4 AKPEJIUTALIMOHO Axpenutaunonu 0poj / Accreditation No: Osuaxa npenveta / File Ref. No.:
T 03-012 2-08-013
EJIO - Baxu oxn / Valid from:
CPEUIE . 26.11.2025.
. 3amemyje O0um ox / Replaces Scope dated:
ATC Aatym npse akpeantauuie /4 ) 514 11.02.2024.
Date of initial accreditation:
OBUM AKPEJIUTAILIMJE
Scope of Accreditation

AKpPeINTOBAaHO TEJIO 32 OllelhbHBahe ycarjameHnocT / Accredited conformity assessment body

3aBoj 3a jaBHO 31paB/be Cy0oTHLA
LenTap 3a MUKPOOHOJIOTH)Y

Cy0oruna, 3maj Josuna 30

Craunpapn / Standard:
SRPS EN ISO 15189:2023
(EN ISO 15189:2022)

Ckpahenn o6um akpenuranmje / Short description of the scope

In vitro MmequuIMHCKa ucnuTuBama / In vitro medical examinations:

Mukpo6uoIonIka UCIUTUBAaka XyMaHUX KIMHUUYKUX y3opaka / Microbiological human

clinical samples examinations,
HcnutruBame OCET/BMBOCTH OakTepHja Ha aHTMMUKpOOHe JiekoBe / Antimicrobial

susceptibility examinations;
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4

ATC

3amemyje O6um on / Replaces Scope dated:

Axkpenuranuonu 0poj/
Accreditation No.

03-012

Baxu on/Valid from: 26.11.2025.

11.02.2024.

Hetasban ooum akpeauranuje / Detailed description of the scope

Mecto ncnntuBama: Jlabopatopuja (3aBoz 3a jaBHo 3apaBibe Cybotuna, Llentap 3a MukpoOHonorujy,
Cyb6otuma, 3maj Josuna 30, JI)
O6aact uenuTuBama: MUKpoOHOJIOLIKa HCIUTHBAKhA XYMaHUX KIMHUYKUX Y30paKa; HCIIUTHBAE
OCETJHMBOCTH OaKTepHja Ha aHTUMHKPOOHE JICKOBE
IIpeamer Bpcra ucnutnBama/y3opkoBama TexHuka Psg)eﬁzﬁr;g
P.b. |ucinTuBama/| W/MIKM KapaKTepUCTHKA KOja ce HCNIINTHBAaKa/ AOKY Jloxkanmja
30paKoma Mepu/y30pKyje y3KOBama MCIHTHBARC/
y Y30pPKOBama
