% HNHCTUTYT 3A AKPEJIUTAIINJA HA PEITYBJIMKA CEBEPHA MAKEJOHHUJA
INSTITUTE FOR ACCREDITATION OF THE REPUBLIC OF NORTH MACEDONIA

IIpuiior KOH cepTU(PUKATOT 32 AKPETUTALMjAa HA
MeIUIUHCKA J1adopaTopuja
Annex to the Accreditation Certificate of
Medical Laboratory
bp. MJI-003 / No. ML-003

Harym: 04.03.2026 I'o 3amenysa mpmioror ox: 11.04.2025

Date: 04.03.2026 Replaces annex dated: 11.04.2025

1. AKPEIUTHUPAHO TEJIO M3Y Auuena JlaGopatopuja - Cromnje
Accredited body PHI Avicena Laboratory - Skopje

2. JIOKAIIUMJA Bya. 8-mu CentemBpwu, 0p. 2, Jiok. 1, Ckomnje
Location Bul. 8 Septemvri, br 2, lok. 1, Skopje

3. CTAHIAPJ MKC EN ISO 15189:2022
Standard MKC EN IS0 15189:2022

4. KPATOK OIIMC HA OIICEI'OT HA bunoxemMucko, MMYHOJIOIIKO, MHKPOOHOJIOIIKO

AKPEJIUTAILIMJATA U  MOJICKYJIADHO TeCTHUpPamkeé HAa XyMaHH
NPUMepoOH
A short description of the accreditation Biochemistry, immunology, microbiology and
scope molecular testing of human specimen
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5. JETAJIEH OITUC HA OIICETOT HA AKPEJIUTALINJA
Detailed description of the accreditation scope

Knacudukanuja mo moapadja 3a obmacta Ha Tectupame cropen MAPCM Ilpasunauk P 15:
2. buonoruja, bnoxemuja
2.1 MonexynapHU TeCTOBU
2.4 EH3UMCKH TECTOBH
2.5 VIMyHOJIOIIIKH TECTOBH
3. Xemuja
3.1 ®U3NUKO-XEMUACKH METO TN
3.2. Kitacnuam MeTOIM 3a aHaIN3a
3.3. Xpomarorpacduja
8. Mukpobuooruja
Krnacudukanuja mo Tan Ha Ipou3BOH/MaTepujanu 3a Tectupame cinopen MAPCM Ilpapwiauk P 15
1.Buostoniky mpUMEpoIn
1.1 KnuHuYKy ¥ MaTONOIMKK IPUMEpOLy

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

O ¢pukceH omncer O ¢JiekcuduiIeH oncer \ duxcen / gpaexcudounieH
(fix scope) (flexible scope) oncer
(fix/flexible scope)
Hamomena: Co | Crenen Ha ¢urekcubuiHOCT (criopen npouexypara [1P 05-09):
» e ce Degree of flexibility (according to Procedure PR 05-09):
obernexyBa
¢uexcnOuHY | [J npomena Ha onpema/ \ nonaBame Ha HOBH aHATHTH/ [l nonaBam€ Ha HOBH
OT oIIicer MeToj/ mpoueaypa 3a napaMeTpu/ KapaKTePHCTHKH KOH ce MaTepHujaau/ MATPUKCH 32
HCIHTYBAambe HCIHUTYBaaT HCIHTYBaHbe
changing of equipment/ addition of new analytes/ parameters/ addition of new materials/
method/ examination characteristics for examination matrixes for examination
procedure
Bbp. Onpema/ Meton/ TexHuka Ananut/ Ilapamerap Matepujan/
Pedepenna na Marpuxkc 3a
npoueaypara 3a HCIIUTYBambe
HCIIUTYBam€
No. Equipment/ Method/ Technique Analyte/ Parameter Material/
Reference to Matrix for
examination procedure examination
Wz nanue/Issue 1 Ob 05-33-4
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I buoxemuja

1. ABTOMaTCKHU
XEeMaTOJIOLIKH Opojay
Medonic M32
Hematology Analyzer,
Boule Medical, Sweden

Automatic Hematology
counter

Medonic M32
Hematology Analyzer,
Boule Medical, Sweden

ACC (Automated Cell
Counting)

CALC (IIpecmerka)

PHO Photometry
(Cnextpo-thoromerpuja)

IlonHa xpB
/

Whole blood

ACC Eputporutu
PY/7.3.6.1/1 Automated Cell Erythrocytes
Counting RBC (Red blood cells)
PHO XemorinoOuH
Photometry Hemoglobin
ACC XeMaTOKpUT
Automated Cell Hematocrit
Counting
ACC MCV
Automated Cell Mean cell volume
Counting
CALC MCH
Calculation Mean cell hemoglobin
(ITpecmerka)
MCHC
CALC Mean cell hemoglobin
Calculation (ITpecmerka) concentration
ACC RDWa
Automated Cell Red blood cells distribution
Counting
ACC JleykouuTtu
Automated Cell Leucocytes
Counting
ACC JlmmormTr amncomayTeH Opoj
Automated Cell Lymphocytes count
Counting
ACC I'panynonury amcomyTeH Opoj
Automated Cell Granulocytes count
Counting
ACC MoHoUUTH ancoiayTeH 6poj
Automated Cell Monocytes count
Counting
ACC Jlumbonuru %
Automated Cell Lymphocytes %
Counting
e op
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ACC I'panynomnuru %
Automated Cell Granulocytes %
Counting
ACC Mownouutu %
Automated Cell Monocytes %
Counting
ACC TpombounTn
Automated Cell Platelets
Counting
2. ABTOMaTCKa KpBHa ACC (Automated Cell [MomHa kpB /
CJINKa CO IIeT Counting)
IuQepeHIrjataa CIIuKa
Ha GenaTa j03a
Medonic M51 CALC (ITpecmetka)
Hematology Analyzer,
Boule Medical, Sweden PHO Photometry
(Cnextpo-¢poromerpuja)
Whole Blood
Automatic blood count
with five differential ACC
white b.alance Automated Cell Eputpountn
Medonic M51 Counting RBC (Red blood cells)
Hematology Analyzer, XoMOMIo0H
Boule Medical, Sweden PHO .
Photometry Hemoglobin
ACC XeMaTOKpUT
Automated Cell Hematocrit
Counting
PY/7.3.6.1/2 ACC MCV
Automated Cell Mean cell volume
Counting
CALC MCH
Calculation (ITpecmeTka) Mean cell hemoglobin
MCHC
CALC Mean cell hemoglobin
CalCulatiOI‘l (HpeCMeTKa) concentracion
ACC RDWcv
Automated Cell Red blood cells distribution with
Counting percentage
WBC
ACC Jleykouuru co
Automated Cell nudepeHijarmja
Counting Leukocytes with differentiation:
HeyTtpodwinu rpanyionuti
ACC (xoHiI.)
Automated Cell Neutrophile granulocyte
Counting absolute
ACC Eosunodunan rpanynounTy
Automated Cell ~ (xomm)
Counting Eosinophils absolute
ACC Bbazodunau rpanymonnTH
Wz nanwue/Issue 1 Ob 05-33-4 .
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Automated Cell (xoH11.)
Counting Basophils absolute
ACC JIumdonury (KoHIL.)
Automated Cell Lymphocytes absolute
Counting
ACC
Automated Cell Morounty (koHI.)
Counting Monocytes absolute
ACC HeyTtpodwiau rpanymonut %
Automated Cell Neuthrophil granulocyte
Counting percentage
ACC EosnHodumau rpanyzonuta %
Automated Cell Eosinophil percentage
Counting
ACC bazoduinu rpanynouutu %
Automated Cell Basophils percentage
Counting
ACC Jlmvmdorru %
Automated Cell Lymphocytes %
Counting
ACC
Automated Cell Monouutn %
Counting Monocytes %
ACC
Automated Cell Tpombouurn PLT
Counting Platelets
3. ABTOMaTU3UPAHO ESR
Mepeme Ha Erythrocites CenumenTanuja Ha eputpouutn | [lonHa kpB /
CeIMMEHTaIja Ha Sedimentation Rate
Eputporuti — 01HOC
(arperanuja u
(hotomerprcka
peockoruja)
iSED — ALCOR, USA
Whole blood
Automated measurement
of sedimentation of
Red Cells - Ratio
(aggregation and
photometric reoscopy)
iSED — ALCOR, USA
PY/7.3.6.1/3
4, Dimension RxLL Max Banumpan Cepym /
Integrated Chemistry [MonHa kpB/
. AHATIUTHYKH METO]T
System, Siemens Ypuna

Healthcare Diagnostics

Ha MPOU3BOJAUTEIIOT
co ymotpeba
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PY/7.3.6.1/4

