA DONUKYTOCTUMYIUPAYKU cepym/miazma
xopMoH - FSH Serum/ plasma
CLIA Kopruszoun -Cortizol cepym/Tiasma
Serum/ plasma
Onpema/ Enzyme linked OnpenyBame Ha: cepym/miasma
IpoussoauTe.: fluorescent assay- ELFA
VIDAS PC,
Biomerieux-
@Opanuuja
[Tpouenypa 3a pabora:
PV 7.3/30
PV 7.3/33
PV 7.3/42
PY'7.3/251 Enzyme linked Determination of:
fluorescent assay - ELFA Serum/ plasma
Equipment: VIDAS PC,
Biomerieux France
Work procedure:
RU 7.3/30
RU 7.3/33
RU 7.3/42
PV 7.3/251
ELFA Buramun — [] cepym
Vitamin - D Serum/ plasma
ELFA AMX-AnTn Mynepuan cepym
XOPMOH Serum/ plasma
AMH
ELFA Jumep — m1a3ma
D-Dimer plasma
HumaClot Juniot doto-onTHUKa OnpenyBame Ha: azma
Human- I'epmanuja KOarysiomMerpuja
(Clot based assay)
[Ipouenypa 3a pabora:
PV 7.3/252
PV 7.3/253
PV 7.3/254
HumaClot Juniot o
Human- Germany Photo-optical Determination of: plasma
Work procedure: (clot-based coagulation assay)
RU 7.3/252
RU 7.3/253
RU 7.3/254
CBCA (photo-optical) IIpoTpoMOHHCKO BpeMe asma
INR — plasma
Wsnanue/lssue 1 OB 05-33-4

Bepamja/Version 1 OB 05-33-4 Crpana/Page 9 on/of 34




o

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

npoueaypara 3a
HCIIUTYBame

IIpakTukym no
MEJIUIIMHCKA
MHUKpPOOHOJIOTH]ja 1
Iapa3uToJIOTHja,
Karenpa no
MHUKpOOHOIIOTHja ’
Iapa3uToJIOTHja,
YHuBep3uTeT
“Cs.Kupun n
Metoauj” —
MenunuHCKHn
tdakynret, Ckomje

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

ISM

Diagnostic

Microbiology, Elmer
W. Koneman, Stephen
D. Allen, William M.

Janda, Paul C.

Schreckenberger,

Washington C. Winn,

Jr.; Lippincott
Williams & Wilkins

European Committee
on Antimicrobial
Susceptibility Testing
— EUCAST
http://www.eucast.org

Omnpema/
IpousBoauren:
Vitek 2 Compact, MS

Juck-nudy3uoHa merona
Hanpenna xomopumerpuja

MUKpPOCKOIICKH HAOJ,.

[pucytHa/peayiupana/ot
CyTHa HOpMaJHa
BarmHaJIHA (Iiopa.
IIpucycrtBo Ha
nH(pIAMATOPHH KIETKH.

[pucyran Clue-kierku

PT - INR
Y. Jlennnosa op. 44, 1000 Cxomnje
Mukpo6moJiomika Jadoparopuja
1* IIpumeponn ox
YPOIreHHUTAJIEH TPAKT
Examination of
samples from
urogenital tract
* Bpuc ox Baruna Kynrusupame Muxkpoopranusmu, Barunanen 6puc
Wunxy6ammja MIPUYMHATENN Ha
Peq)epeﬂua HA MI/IKpOCKOHI/IpaI-LC YPOT€HUTAITHUA
MaceHa ceKTpoMeTpHuja unpexuun®

Wsnanue/lssue 1
Bepsuja/Version 1
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VITEK- MALDI-
TOF, Biomerieux
Opannumja
IIpouenypa 3a
padora:

Py 7.3/61
Py 7.3/84

Vaginal swab

Practicum in Medical
Microbiology and
Parasitology,
Department of
Microbiology and
Parasitology,
University "St. Cyril
and Methodius" -
Faculty of Medicine,
Skopje

Public Health
England
UK Standards for
Microbiology
Investigations
http://www.hpa.org.uk
/SMI
Diagnostic
Microbiology Elmer
W. Koneman, Stephen
D. Allen, William M.
Janda, Paul C.
Schreckenberger,
Washington C. Winn,
Jr.; Lippincott
Williams & Wilkins
European Committee
on Antimicrobial
Susceptibility Testing
— EUCAST
http://www.eucast.org

Equipment/
Manufacturer: Vitek
2 Compact, MS
VITEK- MALDI-TOF,
Biomerieux France
Working procedures:

Cultivation
Incubation
Microskopy
MASS SPECTROMETRY
Disk diffusion
Advanced Colorimetry

Microorganisams,
causative agents of
urogenital infections®
Microscopy detection of

normal/reduce/abscens of

normal vaginal flora.
Presens of inflammatory
cells.
Presens of Clue cells @

Vaginal swab

RU 7.3/61
RU 7.3/84
* Bbpuc on nepBukc
Kynrusupamwe Muxkpoopranusmu, Lepsuxanen 6puc
T[IpaKkTHKYM IO NunkyOanuja MIPUYMHHATENN HA
Wznanue/lssue 1 Ob 05-33-4
Bepanja/Version 1 OB 05-33-4 Crpana/Page 11 ofof 34
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MeUITUHCKA MHUKPOCKOTTHpame reautanayu uHdeknn®

MHKPOOHOIIOTHja ’ MaceHa crieKTpoMeTpHja

mapasuroioruja, Karengpa Huck-nudysnona merona

0 MUKPOOHOIIOTHja U Hanpenna xomopumerpuja

Mapa3uToJIOTHja,

Yausepsutet “C.Kupun
u Meromuj” —

MenuuuHckn dakynTer,

Ckomje

Public Health England

UK Standards for
Microbiology
Investigations

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

Diagnostic Microbiology,
Elmer W. Koneman,
Stephen D. Allen, William
M. Janda, Paul C.
Schreckenberger,
Washington C. Winn, Jr.;
Lippincott Williams &
Wilkins

