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HHCTUTYT 3A AKPEUTAIINJA HA PEITYBJIMKA CEBEPHA MAKEJOHHUJA

Institute for Accreditation of the Republic of North Macedonia

CEPTU®UKAT 3A AKPEJIUTAIIAJA

Bp. MUI-014
Accreditation Certificate No. ML-014

IlpuBaTHa 31paBCcTBEHA yCTAHOBA JHjarHOCTHYKA OHOXeMHCKa
JabopaTopuja, MEKPOGHOJIONIKA 1afopaTopHja H 1aGopaTopHja no

MOJIEKYJIapHA IHjarHOCTHKA
II3Y BUOTEK JJABOPATOPHUJA CKOILJE

Private health institution diagnostic biochemical laboratory,
microbiological laboratory and laboratory for molecular diagnostics
BIOTEK LABORATORY SKOPJE

€ aKpeUTHPAH 0]
I/IHCTmyTOT 3a akpeauTanuja Ha Pemy6anka CeBepna Makenonuja

Co oBoj CepraduKaT ce NOTBp/IyBa AeKa ce HCTOJIHETH 6apakaTa HAa CTAHAAPIOT:

MKC EN ISO 15189:2022

3a nejnoc*mTe KOH C€ ONMUOIAHH BO NMPHJIOIroT HA OBOj Cean(]mKaT KOj € O3HA4YCH CO uCT
0poj.
This above-named entity is accredited by Institute for Accreditation of the Republic of North Macedonia.
By this Certificate the fulfilment of the requirements of the standard
MKC EN ISO 15189:2022
is acknowledged for the field of accreditation in its full scope as described in the Annex to this Certificate
marked with the same number.

Baxwu g0: 29.06.2029
Valid until: 29.06.2029

Cxonje/Skopje
JlaTa Ha noxesia Ha alcpeunTaunjaﬁﬂi)iHé’ of the
initial accreditation: 30.06.2021

Hata na pensnaBame/Reissuing date:18.06.2025
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HHCTUTYT 3A AKPEJUTALUJA HA PENNYBJIMKA CEBEPHA MAKEJOHHUJA
INSTITUTE FOR ACCREDITATION OF THE REPUBLIC OF NORTH MACEDONIA

IIpnior KoH cepTHPUKATOT 32 AKpeANTANH)A HA
MeIHIHHCKA JJadopaTopHja
Annex to the Accreditation Certificate of
Medical Laboratory
bp. MJI-014 / No. ML-014

Jlatym: 18.06.2025

Date: 18.06.2025

1. AKPE/IUTUPAHO TEJIO
Accredited body

2. JJOKAIINJA
Location

3.
CTAHJIAPJ
Standard

4. KPATOK OIIAC HA
OIICET'OT HA
AKPEIUTAIINJATA

A short description of the
accreditation scope

"o 3ameHyBa npusiorot ox: 04.12.2024
Replaces annex dated: 04.12.2024

IIpuBarHa 3paBcTBEHA YCTAHOBA
AUjarHoCTHYKA OHoXeMHCKA JajopaTopuja,
MHKpPOOHoJIomKA NaGopaTopuja u
JlaGoparTopuja no MoJieKyJIapHA JUjarHOCTHKA
I13Y BUOTEK JIABOPATOPHJA CKOIIJE

Private health institution diagnostic biochemical
laboratory, microbiological laboratory and
laboratory for molecular diagnostics BIOTEK
LABORATORY SKOPJE

Ya. Hpeena Apmuja 6p. 20, 1000 Ckonje
Ya. @pan-o Kirys, 6p. 14, 1000 Cromnje
Y. Jlennnoga 6. 44, 1000 Cxonje

Crvena Armija No. 20, 1000 Skopje
Str. Franjo Kluz No.14, 1000 Skopje
Str. Leninova No. 44, 1000 Skopje

MKC EN ISO 15189:2022

MKC EN ISO 15189:2022

XeMaToJIOIKO, OHOXEMHUCKO, HMYHOJIOIIKO,
MHUKPOOHOJIONIKO B MOJIEKYJIAPHO
TECTUpahEe Ha OMOJIOIIKY TPHMEPOLIH

Haematological, biochemical, immunological
microbiological and molecular testing of
biological samples

Usnanue/Issue |
Bepauja/Version 1

OF 05-334

OB 05-33.4 Crpana/Page 1 on/of 32



W UHCTUTYT 3A AKPEAUTALIMJA HA PENYBJIHUKA CEBEPHA MAKEAOHUJA
INSTITUTE FOR ACCREDITATION OF THE REPUBLIC OF NORTH MACEDONIA

5. AETAJIEH OITNC HA OIICEI'OT HA AKPEAUTAIIUJA
Detailed description of the accreditation scope

[Moapauje na TecTpame (knacupuxkanuja cniopex HAPM Ilpapnannkor P 15):
Field of testing (classification according to IARM Regulation R15):

Knacngukanuja mo moxpadja 3a obnacra Ha tecturame/ Classification according to testing areas
2. Buonoruja, buoxemuja/Biology, biochemistry

2.1 Modekynapau meroaun/Molecular methods

2.5 UmyHonowrku tectoBy/ Immunological tests

3. Xemuja/ Chemistry
3.1 ®uznuko-xemucku metonw/ Physicochemical methods
3.4 Cnektpockonuja/ Spectroscopy

7. MexaHudko TecTupame/Mechanical testing
7.3 MHUKpOCKOICKO TecTUupame /Microscopic testing

8. Mukpobuonoruja/Microbiology

Knacugukanuja mo THn Ha Npou3BOAW/ MaTepHjany 3a rectupame/ Classification according to types of products/
materials for testing

1.Buonomku npumeponw/ Biological samples

1.1 Kimauuky v natosiomku npumeponu/ Clinical and pathological samples

1.3 H3ogatu on Mukpoopradusmil/ [solates from microorganisms

v duiccen oncer .: O dnexcnbuiieH oncer 0 ¢pukcen / giexcuOuIeH oncer
(fixed scope) (flexible scope) (fixed/flexible scope)
Hanomena: Co | Crenen na diexcubunnoct (cnopen npoleaypara TP 05-09):
e ce Degree of flexibility (according Procedure PR 05-09):
QOCIEKYBA . . Lol SRS NS SE Y o S s RS, . wrue-s SRR 1] 1 Zo @i anma N selrn o n DR L I
GnexcOMmIHNO | O HoBw axypupany | [J HOBM MaTepHjaan/Npon3Boan/NpeameTn ' [ HOBM CTAHAAPAN/AOKYMEHTH,
T OICET BEP3MH HA | W/NNM KAPAKTEPHCTHKA/CBOJCTBO/AHAIMT KOj | MPUJIAroleHH Ha 6aparb-aTa Ha
cTaHgapau/ | ce Mepu H/WJId NPOIIHPYBAHKE HA MEPHHOT | KJIMEHTOT
JOKYMEHTH ' oncer  new standards/ documents,
new up-date versions : new materials/ products/ items and/or i upon a request by the client
of the standards/ measured characteristic/ property/ analyte, '
documents + and/or extension of measuring scope Y _
bp. Onpema/ Meton/ Texnuka Auanunt/ Mapamerap | MaTtepujan/
Pedepenna na MaTpuke 3a
npoueaypara 3a HCMHTYBaK-€
HCMUTYBa€
Equipment/ Method/ Technique Analyte/ Parameter
No. Reference to Material/ Matrix for
examination procedure examination