Ha: POTOMETPUCKU

meroau (PHO)
Serum /
Whole blood
Validated Urine
manufacturer's
method using:
Photometry (PHO)
TIBC - Ferene
PHO BkyneH kamauuteT 3a Bp3yBame
Kee30 cepym
Total Iron Binding Capacity serum
Pyrogallol red YpuHapHU IPOTECHHH ypuHa
Molybdate Urinary protein urine
BunupyOun Totanexn cepym
Jendrassik — Grof Bilirubin total serum
bunnpyOuH KoHjyrupan
(mupekTeH) cepyMm
Jendrassik — Grof Conjugated (direct) bilirubin serum
BunupyOuH HekoHjyrupaHn
(MHIOMPEKTeH)
CALC (Calculation) Unconjugated (indirect) cepym
IIpecmeTka bilirubin serum
JIunaza cepyMm
UV turbidimetric Lipase serum
['Muko3a Bo cepyM U ypHHA cepym
Glucose in blood and urine serum/ ypuHa
Hexokinase urine
I'makoxemorooun (HbA1c)
TINIA -Turbidimetric Glucohemoglobin Glicated MIOJTHA KPB
inhibition immunoassay HGB whole blood
AnxamHa docdaraza cepym
Nitrophenol kinetic Alcaline phosphatese serum
rama I'T cepym
IFCC (Fama rirytamuit Tpancdepasa) serum
GGT
Gamma-Glutamyl Transferase
Anda amuiasa Bo cepym / cepym
ypuHa serum/
CNP Amylase in serum and urine ypuHa
urine
LDH
Lactate Pyruvate kinetic | Jlakrat gexunporenasa Lactate cepym
Dehydrogenase serum
CK cepym
G6PDH kinetic Creatine Kinase serum
cepyMm
G6PDH kinetic CK-MB serum
PETIA
Particle enhanced HmyHornobynuH A cepym
turbidimetri Immunoglobulin A serum
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immunoassay
PETIA
Particle enhanced
turbidimetri Hmynornobynun I' cepym
immunoassay Immunoglobulin G serum
PETIA
Particle enhanced
turbidimetri Nmynornobymua M cepym
immunoassay Immunoglobulin M serum
PETIA Particle enhanced CRP
turbidimetric C - reactive protein cepym
immunoassay serum
JIutuym cepyMm
Lithium dye Lithium serum
Marnesuym cepym
Methylthymol blue mod. Magnesium serum
dochop cepym
Molybdate — PMAPS Phosphorus serum
5. Atellica Solution CH Banuaupan Cepym™m /
Integrated. Chemistry AHAIHTHYKY METON IMonHa kpB/
System, Siemens Ypuna
Healthcare Diagnostics Ha HpOH3BOMUTEIOT
co ymotpeda
Ha: POTOMETPUCKHU
metoau (PHO)
Validated
PVY/7.3.6.1/5 manufacturer's Serum /
) Whole Blood
method using: Urine
Photometry (PHO)
CepyMcKo xene30 cepym
Ferene method Iron in serum serum
AnGymuH cepyMm
Brom cresol green Albumin serum
Toranxu nmpoTenHn cepyMm
Biuret Total Protein serum
Pyrogallol red YpuHapHU NPOTEHHU ypuHa
Molybdate Urinary protein urine
BunupyOun Totanexn cepym
Vanadate-oxide Bilirubin total serum
bunnpyOuH KOHjyrupaH
Vanadate - oxide (mupexTen) cepym
Conjugated (direct) bilirubin serum
CALC (Calculation) BunupyOun HekoHjyrupan
IIpecmeTka (MHIEpeKTCH)
Unconjugated (indirect) cepym
bilirubin serum
Bkymen xonecrepo cepyMm
CHOD PAP Cholesterol total serum
HDL Xounectepon cepyM
Wz nanwue/Issue 1 Ob 05-33-4
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CHOD Trinder

HDL Cholesterol

serum
LDL Xonectepon cepyM
CHOD Trinder LDL Cholesterol serum
Tpurnuuepunu cepyM
GPO PAP Triglycerides serum
I'muko3a Bo cepyM M ypHHa cepyMm
Hexokinase Glucose in blood and urine serum/
ypHHA
urine
I'mkoxemorooun (HbA1c)
Enzyme (FPOX) Glucohemoglobin Glicated MIOJTHA KPB
HGB whole blood
AnxamHa docdaraza cepym
IFCC Alcaline phosphatese serum
rama I'T
(Fama riryramui Tpacdepasa)
GGT cepym
IFCC Gamma-Glutamyl Transferase serum
ACAT
(AcmapraT amMmuHO TpaHchepasa)
AST cepyMm
IFCC (Aspartat amino transferase) serum
AJIAT
Wroblewski-LaDue- (AnanuH amMHMHO TpaHc(epasa) cepym
Bergmeyer ALT (Alanin amino trensferase) serum
PETIA
Particle enhanced
turbidimetri NmyHornoOymmH A cepym
immunoassay Immunoglobulin A serum
PETIA
Particle enhanced
turbidimetri Nmynornobynus I' cepym
immunoassay Immunoglobulin G serum
PETIA
Particle enhanced
turbidimetri NmyHorno6ynun M cepym
immunoassay Immunoglobulin M serum
cepym
Anda amuiasa Bo cepym u serum/
ypuHa ypuHa
Jensen and Wydeveld Amylase in serum and urine urine
LDH cepyMm
Amador -Dorfman - JlakraT nexunporenasa Lactate serum
Wacker Dehydrogenase
CK cepyMm
IFCC Creatine Kinase serum
cepyMm
serum/
Ypea Bo cepyMm U ypuHa ypHuHa
Urease GLDH (UV) Urea in blood and urine urine
KpeaTunus Bo cepyM U ypuHa cepym
Creatinine serum and urine serum/
ypHHa
Jaffe modif. urine
Acidum uricum-cepyM u ypuHa cepym
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Uricase PAP Uric acid in serum and urine serum/
ypHHA
urine

PETIA Particle enhanced cepym
turbidimetric CRP serum
immunoassay C - reactive protein

MarHe3uyM cepyM U ypHHA cepyMm

Xylidyl blue Magnesium serum and urine serum

Dochop cepym

Molybdate — PMAPS Phosphorus serum
6. Dirui auto Chemistry DOTOMETPHCKH METOMH Cepym /

Analyser, CS-2000 (PHO) [MomHa kpB/
Ypuna
PY/7.3.6.1/6
Serum /
Photometry (PHO) Whole blood

Urine

CepyMcKo xene3o cepym

Ferene method Iron in serum serum

AnGymuH cepym

Brom cresol green Albumin serum

ToTanaHu npoTenHu cepym

Biuret Total Protein serum

Bunupybun ToTanexn cepym

Jendrassik-Grof Bilirubin total serum

BunupyOuH KoHjyrupan cepym

Jendrassik-Grof (mupexTen) serum

Conjugated (direct) bilirubin
CALC (Calculation) BunupyOun HekoHjyrupan cepym
IpecMerka (MHAUpPEKTEH) serum
Unconjugated (indirect)
bilirubin