KBanuratusuo u
1 Cepvn CEMHMKBAHTUTATUBHO OJpehuBame A VYnyTcTBo T
' py ASO - anTHCTpEnTOMH3HH O YTHHAMA| - 005 1.US01D
aHTHUTENa
CeMUKBaHTUTATUBHO oJpehuBame
HWHAWPEKTHA VYnyTcTBo
2. CepyMm TPENOHEMCKUX aHTHUTENA 32 xemarmynamsa | C05.1-U S022 JI
cepoamjarHosy cudummca (TPHA) Y ] '
CeMHUKBaHTUTATUBHO oapehuBame
3 Cepyn HETPETIOHEMCKUX aHTHTEINA (bIOKy AALHOHH TeCT YnyTcTBO T
: py (KapIMOJIMITMHCKH) 33 CEPOJIMjarHO3y yrat C05.1-U S03?
cudmmmca (RPR)
KBanuratuBHO onpehuBame VIVICTEO
4. Cepym anTHuTena kinace IgG u IgM Ha ELFA Y 4 JI
. . C05.1-U S04
Borrelia burgdorferi
KBanuratusHO onpehuBame Vriyrerso
5. Cepym aHTHTEN KIace IgM na Toxoplasma ELFA C05.1-U S05 JI
gondii
KBanTuraTuBHO oapehuBame Vriyrerso
6. CepyMm aHTHTENA KiIace IgG na Toxoplasma ELFA C05.1-U S06° JI
gondii
KBanTuraTuBHO oapehuBame VIVICTEO
7. CepyMm aHTUTena Kiace IgM Ha ELFA Y 7) JI
. C05.1-U S07
Cytomegalovirus
KBanuratuBHO onpehuBame VIVICTEO
8. CepyMm aHTUTena kiace IgG Ha ELFA Y 8 JI
. C05.1-U S08®
Cytomegalovirus
KsanuratusHO onpehuBame Viyrerso
9. Cepym antutena xnace IgM wa Rubella ELFA C05.1-U S09? JI
BUPYC
KBanTuratnsao oapehusame Viiyrerso
10. Cepym antutena kiace 1gG na Rubella ELFA C05.1-U 1010 JI
BUPYC
KBanuratusHo onpehuBame VIVICTEO
11. Cepym anTHTena kinace IgG Ha ELFA Y o JI
: C05.1-U S11
Helycobacter pylori
Ksanuratusao oapehuBame antuTena VYryTcTBO
121 Cepym [ o supyc HIV ELFA cos.l-usiz? |
YiyTcTBO
13. CepyMm Ksamuratusno onpehuBame HBsAg ELFA C05.1-U S1313 JI
ATC-ITP15-002 W3name/U3mena: 5/0 Hatym: 10.07.2023. Crpana: 2/7
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Axkpenuranuonu 0poj/
Accreditation No.