Bbya. llpeena Apmuja 6p. 20, 1000 Ckonje
JQujardocruyuka dnoxemucka jnaboparopuja

1. [ Oapenysame HA [ Photometric Light | AsTomMatcka KpBHA | Ilosna kpB

Wsnauwe/Issue 1 OB 05-334 )
F 2 2
Bepsuja/ Version [ OB )5-33-4 Crpana/Page 2 on/of 32
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UHCTHUTYT 3A AKPEAUTALUMUJA HA PENNYBEJIUKA CEBEPHA MAKEJIOHUJA
INSTITUTE FOR ACCREDITATION OF THE REPUBLIC OF NORTH MACEDONIA

ABTOMATCKAa KPBH2 Absorbance Method, CJIHKA €O
CJIHKA €O Volumetric Impedance andepeHINjaTHA
AudepeHnnjana Method, 3-Part KPBHA CIHKA
KPBHA CJIHKA Differential Analysis
Method
Ormnpema, MPOHU3BOUTEN HA
ornpema:
Huma Count 80, Human-
['epmanuja
ITpouenypa 3a pabora:
PV 7.3/1
PY 7.3/12
PV 7.3/13 Photometric Light Absorbance
Equipment/ Producer: Method, Volumetric Determination of
Huma Count 80, Human- Impedance Method, 3-Part Automated E.1Cell (AEIC) ZV,IMI;
Germany Differential Analysis Method oo
Working procedure:
RU7.3/1
RU7.3/12
RU7.3/13
AEIC Epurpouutu
Erythrocites
RBC ( Red blood cells)
PHO Xemornobus
KOHLIEHTpaluja
Hemoglobin concentracion
AEIC XeMaToKpUT
Hematocrit
MCV
ITpecmeTka Mean corpuscular volume
Calculation
MCH
IIpecmeTka Mean corpuscular
Calculation hemoglobin
MCHC
[IpecmeTka Mean corpuscular
Calculation hemoglobin concentration
RDW
[TpecmeTka Red blood cells
Calculation distribution
AEIC Jleykouutu 6e/td KpBHU
3pHUA
Leucocytes
WBC total white blood
cell count
AEIC JlumdouunTy ancoyTeH
6poj
Lymphocytes count
AEIC LYM % Jlumdouuru
NpOLEHTH %o
Lymphocytes percentage
%
AEIC GRA% I'panynountn
npoueHTu %
Iélzg;:tj:t/t/és?i;z; ; ; 82 g;j;j Crpana/'Page 3 on/of 32
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HHCTUTYT 3A AKPEAUTALIMJA HA PEITYBJMKA CEBEPHA MAKEJAOHHUJA
INSTITUTE FOR ACCREDITATION OF THE REPUBLIC OF NORTH MACEDONIA

Granulocytes percentage
%

AEIC MID% CpenHu KIETKU
npoueHTH Y
Mid — sized cell
percentage %
AEIC PLT TpombGouuntu 6poj

Platelet count

Meroa:
Banuaupan
AHAJUTHYKH METOX HA
NPOU3BOJAUTENOT CO
ynorpeda Ha
Photometric Light
Absorbance Method —
PHO

Omnpewma/ ITpoussoauTest:
AU 480 BECKMAN
COULTER, Beckman-
usa
[Tpouenypa 3a pabota:
PV 7.3/5
PV 7.3/6
PY 7.3/7
PV 7.3/8

Validated manufacturers
method using: Photometric
Light Absorbance Method

Photometric Light Absorbance
Method — PHO

OnpenyBame
KOHLICHTpALKja Ha :

Determination of

- PHO 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'nrko3a BO cepyM cepym/miazma
Hexokinase HK G6P-DH Glucose in blood Serum/ plasma
CHO -POD Bxymnen XonecTtepoa cepymM/masma
Cholesterol total Serum/ plasma
GPO - POD Tpuraduepuau cepym/miazma
Triglicerides Serum/ plasma
Urease/GLDH VYpea BO cepym cepym/miasma
Urea in serum Serum/ plasma
— T
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HHCTHUTYT 3A AKPEAUTALIUJA HA PENTIYBJIMKA CEBEPHA MAKEJIOHUJA
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Jaffe method

KpeatuHuH BO cepym

Creatinine in blood

cepym/niasma
Serum/ plasma

IFCC Reference method with ACAT (AcnapraTaMHHO cepyM/masma
Piridoxal Phosphate TpaHcdepasa) Serum/ plasma
AST (Aspartat amino
transferase)
IFCC Reference method with AJIAT AnaHuH aMHHO cepym/miazMa
Piridoxal Phosphate TpaHchepaza) Serum/ plasma
ALT (Alanin amino
trensferase
Ferene method CepyMcko xenes3o cepym/miazma
Iron in serum Serum/ plasma
TURB CRP — (1] peaktuBeH cepym/miasma
MPOTEUH) Serum/ plasma
CRP - C-Reactive Protein
PHO XAJI -Iobap xonecTepoin cepym/miazma

HDL - high density
lipoprotein

Serum/ plasma

BuoxemMuckd aHaIn3u MakpOCKOICKHU OMKC Onpenysame Ha : ypuHa
HA ypuHa VprHapeH OHOXEMUCKH
WHIUKATOP
Omnpema/ [TpouzpoauTe:
Combilyzer 13
Human- ['epmannja
[Tpouenypa 3a padoTa:
PY 7.3/3
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 u3rien ypuHa
appearance urine
MAC 6oja ypuHa
colour urine
UBS pH ypUHa
urine
UBS Creunduuna TexxuHa ypuHa
Specific gravity urine
== I

PrAS]
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UHCTUTYT 3A AKPEAUTALIAJA HA PENNYBJIUKA CEBEPHA MAKEJOHUJA
INSTITUTE FOR ACCREDITATION OF THE REPUBLIC OF NORTH MACEDONIA