European Committee on
Antimicrobial
Susceptibility Testing —
EUCAST
http://www.eucast.org

IMpoueaypa 3a padora:
PV 7.3/62
PY 7.3/84

Omnpema/ [IpousBoauTes:
Vitek 2 Compact, MS
VITEK- MALDI-TOF,
Biomerieux ®panuuja

Cervical swab cultivation Microorganisams, Cervical swab
Practicum in Medical incubation causative agents of genital
Microbiology and Microskopy infections®
Parasitology, Department MASS SPECTROMETRY
of Microbiology and Disk diffusion
Parasitology, University Advanced Colorimetry

"'St. Cyril and Methodius"
- Faculty of Medicine,
Skopje

WznanuelIssue 1 Ob 05-33-4
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Public Health England UK
Standards for
Microbiology
Investigations

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

|
Diagnostic Microbiology
Elmer W. Koneman,
Stephen D. Allen, William
M. Janda, Paul C.
Schreckenberger,
Washington C. Winn, Jr.;
Lippincott Williams &
Wilkins
European Committee on
Antimicrobial
Susceptibility Testing —
EUCAST
http://www.eucast.org

Equipment/
Manufacturer: Vitek
2 Compact, MS
VITEK- MALDI-TOF,
Biomerieux France

Working procedures:
RU 7.3/62
RU 7.3/84

CnepmokyJTypa

IIpakTukym no
MEOUITUHCKA
MHKpPOOHOJIOTH]ja 1
Mapa3uTOJIOTHja,
Karenpa no
MHUKpOOHOIIOTHja ’
Mapa3uTOJIOTHja,
YHuBep3uteT
“Ce.Kupun u Metonn;j”
— MeaunuHcku
tdakynret, Ckomje
Public Health England
UK Standards for
Microbiology
Investigations
http://www.hpa.org.uk/S
Ml
Diagnostic
Microbiology, Elmer W.
Koneman, Stephen D.
Allen, William M. Janda,
Paul C. Schreckenberger,
Washington C. Winn,
Jr.; Lippincott Williams

Kyntusupame
Nunxy6ammja
Mukpockonupame
MaceHa crieKTpoMeTpHja
Huck-nudysnona merona
Hampenna konopumerpuja

Muxkpoopranusmu,
NPUYUHUTENN Ha
YPOIreHUTAIHU
napexnun®

Cnepma

Wsnanue/lssue 1
Bepsuja/Version 1
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& Wilkins

European Committee on
Antimicrobial
Susceptibility Testing —
EUCAST
http://www.eucast.org

Onpema/ IIpoussoauren:
Vitek 2 Compact, MS
VITEK- MALDI-TOF,
Biomerieux ®pannuja

IIpouenypa 3a padora:
PV 7.3/60
PY 7.3/84

Sperm-culture

Practicum in Medical
Microbiology and
Parasitology, Department

of Microbiology and

Parasitology, University

"St. Cyril and Methodius™

- Faculty of Medicine,
Skopje

Public Health England UK
Standards for
Microbiology
Investigations

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

Ml

Diagnostic Microbiology

Elmer W. Koneman,

Stephen D. Allen, William

M. Janda, Paul C.

Schreckenberger,

Washington C. Winn, Jr.;

Lippincott Williams &

Wilkins

European Committee on
Antimicrobial
Susceptibility Testing —
EUCAST
http://www.eucast.org

Equipment/
Manufacturer: Vitek
2 Compact, MS
VITEK- MALDI-TOF,
Biomerieux France

cultivation
incubation
Microskopy
MASS SPECTROMETRY
Disk diffusion
Advanced Colorimetry

Microorganisams,
causative agents of
urogenital infections®

Sperm-culture

Wsnanue/lssue 1
Bepsuja/Version 1

OB 05-33-4
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Working procedures:

MHUKpPOOHOJIOTHja 1
napasuroioruja, Kareapa
0 MUKPOOHOIIOTHja U

Mapa3uToJIOTHja,
VYuusepsutet “CB.Kupun
u Meromuj” —
MemuuuHckH GaKkynrer,
Ckomje

Diagnostic Microbiology
(rpyna aBTOpH) ,
Lippincott Williams &
Wilkins

European Committee on
Antimicrobial
Susceptibility Testing —
EUCAST

Onpema/ IIpoussoauren:
Vitek 2 Compact, MS
VITEK- MALDI-TOF,
Biomerieux ®paniuja

Ipouenypu 3a padora:
PV 7.3/63
PY 7.3/84

Urethral swab

Practicum in Medical
Microbiology and
Parasitology, Department
of Microbiology and
Parasitology, University
“St. Cyril and Methodius”
— Faculty of Medicine,
Skopje

Diagnostic Microbiology
(group of authors) ,
Lippincott Williams &

Juck-mudy3uoHa merona
Hamnpenna xonopumerpuja

cultivation
incubation
Microskopy
MASS SPECTROMETRY
Disk diffusion
Advanced Colorimetry

Omnuc Ha 3acTaneHocT
(npucycTBO) Ha
nH(IaAMaTOPHH KIETKU

Microorganisams,
causative agents of
urogenital infections®
Microscopy detection of

inflammatory cells

RU 7.3/60
RU 7.3/84
Bpuc ox yperpa Kynrusupame MHuxkpoopranusmu, VYperpanen opuc
WNunky6ammja MIPUYMHATENN Ha
IIpakTHKyM II0 Muxkpockonpame YPOTCHUTAIHH
MeIHIMHCKA MaceHa cIeKTpOMEeTpHja uapexnuu®