03-012

Baxu on/Valid from: 26.11.2025.

3amemyje O6um o1/ Replaces Scope dated: 11.02.2024.
ATC
MecTto ucnutuBama: Jlaboparopuja (3aBox 3a jaBHo 3apaBise Cybotuiia, LlenTap 3a MukpoOuonaorujy,
Cy6otwuia, 3maj Jouna 30, JI)
Oo6JacT ucnuTUBamka: MUKpOOHOIONIKA UCITUTHBAKA XyMaHUX KIHHAYKAX Y30paKa; NCITUTHBAKE
OCETJFUBOCTH OaKTepHja Ha aHTUMHUKPOOHE JICKOBE
Ipeamer Bpcra ucnutuBama/y3opkoBama TexHuka ngeﬁzﬁﬁg
P.b. |ucnuTuBama/| W/WIKM KapaKTepUCTHKA Koja ce HCNUTHBaa/ Iilcm)l,TnBalbe y Jlokauuja
a a i amba
Y30paKon Mepu/y30pKyje Y3KOBaH> V30pKOBaHha
KsanuratueHO oapehuBame Vriyrerso
14. Cepym EI;I;I;zeHa knace IgG na Hepatitis C ELFA C05.1-U S1419 JI
KsanuratusHO onpehuBame VIVICTEO
15. Cepym antutena knace IgG Ha KopHeaTHu ELFA C05 1}—]U 31519 JI
aHtureH Epstein Barr Bupyc )
KBanuratuBHO onpehuBame VIVICTEO
16. Cepym aHTutena knace IgM Ha KopHeanHu ELFA C05 lyU 31616 JI
aHtured Epstein Barr Bupyc '
KBanuratuBHO onpehuBame VIVICTEO
17. Cepym antutena knace IgG Ha HykIeapHU ELFA C05 lyU $1717 JI
aHtureH Epstein Barr Bupyc )
KpanuratusHo onpehuBame VIVICTEO
18. Deriec npucycTBa Tokcuna Clostridium ELFA Co5 1}-]U 31819 JI
difficile (A u B) )
W3onoBame u uaeHTHUKAIIH]a KOHBCHIIMOHAIIHA
19.| bpuc yxa . . OaKTepUOJIONIKA C05.1-UB1 J
KIIMHUYKH 3Ha4ajHUX OaKkTepuja .
JAWJarHOCTHKA
W3onoBame u uaeHTHUKAIIH]a KOHBCHIMOHAIIHA
20. Bpuc oxa . . OaKTEepUOJIONIKA C05.1-UB2 JI
KJIIMHAYKY 3HAYajHUX OaKTepuja .
JAWJarHOCTHKA
Bbpuc ycue W3zonoBame u uaeHTHUKaImja KOHBCHIMOHAIIHA
21. ) . 0aKTEPHOJIOLIKA C05.1-UB4 JI
IYTLJbE KJIIMHUYKY 3HaYajHUX OakTepuja .
JAWJarHOCTHKA
W3onoBame u naeHTudUKaImja KOHBEHIHORAHA
22.| bpuc HOca . . OaKTepHOJIONIKa C05.1-UB5 JI
KIIMHUYKH 3Ha4ajHUX OaKkTepuja .
JINjarHOCTHUKA
N3onoBame u uaeHTudukamyja KOHBCHIHOHATHA
23.| bpucrpna . . OaKkTepHOJIONIKa C05.1-UB9 JI
KIIMHUYKH 3HaYajHUX OaKkTepuja .
JINJarHOCTHUKaA
Bbpuc xoxe,
4. | TOBpUIHKX H UzonoBame u naeHTuduKanuja Kg;zzmjlzoza;;; C05.1-UB11 T
| HEeXMpYpUIKMX | KIIMHUYKH 3HaYajHUX OaKTepuja eprol '
paua JAWJarHoCTHUKa
Arncnecu u | M3onoBame u uIeHTUPHUKAIH]a KOHECHIHOHATHA
25. . . 0aKTepHOIIOIIKA C05.1-UB14 JI
nyOOKe paHe | KIMHUYKH 3HaYajHUX OaKTepHja .
JAWJarHOCTHUKaA
bpucesu
(LlepBukanHu
opuc, Ope W3onoBame u uaeHTHPUKAIIH]a KOHBCHIIMOHAIIHA
26. yperpe, . )¢ GaKTepHONONKa C05.1-UB28 I
ekcrpuMar | KJIMHWYKH 3Ha4ajHUX OakTepuja .
npocrare, JAWJarHoCTHUKa
Mpemnyuujym,
BYJIBA)
27. Derec UzonoBame n naeHTHdUKAILT]a KOHBEHIIMOHAJIHA C05.1-UB30 JI
ATC-ITP15-002 Wzname/U3mena: 5/0 Hatym: 10.07.2023. Crpana: 3/7
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ATC