UBS [MpoTeunu ypuHa

Proteins urine

UBS Tayko3 ypuHa

Glucose urine

UBS YpoOunuHoreH ypUH

Urobilinogen urine

UBS Bunupy6un ypuHa

Bilirubin urine

UBS KeTtonu ypHHa

Ketones urine

UBS Hurputu ypHuHa

Nitrites urine

MeTton: MeToga Ha MUKPOCKOTIMPAE ypuHa

AHAJIN3U HA CEeITUMEHT
HA YPHHA
HumaScope Classic led,
Human- 'epmanuja .
Tpouenypa 3a pa6ota: Urine
PV 7.3/2 Mycroscopy MS
PY 7.3/9
Urinary sediment
Work procedure:

RU 7.372
RU 7.3/9

MS Eputpouutu ypriHa

Erytrocythes — Red blood
cells urine
MS Jleykouutu ypHUHA
Leukocytes — White blood

cells urine

MS Kpucranu ypuHa

Crystals urine

MS EnutenHu kieTkn ypuHa

Epithelial cells urine

MS Hunuuapu ypuHa

Casts urine

MS Bakrepuu ypuHa

Bacteria urine

Mepeme Ha Mepeme Ha Cenumenranja Ha ITonHa KkpB
CelMMEHTANHja HA CeaMMEHTalKja Ha €PUTPOLIUTH (3.2 % 4NC)
Epurponntn Epurpouutu
ESR Rack whit graduation

W3naune/[ssue |
Bepauja/Version 1

OB 05-33-4
OB 05-33-4

Crpana/Page 6 on/of 32
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HUHCTHUTYT 3A AKPEJUTALINJA HA PEINNYBJIUKA CEBEPHA MAKEJTOHHUJA
INSTITUTE FOR ACCREDITATION OF THE REPUBLIC OF NORTH MACEDONIA

ITpouenypa 3a pabora:
PV 7.3/4

Measurement of
sedimentation of
Red Cells
ESR Rack whit graduation
Working procedure:

(Erythrocytes
Sedimentation Rate)

RU 7.3/4
Omnpema/ Chemiluminescence Onpenysame Ha : cepym/mnasma
IIpouzBoanTe.: immunoassay (CLIA)

Beckman Coulter
Access 2, Beckman -
USA

[Tpouenypa 3a padora:
PY 7.3/28
Py 7.3/32
PV 7.3/34
PY 7.3/35
Py 7.3/37
PV 7.3/40
PY 7.3/39
PV 7.3/41
PV 7.3/38

Equipment: Beckman
Coulter Access 2 USA
Work procedure:

Determination of:

Serum/ plasma

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

CLIA TCX - cepym/nnasma

TupeocTumMyIupauku Serum/ plasma

XOPMOH
TSH
CLIA ®T4 - CnoboneH cepym/nnasma
THPOKCHUH Serum/ plasma
FT4
CLIA TIICA — Bkynex cepyM/mutazma
cepym/miasma Serum/ plasma
Serum/ plasma ITICA
TPSA-Total PSA
CLIA HEA — cepym/miasma
KapuvnoemOpuoHajieH Serum/ plasma

Wz nauue/Issue [
Bepsuja/Version [

OB 05-334
OB 05-33-4

Crpana/Page 7 on/of 32

ad O



ok

UHCTUTYT 3A AKPEAUTALIUJA HA PEITYBJINKA CEBEPHA MAKEJIOHHUJA

INSTITUTE FOR ACCREDITATION OF THE REPUBLIC OF NORTH MACEDONIA

Equipment: VIDAS PC,
Biomerieux France
Work procedure:

Enzyme linked
fluorescent assay - ELFA

Determination of:

AHTUTEH
CEA
CLIA JIX -JlyTenHu3zupauku cepym/Iiazma
XOPMOH Serum/ plasma
LH
CLIA BXUI" -XymaH XOpUOHCKH cepym/miasma
TOHAAOTPONUH Serum/ plasma
bHCG

CLIA E2 - EcTpaauon cepym/Iiazma

E2 - Estradiol Serum/ plasma

CLIA A — 125 cepym/miazma

CA 125 Serum/ plasma

Onpema/ Enzyme linked OnpenyBate Ha: cepym/mia3ma

IpounssoauTen: fluorescent assay- ELFA
VIDAS PC,
Biomerieux-
®pannnja
[Tpouenypa 3a pabdora:

PV 7.3/30
PV 7.3/33
PY 7.3/42

Serum/ plasma

ApoleaypaTa 3a
HCIHTYBaHbe

[TpakTukym no
MEIMIMHCKA
MUKPOOUOIOTH]a U
[apa3uToJIorHja,
Kateapa mo

Mukpobuonoruja u

MaceHa CNeKTpOMeTpHja
Huck-nudy3noHa Metoaa
HanpenHa konopumerpuja

MHUKPOCKONCKU HAOA.

IMpucyTHa/penyurpana/ot
CYTHa HOpMaJlHa
BaruHanua ¢uopa.

[TpucycTBO Ha
MHOIaMATOPHU KIETKH.

RU 7.3/30
RU 7.3/33
RU 7.3/42
ELFA Butamut — [ cepym
Vitamin - D Serum/ plasma
ELFA AMX-AunTu Mynepuan cepyMm
XOPMOH Serum/ plasma
AMH
Y. Jlennnosa 6p. 44, 1000 Ckonje
MuxkpobnoJiouka JjadopaTtopuja
1.* IIpumeponu oa
YPOreHHTAJIEH TPAKT
Examination of
samples from
urogenital tract
* Bpuc oa Baruna Kynrusupame MHuKpoOprasusmu, Barunanen 6puc
Nunky6aruja NPUMHHUATENH Ha
PedepeHua Ha Muxkpockonuparme ypOreHUTAIHA UHPEKLIUY.

W3nauue/[ssue |
Bep3uja/Version [

Ob 05-334
OB 05-33-4

Crpana/Page 8 on/of 32
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UHCTUTYT 3A AKPEJUTALINJA HA PENNYBJIMKA CEBEPHA MAKEJOHHUJA
INSTITUTE FOR ACCREDITATION OF THE REPUBLIC OF NORTH MACEDONIA

1apa3suToJIoryja,
Vuusepsurer
“Cs.Kupun u
Meronuj” —
MenuuuHcKH

dakynret, Crormje

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

Onpema/
IMpouspogurten:
Vitek 2 Compact, MS
VITEK- MALDI-
TOF, Biomerieux
O®paHuHja
ITpoueaypa 3a
paboTra:

PV 7.3/61
PV 7.3/84

Vaginal swab

Practicum in Medical
Microbiology and
Parasitology,
Department of
Microbiology and
Parasitology,
University "St. Cyril

Cultivation
Incubation
Microskopy
MASS SPECTROMETRY
Disk diffusion
Advanced Colorimetry