Urethral swab

Wilkins
European Committee on
Antimicrobial
Wz nanue/lssue 1 Ob 05-33-4
Bepanja/Version 1 OB 05-33-4 Crpana/Page 15 ox/of 34




o

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

Susceptibility Testing —
EUCAST

Equipment/
Manufacturer: Vitek 2
Compact, MS VITEK-

MALDI-TOF, Biomerieux
France
Working procedures:
RU 7.3/63
RU 7.3/84

2.*

Hcnumyesare na
npumepouu 00
pecnupamopHu
namuwma u
RPUOPYICHU
JAOKanu3ayuu

Examination of
samples from
respiratory tract and
adjacent localizations

Bpuc ox HazopapuHKc

Public Health England
UK Standards for
Microbiology
Investigations
http://www.hpa.org.uk/S
Ml
Diagnostic
Microbiology, Elmer W.
Koneman, Stephen D.
Allen, William M. Janda,
Paul C. Schreckenberger,
Washington C. Winn,
Jr.; Lippincott Williams
& Wilkins
European Committee
on Antimicrobial
Susceptibility Testing
— EUCAST
http://www.eucast.org

Onpema/ IIpoussoauren:
Vitek 2 Compact, MS
VITEK- MALDI-TOF,
Biomerieux ®@panrmmja
IIpouenypu 3a padora:
PV 7.3/53
PV 7.3/84

Kynrusupame
WNunky6ammja
MaceHa crieKTpoMeTpHja
Juck-nudy3noHa merona
Hampenna konopumerpuja

MHuKpOOpraHH3MH,
NPUYMHATENN HA
TOPHOPECTIHPATOHH
napexnun®

Hazodapunreanen
Opuc

Wsnanue/lssue 1
Bepsuja/Version 1

OB 05-33-4
OB 05-33-4
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Nasopharyngeal swab
Public Health England
UK Standards for
Microbiology
Investigations
http://www.hpa.org.uk/S
Ml
Diagnostic
Microbiology, Elmer W.
Koneman, Stephen D.
Allen, William M. Janda,
Paul C.
Schreckenberger,
Washington C. Winn,
Jr.; Lippincott Williams
& Wilkins
European Committee
on Antimicrobial
Susceptibility Testing
— EUCAST
http://www.eucast.org

Equipment/
Manufacturer: Vitek 2
Compact, MS VITEK-

MALDI-TOF, Biomerieux
France

Work procedures:

cultivation
incubation
MASS SPECTROMETRY
Disk diffusion
Advanced Colorimetry

Microorganisams,
causative agents of
respiratory infections®

Nasopharyngeal
swab

RU 7.3/53
RU 7.3/84
Bpuc o BecTHoOYyJIyM Kynrusupamwe Muxkpoopranusmu, Bpuc ox BectrOymym
HAa HOC Nunxy6arnmja MIPUYMHATENN Ha Ha HOC
MaceHa crieKTpoMeTpHja TOPHOPECIHPATOPHU
JHuck-audysuona MeToa unpexuun®

Public Health England
UK Standards for
Microbiology
Investigations
http://www.hpa.org.uk/S
MI
Diagnostic
Microbiology, Elmer W.
Koneman, Stephen D.
Allen, William M. Janda,
Paul C. Schreckenberger,
Washington C. Winn,
Jr.; Lippincott Williams
& Wilkins
European Committee

on Antimicrobial

Hamnpenna xonopumerpuja

Wsnanue/lssue 1
Bepsuja/Version 1
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Susceptibility Testing
— EUCAST
http://www.eucast.org

Onpema/ IIpousBoauren:
Vitek 2 Compact, MS
VITEK- MALDI-TOF,

Biomerieux ®pannuja
IIpouenypu 3a padora:

Py 7.3/52
Py 7.3/84

Vestibulum swab on

nose
Public Health England
UK Standards for cultivation Microorganisams, Vestibulum swab on
Microbiology incubation causative agents of nose
Investigations MASS SPECTROMETRY upperrespiratory
http:/Aww.hpa.org.uk/S Disk diffusion infections®
Ml Advanced Colorimetry
Diagnostic

Microbiology, Elmer W.
Koneman, Stephen D.
Allen, William M. Janda,
Paul C.
Schreckenberger,
Washington C. Winn,
Jr.; Lippincott Williams
& Wilkins
European Committee on

Antimicrobial
Susceptibility Testing —
EUCAST
http://www.eucast.org

Equipment/
Manufacturer: Vitek 2
Compact, MS VITEK-

MALDI-TOF, Biomerieux
France

Work procedures:
RU 7.3/52
RU 7.3/84

WznanuelIssue 1 Ob 05-33-4
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* bpuc ox papunkc Kynrusupame MHuxkpoopranusmu, Bpuc ox dapunkc
(rpJio) NunkyOanmja MIPUYNHHUTENN Ha (rpm0)
MaceHa crieKTpoMeTpuja TOPHOPECITHPATOPHH
Public Health England Huck-nudy3nona MeTona UHQEKIHH
UK Standards for Hanpenna xonopuMerpuja IpucyTHa/oTcyTHA
Microbiology HopMaiHa

Investigations
http://www.hpa.org.uk/S
Ml

Diagnostic
Microbiology, Elmer W.
Koneman, Stephen D.
Allen, William M. Janda,
Paul C. Schreckenberger,
Washington C. Winn,
Jr.; Lippincott Williams
& Wilkins
European Committee
on Antimicrobial
Susceptibility Testing

— EUCAST
http://www.eucast.org

opoapunreanna giopa?