Axkpenuranuonu 0poj/
Accreditation No. 03-012

Baxu on/Valid from: 26.11.2025.

3amemyje O6um o1/ Replaces Scope dated: 11.02.2024.

MecTto ucnutuBama: Jlaboparopuja (3aBox 3a jaBHo 3apaBise Cybotuiia, LlenTap 3a MukpoOuonaorujy,
Cy6otwuia, 3maj Jouna 30, JI)

O6aact ucnuTHBama: MUKpPOOHOJIONIKA HCIIUTHBAhA XYMaHUX KIMHUYKHUX Y30paKa; HCITUTHBAGE
OCETJFUBOCTH OaKTepHja Ha aHTUMHUKPOOHE JICKOBE

Ipeamer Bpcra ucnutuBama/y3opkoBama TexHuka Pegepenrin
P.b. |ucnuTuBama/| W/WIKM KapaKTepUCTHKA Koja ce HCNUTHBaa/ JIOICYMEHT 32 Jlokauuja
Y30paKoma Mepu/y30pKyje Y3KOBambha HCnUTHBAR¢/
Y30pKOBamba
KJIMHUYKY 3HA4ajHUX OaKkTepHja GaKTepHoIIOIKa
JIMjarHOCTHKA
KBaHTHUTATHUBHO;
23 Vpun WN3omoBame u Hﬂ?HTHQ)HKaHHj? KOHBEHLIMOHAJIHA C05.1-UB41 1
KJIMHUYKY 3HAa4ajHUX OakTepuja GakTepHononIKa
JIMjarHOCTHKA
H3onoBame u naeHTHUKaIHja KOHBEHIHORAIHA
209. Coytym . . OaxTepHoIONIKa C05.1-UB57 JI
KJIMHUYKH 3HaYajHUX OaKkTepuja .
JIMjarHOCTHKA
Kynarypa
acpoOHuX u UcnutrBame 0CETIHUBOCTH C05.1-U05
30. | ¢axynraTuBH . ucK-1udy3HOHN METO. JI
OaxTepyja Ha aHTUMHUKPOOHE JIEKOBE EUCAST
0 aHaepoOHHUX
OakTepuja
Jlerenna:
Pedepentan Pedepenua /Ha3uB MeTo/1e MCTUTHBAKA
AOKYMEHT
CrangapnHa Merona: YIyTCTBO 3a HCIUTHBAaWbE OakTepHjcKuxX HHQEKIMja yXa M CIMYHUX
C05.1-UB1 y30paka 3acHoBaHO Ha: Investigation of Ear Swabs and Associated Specimens; UK Standards for
Microbiology Investigations - Bacteriology |B1]2014.
CranmapaHa merona: YIMyTCTBO 3a HCIUTHBAaWKE OaKTepHjcKux HH(EKIHja OKa 3aCHOBAHO Ha:
C05.1-UB2 Investigation of Bacterial Eye Infection UK Standards for Microbiology Investigations;
Bacteriology |B2 | 2017.
C05.1-UB4 Cranmapina MeToa: YIyTCTBO 3a HCIUTHBARKE Oprca yCHe Aymibe 3acHOBaHO Ha: Investigation
) of Mouth Swabs - UK Standards for Microbiology Investigations; Bacteriology | B42022/08
C05.1-UB5 CranpmapiHa MeTona: YIyTCTBO 32 HCIHMTHBAaKE y30paka U3 HOca 3aCHOBaHO Ha: Investigation of
’ Nasal Samples - UK Standards for Microbiology Investigations; Bacteriology |B5]2015.
C05.1-UB9 CranmapinHa meTtoza: YIyTCTBO 3a HCIMTHBAame Oprca rpia 3acHOBaHO Ha: Investigation of
’ Throat Swabs - UK Standards for Microbiology Investigations; Bacteriology |B9|2015.
CranpmapaHa MeToga: YIyTCTBO 32 HCIUTHBAKE Oprca KOXKe M MOBPIIMHCKUX WHGEKIHja MEKIX
C05.1-UB11 TKMBa 3acHOBaHO Ha: Investigation of Skin, Superficial and Nonsurgical Wound Swabs; UK
Standards for Microbiology Investigations - Bacteriology |B11]2018.
Crangapana MeTonia: YIyTCTBO 3a UCTIMTHBAE THOja M €KCyJlaTa 3aCHOBaHO Ha: Investigation of
C05.1-UB14 Abscessus and Deep Seated Wound Infections; UK Standards for Microbiology Investigations -
Bacteriology |B14|2016.
Cranmapana Merofa: YIyTCTBO 32 HCIMTHBAIE y30paKka W3 TEHUTAIHOT TPaKTa 3aCHOBAaHO Ha:
C05.1-UB28 Investigation of Genital Tract and Associated Specimens; UK Standards for Microbiology

Investigations - Bacteriology | B28/2017.

ATC-ITP15-002

Wzname/U3mena: 5/0 Hatym: 10.07.2023. Crpana: 4/7




<

Axkpenuranuonu 0poj/
Accreditation No.

Baxu on/Valid from: 26.11.2025.