IMpucytru Clue-kietku®

Microorganisams,
causative agents of
urogenital infections
Microscopy detection of
normal/reduce/abscens of
normal vaginal flora.
Presens of inflammatory

Vaginal swab

and Methodius" -
Faculty of Medicine, cells.
Skopje Presens of Clue cells®
Wsnauue/fssue | 82 (())2:;_3;:‘4‘ Crpana/Puge 9 on/of 32
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UHCTHUTYT 3A AKPEJUTALIMJA HA PENTIYBJIUKA CEBEPHA MAKEJIOHHUJA
INSTITUTE FOR ACCREDITATION OF THE REPUBLIC OF NORTH MACEDONIA

Public Health
England
UK Standards for
Microbiology
Investigations
hitp://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

hitp://www.eucast.org

Equipment/
Manufacturer: Vitek
2 Compact, MS
VITEK- MALDI-TOF,
Biomerieux France
Working procedures:
RU7.3/61
RU 7.3/84

bpuc ox uepsukc

[TpakTukym no
MeIULMHCKA
MHUKpOOHONOTH]a U
napasurojioruja, Kareapa
Mo MHKpOOKHOJIOTHja U
napa3uToioruja,
Vuusepsuret “Ce.Kupun
u MeToauj” —
MenuurHcku hakyiret,
Ckorje

Public Health England

UK Standards for
Microbiology
Investigations

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

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

Kynruupame
Hunkybaunja
Mukpockonpame
MaceHa criekTpoMeTpyja
Juck-nudy3uona MeToaa
HanpenHa konopumerpuja

MUKpOOprannsmu,
MPUYMHUTENU HA
reauranHu uHdexkumn?

LepBukaneH 6puc

Wsnanue/Issue 1
Bepauja/Version |

OB 05-334

2
OB 05334 Crpana/Page 10 o/of 32
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UHCTHUTYT 3A AKPEAUTALUNJA HA PEITYBJIMKA CEBEPHA MAKEJOHHJA

INSTITUTE FOR ACCREDITATION OF THE REPUBLIC OF NORTH MACEDONIA

Schreckenberger,

Lippincott Williams &
Wilkins

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

IMpoueaypa 3a paGora:
Py 7.3/62
Py 7.3/84

Onpema/ [IponssoanTen:
Vitek 2 Compact, MS
VITEK- MALDI-TOF,
Biomerieux ®panuuja

Cervical 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/SM
1

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.encast.org

Equipment/

Washington C. Winn, Jr.;

Manufacturer: Vitek

cultivation
incubation
Microskopy
MASS SPECTROMETRY
Disk diffusion
Advanced Colorimetry

Microorganisams,
causative agents of genital
infections®

Cervical swab

W3nauve/ [ssue 1

Bepauja/Version [

OB 05-33-4
OB 05-33-4
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2 Compact, MS
VITEK- MALDI-TOF,
Biomerieux France

Working procedures:
RU 7.3/62
RU 7.3/84

L Cnepmokyarypa
Kynrusupamwe
IIpakTukym no Hunkybanuja MUKpPOOPTraHU3MH, Cnepma
MeIULMHCKA MuKpocKomUpame MPUYHUHWUTENH HA
MUKPOOHOJIOrHja 1 Macena criekTpoMeTpHja YPOreHUTAHH
TapasUTONOTHja, Juck-audy3uoHa MeToaa uHbexuun®
Karenpa no Hanpenua KonopuMeTpHja
MUKPOOHUOIOTHja U
Mapa3uToJIOTH]a,
VHHUBEP3UTET
“Cs.Kupui u Metoanj”
—~ MeauLuHCcKn
dakynrer, Ckomje
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
Susceptibility Testing —
EUCAST
hitp://www.eucast.org

Onpema/ IlponsgoanTen:
Vitek 2 Compact, MS
VITEK- MALDI-TOF,
Biomerieux ®panuuja

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

Sperm-culture
cultivation Microorganisams, Sperm-culture

Practicum in Medical incubation causative agents of
Microbiology and Microskopy urogenital infections'®

Usnaume/Issue [ OB 05-334

2
Bepsuja/ Version 1 OB 05-33-4 Crpana/Page |2 on/of 32
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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
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

hrtp://www, encast.org

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

MASS SPECTROMETRY
Disk diffusion
Advanced Colorimetry

Biomerieux France
Working procedures:
RU 7.3/60
RU 7.3/84
Bpuc oa yperpa Kynrusupame MukpoopraHuzMH, Vperpasen 6puc
Hunky0balija OPUYHUHUTENH Ha
[TpakTuKyM™m mo Mukpockonupame YpOTeHUTalHU
MeNUUHHCKA MaceHa criekTpoMeTpuja undpexuuu®®

MUKpoOHosIoTHja u
napasuroJoruja, Karenpa
MO MHKpOOHOJIOTH]a U
[apasuToJIoruja,
Vrusepsuret “Cs.Kupun
u Metoanj” —
MenauuuHcku QakyJrer,
Ckormje

Diagnostic Microbiology
(rpyna aBTopu) ,
Lippincott Williams &

Wilkins

Huck-nudy3nona meroaa
Hanpeana konopumetpuja

Onuc Ha 3acTaneHoCcT
(mpucycTtBo) Ha
UH(IAMATOPHHU KJIETKH

Wznauue/[ssue 1
Bep3uja/Version |

OB 05-334
OB 05-33-4
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HUHCTUTYT 3A AKPEIUTALIMJA HA PENNYBJIMKA CEBEPHA MAKEJOHHUJA

INSTITUTE FOR ACCREDITATION OF THE REPUBLIC OF NORTH MACEDONIA

MALDI-TOF, Biomerieux

European Committee on
Antimicrobial
Susceptibility Testing —
EUCAST

Vitek 2 Compact, MS
VITEK- MALDI-TOF,
Biomerieux ®panimja

ITpouenypu 3a pabora:
PY 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 &
Wilkins
European Committee on
Antimicrobial
Susceptibility Testing —
EUCAST

Equipment/
Manufacturer: Vitek 2
Compact, MS VITEK-

France
Working procedures:
RU 7.3/63
RU 7.3/84

Onpema/ TTpoussogure.:

cultivation
incubation
Microskopy
MASS SPECTROMETRY
Disk diffusion
Advanced Colorimetry

Microorganisams,
causative agents of
urogenital infections®
Microscopy detection of
inflammatory cells

Urethral swab

Dk

Hcnumysarse nHa
npumepouu 00
pecnupamopHu
namuwima u
npuUopyicHU
AOKARU3IAUUU

Wznauue/ [ssue |

Bep3uja/Version |

OF 05-334
0B (05-33-4
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HHCTUTYT 3A AKPEJUTALIUJA HA PETNTYBJIUKA CEBEPHA MAKEJIOHHUJA
INSTITUTE FOR ACCREDITATION OF THE REPUBLIC OF NORTH MACEDONIA

Examination of
samples from
respiratory tract and
adjacent localizations

Bpuc ox nazodapuuke

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
Susceptibility Testing
- EUCAST
http://www.eucast.ore

Onpema/ ITpoussoauren:
Vitek 2 Compact, MS
VITEK- MALDI-TOF,
Biomerieux ®panuuja
IMpoueaypu 3a padora:
PV 7.3/53
PY 7.3/84

Nasopharyngeal swab
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
Susceptibilitv Testing

’

KyntuBupame
Hunky6anuja
MaceHa criekTpomeTpuja
Juck-audy3uoHa metoaa
Hanpenna xonopumetpuja

cultivation
incubation
MASS SPECTROMETRY
Disk diffusion
Advanced Colorimetry

MuKpoOpraHusmy,
NPUYUHUTENH Ha
TOPHOPECTIMPATOHU
uHpexuun'?