Onpema/ IIpoussoauren:
Vitek 2 Compact, MS
VITEK- MALDI-TOF,
Biomerieux ®paniuja

Ipouenypu 3a padora:
PY 7.3/51 bpuc on
(hapunkc (Tpo0)

PV 7.3/84 PaboTtHO
YIATCTBO 3a paboTa co
VITEK MS

Pharyngeal swab

Public Health England Microorganisams,

UK Standards for cultivation causative agents of Pharyngeal swab
Microbiolo incubation upperrespiratory
Investigatio?\); MASS SPECTROMETRY infections
http://www.hpa.org.uk/S Disk diffusion Presens/abscense of
' M| e Advanced Colorimetry normal orofaringeal flora.
. . @
Diagnostic

Microbiology, Elmer W.
Koneman, Stephen D.
Allen, William M. Janda,

Paul C.
Schreckenberger,
Washington C. Winn,
Jr.; Lippincott Williams

& Wilkins
European Committee

on Antimicrobial

WznanuelIssue 1 Ob 05-33-4
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Susceptibility Testing
— EUCAST
http://www.eucast.org

Equipment/
Manufacturer: Vitek 2
Compact, MS VITEK-

MALDI-TOF, Biomerieux
France
Work procedures:
RU 7.3/51
RU 7.3/84

Bpuc ox oxo

Public Health England
UK Standards for
Microbiology
Investigations
http://www.hpa.org.uk/S
Ml
Diagnostic
Microbiology, Elmer W.
Koneman, Stephen D.
Allen, William M. Janda,
Paul C. Schreckenberger,
Washington C. Winn,
Jr.; Lippincott Williams
& Wilkins
European Committee
on Antimicrobial
Susceptibility Testing
— EUCAST
http://www.eucast.org

Onpema/ IIpoussoauren:
Vitek 2 Compact, MS
VITEK- MALDI-TOF,
Biomerieux ®paniuja

Ipouenypu 3a paGora:
PV 7.3/54
PY 7.3/84

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

Kynrusupame
WNunky6ammja
MaceHa crieKTpoMeTpHja
Juck-nmudy3uoHa merona
Hanpenna xomopumerpuja

cultivation
incubation
MASS SPECTROMETRY
Disk diffusion
Advanced Colorimetry

MHuKpOOpraHu3MH,
MNPpUYIUHUTEIN Ha
nHpeKIUn Ha OKO

(xomykTHBa) @

Microorganisams,
causative agents of
infections of the
eye(conjunctiva) @

Bpuc ox oxo

Eye smear

Wsnanue/lssue 1
Bepsuja/Version 1
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Ml
Diagnostic
Microbiology, Elmer W.
Koneman, Stephen D.
Allen, William M. Janda,
Paul C.
Schreckenberger,
Washington C. Winn,
Jr.; Lippincott Williams
& Wilkins
European Committee on
Antimicrobial
Susceptibility Testing —
EUCAST

http://www.eucast.org

Equipment/
Manufacturer: Vitek 2
Compact, MS VITEK-

MALDI-TOF, Biomerieux
France
Work procedures:
RU7.3/54
RU 7.3/84

Bpuc on yBo Kyntusupame Muxkpooprasusmu, Bbpuc on yBo
Wunky6ammja TIPUYMHATENN Ha
Public Health England MaceHa ceKTpoMeTpHuja undexuu Ha yo?
UK Standards for Juck-nudysnona Meroza
Microbiology Hanpenna xomopumerpuja
Investigations
http://www.hpa.org.uk/S
Ml
Diagnostic
Microbiology, Elmer W.
Koneman, Stephen D.
Allen, William M. Janda,
Paul C. Schreckenberger,
Washington C. Winn,
Jr.; Lippincott Williams
& Wilkins
European Committee
on Antimicrobial
Susceptibility Testing
— EUCAST
http://www.eucast.org

Onpema/ IIpoussoauren:
Vitek 2 Compact, MS
VITEK- MALDI-TOF,

Biomerieux ®panmnuja

Ipouenypu 3a padora:
PY 7.3/55
PV 7.3/84

WznanuelIssue 1 Ob 05-33-4
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Ear swab
Public Health England
UK Standards for
Microbiology
Investigations
http://www.hpa.org.uk/S
Ml
Diagnostic
Microbiology, Elmer W.
Koneman, Stephen D.
Allen, William M. Janda,
Paul C.
Schreckenberger,
Washington C. Winn,
Jr.; Lippincott Williams
& Wilkins
European Committee
on Antimicrobial
Susceptibility Testing
— EUCAST
http://www.eucast.org

Equipment/
Manufacturer: Vitek 2
Compact, MS VITEK-

MALDI-TOF, Biomerieux
France
Work procedures:
RU 7.3/55
RU 7.3/84

cultivation
incubation
MASS SPECTROMETRY
Disk diffusion
Advanced Colorimetry

Microorganisams,
causative agents of
infections of the ear®

Ear swab

3.*

HcnuryBame HAa ypuHA
(YypuHOKYyJITYpa) 32
AOKaKyBam-€ Ha
Nnpean3BUKyBadu Ha
HH(eKunu BO
YPHUHAPEH TPAKT
Examination of urine
for detection of urinary
tract infections

Ypunokyarypa

[paxTukym mo
MeAUIUHCKA
MHUKpPOOHOJIOTH]ja 1
1apa3uToJIorHja,
Karenpa no
MHUKpOOHOIIOTHja 1
MIapa3uTOJIOTHja,
YHuBep3uteT
“Ca.Kupun u Metonn;j”
— MeaunuHcku

Kynrusupame
Nunxy6ammja
MaceHa crieKTpoMeTpHja
Huck-nudysnona merona
Hamnpenna xonopumerpuja

Muxkpoopranusmu,
NPUYMHUTENN HA
ypuHapuu uHdexuun®

Ypuna

Wsnanue/lssue 1
Bepsuja/Version 1
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(akynret, Cromje
Public Health England
UK Standards for
Microbiology
Investigations
http://www.hpa.org.uk/S
Ml
Diagnostic
Microbiology, Elmer W.
Koneman, Stephen D.
Allen, William M. Janda,
Paul C. Schreckenberger,
Washington C. Winn,
Jr.; Lippincott Williams
& Wilkins
European Committee on
Antimicrobial
Susceptibility Testing —
EUCAST