Bxynen xonectepon cepym

CHOD PAP Cholesterol total serum

Surfactant - HDL Xounectepou cepyMm

CHOD PAP HDL Cholesterol serum

Surfactant - LDL Xonectepon cepyMm

CHOD PAP LDL Cholesterol serum

Tpurnuiepuau cepym
GPO PAP Triglycerides serum
I'nuko3a Bo cepyM U ypuHA cepym

Hexokinase Glucose in serum and urine serum/
ypuHa
urine

I'mukoxemornooun (HbA1c)
Glucohemoglobin Glicated MIOJTHA KPB
Latex Agglutination HGB) whole blood
Anxannaa docdaraza cepyMm
pNPP Alcaline phosphatese serum
rama I'T cepym
IFCC (I'ama rmyramun TpaHcdepasa) serum
ot R
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GGT
Gamma-Glutamyl Transferase
ACAT
(AcnapraT amuHO TpaHchepasa)
AST cepyMm
IFCC (Aspartat amino transferase) serum
AJIAT
(AnmanuH aMHHO TpaHC(epaza) cepym
ALT serum
IFCC (Alanin amino trensferase)
Anda ammiaza Bo cepym u cepyM, serum/
ypuHa ypuHa
IFCC Amylase in serum and urine urine
LDH cepyMm
Jlaktat nexunporenasa Lactate serum
IFCC Dehydrogenase
CK cepym
IFCC Creatine Kinase serum
cepyMm, serum/
VYpea Bo cepyM u ypuHa ypuHa
Urease GLDH (UV) Urea in blood and urine urine
cepyMm, serum/
KpeaTuHuH BO cepyM u ypHuHa ypHHa
Enzymatic Creatinine in blood and urine urine
cepyM, serum/
Acidum uricum-cepyMm u ypuHa ypuHa
Uricase PAP Uric acid in blood and urine urine
PETIA Particle enhanced cepym
turbidimetric CRP serum
immunoassay C - reactive protein
Marse3uyM cepyM U ypuHa cepym
Xylidyl blue Magnesium in serum and urine serum
dochop cepym
Molybdate Phosphorus serum
7. Immulite 200‘0, Siemens EH3HMCKH Cepym
Healthcare Diagnostics, ammndHIMpana Serum
XEMUITyMUHHCIICHIIH]a
(EACLIA)
PY/7.3.6.1/8
Enzyme amplified
chemiluminescence
(EACLIA)
Koprtuzon cepym
EACLIA Cortisol serum
AHIpPOCTEHINOH cepyMm
EACLIA Androstendion serum
DHEA- SO4 cepyM
EACLIA Dehidroepiandrosteron sulfate serum
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Ectpanuon cepyM
EACLIA Estradiol serum
ACTH cepyM, serum/
AJZPEeHO KOPTHKOTPOIICH iasma
EACLIA XOPMOH plasma
FSH
DoNuKyI0 CTUMYITHUPAUKU
XOPMOH cepym
EACLIA Follicle stimulating hormone serum
HCG
XyMaH XOpHOTOHaI0TPOIIH
Human Chorionic cepym
EACLIA Gonadotropin serum
LH
JlyrenHusupauku XOpMOH cepym
EACLIA Luteinizing hormone serum
IIporectepon cepym
EACLIA Progesteron serum
IIponaxtun cepym
EACLIA Prolactin serum
TecrocTepon cepym
EACLIA Total testosterone serum
Cnobonen T4 cepym
EACLIA Free T4 serum
TSH - TupeocTuMynupadxu
XOPMOH -TpeTa reHepanyja cepym
EACLIA TSH- Third generation serum
TSI TRAD
CTuMynrypadyKkyl aHTUTETa KOH cepym
TSH peuentopu serum
TSI TRAD - Thyroid
EACLIA Stimulating Antibodies
J-dumep cepym
EACLIA D- Dimer serum
WHucynun cepym
EACLIA Insulin serum
Anda deronporenH cepym
EACLIA AFP serum
cnobonen b HCG cepym
serum
EACLIA free BHCG
PAPP-A cepyMm
Pregnancy-associated plasma serum
EACLIA protein A
cepym
EACLIA Free Estriol serum
XOMOLMCTENH cepym
EACLIA Homocysteine serum
Banmponyna xucennHa cepyMm
EACLIA Valproic acid serum
Kap6amazernmu cepyMm
EACLIA Carbamazepine serum
8. Advia Centaur xpT, DCLIA
Wz nanwue/Issue 1 Ob 05-33-4
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Siemens (JupexTHa Cepym
XeMIJTyMUHHCIICHIIN]A) Serum
PY/73.6.1/9 DCLIA
(Direct
chemiluminescence)
hs —Tpononun 1
DCLIA hs - Troponin-1
DCLIA Intact PTH
Ca 15-3
DCLIA (BR-MA; Brest marker)
Ca 19-9 ,GI-MA;
DCLIA (Gastrintestinal marker)
Ca 125, OM-MA;
DCLIA (Ovarial marker)
PSA
[IpocTatuden cienupuaeH
AHTHTCH
DCLIA Prostatic specific antigen
DCLIA free PSA
CEA
KapruHnoeMOproHaieH aHTUTeH
DCLIA Carcinoembryonic antigen
HCG
XyMaH XOpHOrOHaJO0TPOIIUH
DCLIA Human Chorionic Gonadotropin
Cnobozen T3
DCLIA Free T3
Cnob6onen T4
DCLIA Free T4
Bkynen T3
DCLIA Total T3
Bkynen T4
DCLIA Total T4
Anti TG
AnTH TUpOrIO0YITHHCKU
aHTUTENa
DCLIA Anti- Tiroglobulin Antibodies
Anti TPO
AnTH TupeonepokcuaasHu
aHTUTeNa
Anti Thyroperoxydase
DCLIA Antibodies
TSH Ultra
Tpera renepanuja
DCLIA TSH third generation Ultra
DCLIA HbsAg
HIV
DCLIA (combo HIV 1/0+2+p24)
Anti HCV
Wz nanue/Issue 1 Ob 05-33-4
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DCLIA
Buramun /|
DCLIA Vitamin D total
PLGF
DCLIA (Placental Growth Factor)
DCLIA sFlt-1
DCLIA NT - proBNP
Kanuuronun
DCLIA Calcitonin
9. Auto Lumg . DCLIA Cepym
Autobio Diagnostics Serum
(HdupextHa
A1860 ;
XEMIJIYMHUHHCIICHIIN]a)
PY/7.3.6.1/27
DCLIA
(Direct
chemiluminescence)
AMH
DCLIA Antimiillerian hormone
DCLIA Anti HBs
LT - [entu
DCLIA C-Peptid
Buramun b12
DCLIA Vitamin B12
DCLIA CYFRA 21-1
17-OH IIporectepon
DCLIA 17-OH Progesterone
DCLIA CA 72-4
HE-4
DCLIA Human Epididymis Prot. 4
@DosHa KUCEINHA
DCLIA Folic acid
DCLIA Ds DNA
SHBG
DCLIA Sex Hormone Binding Protein
TupornoOymuH
DCLIA Thyroglobulin
10. | ABToMaTH3HpaH LNF Cepym /
Hedenomerap (JTacepcka [Tnazma /
BN ProSpec, Siemens Hedenomerpuja) Ypuna
Automated LNF Serum/

Wz nanue/Issue 1
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Nephelometer (Laser Nephelometry) Plasma/ Urine
BN ProSpec, Siemens ASO cepym
LNF Anti Streptolysin — O serum
RF cepyM
LNF Rheuma factor serum
cepyMm,
Tpancdepun serum
PY/7.3.6.1/11 LNF Transferrin
Hepynomnazmun
LNF Caeruloplasmin cepyM, serum
bera 2 Mukpornodynun
LNF B2 microglobulin cepyM, serum
Ancda 1 anTHTpUNICHH
LNF ol antitrypsin cepyM, serum
Muxkpoan6oymuH (ypHuHa) YpHHa,
LNF Microalbumin (urine) urine
cepyM, serum
LNF C3
cepyM, serum
LNF C4
Hs CRP
LNF (High Sensitivity CRP)
AnonunonporenH A-I cepyM, serum
LNF Apo lipoprotein Al
AnonunonporenH B cepyM, serum
LNF Apo lipoprotein B
®epuruH
LNF Ferritin
JlunonporenH (a) cepyM, serum
LNF Lp(a)
IgE Bkynen
Nmynorno6ynus E - Bkynen cepym
LNF Immunoglobulin E - total serum
11. Enextponuten ISE Cepym
AmHanmzartop (JoH cenexTrBHA Serum/
Jonomerap, eJIEKTPOMa)
Genrui- Ge 300 Ypuna
Urine
Elektrolyte Analyzer ISE
JoHomerap, (Ton Selective Electrode)

Genrui- Ge 300

PY/7.3.6.1/12

Wz nanue/Issue 1
Bepauja/Version 1
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Calcium total

ISE pH
12. | buoxemucku u ELISA Cepym
:IT;HIEZ;EI;H (Enzyme-Linked Serum/
Chemwell 2002, Immunosorbent Assay)
Awareness Technology
Colorimetry
Biochemical and
immunological analizator
Chemwell 2902,
Awareness Technology
JlakTaTn
Colorimetry Lactate
PY/7.3.6.1/13
007508
Colorimetry Zinc
13. | Aneproyomku IMB Cepym
l%?a ?efﬁf:%plgE (Immunoblot meto) Serum/
;If;?ggﬁ:;m [Manen 1 xomOuHMpaH
IMB Panel 1 combinated
[Tanen 2 uuxanaropex
IMB Panel 2 respiratory
Allergy Analyzer Hauen 3 HyTpUTHBEH
Allergy panel IgE IMB Panel 3 nutritive
R-biopharm [anen 4 menujatpucku
KOMOWHUpaH
IMB Panel 4 pediatric
[Tanen 1 HVEN unxanatopex
MOJrOTBEH 3a Hallle moHe0je
IMB Panel 1 HVEN respiratory
PY/7.3.6.1/14 [Manen 3 UY
Bepsuja 1 HYTPUTHBEH MOJATOTBEH 3a
15.05.2024 ron. Harle nojaHeoje
IMB Panel 3 UY nutritive
14. | Banunupan IMB Cepym
AHATUTHYKA METOT Serum/

Ha TIPOM3BOIUTEIOT Ha
TOTOB MIPOU3BOJI
Aeuskublots,

Validated
manufacturer's
method
Aecuskublots,

Immunoblot method

IMB

A N A (AHTHHYKICapHH
anturena) ANA-17 Pro
A N A (Antinuclear antibodies)
ANA-17 Pro

IMB

WuTonepannuja /

Wz nanue/Issue 1
Bepauja/Version 1

Ob 05-33-4
OB 05-33-4
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PY/7.3.6.1/15
Bep3uja 1
15.05.2024 ron.