Microorganisams,
causative agents of
respiratory infections

Hasodapunreanen
6puc

Nasopharyngeal
swab

W3nauue/[ssue |
Bep3unja/Version 1

OB 05-334
OB 05-33-4
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w HHCTUTYT 3A AKPEAUTALIMJA HA PEIIYBJIUKA CEBEPHA MAKEAOHHUJA
INSTITUTE FOR ACCREDITATION OF THE REPUBLIC OF NORTH MACEDONIA

— EUCAST
herp/Aveww, eucast.org

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

Work procedures:
RU 7.3/53
RU 7.3/84

Bpuc ox BecTudyaym Kyntusupame MUKpOOPraHHU3MH, Bpuc on Bectudyrym
HA HOC Hunkybanuja OPUYMHUTENN Ha Ha HOC
Macena criektpoMeTpuja rOPHOPECTUPATOPHHU

Public Health England Huick-nugpy3uoHa meTona nadekun®
UK Standards for Hanpenna konopumeTpuja
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
Susceptibility Testing
—EUCAST
http://www.eucasl.org

Onpema/ IlpousBonure:
Vitek 2 Compact, MS
VITEK- MALDI-TOF,
Biomerieux ®panuuja

Mpoueaypu 3a paGora:
PY 7.3/52
PV 7.3/84

Vestibulum swab on
nose

Public Health England enlbmtion Microorganisams, Vestibulum swab on
UK Standards for imenbalion causative agents of nose

Microbiology MASS SPECTROMETRY upperrespiratory

Investigations

Wsnauwe/lssue | OB 05-334
w/Puge 16 32
Bepsuja/Version [ OB 05-33-4 Crpann/Puge 16 on/of
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HHCTUTYT 3A AKPEJUTALIUJA HA PENNYBJIMKA CEBEPHA MAKEJTOHWJA
INSTITUTE FOR ACCREDITATION OF THE REPUBLIC OF NORTH MACEDONIA

http://mww.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
Susceptibility Testing —
EUCAST
hitp Awvww. eucast.org

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

Work procedures:
RU 7.3/52
RU 7.3/84

Disk diffusion
Advanced Colorimetry

infections”

& Bpuc oa papunkc
(rpai0)

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
Susceptibility Testing
- EUCAST
http://www.eucast.org

Ounpema/ Ipouspoauresn:
Vitek 2 Compact, MS
VITEK- MALDI-TOF,
Biomerieux ®panimja

I1pouenypwu 32 padora:

Kyntusupamwe
HNunkybGanuja
Macena ciekTpomerpuja
Juck-audy3nona Mmetoaa
Hanpenna konopumeTtpuja

Mukpoopranusmu,
NPHUYUHUTENH Ha
FOPHOPECIIMPATOPHH
nHObEKLHY
[Tpucytha/oTcyTHa
HOpMaJlHa
opodapuureanna daopa®

Bbpuc on dapunke
(rpro)

W3znaunue/lssue [
Bepauja/Version 1

OF 05-334
OB 05-33-4
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HUHCTHUTYT 3A AKPEJUTALIMJA HA PENTYBJIUKA CEBEPHA MAKEJAOHHJA
INSTITUTE FOR ACCREDITATION OF THE REPUBLIC OF NORTH MACEDONIA

PV 7.3/51 Bpuc on
dapuskc (rpno)
PY 7.3/84 PabotHo
ynarcTso 3a pabdora co
VITEK MS

Pharyngeal swab
Public Health England
UK Standards for
Microbiology
Investigations
http:/fwww. 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
Susceptibility Testing
— EUCAST
http:Ahvww.eucast. org

Equipment/
Manufacturer: Vitek 2
Compact, MS VITEK-
MALDI-TOF, Biomerieux
France
Work procedures:
RU7.3/51
RU 7.3/84

cultivation
incubation
MASS SPECTROMETRY
Disk diffusion
Advanced Colorimetry

Microorganisams,
causative agents of
upperrespiratory
infections
Presens/abscense of
normal orofaringeal flora.
2

Pharyngeal swab

Bbpuc oa oko

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

KyntuBupame
Hunkybaluja
Macena crnekTpoMeTpuja
Huck-nudy3noHa metona
HanpenHa kosiopumeTpHja

Mukpoopranusmu,
NPUYMHUTENH Ha
WH(EKLNY HA OKO

(kowykTupa)

Bbpuc ox oxo

W3nanwe/Issue |
Bepsuja/Version [

OB 05-334
OB 05-33-4
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UHCTUTYT 3A AKPEAUTAILIUJA HA PENTYBJIUKA CEBEPHA MAKEJAOHNJA
INSTITUTE FOR ACCREDITATION OF THE REPUBLIC OF NORTH MACEDONIA

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

Omnpema/ [IpouseoauTe:
Vitek 2 Compact, MS
VITEK- MALDI-TOF,
Biomerieux ®paniuja

[Tpounenypu 3a padora:
PV 7.3/54
PV 7.3/84

Eye 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:tAvww. eucast.org

Equipment/
Manufacturer: Vitek 2
Compact, MS VITEK-
MALDI-TOF, Biomerieux
France
Work procedures:
RU7.3/54
RU 7.3/84

cultivation
incubation
MASS SPECTROMETRY
Disk diffusion
Advanced Colorimetry

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

Eye smear

Bpuc ox yeo

Public Health England
UK Standards for

Microbiology
Investigations

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

MI
Diagnostic
Microbiology, Elmer W.