Onpema/ IIpoussoauren:
Vitek 2 Compact, MS
VITEK- MALDI-TOF,
Biomerieux ®@panmmja

Ipouenypu 3a padora:
PV 7.3/59

Urine culture

Public Health England cultivation
UK Standards for incubation Microorganisams, Urine
Microbiology MASS SPECTROMETRY causative agents of urinary
Investigations Disk diffusion tract infections®
http://www.hpa.org.uk/S Advanced Colorimetry
MI
Diagnostic

Microbiology, Elmer W.
Koneman, Stephen D.
Allen, William M. Janda,
Paul C.
Schreckenberger,
Washington C. Winn,
Jr.; Lippincott Williams
& Wilkins
European Committee on
Antimicrobial
Susceptibility Testing —
EUCAST
Equipment/
Manufacturer: Vitek 2
Compact, MS VITEK-
MALDI-TOF, Biomerieux

WznanuelIssue 1 Ob 05-33-4
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France
Work procedures:
RU 7.3/59

4.*

HcnutyBame Ha Opuc
01 KOYKa M CCKPETH 0
MEKHU TKHBAaA 3a
AOKaKyBam-€ Ha
npean3sBMKyBaiu Ha
HH(EKLUH HA KOXKa U
MEKHU TKHBa
Examination of skin
swabs and tissues for
detection of pathogens
causing skin and soft
tissues infections

bpuc ox pana

[IpakTukym no
MEJHIIHCKA
MHUKpOOHOIIOTHja ’
apasuTosioryja,
Karenpa mo
MHUKpPOOHOJIOTH]a 1
NapasuToJioryja,
YHuBep3urer
“Cs.Kupun u Meronu;j”
— MeauuHcku
(akynrer, Ckomje
Public Health England

UK Standards for
Microbiology
Investigations

http://www.hpa.org.uk/S
Ml
Diagnostic
Microbiology, Elmer W.
Koneman, Stephen D.
Allen, William M. Janda,
Paul C. Schreckenberger,
Washington C. Winn,
Jr.; Lippincott Williams
& Wilkins
European Committee on
Antimicrobial
Susceptibility Testing —
EUCAST
Onpema/ IIpousBoauren:
Vitek 2 Compact, MS
VITEK- MALDI-TOF,
Biomerieux ®pannuja
IIpouenypu 3a padora:
PY 7.3/58

Kyntusupame
Mukpockonupame
WNunkyOarnuja
MaceHa CrieKTpoMeTpHja
Juck-nudysnona Merona
HampenHa xonopumerpuja

Muxkpoopranusmu,
NPUYUHUATEIH Ha
uHekiuu Ha pann®
Ormmc Ha 3aCTaNeHOCT
(mpucycTBO) Ha
UH(PIAMAaTOPHH KIIETKA

Bpuc ox pana

Wsnanue/lssue 1
Bepsuja/Version 1
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Swab from a wound
Public Health England
UK Standards for
Microbiology
Investigations
http://www.hpa.org.uk/S
Ml
Diagnostic
Microbiology, Elmer W.
Koneman, Stephen D.
Allen, William M. Janda,
Paul C.
Schreckenberger,
Washington C. Winn,
Jr.; Lippincott Williams
& Wilkins
European Committee
on Antimicrobial
Susceptibility Testing
— EUCAST

Equipment/
Manufacturer: Vitek 2
Compact, MS VITEK-

MALDI-TOF, Biomerieux
France
Work procedures:
RU 7.3/58

Cultivation
Microscopy
Incubation
MASS SPECTROMETRY
Disk diffusion
Advanced Colorimetry

Microorganisms, causative
agents of wound
infections®
Microscopy detection of
inflammatory cells

Swab from a wound

Bpuc ox xkoxka
IIpakTukym no
MEJIUIIMHCKA
MHUKpOOHOIIOTHja ’
Mapa3uTOJIOTHja,
Karenpa no
MHUKpOOHOIIOTHja ’
Mapa3uTOJIOTHja,
YHuBep3ureT
“Cs.Kupun u Mertonu;j”
— MeaunuHcku
tdakynrer, Ckomje
Public Health England

UK Standards for
Microbiology
Investigations

http://www.hpa.org.uk/S
Ml
Diagnostic
Microbiology, Elmer W.
Koneman, Stephen D.
Allen, William M. Janda,
Paul C. Schreckenberger,
Washington C. Winn,
Jr.; Lippincott Williams
& Wilkins

Kynrusupame
Nunxy6ammja
MaceHa crieKTpoMeTpHja
Huck-nudysnona merona
Hampenna konopumerpuja

Muxkpoopranusmu,
NPUYUHUTENN Ha
uHdeKIun Ha Koxka®

Omnmc Ha 3aCTaneHoCT
(pucycTBO) Ha
UH(IAMaTOPHH KIIETKA

Bbpuc on xoxa

Wsnanue/lssue 1
Bepsuja/Version 1
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European Committee

on Antimicrobial
Susceptibility Testing

— EUCAST
Onpema/ IIpousBoauren:
Vitek 2 Compact, MS
VITEK- MALDI-TOF,
Biomerieux ®pannuja

IIpouenypu 3a padora:
Py 7.3/57
PV 7.3/84

Skin swab

Public Health England

UK Standards for
Microbiology

Investigations Microorganisms, causative

http://www.hpa.org.uk/S agents of skin infections®
Ml Description of the

Diagnostic Cultivation presence of inflammatory Skin swab
Microbiology, Elmer W. Incubation cells