XUMepceH3UTUBHOCT Ha XpaHa
— (Cneundununu 1gG4) ITAHEJT
1

Foodscreen IgG4 - food
intolerance 1

Wnronepanuuja /
XWIEepCEH3UTUBHOCT Ha XpaHa
— (Cneundmnunu IgG4) TAHEJI

3
Foodscreen IgG4 - food

IMB intolerance 3
WuTonepanunja /
XUMepCceH3UTUBHOCT Ha XpaHa
— (Cneundununu 1gG4) [TAHEJT
5
Foodscreen IgG4 - food
IMB intolerance 5
15. | ABToMaTHU3HpaH HmyHOTYypOHaMMeTpHja IMurpatHa
aHaIM3aToP (PETIA) ITna3zma
OJlpelyBame Ha XpoHOMeTpHUCKa
XEeMOCTa3a, koarynomerpuja (HMK)
BCS XP System
INNOVANCE ,Siemens | Particle — Enhanced Plasma
turbidimetric Citrate
Immunoturbidimetric immunoassay (PETIA)
assay for the quantitative | and Chrononmetric
determination of Coagulation (HMK)
hemostasis, J-Anmep
BCS XP System PETIA D-Dimer
INNOVANCE, Siemens PT/INR/Tt
IIporpomouncko Bpeme /MTHP/
TPOMOTECT
PT/INR/Tt
PY/7.3.6.1/16 Protrombine time/INR
(International Normalized
HMK Ratio/Thrombotest
aPTT
AKTHUBHMPAHO TAPIIUjATHO
TPOMOOIIACTHHCKO BpEMe
aPTT — activated Partial
HMK Thromboplastine Time
TT -TpombuHCKO Bpeme
HMK TT Thrombine Time
Fib- ®ubpuHorexn
HMK Fibrinogen
16. | bruoxemucku ananusu Ha | MAC (Macroscopical) Ypuna
ypuHa UBS (urinary urine
Maxpockoncky omHe biochemistry stick)
Urine biochemical
analysis
(ypuHapeH OnOXeMHCKH
HHTAKATOP) MAC Wsrnen
BepujaVerson 0B 05314 CrpanaPage 16 0xof 40
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apearance
Macroscopical (MAC) boja
(urinary biochemistry MAC color
stick) — UBS
UBS pH
CrierudryHa TeKHHA
UBS Specific gravity
IIporeunu
UBS Proteins
I'myko3a
UBS Glucose
YpobunrHOTEH
UBS Urobilinogen
Bummnpyoun
UBS Bilirubin
Keronu
UBS Ketones
PY/7.3’..6.1/17 Hurpur
Bepsuja 1 Nitrites
15.05.2024 ron. UBS
17. AHaIu3u Ha CEIUMEHT MIC
Ha ypuHa (Microscopy)
Epurpouutu
Urinary sediment MIC Erytrocythes — Red blood cells
Jleyxouutu
MIC Leukocytes — White blood cells
Enurennu knetku
MIC Epithelial cells
Kpucramu
MIC Crystals
Hununnpu
MIC Casts
Bakrepun
PY/7.3.6.1/17 MIC Bacteria
Bepsuja 1 Ciy3
15.05.2024 ron. MIC Mucus
Asromarcku aHaimm3atop | Physical measurement
18. | 3a ypuHapHH cell (PMC) Ypuna
TIPUMEPOIIH, Microhemistry sticks Urine
LABUMAT / URISED 3 | (MCHS)
PRO
Wsrnen
Automatic preparation of PMC apearance
biochemical urinary boja
analyzes PMC color
LABUMAT / URISED 3
PRO MCHS pH
CrnenuduyHa TeKUHA
PMC Specific gravity
PY/7.3.6.1/18 I[poTenHu
MCHS Proteins
I'myxo3za
MCHS Glucose
gzng;:/:/;i?; i ; 81]3 g?g _j Crpauna/Page 17 on/of 40
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YpoOunuHOreH
MCHS Urobilinogen
bunupy6un
MCHS Bilirubin
Keronu
MCHS Ketones
Hurputu
MCHS Nytrites
URISED 3 PRO Phase — contrast
ABToMaTcka m3paboTKa microscopy (PHCM)
Ha CeIMMEHT Ha ypHHA
Automtic urine sediment
preparation Eputpount
MIC Erythrocytes (red blood cells)
Jleykouutu
MIC Leukocytes (white blood cells)
Enutennu xieTku
MIC Epithelial cells
PY/7.3.6.1/18 Kprcran
MIC Crystals
Hunmuanpu
MIC Casts
Bakrepun
MIC Bacteria
Cny3
MIC Mucus
19. | Bp3 xpomarorpadcku NmyHo xpomatorpaduja Cepym
TECT Ypuna/
Denec/
Rapid chromatographic
test
Immune chromatography Serum/
ICG Urine/
Faeces/
PY/7.3.6.1/19
Bep3uja 1 AmderamuHu ypuHa
15.05.2024 rog. ICG Amphetamine urine
benzoauazenuuu ypHHa
ICG Benzodiazepine urine
Exkcrazu MDMA ypHuHa
1CG Methylendioxy-methamphetamine urine
Onwmjatu ypHUHa
ICG Opiate urine
Metanox ypuHa
ICG Methadone urine
THC ypuHa
ICG tetrahydrocannabinol urine
ICG Kokaun ypHHa

Wznanue/Issue 1 Ob 05-33-4 .
Bepsuja/Version I OB 05-33-4 Crpana/Page 18 on/of 40
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Cocaine urine
MeramderamMmua ypHHA
ICG Methamphetamine urine
cepyMm
ICG HAV serum
cepyMm
ICG Anti HbE serum
cepym
ICG HbeAg serum
cepyMm
ICG Anti Hbc total serum
@DeKanHO OKYJITHO KpBapeHe denec
ICG FOB Fecal occult blood test faeces
20. | bp3 xpomaTorpadcku KsanTturarusaa myHo ¢enec
TECT Xpomarorpaduja faeces
Kannportexktun
ICG
Calprotectin
PY/7.3.6.1/24
Bep3mja 1 Kannporextun
25.07.2024 ron. ICG Calprotectin
21. | Huronowmku MUKpPOCKOIICKH METOJ KpB/
HCTIUTYyBamba MIC) 6puc
mukpockorncku (MIC) CiTy3HHUIA/
METO]l
Cytological analysis —
microscopy
MIC)
blood/
swab mucosa/
ITepudepra kpBHA pazmacka KpB
MIC Periferial blood smea - cytology blood
Bpoeme Ha peTHKyI0IUTH KpB
MIC Reticulocytes — number blood
PY/7.3.6.1/20 Pasmacka oJ1 HOCHA CJTy3HHULA
Bepsuja 1 €03MHO(pUIH 6puc
15.05.2024 rox. Nasal mucose smear for CIly3HHUIA/
MIC eosinophiles swab mucosa
22. | CRP Rapid Tect HmyHo TypOuanmeTpuja CRP Rapid test Cepym /
("C"- peakTuBeH [TosHa kpB/
npoTteuH - bp3 Tect) IInazma
CRP Rapid test Serum /
ot R ———
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PY/7.3.6.1/26
Bep3uja 1
04.08.2025 ron.

Whole blood
Plasma

II MukpoOuoJioruja

1.*

1.1

MuKpoOHOIONIKO
UCIIUTYBamE Ha
IPUMEPOLH Of
PECIHUpPATOPHHU MATUILTA
Y IPUIPYKHU
JOKaJIM3aIuU

Microbiology
examination of
respiratory tract samples
and adjacent
localizations

Public Health England
UK Standards for
Microbiology
Investigations
https://www.rcpath.org/p
rofession/publications/sta
ndards-for-microbiology-
investigations/bacteriolo
gy.html /

PY/7.3.6.2/1
Bepauja 1
15.05.2024rox.
PVY/71.3.6.2/17

Bepauja 1
15.05.2024 rox.
MuxkpoOuoonIko Wuokymnanuja B — xemonumuunu cmpenmoxoxu - GpHIC 011 IPII0
HCIIUTYBake Ha OpHC o | Mukybamuja Streptococcus
pyogenes (Streptococcus gr A)

TPJIO - OAKTEPUOIOIIKH Wsonammja
Kynrusammja (CUL)

boewe no I'pam
Muxkpockonupame )
(Microsc) ArnmyTuHanuja

AHTHOHWOTpAM - TUCK
Public Health England. nudysuja

(2015). Investigation of
Throat Related
Specimens. UK
Standards for
Microbiology
Investigations. B 9 Issue
9.
https://www.gov.uk/uk-
standards-for-
microbiology-
investigations-smi-

Wz nanue/Issue 1
Bepauja/Version 1

Ob 05-33-4
OB 05-33-4
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1.2%

quality-and-consistency-
in-clinical-laboratories

p - haemolytic streptococci

throat swab

Microbiology Inoculation. Sfrepmwcg“s ) R
examination of throat Incubation. pyogenes (Sireptococus gr A)
swab — bacteriology Isolation
Cultivation (CUL) Gram stain
Microscopy (Microsc) Agglutination

Antimicrobial

Susceptibility Testing-

Disc diffusion
MHKPOOHOIIOIIKO WHokynanuja MuxkpooprannzmMu Opuc ox HOC
UCIIUTYBamke Ha Unky6auuja NpEeIU3BUKYBAYH Ha ropHO2
Opuc ox HOC - Wsonanuja pecnmpatopHu HH(eKImH )
0aKTepPHOIOMIKH
Kynruanuja (CUL) boeme no I'pam
Muxkpockonupame ArnyruHanmja
(Microsc) AHTHOHOTpaM - IUCK
MicroScan autoSCAN-4 | nudysuja, E-ecr,
System MHUHUMAaJHA
Public Health England. WHXHUOUTOpHA
(2015). Investigation of koHnenrpamuja (MIC)
Nasal Samples. UK
Standards for
Microbiology
Investigations. B 5 Issue
7.1.
https:/www.gov.uk/uk-
standards-
formicrobiology-
investigations-smi-
quality-and-consistency-
in-clinical-laboratories

nose swab

Mzcro.bzo{ogy Inoculation. . . .
examination of nose i Microorganisms causing upper
swab — bacteriology Incubation. respiratory tract infections ¥
Cultivation (CUL) Isolation
Microscopy (Microsc) Gram stain
MicroScan autoSCAN-4 | 4 gglutination
System Antimicrobial

Susceptibility Testing-
Disc diffusion, E-test,
minimum inhibitory
concentration (MIC)