Kynarupupamwe
Nunky6anuja
Macena cnekTpoMeTpHja
Juck-nudys3roHa metoga
Hanpenna xonopumerpuja

MukpoopraHuzmy,
NPUYKHHUTENH Ha
nadexum Ha ypo™

Bpuc on yBo

W3 nanue/[ssue |
Bepsuja/Version |

OB 05-33-4
OB 05-33-4
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HHCTUTYT 3A AKPEAUTALINJA HA PENTYBJIMKA CEBEPHA MAKEJAOHHNJA
INSTITUTE FOR ACCREDITATION OF THE REPUBLIC OF NORTH MACEDONIA

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

ITpouenypu 3a padora:
PV 7.3/55
Py 7.3/84

Ear swab
Public Health England
UK Standards for
Microbiology
Investigations
http:/twww. 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
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

HennryBame HA ypHHA

(ypuHOKyJITYpa) 3a
AOKAKYBAH-€ HA

W3nranue//ssue [
Bepauja/Version 1

Ob 05-334
OB 05-33-4
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UHCTHUTYT 3A AKPEJUTALINJA HA PEITYBJIUKA CEBEPHA MAKEJIOHUJA
INSTITUTE FOR ACCREDITATION OF THE REPUBLIC OF NORTH MACEDONIA

NPEeAH3BHKYBAYH HA
HHpeKnnu BO
YPHHApeH TPaKT
Examination of urine
Jor detection of urinary
tract infections

Ypunokyarypa

[IpakTuky™m mo
MEIULIUHCKA
MHKpobuonoruja u
1apa3suTosoruja,
Karenpa no
MUKpOOHONIOTHja U
Mapa3uToJoruja,
VYHusepsurer
“Cs.Kupun u Metoau;j”
— MenuuusCKH
dakyntet, Cromje
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
Susceptibility Testing —
EUCAST

Onpema/ [TpoussoauTen:
Vitek 2 Compact, MS
VITEK- MALDI-TOF,
Biomerieux ®panumja

Ilpoueaypu 3a paGora:
PV 7.3/59

Urine culture
Public Health England
UK Standards for

Kyntusupame
Hunkybauuja
Macena ciektpomeTpuja
Juck-nudy3uona MeTona
Hanpenna konopumerpuja

cultivation
incubation
MASS SPECTROMETRY

MuKpooprasusmy,
[IPUYMHHATENH Ha
ypuHapHu radekmun'?

Microorganisams,
causative agents of urinary

Vpuna

Urine

Wznanue/[ssue |
Bepsuja/Version |

Ob 05-334
OB 05-33-4
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UHCTUTYT 3A AKPEAUTALIMJA HA PEITYBJIUKA CEBEPHA MAKEJIOHUJA
INSTITUTE FOR ACCREDITATION OF THE REPUBLIC OF NORTH MACEDONIA

Microbiology
Investigations
hitp:/rwww. 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
Susceptibility Testing —
EUCAST
Equipment/

Manufacturer: Vitek 2
Compact, MS VITEK-
MALDI-TOF, Biomerieux
France
Work procedures:
RU 7.3/59

Disk diffusion
Advanced Colorimetry

tract infections’

4.%

HcnuryBame Ha Opuc
01 KOKA H CEKPETH 0
MEKH TKHBA 3a
HOKAKYBAHE HA
NpeIu3BHKYBAYM HA
HHpeKUHH HA KOKA U
MEKH TKHB2
Examination of skin
swabs and tissues for
detection of pathogens
causing skin and soft
tissues infections

Bpuc ox pana

[1pakTuKym o
MEIUIMHCKA
MUKpOOUOIOrHja 1
Napa3uToJIOTHja,
Kareapa nmo
MUKpPOOHONIOTH)a U
napa3uToJIorHja,
VHUBEP3UTET
“Cs.Kupun u Metonyj”
— MeauuuHCcKy
daxynrer, Cxomje
Public Health England
UK Standards for

Microbiology
Investigations

Kynrusupame
Muxkpockonupame
Hunxy6anuja
MaceHa cnekTpomeTpuja
Juck-nudy3uona meToga
Hanpenua xonopumerpuja

MuKpoOpraHusmu,
NPUUMHUTENN HA
undexuun Ha paHu®
Onuc Ha 3acTafeHoCT
(npucycTBO) Ha
HUH(IIAMaTOPHU KNETKH

bpuc on pana

Wznauue/Issue |
Bepauja/Version 1

OB 05-334
0B 05-33-4
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HHCTUTYT 3A AKPEJUTALINJA HA PENNYBJIUKA CEBEPHA MAKEJIOHHUJA
INSTITUTE FOR ACCREDITATION OF THE REPUBLIC OF NORTH MACEDONIA

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
Susceptibility Testing —
EUCAST
Onpema/ IIpousgoanTen:
Vitek 2 Compact, MS
VITEK- MALDI-TOF,
Biomerieux ®panumja
ITpounenypwu 3a patora:
PY 7.3/58

Swab from a wound
Public Health England
UK Standards for
Microbiology
Investigations
http:/fwww.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
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

Bpue ox xoxa
[TpakTukym no
MEAULIHCKA
MHUKpOOHONOTH]a 1
napasuTomnoruja,

Kyntueupame
HNunkyOaiuja
MaceHa criekTpomMeTpuja
Huck-nudy3nona metona

HanpenHa konopumerpuja

MukpoopraHusMy,
MPUYHAHUTENH HA
vabekimn Ha koxa?

Onuc Ha 3acTaneHocT

Bpuc oa koxa

Wznauue/fssue 1
Bep3uja/Version /

OB 05-334
OB 05-33-4
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% HHCTUTYT 3A AKPEAUTALIMJA HA PEITYBJIUKA CEBEPHA MAKEJAOHHUJA
INSTITUTE FOR ACCREDITATION OF THE REPUBLIC OF NORTH MACEDONIA

Karenpa mo (npucycTBo) Ha
MUKpoOUooruja u uH(bIaMaTOPHY KIETKH
[apasuToJIoryja,
VHusepsutet
“Cs.Kupun 1 Metoauj”
— MeauuMHCKH
tbarynret, Cromje
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
Susceptibility Testing
—EUCAST
Onpema/ [IpousBoauTes:
Vitek 2 Compact, MS
VITEK- MALDI-TOF,
Biomerieux ®@paHuuja

IIpouenypu 3a pabora:
PY 7.3/57
PY 7.3/84

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

Microorganisms, causative
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

W3nanue/[ssue [ OB 05-334
2
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Equipment/
Manufacturer: Vitek 2
Compact, MS VITEK-
MALDI-TOF, Biomerieux
France
Work procedures:
RU7.3/57
RU 7.3/84

5. JokaxkyBame Ha
AHTHIEeH HA
Helicobacter pylori

e Fashner J. Gitu AC. HmyHoxpomartorpadcka Helicobacter pylori Ag Delec
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
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
Ilpouenypu 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
e Asaka M, Kato M,

Takahashi S, et al.
Guidelines for

Immunochromatographic Helicobacter pylori Ag
method (ICHG) Stool

W3nauue/lssue 1 OB 05-334
32
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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

Working procedures:
RU 7.3/64

Ya. ®pawo Kays 6p.14, 1000 Cxonje:
Jlabopamopuja no monexyrapua oujazHocmuxa

1.