Koneman, Stephen D. MASS SPECTROMETRY
Allen, William M. Janda, Disk diffusion
Paul C. Advanced Colorimetry
Schreckenberger,
Washington C. Winn,
Jr.; Lippincott Williams
& Wilkins
European Committee
on Antimicrobial
Susceptibility Testing
— EUCAST

Equipment/
Manufacturer: Vitek 2
Compact, MS VITEK-
MALDI-TOF, Biomerieux

France
Work procedures:

RU 7.3/57

RU 7.3/84

5. JoxaxxyBame Ha
AHTUI'CH HA
Helicobacter pylori

¢ Fashner J. Gitu AC. Hmyroxpomarorpadcka
Diagnosis and merona (ICHG)
Trreatment of Peptic
ulcer Disease and H.
Pylori infection. Am
Fam Physicin. 2015 Feb
15;91 (4):236-42
¢ Asaka M, Kato M,
Takahashi S, et al.
Guidelines for

Helicobacter pylori Ag Derrec

WznanuelIssue 1
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management of
Helicobacter pylori
infection in Japan:2009
revised edition.
Helicobacter 2010:15:1-
20
e Ugwuja E, Ugwu N. An
Assessment of Faecal
Ocult Blood Test and H.
pylori infection in
patients with
Univestigated Dyspepsia
in Primary health cares
in Abakaliki,Nigeria.
The Internet J of
Laboratorty Medicine
2003 v3
[ponemypu 3a padora:
PV 7.3/64

Helicobacter pylori
antigen detection

e Fashner J. Gitu AC.
Diagnosis and
Trreatment of Peptic
ulcer Disease and H.
Pylori infection. Am Fam
Physicin. 2015 Feb
15;91 (4):236-42

o Asaka M, Kato M,
Takahashi S, et al.
Guidelines for
managment of
Helicobacter pylori
infection in Japan: 2009
revised edition.
Helicobacter 2010:15:1-
20

e Ugwuja E, Ugwu N. An
Assessment of Faecal
Ocult Blood Test and H.
pylori infection in
patients with
Univestigated Dyspepsia
in Primary health cares
in Abakaliki,Nigeria. The
Internet J of Laboratorty
Medicine 2003 v3

Immunochromatographic Helicobacter pylori Ag
method (ICHG) Stool

Working procedures:
RU 7.3/64

Ya. ®pamo Kiays 6p.14, 1000 Ckomnje:
Jlabopamopuja no monexynapua oujacHocmuxa
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[ponemypu 3a padora:
SARS-CoV-2/SARS-CoV
Multiplex REAL-TIME
PCR Detection Kit- USER
MANUAL, R3-P436-
23/9EU, R3-P436-S3/9EU
PV 7.3/162
PV 7.3/167
Onpema/ [IpousBoauten:
DTPrime, DNA
Technology- Pycuja

Working procedures:
SARS-CoV-2/SARS-CoV
Multiplex REAL-TIME
PCR Detection Kit- USER
MANUAL, R3-P436-
23/9EU, R3-P436-S3/9EU
RU 7.3/162
RU 7.3/167
Equipment/ Manufacturer:
DTPrime DNA
Technology- Russia

Myntuniekc nojauMepasa
BEPIDKHA PEaKIyja BO PEaTHO
Bpeme Multiplex Real Time
PCR

Multiplex Real Time PCR
Detection

SARS-CoV-2/SARS-CoV

SARS-CoV-2 / SARS-CoV

Hazodapunreanen
Opuc u
opodapHuHTHETICH
Opuc

Nasopharyngeal
swab and
oropharyngeal swab

[ponemypu 3a padora:
Operation Manual-
DTPrime
Real-Time PCR
Instrument
PV 7.3/151
PV 7.3/167

Omnpewma/ [IpousBoauren:
DTPrime, DNA
Technology- Pycuja

Working procedures:
Operation Manual-
DTPrime
Real-Time PCR Instrument
RU 7.3/151
RU 7.3/167
Equipment/ Manufacturer:
DTPrime DNA Technology
Russia

MyJ'ITI/IHJ'IeKC nojmMmepasa
BEPIDKHA PEaKIlja BO PEaTHO
Bpeme Multiplex Real Time
PCR

Multiplex Real Time PCR
Detection

Chlamydia trachomatis

Chlamydia trachomatis

Barunanen/
LIepBHUKAJICH/
ypeTpaieH Opuc,
ypHUHA U ejaKynaT

Vaginal / cervical /
urethral swab, urine
and ejaculate

[Tpouexnypu 3a pabora:
Operation Manual-
DTPrime
Real-Time PCR
Instrument
Py 7.3/150

MYHTI/IHHGKC nojmMmepasa
BEpI)KHA peaKifja BO peasHo
Bpeme Multiplex Real Time
PCR

Neisseria gonorrhoeae

Barunanen/
LiepBUKaJIeH/
ypetpaieH opuc,
ypHHA U ejaKkynart
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PV 7.3/167

Omnpewma/ [IponsBoawnTe:
DTPrime, DNA
Technology- Pycwuja

Working procedures:
Operation Manual-
DTPrime
Real-Time PCR Instrument
RU 7.3/150
RU 7.3/167

Equipment/ Manufacturer:
DTPrime DNA Technology

Multiplex Real Time PCR
Detection

Neisseria gonorrhoeae

Vaginal / cervical /
urethral swab, urine
and ejaculate

Russia
[pouenypu 3a padora: MynTHumieke nonumepasa HPV (Human Papilloma Barunanen/
HPV-QUANT-21® BEPIDKHA PEeaKIija BO PEaTHO virus) LiIepBUKaJICH/

quantitative PCR
Detection Kit- User
manual
PVY 7.3/175
PY 7.3/167
Omnpewma/ [IpousBoauren:
DTPrime, DNA
Technology- Pycuja