Muxpo6rononko
HCIIMTYBamke Ha OpHC 01
ycTa - GaKTEepUOIIOIIKU U
MHKOJIOIIKH
Kyntusanuja (CUL)
MHUKpPOCKOTIUpabE
(Microsc)

MicroScan autoSCAN-4

WHoxkynanuja
WukyOarja
W3zonanuja
Bboewe no I'pam

brnoxemmucka
uaeHTHUKAIIja

Mukpoopranusmu
NPEIU3BUKYBAYH HA TOPHO
PECTIMPATOPHYU HHPEKIMH U
uH(pekuyuu Ha ycra,

Opuc o ycHa
npa3HuHA

Wz nanue/Issue 1
Bepauja/Version 1

Ob 05-33-4
OB 05-33-4
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System

UK Health Security
Agency. (2015).
Investigation of Superficial

ArnyTuHanygja

AHTHOHOTpAM - IHCK
mudysnja, MUHAMAaTHA

Mouth Samples. UK HHXH6HTOpHa_
Standards for Microbiology | XOHUeHTpauuja (MIC)
Investigations. B 4 Issue 7.
https://www.gov.uk/ukstand
ards-for-microbiology-
investigations-smi-quality-
1.3* | and-consistency-in-
clinicallaboratories
. mouth swab
Microbiology examination Inoculation. Microorganisms causing upper
of mouth swab — Incubation. respiratory tract and mouth
bacteriology and mycology ] infections®
Cultivation(CUL) Isolation
Microscopy(Microsc) Gram stain
g/[lctroScan autoSCAN-4 Biochemical
ystem identification
Agglutination
Antimicrobial
Susceptibility Testing-
Disc diffusion, minimum
inhibitory concentration
(MIC)
MuxpoOHoIIonIKo Wuokymanuja Muxkpoopranuzmu Opuc on
UCTINTYBamke Ha OpHC 011 WnkyGaumja MpeU3BUKYBauX Ha KOHjYKTHBA
KOHjyKTHBa Vsonammja KOMYKTHBHT)
- OaKTEpHOJIOIIKH
Kysrrusatmja boewe no I'pam
(CUL) Buoxemucka
MHUEKpPOCKOTHpake UIeHTH(pUKALIN]A
(Microsc) ArnyTuHanumja
MicroScan autoSCAN-4 AHTHOHOTPAM - JHCK
. System nubysuja, MUHUMATHA
1.4 WHXHOUTOpHA
koHienTpaija (MIC)
Microbiology ) ) ) )
examination of eye swab Inoculation. MlC'I’OOI"g'aI'll(SZmS causing eye swab
— bacteriology Incubation. conjuctivitis?
Cultivation (CUL) Isolation
Mz.croscopy (Microsc) Gram stain
MicroScan autoSCAN-4 ) )
System Biochemical
identification
Public Health England. Agglutination
(2017). Investigatior} of Antimicrobial
Bacterial Eye Infections. Susceptibility Testing-
UK Standards for . o .
Microbiology Disc diffusion, minimum
Investigations. B 2 Issue inhibitory concentration
6.1. https://www.gov.uk/uk- (MIC)
standards-formicrobiology-
Wz nanwue/Issue 1 Ob 05-33-4 )
Bepsuja/ Version | OB 05-33-4 Crpana/Page 22 on/of 40
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investigations-smi-quality-
and-consistency-in-clinical-
laboratories
Muxkpo6uoonIko Wuokymnanuja MuKpoopranu3smMu Opuc oz yBO
HCTIHTYBambe Ha OpHC O | Hpky6aumja NpEeNnU3BUKYBavH HA OTHTH?
YBO - OAKTEpHOJIOMIKH U " .
30anuja
MHUKOJIOIITKT
Kynrtusanuja (CUL) Boeme no I'pam
MHKpOCKOIHpame Bbuoxemucka
(Microsc) uneHTHpUKanyja
MicroScan autoSCAN-4 | ArnyTunanuja
EYSIGHII{ th Enland AHTHOHOTPAM - IUCK
ublic Hea ngland. : _
1.5% (2014). Investigation of Ear nudysuja, E-rect,
’ Infections and Associated MUHHIMAJIHA
Specimens. UK Standards HHXH6HTOpHa_
for Microbiology KoHuenTpauuja (MIC)
Investigations. B 1 Issue 9.
http://www.hpa.org.uk/SMI
/pdf
Microbiology Mi . . .
examination of ear swab | Inoculation. 1croorganisms causing otitis ear swab
— bacteriology and Incubation.
mycology Isolati
Cultivation (CUL) solation
Microscopy (Microsc) Biochemical
MicroScan autoSCAN-4 | identification
System Gram stain
Agglutination
Antimicrobial
Susceptibility Testing-
Disc diffusion, E-test,
minimum inhibitory
concentration (MIC)
Mukpobuoonko Wuokymnanuja MukpoopranuzMu CITyTYM,
HMCITUTYBAKbE HA OPHC O | nky6auuja NpeI3BUKYBa4YX Ha noan ) TpaxeayieH
CIyTyM/ TpaxealieH Visonamga pecrparopHu HHGEKIUN acrmpar
acrupar
- GaKTEePHOIOIIKHI 1 boerse no I'pam
MHUKOJIOIIKH buoxemucka
Kynrusauuja (CUL) uneHTudukanuja
Muxkpockonupame ArnyTuHanuja
1.6% (Microsc) AHTHOHOrpaM - THUCK
MicroScan autoSCAN-4 nudysuja, E-tect,
System MHUHUMAJIHA
Public Health England. MHXMOUTOpHA
(2019). Investigation of KoHueHTpatmja (MIC)
bronchoalveolar lavage,
sputum and associated
specimens. UK
Standards for
Microbiology
Investigations. B 57
Issue 3.5.
Wz nanue/Issue 1 Ob 05-33-4
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https://www.gov.uk/uk-
standards-for-
microbiology-
investigations-smi-
quality-andconsistency-
in-clinical-laboratories

Microbiology Microorganisms causing lower Sputum,
examination of Sputum, respiratory tract infections® tracheal
tracheal aspirate — Inoculation. aspirate
bacteriology and Incubation.
mycology .
Cultivation (CUL) Is?latzon.
Microscopy (Microsc) 1.5’zoch.emlc.al
MicroScan autoSCAN-4 identification
System Gram stain
Agglutination
Public Health England. Antimicrobial
(2019). Investigation of Susceptibility Testing-
bronchoalveolar lavage, | pjgc diffusion, E-test,
sputum and associated minimum inhibitory
specimens. UK concentration (MIC)
Standards for
Microbiology
Investigations. B 57
Issue 3.5.
https://www.gov.uk/uk-
standards-for-
microbiology-
investigations-smi-
quality-andconsistency-
in-clinical-laboratories
2.* | Muxkpobuosomko VHOKy1a1mja MuKpoopranusmH - ypHHa
UCIIUTYBamE HA ypUHA- VaxyGamia NpeM3BUKYBaYM Ha ypHUHAPHH
YPUHOKYJITYpA - i unpexuun®
GaKTEPHONOMIKH 1 Wsonauuja
MHUKOJIOIIKH boewe no I'pam
Kynrusanuja Broxemucka
(CUL) uiaeHTuduUKanuja
MHEKpOCKOITUpamke ArnyTuHALHja
(Microsc) AHTUG )
MicroScan autoSCAN-4 HTHDHUOTPAM = JICK
System audy3uja, MUHUMaJTHA

Public Health England.
(2019). Investigation of
urine. UK Standards for
Microbiology
Investigations. B 41
Issue 8.7.
https://www.gov.uk/uk-
standards-for-
microbiologyinvestigatio

MHXHUOUTOpHA
koHneHTparuja (MIC)

Wz nanue/Issue 1
Bepauja/Version 1

Ob 05-33-4
OB 05-33-4
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ns-smi-quality-and-
consistency-in-clinical-
laboratories

Microbiology
examination of urine —
urineculture -
bacteriology and
mycology

Cultivation (CUL)
Microscopy (Microsc)
MicroScan autoSCAN-4
System

PY/7.3.6.2/2
Bepsmja 1
15.05.2024 rop.
PVY/71.3.6.2/17
Bepsmja 1
15.05.2024 rog.

Inoculation.
Incubation.
Isolation

Gram stain

Biochemical
identification

Agglutination

Antimicrobial
Susceptibility Testing-
Disc diffusion, minimum
inhibitory concentration
(MIC)

Microorganisms that cause
urinary tract infections®

urine

3.*

MuKpoOHOIOLIKO
UCIIUTYBamE Ha
MPUMEPOLH O]
TEHUTAJICH TPaKT U
PUAPYKHH
JOKAJIN3aINN

Public Health England.
(2017). Investigation of
Genital Tract and
Associated Specimens.
UK Standards for
Microbiology
Investigations. B 28
Issue 4.6.
https://www.gov.uk/uk-
standards-for-
microbiology-
investigations-smi-
quality-andconsistency-
in-clinical-laboratories

Microbiology
examination of genital
samples and adjacent
localizations

Wz nanue/Issue 1
Bepauja/Version 1

Ob 05-33-4
OB 05-33-4
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3.1%*

3.2%

PY/7.3.6.2/3
Bep3uja 1
15.05.2024 ron.
PY/7.3.6.2/4
Bep3uja 1
15.05.2024 rox.
PVY/71.3.6.2/17
Bepsuja 1
15.05.2024 rog.