03-012

3amemyje O6um o1/ Replaces Scope dated: 11.02.2024.
ATC
Pedepentan Pedepenna /Ha3zuB MeTo/1e HCIMTHBAKA
AOKYMCECHT
CranmapiHa Meroja: YMyTCTBO 3a HCIHTHBamkE y30paka (eleca Ha MaToreHe OakTepuje
C05.1-UB30 3acHoBaHO Ha: Investigation of Faecal Specimens for Enteric Pathogens; UK Standards for
Microbiology Investigations - Bacteriology |B30]2014.
C05.1-UB41 Cranmapana Metoja: YIyTCTBO 3a HCIUTHUBAKC ypHHA 3aCHOBaHO Ha: Investigation of Urine; UK
) Standards for Microbiology Investigations- Bacteriology | B41]2019.
CranmapaHa MeTtoza: YMyTCTBO 3a HCIHTHBamE OpPOHXOANBEONAPHOT JaBara, COyTymMa H
C05.1-UB57 CIIMYHKX y30paka 3acHOoBaHO Ha: Investigation of Bronchoalar Lavage, Sputum and Associated
Specimens; UK Standards for Microbiology Investigations - Bacteriology |B57/2019/05
C05.1-U05 Crangapana MeTona: YIYTCTBO 3a HCIMTHBAGE OCETJBUBOCTH OakTepHja Ha aHTUMHUKPOOHE
EUCAST JIEKOBE 3aCHOBAHO HA: The European Committee on Antimicrobial Susceptibility Testing —
EUCAST Version 13.0 2023
YuyTrcTBo 3a onpelhuBame mpucycrBa aHTu crpentoiusuH ,,0° antutena (ASO) y cepymy
(3acHOBaHO HA OPUTHHAIHOM YIYTCTBY MPOM3BOhaua pearcHaca)
ASO (ANTI-STREPTOLIZIN O) Latex Reagent-Diagnostic Reagent for the Qualitative and
Semiquantitative Determintion of Anti-Streptolysin-O Antibodies in Undiluted Serum by Latex
C05.1-USo01"Y Aglutination, DIALAB, Austria 2004.

AVITEX ASO Latex Serology test for detection of streptococcal antibodies, Omega diagnostics,
UK 20 2003

ASO Latex Test Kit: For Detection Of Anti-Streptolysin O (ASO In Serum Lorne
LaboratoriesLTD Great Britain 2020

C05.1-U S02?

YoyrcTBo 3a onpehuBame mpucycTBa aHTHTeNa Ha Ireponema pallidum (TPHA) y cepymy
(3aCHOBaHO HA OPUTHHAIHOM YITyTCTBY MPOU3BONaua peareHaca)

Syphilis TPHA Reagent for qualitative and semi-quantative determination of anti-Treponema
pallidum antibodies in human serum or CSF. Omega diagnostics UK 2015.

Syphilis TPHA Reagent for qualitative and semi-quantative determination of anti-Treponema
pallidum antibodies in human serum or CSF Dialab Austria 2017.

TPHA Microtitre Plate Kit: For The Qualitative Determination Of Treponema Pallidum
LaboratoriesLTD Great Britain, 2021

C05.1-U S03%

YuyrctBo 3a ompehuBame mpucyctBa pearnH anturena (RPR) y cepymy (3acHoBaHO Ha
OPHIMHAIHOM YIyTCTBY Npou3Bolaya peareHaca)

RPR-NOSTICION II-Slide Flocculation Test for Qualitative and Semi-quantitative
Determination of Antibodies to VDRL Antigen, Biomerieux, Lion, France 2017. IMMUTREP
RPR Rapid Plasma Reagin Card test for the serodiagnosis of Syphilis, Omega diagnostics, UK
2015.

Test rapido per derminacione qualitative e semiquantitative di reagine associabili alla Lue nel
siero o nel plasma Mascia Brunelli, Milano 2015.

RPR Carbon Antigen: For Serodiagnosis Of Syphilis. Lorne Laboratories Itd. Great Britain 2020

C05.1-U S04%

VYuyterBo 3a onpehuBame antutena kiace 1gG u IgM na Borellia burgdorferi ELFA texaukom
(VIDAS LYME IGG AND IGM) (3acHOBaHO Ha OpHIMHIHOM YHYTCTBY Hpou3Bolhaya
peareHaca)

VIDAS LYME IgG and IgM (LYM, LYG) is an Automated Qualitative Test for Use on the
VIDAS Family Instruments for Detection of LYME IgG and IgM Antibodies to Borrelia
burgdorferi in Human Serum or Plasma and CSF (LYGS) Using the ELFA Technique -
Biomerieux, Lyon, France 2019/10

C05.1-U S05°

OpurnHainHO ymyTcTBO Ipom3Bol)aya pearenaca: YmyTcTBo 3a oapehuBame anTHTena kiace IgM
Ha Toxoplasma gondii ELFA texuukom (VIDAS TOXO IgM) (3acHOBaHO Ha OpHUTHMHAIHOM
YIIyTCTBY IpoM3Boljaua peareHaca)