Working procedures:
HPV-QUANT-21®
quantitative PCR
Detection Kit- User
manual
RU 7.3/175
RU 7.3/167
Equipment/ Manufacturer:
DTPrime DNA Technology
Russia

Bpeme Multiplex Real Time
PCR

Multiplex Real Time PCR
Detection

HPV (Human Papilloma
virus)

ypeTpalieH opuc,
ypHUHa, ejaKyar,
MpOoCTaTUYHA
TEYHOCT, OMONTHYCH
Marepujai

Vaginal / cervical /
urethral swab, urine,
ejaculate, The
prostate fluid, Biopsy
samples
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[ponemypu 3a padora:
AVRI Panel Multiplex
REAL-TIME PCR
Detection Kit - User
manual

PY 7.3/176

PV 7.3/167
Onpema/ [IpousBoauten:
DTPrime, DNA
Technology- Pycuja

Working procedures:
AVRI Panel Multiplex
REAL-TIME PCR
Detection Kit - User
manual
RU 7.3/176
RU 7.3/167
Equipment/ Manufacturer:
DTPrime DNA Technology
Russia

Myntuniekc nojauMepasa
BEPIDKHA PEaKIyja BO PEaTHO
Bpeme Multiplex Real Time
PCR

Multiplex Real Time PCR
Detection

Bupanuu pecniupaTopHu
natoreHu (AVRI)
Influenza A virus,

Influenza B virus, SARS-

CoV-2, Human
parainfluenza virus type 1-
4, Human coronavirus
229E, OC-43, HKU-1,
NL-63, Human respiratory
syncytial virus, Human
metapneumovirus, Human
rhinovirus, Human
adenovirus, Human
bocavirus

Viral respiratory
pathogens (AVRI)
Influenza A virus,
Influenza B virus, SARS-
CoV-2, Human
parainfluenza virus type 1-
4, Human coronavirus
229E, OC-43, HKU-1, NL-
63, Human respiratory
syncytial virus, Human
metapneumovirus, Human
rhinovirus, Human
adenovirus, Human
bocavirus

Bpucesu o
HA30(apuHKCOT H
OpoQapHHKCOT,
OpoHXOaNBEeONIapHa
JaBaxa,
eHJI0TpaxeasieH
acrupar,
Hazo(apuHreaneH
acrimpart, ¢uierma

Nasopharynx and
oropharynx swabs,
bronchoalveolar
lavage, endotracheal
aspirate,
nasopharyngeal
aspirate, phlegm.

IIpouenypu 3a pabora:
Fetal Aneuploidies
(Trisomy21, Trisomy18
and Trisomy13) Detection
Kit (Semiconductor
Sequencing) - User manual
Py 7.3/177
PV 7.3/178
IMpousBoauren: CapitalBio
-Kuna

Fetal Aneuploidies
(Trisomy21, Trisomy18
and Trisomy13) Detection
Kit (Semiconductor
Sequencing)
Semiconductor sequencing
method
Working procedures:

Meroz ceMUKOHYKTOPHO
CEKBEHLIUOHUPakhE

Semiconductor sequencing
method

HeunBa3uBHO npeHATAIHO
FEHETCKO TECTUPAE HA
HAjYeCTH XPOMO30MCKH

aHEYTUIONIUU U

MHUKPOAETICIIHA/MUAKPOLYTT

JIMKaluu

Non-invasive prenatal
testing of the most common
chromosomal aneuploidies

and microdeletions/
microduplications

ITonHa xpB

Whole blood
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Fetal Aneuploidies
(Trisomy 21, Trisomy 18
and Trisomy 13) Detection
Kit
(Semiconductor
Sequencing)- User manual
RU 7.3/177
RU 7.3/178
Manufacturer: CapitalBio
- China
Excrpakuuja Ha BUpycHa H JHK/PHK Barunanen/
[Tpouenypu 3a pabora: 6akrepucka JJHK ox pazinuuen LepBUKaJIeH/
PREP-NA DNA/RNA XyMaH MaTepHjal ypeTpaieH opuc,
Extraction Kit ypUHa, ejaKyJIar,
PREP-NA PLUS MPOCTaTUYHA
DNA/RNA Extraction Kit TEYHOCT, OMOIITHYEH
— User Manual Matepujai, bpucesn
PV 7.3/182 o]l Ha30(apuHKCOT U
Omnpewma/ [IponsBoauTen: 0po(hapUHKCOT,
DTPrime, DNA OpOHXOATBEOIApPHA
Technology- Pycuja J1laBaxa,
SHJI0TpaxeacH
acrupar,
Ha3o(apuHreancH
acrmpar, ¢ierma
derrec, miazma
Vaginal / cervical /
Working procedures: ; : urethral swab, urine,
RPN DA | e | o | gl T
Extraction Kit human material prostate fluid, Biopsy
PREP-NA PLUS samples,
DNA/RNA Extraction Kit — Nasopharynx and
User Manual oropharynx swabs,
RU7.3/182 bronchoalveolar
Equipment/ Manufacturer: lavage, endotracheal
DTPrime DNA Technology aspirate,
Russia nasopharyngeal
aspirate, phlegm,
faeces, plasma
IIpouenypu 3a pabora: Excrpaxiuja Ha JIHK on JIHK [TosHa kpB
PREP-RAPID DNA MOJIHA KPB
Extraction Kit
PREP-RAPID Genetics
DNA Extraction Kit
PV 7.3/182
Omnpewma/ [IpousBoauren:
DTPrime, DNA
Wsnanue/lssue 1 OB 05-33-4
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9Technology- Pycuja