MukpoOHOoIOLIKO
UCIIUTYBame Ha Opuc o1
BYJIBa - OaKTEPHOIOIIKH
Y MUKOJIOILIKH
Kynruammja (CUL)
MHEKpOCKOITHpame
(Microsc)

MicroScan autoSCAN-4
System

Microbiology
examination of vulvar
swab — bacteriology and
mycology

Cultivation (CUL)
Microscopy (Microsc)
MicroScan autoSCAN-4
System

Huokynanuja
WukyOarmja
W3zonamuja
Bboewe no I'pam
buoxemucka
AACHTU(UKAIIH]a
ArnmyTuHanygja

AHTHOHOTpAM - TUCK
audy3uja, MUHIMaTHA
WHXUOUTOpHA
koHreHTpanuja (MIC)

Inoculation.
Incubation.
Isolation

Gram stain

Biochemical
identification

Agglutination

Antimicrobial
Susceptibility Testing-
Disc diffusion, minimum
inhibitory concentration
(MIC)

Muxkpoopranusmu -
MPeIU3BUKYBaYd Ha TeHUTAITHU
unpexuun®

Microorganisms causing vulvar
and genital infections®

Opuc ox ByJBa

vulval swab

MuxpoOHoIIoNnIKo
UCIIUTYBambe Ha OpHC 011
BarvHa -
0aKTEPHOJIOIIKN H
MHKOJIOIIKH
Kynrusammja (CUL)
Mukpockonupame
(Microsc)

MicroScan autoSCAN-4

System

Wuokymnanuja
WNukyb6anyja
W3onammja
Boeme o I'pam
buoxemucka
UACHTU(DUKAIIH]A
ArnyTuHanmja

AHTHOHOTpAM - IHCK
nudysnja, MUHUMAaTHA
HHXHOWUTOpHA
koHneHTparuja (MIC)

Mukpoopranuzmu
NPEIN3BUKYBAYM HA TEHUTATHU
uHpexuun®

- Barunanna ¢uopa

Opuc on
BarvHa

Wz nanue/Issue 1
Bepauja/Version 1

Ob 05-33-4

OB 05-33-4
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3.3%

3.4%

Microbiology Inoculation. o )
examination of vaginal . Genital infections®
g Incubation. .
swab — bacteriology and ati - Vaginal flora
mycology Isolation vaginal swab
Cultivation (CUL) Gram stain
Microscopy (Microsc) Biochemical
MicroScan autoSCAN-4 | identification
System Agglutination
Antimicrobial
Susceptibility Testing-
Disc diffusion, minimum
inhibitory concentration
(MIC)
MuKpoOHOoIOLIKO Wnokynauuja MHuKpoOpraHu3sMu 6puc on
UCIIUTYBame Ha Opuc o Wuky6auuja NpPEeIU3BUKYBAYl HA TCHUTATHU | HIEPBUKC
- . (2)
LEPBHUKC Vsonanmja nuHpeKIHn
0OaKTEpHOIIONIKH U
MHKOTOMIKH Bboewe no I'pam
KyJ'ITI/IBaI_II/Ija buoxemucka
(CUL) UACHTU(HUKAIIH]A
MHUKPOCKOITUpabhe ArnyTuHanuja
(Microsc) AHTHOHOTPAM - JIMCK
MicroScan autoSCAN-4 mubys3Hja, MEHEMATHA
System UHXUOMTOpHA
koHreHTpanuja (MIC)
Microbiology Inoculation. Microorganisms causing genital | .,.ical swab
. . 2
examination of cervical | Incubation. infections®
swab — bacteriology and | [solation
my cc?log?/ Gram stain
Cultivation Biochemical
(CUL) .L;OC .QMICFZ
Microscopy identification
(Microsc) Agglutination
MicroScan autoSCAN-4 | Antimicrobial

System

Susceptibility Testing-
Disc diffusion, minimum
inhibitory concentration
(MIC)

MuxkpoOuoonIko
UCIIUTYBame Ha Opuc o
ypeTpa, TIaHC

- 0aKTEepUOJIOIIKN U
MUKOJIOIIKH
Kynrusamuja (CUL)
Mukpockonupame
(Microsc)

MicroScan autoSCAN-4
System

Wuokymnanuja
WukyOarmja
W3zonanuja

Boeme o I'pam
buoxemucka
HACHTUHUKAIH]a
ArnmyTuHanymja
AHTHOHOTpAM - IHCK
midysuja, MUHIMaTHA

MuUKpOOPraHU3MU
HpeIU3BUKYBA4Yd Ha T€HUTAIHH
undexmuu®

Bpuc on
yperpa/ rinaHc
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Microbiology
examination of
urethral/penile swab —
bacteriology and
mycology

Cultivation(CUL)
Microscopy(Microsc)
MicroScan autoSCAN-4
System

HMHXUOUTOpHA
koHueHrpauuja (MIC)

Inoculation.
Incubation.
Isolation

Gram stain

Biochemical
identification

Agglutination

Antimicrobial
Susceptibility Testing-
Disc diffusion, minimum
inhibitory concentration
(MIC)

Microorganisms causing genital
infections®

urethral/
penile swab

MuKpoOHOIOLIKO WHokynauuja Muxkpoopranuzmu CceMeHa
UCIIUTYBamE Ha CEMEHA Wuky6auuja NpeN3BUKYBa4YM Ha TEHUTAHH | TEYHOCT
TEYHOCT - . undexmuu®
N3onauuja
3.5% | OaKTEPHOJIOLIKH 5 I
Kynrusanmja (CUL) OCELC IO 1 paM
Mukpockonupame buoxemucka
(Microsc) naeHTHUKanuja
MicroScan autoSCAN-4 | Arnytunanumja
System AHTHOUOTpPAM - THUCK
mudy3uja, MUHIMaTHA
UHXUOUTOpHA
koHienTpaija (MIC)
Microbiology Inoculation. Mtlncro.orga(lglsms causing genital semen
examination of semen — Incubation. Infections
bact?rzo.logy Isolation
Cultivation (CUL) G .
Microscopy (Microsc) ram stain
MicroScan autoSCAN-4 | Biochemical
System identification
Agglutination
Antimicrobial
Susceptibility Testing-
Disc diffusion, minimum
inhibitory concentration
(MIC)
4, MukpoOHoIOIKO
HCTHTYBAIbE - CKPHHUHT | Ypokynammja -Streptococcus agalactiae opuc ox
3a CTPenTOKOK rpymna b u . (cmpenmokokyc zpyna b) BaruHa/peKkTy
. HKyOarmja
Kynrusanuja . M
(CUL) N3onauuja
Muxkpockonupame Boeme no I'pam
(Microsc) ArnyTuHanuja
Wz nanwue/Issue 1 Ob 05-33-4 )
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AHTHOHOTpaM - JUCK

mudysuja
Microbiology
examination - screening .

-Streptococcus agalactiae
Jor group B Inoculation. (Group B streptococci)
Streptococcus i
Cultivation Incubation. vaginal and
(CUL) Isolation rectal swab
Microscopy Gram stain
(Microsc) Agglutination
Public Health England. o .
(2018). Detection of Antimicrobial
Carriage of Group B Susceptibility Testing-
Streptococci (Streptococcus | Disc diffusion
agalactiae). UK Standards
for Microbiology
Investigations. B 58 Issue
3.1. https://www.gov.uk/uk-
standards-for-microbiology-
investigations-smi-quality-
andconsistency-in-clinical-
laboratories
PY/7.3.6.2/6
Bep3uja 1
15.05.2024 ron.
Muxkpo6uoonIko Wuokymanuja Dertrec,
UCTINTYBame Ha Qerec u Uuky6anuja - Sa{mf’"@”a Spp- peKTaneH
pekraneH opuc 3a Wsonammia - Shigella spp. Opuc
HPEBHU MATOTEHH - i - Campylobacter spp.
GaKTEPHONOMIKH boerse no I'pam i ])\/,eam
: - Normal flora
KyHTI/IBaHI/I]a buoxemucka
(CUL) uneHTudukanyja
Muxkpockonupame Ceporunuzanmja
(Microsc)
Public Health England.
(2014). Investigations of
Faecal Specimens for
Enteric Pathogens. UK
- Salmonella spp.

Standards for Inoculation. - Shigella spp.
Mlcroblolpgy Incubation. - Campylobacter spp. Faeces, rectal
Investigations. B 30 ] - Yeasts swab
Issue 8.1. Isolation - Normal flora
http://www.hpa.org.uk/S | Gram stain
Ml/pdf Biochemical

identification
Microbiology Serotyping
examination of faeces
and rectal swab for
bacterial pathogens-
bacteriology
Cultivation
(CUL)
Microscopy

e op ———
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(Microsc)

PY/7.3.6.2/7
Bep3uja 1
15.05.2024 rog.

6.1

Muxkpo6uoonIko
UCIIUTYBambE Ha
puMepoIH (OCBEH KPB)
3a mapasurtu
Microbiology
examination of samples
(other than blood) for
parasites

PVY/7.3.6.2/8
Bep3mja 1
15.05.2024 rog.