[pouenypu 3a pabota:
SARS-CoV-2/SARS-CoV
Multiplex REAL-TIME
PCR Detection Kit- USER
MANUAL, R3-P436-
23/9EU, R3-P436-S3/9EU
Py 7.3/162
PY 7.3/167
Onpema/ [Tpoussoguret:
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

MynTumnjiekc nojmumepasa
BEPHIKHA PEaKLHja BO
peaqno Bpeme Multiplex
Real Time PCR

Multiplex Real Time PCR
Detection

SARS-CoV-2/SARS-CoV

SARS-CoV-2 / SARS-CoV

HasudapunruajieHn
6pucu
opodapuHruaJieH
Opuc

Nasopharyngeal
swab and
oropharyngeal swab

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

MyJaTHILIEKC noJIuMepasa
BEPHKHA peakuHja BO
peanno sBpeme Multiplex
Real Time PCR

Chlamydia trachomatis

Barunasen/
LHepBUKAJIeH/
ypeTpaJeH opuc,
YPHHA U ejaKynaTt

Wznauue/ [ssue |
Bepauja/Version |

OB 05-33-4
OB 05-33-4
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Onpema/ I[TpoussoauTet:
DTPrime, DNA
Technology- Pycuja

Working procedures:
Operation Manual-
DTPrime
Real-Time PCR Instrument
RU7.3/151
RU 7.3/167
Equipment/ Manufacturer:
DTPrime DNA Technology
Russia

Multiplex Real Time PCR
Detection

Chlamydia trachomatis

Vaginal / cervical /
urethral swab, urine
and ejaculate

[pouenypu 3a pabora:
Operation Manual-
DTPrime
Real-Time PCR
Instrument
PV 7.3/150
PY 7.3/167

Onpema/ [pouzsoauTe:
DTPrime, DNA
Technology- Pycuja

Working procedures.
Operation Manual-
DTIPrime
Real-Time PCR Instrument
RU 7.3/150
RU 7.3/167

Equipment/ Manufacturer:
DTPrime DNA Technology
Russia

Myarunnekc noaumepasa
BEPHIKHA PeaKkLHja BO
peasino speme Multiplex
Real Time PCR

Multiplex Real Time PCR
Detection

Neisseria gonorrhoeae

Neisseria gonorrhoeae

Barunanen/
uepBuKaJeH/
yperpaJieH opuc,
YPHHA U ejaKkyaaT

Vaginal / cervical /
urethral swab, urine
and ejaculate

[pouenypu 3a pabota: MyaTunneke moiumMepasa HPV (Human Papilloma Barunanen/
HPV-QUANT-21® BEPHIKHA peaKlHja BO virus) LepBUKaJieH/
quantitative PCR peanHo epeme Multiplex ypeTpaJieH Opuc,
Detection Kit- User Real Time PCR YPHHA, ejaKyJiaT,
manual MPOCTATHYHA
PY 7.3/175 TEYHOCT,
PV 7.3/167 6nonTHuen
Onpema/ [Tpoussoauren: MaTepujan
DTPrime, DNA
Technology- Pycuja
Working procedures: Multiplex Real Time PCR )
HPV-QUANT-21® Detection HPV (Human Papilloma Vaginal / cervical /
quantitative PCR virus) urethral swab, urine,
Detection Kit- User ejaculate, The
manual prostate fluid, Biopsy
T T

\ow s
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RU7.3/175
RU 7.3/167
Equipment/ Manufacturer.

Russia

DTPrime DNA Technology

samples

IMpouenypwu 3a padoTa:
AVRI Panel Multiplex
REAL-TIME PCR
Detection Kit - User
manual

PY 7.3/176

PV 7.3/167

Onpema/ [Tpouspoautet:
DTPrime, DNA

Technology- Pycuja

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

BEPMIKHA PeaKLHja BO
peasino Bpeme Multiplex
Real Time PCR

Multiplex Real Time PCR
Detection

MyaTunaeke nojimmepasa

Bupannu pecnupaTopHHu
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

Bpucesu oa
Ha30dapHUHKCOT U
opodapuHKcoT,
OpoHXO0AJIBE0IapHA
JlaBaxa,
eH/0TpaxeaJseH
acnmpar,
Ha3ogapHHreajaeH
acnupat, guierma

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

bocavirus
[Tpouenypwu 3a pabora: MeToa ceMUKOHAYKTOPHO HennBa3ueHO [MosiHa KpB
Fetal Aneuploidies CEeKBEHLUHOHHPAHHE MPEeHATAJHO [€HETCKO
(Trisomy21, Trisomy18 TeCTUPaH-€ HA HAjYECTH
and Trisomy13) Detection XPOMO30MCKH
Kit (Semiconductor AHEYNIIONIHNH H
Sequencing) - User manual MHKpoOJeJenuu/MAKPOLY
PV 7.3/177 MJIMKAU UM
PY 7.3/178
[Tpoussoauten: CapitalBio
-Kuna
Fetal Aneuploidies Semiconductor sequencing Non-invasive prenatal Whole blood
(Trisomy21, Trisomyl8 method testing of the most common
and Trisomyl3) Detection chromosomal aneuploidies
Kit (Semiconductor and microdeletions/
= e
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Sequencing) microduplications
Semiconductor sequencing
method
Working procedures:
Fetal Aneuploidies
(Trisomy 21, Trisomy 18
and Trisomy 13) Detection
Kit
(Semiconductor
Sequencing)- User manual
RU7.3/177
RU 7.3/178
Manufacturer: CapitalBio
- China
ExcTrpakuuja Ha BUpycHa u JHK/PHK Barunaneun/
Ipouenypu 3a pabora: b6axrepucka THK on LepBHKAaJIeH/
PREP-NA DNA/RNA pa3nu4eH XyMaH MaTepujaJi yperpaJieH Opuc,
Extraction Kit YPHHA, ejaKyfar,
PREP-NA PLUS NMpOoCTATHYHA
DNA/RNA Extraction Kit TEYHOCT,
— User Manual OuonTuyeH
PV 7.3/182 mMaTepujasn,
Omnpewma/ [Tpouzsoguten: Bpucesu on
DTPrime, DNA Ha30()aPHHKCOT U
Technology- Pycuja opoapuHKCOT,
6poHxoanBeoJiapHa
JnaBaxa,
€HAOTpaxeaJsieH
acnupar,
HaszoapuHreaneH
acnupart, giierma
Denec, miazma
Working procedures: : ;
PRepAADVRN | Tote i nind | oyt | gt e
Extraction Kit Pahss et ureth.ral swab, urine,
PREP-NA PLUS ejaculate, The
DNA/RNA Extraction Kit — prostate fluid, Biopsy
User Manual samples,
RU7.3/182 Nasopharynx and
Equipment/ Manufacturer: oropharynx swabs,
DTPrime DNA Technology bronchoalveolar
Russia lavage, endotracheal
aspirate,
nasopharyngeal
aspirate, phlegm,
faeces, plasma
Ipouenypu 3a pabora: Excrpakuuja Ha THK oa JHK Mosana kpe