VIDAS TOXO IgM (TXM)-Automated Qualitative Test for Use on the VIDAS Family
Instruments, for the Detection of Anti-Toxoplasma IgM in Human Serum Using the ELFA
Technique-Biomerieux, Lyon, France, 2023/01

C05.1-U S06%

YmoyrcTBo 3a onpehuBame anturena kinace 1gG Ha Toxoplasma gondii ELFA texumkom (VIDAS
TOXO IgGII) (3acHOBaHO Ha OPUTHHAIIHOM YITYTCTBY ITPOM3BOhada peareHaca)
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4

ATC

Axkpenuranuonu 0poj/
Accreditation No.

Baxu on/Valid from: 26.11.2025.
3amemyje O6um o1/ Replaces Scope dated: 11.02.2024.

03-012

Pedepentnn
AOKYMEHT

Pedepenna /Ha3uB MeToe HCIMTHBAKA

VIDAS TOXO IgG II (TXG)-Automated Qualitative Test for Use on the VIDAS Family
Instruments, for the Qualitative Measurement of Anti-Toxoplasma IgG in Human Serum or
Plasma (lithium heparin or EDTA) Using the ELFA Technique-Biomerieux, Lyon, France
2020/10

C05.1-U S077

YmoyrcTBo 3a ogpehuBame antutena xinace [gM Ha Cyfomegalovirus ELFA Texaukom (VIDAS
CMYV IgM) (3acHOBaHO Ha OPUTHHAIHOM YIIYTCTBY Ipom3Bol)aua peareHaca)

VIDAS CMV IgM (CMVM)-Automated Quantitative Enzyme Imunoassay for Use on the
VIDAS Family Instruments, for the Detection of Anti-Cytomegalovirus IgM (CMVM) in Human
Serum Using the ELFA Technique-Biomerieux, Lyon, France 2020/10

C05.1-U S08%

YmoyrcTtBo 3a onpehuBame anTHTena kinace 1gG Ha Cytomegalovirus ELFA texaunkom (VIDAS
CMYV IgG) (3acHOBaHO Ha OPUTHHAIHOM YIyTCTBY Mpou3Bolaua peareHaca)

VIDAS CMV IgG (CMVG)-Automated Quantitative Enzyme Imunoassay for Use on the VIDAS
Family Instruments, for the Quantitative Measurement of Anti-Cytomegalovirus IgG (CMVG) in
Human Serum Using the ELFA Technique-Biomerieux, Lyon, France 2022/11

C05.1-U S09?

YmyrcTBo 3a onpeljuBame anTuTeNa Kiace [gM Ha Rubella Bupyc ELFA Texankom (VIDAS RUB
IgM) (3acHOBaHO Ha OPUTHHAITHOM YITyTCTBY Ipou3Bohaua peareHaca)

VIDAS RUB IgM (RBM)-Qualitative Automated Enyzme Immunoassay for Use on the VIDAS
Family Instruments, for the Detection Anti-Rubella IgM (RBM) in Human Serum Using the
ELFA Technique-Biomerieux, Lyon, France 2020/08

C05.1-U S10'

YmoyrcTBo 3a ogpehuBame antutena kinace IgG Ha Rubella Bupyc ELFA texaukom (VIDAS RUB
IgG II) 3acHoBano Ha: VIDAS RUB IgG II (RBG)-Automated Quantitative Test for Use on the
VIDAS Family Instruments, for the Quantitative Measurement Imunoglobulins G (IgG) in
Human Serum or Plasma (heparin or EDTA) Using the ELFA Technique-Biomerieux, Lyon,
France 2022/12

C05.1-U S11'Y

YuyrcTBo 3a onpehuBame anturena xiace 1gG Ha H. pylori ELFA Texuukom (VIDAS H. pylori
IgGG) (3acHOBaHO Ha OPUTHHAIHOM YIIYTCTBY IIpOHM3BOljadya peareHaca)

VIDAS H. PYLORI IgG (HPY)-Automated Qualitative Test for Use on the VIDAS Family
Instruments, for the Detection of Anti-Helycobacter pylori 1gG Antibodies in Human Serum or
Plasma Using the ELFA Technique-Biomerieux, Lyon, France 2019/08