Muxkpo6uoonIko
UCIIUTYBambe Ha erec 3a
NapasuTH U IIPOTO30H

MINI-SYSTEM
TOTAL-FIX
Muxkpockonupame
(Microsc)

Public Health England.
(2017). Investigation of
specimens other than
blood for parasites. UK
Standards for
Microbiology
Investigations. B 31
Issue 5.1.
https://www.gov.uk/uk-
standards-for-
microbiology-
investigations-smi-
quality-andconsistency-
in-clinical-laboratories

Microbiology
examination of faeces for
parasites and protozoa
MINI-SYSTEM
TOTAL-FIX
Microscopy

(Microsc)

dexanHo
KOHIICHTPHPAke

Faecal concentration

- Acaris spp.

- Taenia spp.

- Giardia lamblia

- Cryptosporidium spp.
- Trichuris,

- Strongyloides spp.

- Entamoeba spp.

- Acaris spp.

- Taenia spp.

- Giardia lamblia

- Cryptosporidium spp.
- Trichuris,

- Strongyloides spp.

- Entamoeba spp.

Dernec

Faeces

MuKkpo6HOoIONIKO

-Enterobius vermicularis

Henodanckn

Wz nanue/Issue 1
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6.2

UCIIUTYBamke Ha
nenogancku Opuc

Mukpockonupame
(Microsc)

Microbiology
examination of sellotape
slide

Microscopy

(Microsc)

-Enterobius vermicularis

opuc

Sellotape slide

7%

7.1%

MuKpoOHOIONIKO
HCIIUTYBamkE HA
MPUMEPOIH KOXKA U
MOBPIIINHCKH PaHU
Public Health England.
(2018). Investigation of
swabs from skin and
superficial soft tissue
infections. UK Standards
for Microbiology
Investigations. B 11
Issue 6.5.
https://www.gov.uk/uk-
standards-for-
microbiology-
investigations-smi-
quality-and-consistency-
in-clinical-laboratories

Microbiology
examination of skin and
superficial wounds

PY/7.3.6.2/9,
Bep3uja 1
15.05.2024 rog.
PVY/7.3.6.2/17,
Bepsuja 1
15.05.2024 rog.

MuxkpoOuoonIko
UCTINTYBame Ha Opuc o1
KOXKa - OaKTEePHOIOIIKH
Y MUKOJIOIIKA
Kynrusammja (CUL)
Mukpockonupame
(Microsc)

MicroScan autoSCAN-4
System

Wuokymnanuja
WukyOarja
W3onammja
Boeme o I'pam
buoxemucka
UACHTU(DUKAIIH]A
ArnyTuHanmja

AHTHOHWOTpAM - TUCK
nudysnja, MUHUMAaTHA

Muxpoopaanuzmu npeduseuxysauu | Gpuc

na ungexyuu na xosca”
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7.2%

HMHXUOUTOpHA
koHueHrpauuja (MIC)
Microbiology
examination of skin swab Mi : . .
' : icroorganisms causing skin
— bacteriology and Inoculation. infections® swab
mycology Incubation.
Cultivation (CUL) Isolation
Microscopy (Microsc) Gram stain
MicroScan autoSCAN-4 . .
Biochemical
System . . .
identification
Agglutination
Antimicrobial
Susceptibility Testing-
Disc diffusion, minimum
inhibitory concentration
(MIC)
Muxkpo6uosonIko Wuokymanuja Muxkpoopaanusmu npeouzsuxysayi Opuc
UCTINTYBame Ha Opuc ox Nuky6anuja na ungpexyuu na paru
MOBPIIMHCKA paHa Visonama
- OAKTCPHUOJIOIIKH U
MUKOJNOMIKH Boewe no I'pam
Kynrusanuja (CUL) Broxemucka
Muxkpockonupame HCHTHHKALH]a
(Microsc) AriyTuHanuja
MicroScan autoSCAN-4 AHTHOHOTPAM - JHCK
System nudy3uja, MUHEIMATHA
WHXUOUTOpHA
koHienTpaija (MIC)
Microbiolo .
nati &y Inoculation. b
examlna. ion of Incubati Microorganisms causing wound swa
superficial wound swab — | 1ncubation. infections®
bacteriology and Isolation
mycology Gram stain
Cu]tzvatzon (CQL) Biochemical
Microscopy (Microsc)

MicroScan autoSCAN-4
System

identification
Agglutination

Antimicrobial
Susceptibility Testing-
Disc diffusion, minimum
inhibitory concentration
(MIC)

8.*

Mukpo6HoIonIKo
UCIIHTYBamkE Ha abcIecu
U JUTa0OKH paHu

Public Health England.
(2016). Investigation of pus
and exudates. UK Standards
for Microbiology
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8.1*%

Investigations. B 14 Issue
6.2.

Public Health England.
(2018). Investigation of
tissues and biopsies from
deep-seated sites and
organs. UK Standards for
Microbiology
Investigations. B 17 Issue
6.3.
https://www.gov.uk/uk-
standards-for-microbiology-
investigations-smi-quality-
and-consistency-in-clinical-
laboratories

Microbiology
examination of abscesses
and deep — seated
wounds

PVY/7.3.6.2/10
Bepsuja 1
15.05.2024rox.
PVY/7.3.6.2/17

Wz nanue/Issue 1
Bepauja/Version 1

Bepsuja 1
15.05.2024 rogn.
Mukpo6GHOIOIIKO HHokynanuja Muxpoopeanuzmu npeous3suxysayu Opuc
HCITHTYBambe Ha OPHC 011 nikyGamja Ha qu)eKl/ﬂu;tZ)Ha onaboxu panu u
HHa6OKI/I paHH " ) MEeKU mrKuea
3oanuja
- 0aKTepPHOJIOUIKU H
MUKOIOIIKH boewe no I'pam
KyJ'ITI/IBaI_II/Ija Brnoxemucka
(CUL) HUACHTU(DUKAIIH]a
Muxkpockonupame ArnyTuHanuja
(Microsc) AHTHOHOTpAM - AUCK
MicroScan autoSCAN-4 nudy3Hja, MUHIMAITHA
System UHXHOUTOpHA
koHienTpaija (MIC)
Microbiology lati Microorganisms causing
examination of deep — Inoculation. deepseated infections of organs and | SWab
seated wounds swab — Incubation. tissues®
bacteriology and Isolation
my cqlog.y Gram stain
Cultivation(CUL) . .
Microscopy (Microsc) Blochemlgal
Py
MicroScan autoSCAN-4 identification
System Agglutination
Antimicrobial
Susceptibility Testing-
Disc diffusion, minimum
inhibitory concentration
(MIC)
MHEKPOOHOIOMIKO WHokynanuja Muxkpoopeanusmu npedussuxyeayu Opuc
82 gg:gj Crpana/Page 33 onof 40
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UCIHUTYBame Ha abcuec - | MukyOaruja Ha O1aboKu uHpeKyuY Ha opeani u
0aKTepHOIOMKU H Wsonaunja mxusa'”)
MHKOJIOTIKH boewe no I'pam
8.2*% | Kynrusauuja
(CUL) buoxemucka .
MHKpPOCKOIHpame wienTHpuKanmja
(Microsc) ArnmyTuHanygja
MicroScan autoSCAN-4 AHTHOMOTpPAM - TUCK
System mi¢dys3uja, MUHIMAaTHA
WHXUOUTOpHA
koHreHTpanuja (MIC)
Mzcrqbzo{ogy Inoculation.
examination of abscesses ) Microorganisms causing swab
swab — bacteriology and incubation: deepseated infections of organs and
mycology Isolation tissues™
Cultivation Gram stain
(CUL) Biochemical
Mzgroscop Y identification
(Microsc) L
MicroScan autoSCAN-4 Agglutination
System Antimicrobial
Susceptibility Testing-
Disc diffusion, minimum
inhibitory concentration
(MIC)

9. OnpenyBame Ha Juck nudysuja bakrepucka
OCETIUBOCT KOH E-tect cycrieHsuja
AHTUMHKPOOHU cpejicTBa | MuHHMaTHA
MicroScan autoSCAN-4 | uHxuOUTOpHA
System koHienTpaija (MIC)

Antimicrobial
susceptibility testing Disc diffusion Bacterial
MicroScan autoSCAN-4 | E-test suspension
System Minimum inhibitory
concentration (MIC)
The European
Committee on
Antimicrobial
Susceptibility Testing.
Breakpoint tables for
interpretation of MICs
and zone diameters.
http://www.eucast.org
PY/7.3.6.2/11
Bep3uja 1,
15.05.2024 ron.
PY/7.3.6.2/17,
Bep3uja 1
15.05.2024 ron.
10. NmMyHodnyopecieHija
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10.1

10.2

(IF)
Immunofluorescence (IF)
PY/7.3.6.2/12

Bepauja 1
15.05.2024 rop.