PREP-RAPID DNA
Extraction Kit

MoJIHA KPB

Uznanue/lssue 1
Bepsuja/Version |

OB 05-334
OB 05-33-4
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Bep3uja/Version |

PREP-RAPID Genetics
DNA Extraction Kit
PV 7.3/182
Omnpema/ [Tpoussoauren:
DTPrime, DNA
9Technology- Pycuja
Working procedures: The extraction of DNA DNA Whole blood
PREP-RAPID DNA extraction from whole blood
Extraction Kit
PREP-RAPID Genetics
DNA Extraction Kit
RU7.3/182
Equipment/ Manufacturer:
DTPrime DNA Technology
Russia
9. [Ipouenypu 3a pabota: MyJTunjIeKe noJuMepasa OgapeayBame Ha 12 ITonna kpB
Thrombophilia BEPUIKHA peakunja BO eIUHEeYHH HYKJEOTHAHHU
Susceptibility REAL- peanno Bpeme Multiplex noumMoppusMu
TIME PCR Genotyping Real Time PCR acoUypaHu Co
Kit TpomGodunja u
Folate Metabolism REAL- dbonaren merabosmsam
TIME PCR Genotyping (Factor 2, Factor 5,
Kit Factor 7, Factor 13,
PV 7.3/183 Fibrinogen, Integrin alfa
PV 7.3/167 24 Integrin beta 3,
Omnpewma/ [Tpouseoauren: Serpine 1, MTHFR: 677
DTPrime, DNA C/T, MTHFR: 1298 A/C,
Technology- Pycuija MTR, MTRR) co Real-
Time PCR TecT
Working procedures:
Thrombophilia Multiplex Real.Time PCR Determination 0f]2 single Whole blood
Susceptibility REAL-TIME Detection nucleotide polymorphisms
PCR Genotyping Kit — associated with
User manual thrombophilia and folate
Folate Metabolism REAL- metabolism (Factor 2
TIME PCR Genotyping Kit ’
e o Factor 5, Factor 7, Facfor
RU 7.3/183 13, Fibrinogen, Integrin
RU 7.3/167 alfa 2, Integrin beta 3,
Equipment/ Manufacturer: Serpine 1, MTHFR: 677
DTPrime DNA Technology C/T, MTHFR: 1298 A/C,
Russia MTR, MTRR) with Real-
Time PCR test
10. Ipouenypwu 3a pabora: MyJTunJjieke nojinMepasa Bordetella pertussis Bpucesm oa
REAL-TIME PCR BEPHIKHA peakLHja BO Ha30()apHHKCOT M
DETECTION KITS for peaJsiHo epeme Multiplex opodapuHKCOT,
Bordetella pertussis— User Real Time PCR OpoHxoaJiBe0/IapHA
Manual JaBaxka,
e 8153 g?g‘j Crpana/Page 30 on/of 32
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PV 7.3/187
PV 7.3/167
Onpema/ [Tpoussoaures:
DTPrime, DNA
Technology- Pycuja

Working procedures:
REAL-TIME PCR
DETECTION KITS for
Bordetella pertussis— User
Manual
RU7.3/187
RU 7.3/167
Equipment/ Manufacturer:

DTPrime DNA Technology
Russia

Multiplex Real Time PCR
Detection

Bordetella pertussis

eHaoTpaxeasieH
acnupar,
Hazo(dapuHreased
acnupart, guierma

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

11. [Tpouenypwu 3a paboTta: MyaTtunsiekc nonumepasa Mycoplasma pneumoniae Bpucesu oa
REAL-TIME PCR BEPH)KHA peakuuja BO Ha30apHHKCOT H
DETECTION KITS for peanno Bpeme Multiplex opodapuHKCoT,
Mycoplasma pneumoniae— Real Time PCR O6poHxoaJ/iBeoJIapHA
User Manual JaBa)a,
PV 7.3/188 €HOOTpaxealieH
PV 7.3/167 acnmupar,
Onpewma/ [Tpoussoguren: Ha30gapuHHreaseH
DTPrime, DNA acnupart, ¢uierma
Technology- Pycuja
Working procedures:
REAL-TIME PCR Multiplex Real Time PCR Mycoplasma pneumoniae Nasopharynx and
DETECTION KITS for Detection oropharynx swabs, \
Mycoplasmapneumoniae h}'{’infh(?ilh'{’Okﬁ" &
— User Manual lavage, em!o!mc'hez.-.ﬁ @
RU 7.3/188 aspirate, 3
RU 7.3/167 nasopharyngeal -/
Equipment/ Manufacturer: aspirate, phlegm.
DTPrime, DNA
Technology Russia
12. Iponenypu 3a pabora: MyJaTunieke noniumepasa Jerexuuja na Ilosina kpB
Lactose Intolerance BEPUIKHA peaknyja BO nonumopduzam
REAL-TIME PCR peasHo Bpeme Multiplex acouMpaH co
Genotyping Kit Real Time PCR HHTOJIEPAHTHOCT HA
PV 7.3/189 JIaKTO32
Onpema/ [TpouseoauTen:
DTPrime, DNA
Technology- Pycuja
Working procedures.
Paciose Tntolerance Multiplex Real Time PCR Detection of polymorphism Whole blood
REAL-TIME PCR Detection associated with lactose
Genotyping Kit — User intolerance
manual MCM6: -13910T>C
RU 7.3/189
W3znauue/lssue [ S[B; g;-;;-i Crpana/Page 31 on/of 32
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RU 7.3/167
Equipment/ Manufacturer:
DTPrime DNA Technology

Russia

* hrekcubuien oncer

2 0o3soneno e dodasarse Ha OONOAHUMENHA KAPAKMEPUCIUKA 30 UCKUNYEAkbE 60 HACOKA HA QOKAMNCYEArve HA
00pedena namonouka cocmojoa 6o unmepec Ha nompedume Ha NAYUEHMUME U KOPDUCHUYUME HA
nabopamopucxume yenyeu/ 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 rexcubunnuom oncee e oadena o Jlucmama u ucmama ja nocedysa
nabopamopujama/ The current list of activities under the flexible scope is given in the List and is owned by the
laboratory.

M-p Huxko Bepoep
eru, Ms

pr%?fbp{
Director

./.
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