Working procedures: The extraction of DNA DNA Whole blood
PREP‘RAHD DNA extraction from whole blood
Extraction Kit
PREP-RAPID Genetics
DNA Extraction Kit
RU 7.3/182
Equipment/ Manufacturer:
DTPrime DNA Technology
Russia
9. [pouenypu 3a pabora: MyATHIUIEKC OoJUMEepasa OnpenyBame Ha 12 IonHa kpB
Thrombophilia BEPMIKHA PEaKIfja BO PEaTHO €IMHEYHU HYKIICOTHHU
Susceptibility REAL- Bpeme Multiplex Real Time MOIUMOPPHU3IMHU
TIME PCR Genotyping PCR ACOILIMPaHU CO
Kit TpoMOoduIHja U QoraTeH
Folate Metabolism REAL- meTabommsam (Factor 2,
TIME PCR Genotyping Factor 5, Factor 7, Factor
Kit 13, Fibrinogen, Integrin
PV 7.3/183 alfa 2, Integrin beta 3,
PV 7.3/167 Serpine 1, MTHFR: 677
Omnpewma/ [IponsBoaunTen: C/T, MTHFR: 1298 A/C,
DTPrime, DNA MTR, MTRR) co Real-
Technology- Pycuja Time PCR rect
Working procedures: ) ) Determination of 12 single
Thrombophilia Multiplex Real Time PCR nucleotide polymorphisms Whole blood
Susceptibility REAL-TIME Detection e
PCRSS?;C’[;V;AE%IK“ - thrombophilia and folate
Folate Metabolism REAL- metabolism (Factor 2,
TIME PCR Genotyping Kit Factor_5,_Factor 7, Fac_tor
_User manual 13, Fibrinogen, Integrin
RU 7.3/183 alfa 2, Integrin beta 3,
RU 7.3/167 Serpine 1, MTHFR: 677
Equipment/ Manufacturer: C/T, MTHFR: 1298 A/C,
DTPrime DNA Technology MTR, MTRR) with Real-
Russia Time PCR test
10. [Mpouenypu 3a pabora: MynTHILIEKC onuMepasa Bordetella pertussis Bpucesu of
REAL-TIME PCR BEpI)KHA peaKifja BO peasHo Ha30(apUHKCOT U
DETECTION KITS for Bpeme Multiplex Real Time opodapuHKCOT,
Bordetella pertussis— User PCR OpoHxoaBeoIapHa
Manual JaBaxa,
PV 7.3/187 eH/IoTpaxeasieH
PV 7.3/167 acrmpar,
Ompema/ [TpousBoauTe: Haszo(apuHreancH
DTPrime, DNA acrmpar, ¢erma
Technology- Pycuja
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Working procedures:
REAL-TIME PCR
DETECTION KITS for
Bordetella pertussis— User
Manual
RU 7.3/187
RU 7.3/167
Equipment/ Manufacturer:

DTPrime DNA Technology
Russia

Multiplex Real Time PCR
Detection

Bordetella pertussis

Nasopharynx and
oropharynx swabs,
bronchoalveolar
lavage, endotracheal
aspirate,
nasopharyngeal
aspirate, phlegm.

11. Iporenypu 3a paboTa: MyITHILIEKC TToIMMepasa Mycoplasma pneumoniae Bpucesu o
REAL-TIME PCR BEPIDKHA PEaKIlja BO PEaTHO HA30(papuHKCOT H
DETECTION KITS for Bpeme Multiplex Real Time opodhapuHKCOT,
Mycoplasma pneumoniae— PCR OpoHxoaIBeoIapHa
User Manual JIaBaxa,
PV 7.3/188 eHJI0TpaxealleH
PV 7.3/167 acrupar,
Onpema/ [IpousBoauter: Ha3o(apuHreancH
DTPrime, DNA acrmpar, ¢ierma
Technology- Pycuja
Working procedures:
REAL-TIME PCR Multiplex Real Time PCR Mycoplasma pneumoniae Nasopharynx and
DETECTION KITS for Detection oropharynx swabs,
Mycoplasma pneumoniae bronchoalveolar
— User Manual lavage, endotracheal
RU 7.3/188 aspirate,
RU 7.3/167 nasopharyngeal
Equipment/ Manufacturer: aspirate, phlegm.
DTPrime , DNA
Technology Russia
12. Ipouenypu 3a pabdora: MysTHuIuieke monuMepasa Herexuuja Ha IMonHa KpB
Lactose Intolerance BEpIDKHA PeaKilja BO peajHo | moimMopdu3aM acolupaH
REAL-TIME PCR Bpeme Multiplex Real Time CO UHTOJIEPAHTHOCT Ha
Genotyping Kit PCR JIAKTO3a
PV 7.3/189 MCMB6: -13910T>C
PV 7.3/167
Omnpema/ [IponsBoauTen:
DTPrime, DNA
Technology- Pycuja
Working procedures: Detection of polymorphism
Multiplex Real Time PCR associated with lactose Whole blood

Lactose Intolerance
REAL-TIME PCR
Genotyping Kit — User
manual
RU 7.3/189
RU 7.3/167
Equipment/ Manufacturer:
DTPrime DNA Technology
Russia

Detection

intolerance
MCMS6: -13910T>C
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* (rekcnOHIICH oricer
@ 00360110 € doOasarve Ha DONONHUMENHA KAPAKMEPUCIMUKA 3a UCNUMYEAThEe 60 HACOKA HA OOKANICYEAIbe HA

00pedena namonouika cocmojoa 60 unmepec Ha NOmMpedume Ha NAYUEHMUMe U KOpUCHUYume Ha
aabopamopuckume ycayeu/ it is allowed to introduce additional characteristic for examination of specific
pathological condition regarding needs of the patients and users of laboratory services

Momenmannama cocmojba na grexcubunnuom oncee e dadena 6o Jlucmama @ 7.3/53 u ucmama ja nocedysa
nabopamopujamal The current list of activities under the flexible scope is given in the List F 7.3/53 and is

owned by the laboratory.

M-p Huxko bepGepy
Niko Berberu, Msc

Jupexrop
Director
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