Herexunja va Chlamydia | JlupexktHa Chlamydia trachomatis Bpuc
trachomatis aHTUTEH HMYHO]ITyopecIeHnnja (mepBHKC/yper
(DIF) pa/oko)
Detection of Chlamydia
trachomatis Ag Direct Chlamydia trachomatis
immunofluorescence Swab
Instructions manual (DIF) (cervix/ureter/
Patho Dx, Remel, UK eye)
Krieg N.R. et all, 1984.
Bergey's Manual of
Systematic Bacteriology
ITHEYMOCIJIAJA - WunupextHa JHerekunja va IgG u [gM Cepym
UMyHO(IIyOpelleHIIMja | aHTUTENA KOH:
L. pneumophilla
M. pneumonia
C. burnetii
Chl. pneumoniae
Adenovirus
Respiratory Syncitial Virus
Influenzae A virus
Influenzae B virus
Paranfluenzae (1,2,3)
PNEUMOSLIDE Indirect Detection of IgG and IgM Serum
immunofluorescence antibodies to:
(1IF) L. pneumophilla

Pneumoslide-M
Technique for Rapid
Detection of Atypical
Pathogens in Critically
ILL Children with Lower
Respiratory Tract
Infections
10.3923/jms.2006.793.79
9

Journal of Medical
Sciences

Qin S, Zhang W, Chen F, et
al. Antibodies against
atypical pathogens and
respiratory viruses detected
by Pneumoslide IgM test in
adults with community-
acquired pneumonia in
Guangzhou City. J Clin Lab

M. pneumonia

C. burnetii

Chl. pneumoniae
Adenovirus

Respiratory Syncitial Virus
Influenzae A virus
Influenzae B virus
Paranfluenzae (1,2,3)
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Anal. 2020; 34:¢23419. http
s://doi.org/10.1002/jcla.234
19

11. NwmyHo-arryTrHamja Immunocapture- Jerekunja Ha BKynau antutena | Cepym
agglutination KoH Brucella
Brucellacapt, Vircell,
HInanuja
Immuno-agglutination Detection of total Brucella Serum
antibodies
Brucellacapt, Vircell,
Spain
PY/7.3.6.2/13,
Bepsmja 1
15.05.2024 ron.
12. VIRCLIA- Tunderbolt XeMITyMAHUCTICHIIH]a Echinococcus granulosus IgG Cepym
Vircell, llnanuja (CLIA) Borrelia burgdorferi IgG
Borrelia burgdorferi IgM
VIRCLIA- Tunderbolt Chemiluminescence Chlamydia trachomatis IgG
Vircell, Spain immunoassay (CLIA) Chlamydia trachomatis IgM
Chlamydia trachomatis IgA
Zhao, L., L. Sun, X. Chu. Herpes Simplex Virus 1+2 IgM
2009. Parvovirus IgM
Chemiluminescence Rubella virus IgM
immunoassay. TrAC- Varicella-Zoster virus IgM
Trend Anal Chem. 28: Morbilli virus IgM
404—415 Candida albicans germ tube
antibody IgG
PY/7.3.6.2/14, Toxoplasma IgG avidity Serum
Bepsuja 1 Cytomegalovirus IgG avidity
15.05.2024 rog. Morbilli virus IgG
Varicella-Zoster virus IgG
Herpes Simplex Virus 1+2 IgG
Rubella Virus IgG
Cytomegalovirus IgM
Cytomegalovirus IgG
Toxoplasma IgM
Toxoplasma IgG
Helicobacter pylory IgA
Leishmania IgG+IgM
Mumps IgM
Mumps IgG
13. Bbp3 xpomatorpadcku HNmyHo xpomatorpaduja
TeCT (ICG)
AllTest Biotech Co.,Ltd.
Rapid chromatographic
tes Immune chromatography
AllTest Biotech Co.,Ltd. | (ICG)
PY/7.3.6.2/18,
Bepauja |
ol s o 51
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15.05.2024 ron. Denec/
ICG Helicobacter pylori Ag Faeces
Bpuc ox HOC/
ICG Influenza A+B Ag Nasal swab
Denec/
ICG Rotavirus + Adenovirus Ag Faeces
Denec/
ICG Campylobacter Ag Faeces
Bpuc oz rpio/
ICG Streptococcus pyogenes Ag throat swab
Clostridium difficile
GDH+Toxin A ®denec/
ICG +Toxin B Faeces
Bbpuc on Ha-
30¢apunrc/
COVID-19 Ag Nasopharynge
ICG al swab
14. MonekynapHa
JINjarHOCTHKA
-MICROLAB®
NIMBUS 4  —probe
system
Seegene, Kopea
-Seeprep 32, automated
nucleid acid extraction
system.
Seegene, Korea
-CFX96-Real-Time PCR
Detection System
Bio-Rad  Laboratories
USA
PY/7.3.6.2/22,
Bepsuja 1
15.05.2024rox.
PY/7.3.6.2/23,
Bepsuja 1
15.05.2024rox.
PY/7.3.6.2/24,
Bep3suja 1
15.05.2024 ron.
HPV —nerexnuja Ha 19 Real time PCR Bucoko puszngnu: I'enuTanen
BHUCOKO PU3UYHU U 9 16, 18, 26, 31, 33, 35, 39, 45, Opuc

14.1

HUCKO PU3UYHU
KaHueporenu HPV
THUIIOBH

Meron Ha nojauMepasHa
BEpIDKHA PEaKInja BO
peanHo Bpeme

HPYV —detection of 19
high risk and 9 low risk
HPV types

51,52, 53, 56, 58, 59, 66, 68,
69, 73, 82.

Hucko pusuunu: 6, 11, 40, 42,
43,44, 54,61, 70

High risk:
16, 18, 26, 31, 33, 35, 39, 45,

Wz nanue/Issue 1
Bepauja/Version 1
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14.2

Real time PCR

Baasland I, Romundstad
PR, Eide ML, Jonassen
CM. Clinical performance
of Anyplex II HPV28 by
human papillomavirus type
and viral load in a referral
population. PLoS One.
2019;14(1):¢0210997.
Published 2019 Jan 23.

PY/7.3.6.2/25
Bep3uja 1
15.05.2024 rog.

51,52, 53, 56, 58, 59, 66, 68,
69, 73, 82.

Low risk: 6, 11, 40, 42, 43, 44,
54,61, 70

Genital swab

Pecniuparopen nanen —
CUHAPOMCKO TECTUPABE
Meron Ha noaumepasHa
BEPWKHA peakiija BO
peanHo BpeMe

Respiratory panel -
syndromic testing
Real -time PCR

Performance Evaluation of
Allplex Respiratory Panels 1,
2, and 3 for Detection of
Respiratory Viruses and
Influenza A Virus Subtypes.
Hee Jae Huh, Ji-Youn
Kim, Hyeon Jeong

Kwon, Sun Ae

Yun, Myoung-Keun

Lee, Nam Yong Lee, Jong-
Won Kim, Chang-Seok Ki;
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Real -time multiplex PCR

Influenza A

Influenza A-H1

Influenza A-H1pdm09
Influenza A-H3

Influenza B

Respiratory syncytial virus A
Respiratory syncytial virus B
Metapneumovirus
Adenovirus

Enterovirus

Parainfluenza virus 1
Parainfluenza virus 2
Parainfluenza virus 3
Parainfluenza virus 4
Bocavirus 1/2/3/4
Coronavirus 229E
Coronavirus NL63
Coronavirus OC43

Human rhinovirus
Bordetella parapertussis
Bordetella pertussis
Chlamydophila pneumoniae
Haemophilus influenzae
Legionella pneumophila
Mycoplasma pneumoniae
Streptococcus pneumoniae

Bpuc on
rpIiio/Hoc

Nasal/
Throat swab

COVID- 19 (SARS-

CoV -2) monekynapaa Real time PCR SARS-CoV -2 Bpuc ox HOC M

JICTEeKIIM]ja Ha BUPYCHA opodap

PHK WHKC

Meron Ha nosMMepasHa

BEpIDKHA PEaKIrja BO

peanHo Bpeme

COVID- 19 (SARS-CoV

-2) molecular detection Nasal and

Real time PCR oropharyngeal
swab
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SARS-CoV-2. Interim
guidance. 11 September
2020. WHO/2019-
nCoV/laboratory/2020.6
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[Tanen 3a TpomMOOdHITHN
—TecT 3a UCTOBpEMeHa
JeTeknuja Ha 12
noJauMop(U3Mu Ha
TEHHUTE 3a KoaryJaiuja
1 QOJIaTHHOT LUKITYC
Meron Ha noaumepasHa
BEpU)KHA peakiija BO
peaiHo Bpeme

Thrombosis Panel Assay
for the differential
determination of 12 SNP
in genes of the blood
coagulation system and
folate cycle

Real time PCR
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Real time PCR

F 1120210 G/A
FV 1691 G/A

F VII 10976 G/A
F XIIT Al:c.103 G/T
FGB -455 G/A
ITGA2 807 C/T
ITGB3 1565 T/C
PAI-1 -675 5G/4G
MTR 2756 A/G
MTRR 66 A/G
MTHFR 677 C/T
MTHFR 1298 A/C

ITonna kpB

Whole blood
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@ doszeoneno e dodasarbe Ha OONONHUMENHA KAPAKMEPUCIMUKA 3G UCAUMYEAtbEe 60 HACOKA HA DOKAXCYEAIbe HA
00pedera namoaouwiKa cocmojoa 6o unmepec Ha nompeobume Ha nayuenmume U KOpUCHUYUmMe 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 cocmojoa na rexcuburnuom oncee e oaoena 8o Jlucmama @/8.2.1/3 u ucmama ja nocedysa
nabopamopujama/ The current list of activities under the flexible scope is given in the List @/8.2.1/3 and is

owned by the laboratory.
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