C05.1-U S12'2

YuyrctBo 3a onpehuBame antutena Ha HIV Bupyc ELFA Ttexmmkom 3acHoBaHo Ha (VIDAS
VIDAS HIV DUO) (3acHOBaHO Ha OpUTHHAHOM YITyTCTBY IPOU3Bohjada peareHaca)

VIDAS HIV DUO ULTRA (HIVS5)-Automated HIV Infection Screening Test for Use on the
VIDAS Family Instruments, for the Combined Detection of Anti-HIV-1 (groups m and o) and
Anti-HIV-2 Total Immunoglobulins and HIV-1 p24 Antigen in Human Serum or Plasma Using
the ELFA Technique-Biomerieux, Lyon, France 2022/11

C05.1-U S13'®

YoyrctBo 3a onpehuBame HBsAg ELFA texmmxom (VIDAS HBsAg Ultra) (3acHoBaHO Ha
OpUTHHAIHOM YITyTCTBY MPOU3BOlaya peareHaca)

VIDAS HBs Ag Ultra (HBS)-Automated Qualitative Test for Use on the VIDAS Family
Instruments, for the Detection of Hepatitis B Surface Antigen (HBSAG) in Human Serum or
Plasma Using the ELFA Technique-Biomerieux, Lyon, France 2022/05

C05.1-U S14'

YuytcrBo 3a onpehuBame anturena kiace 1gG na Hepatitis C Bupyc ELFA texnukom (VIDAS
ANTI HCV) (3acHOBaHO Ha OpUIHHAIHOM YITyTCTBY Npou3Bolada peareHaca)

VIDAS ANTI HCV (HCV) -Automated Qualitative Test for Use on the Instruments of the
VIDAS Family, for the Detection of IgG Antibodies to Hepatitis C virus (Anti-HCV) in Human
Serum or Plasma (Heparin) Using the ELFA Technique-Biomerieux, Lyon, France 2019/10

C05.1-U S15'

YuyterBo 3a onpehuBame antutena kiace IgG Ha kopHeannu anturen Epstein Barr Bupyc ELFA
texankoMm (VIDAS EBV VCA/EA IgG) (3acHOBaHO Ha OpUTHHAIHOM YIYyTCTBY Mpou3Bohaua
pearenaca)

VIDAS EBV VCA/EA IgG (VCAG)-Automated Test for Use on the VIDAS Family Instruments,
for the Qualitative Detection of Anti-VCA and Anti EA IgG in Human Serum Using the ELFA
Technique - Biomerieux, Lyon, France 2022/11
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Axkpenuranuonu 0poj/
4 Accreditation No. 03-012

Baxu on/Valid from: 26.11.2025.
3amemyje O6um o1/ Replaces Scope dated: 11.02.2024.

ATC
Pedepentnn Pedepenna /Ha3uB MeToe HCIMTHBAKA
AOKYMEHT
YuyrctBo 3a oxapehuBame anturena kinace IgM Ha kopHeanHu aHTHreH Epstein Barr Bupyca
ELFA texnukom (VIDAS EBV VCA IgM) (3acHOBaHO Ha OpUTHHAIIHOM YITyTCTBY Ipon3Bolaya
C05.1-U 160 | Peareraca)

VIDAS EBV VCA IgM (VCAM)-Automated Test for Use on the VIDAS Family Instruments, for
the Qualitative Detection of Anti-VCA IgM in Human Serum Using the ELFA Technique-
Biomerieux, Lyon, France 2022/11

YmoyrcTBo 3a onpehuBame anTutena kinace IgG Ha HykieapHu anTureH Epstein Barr Bupyc ELFA
texHukoM (VIDAS EBNA IgQG) (3acHOBaHO Ha OpUTHHAIHOM YIIYTCTBY IpOHM3BOljada peareHaca)
C05.1-U S17'7 VIDAS EBV EBNA IgG (EBNA) -Automated Test for Use on the VIDAS Family Instruments,
for the Qualitative Detection of Anti-EBNA IgG in Human Serum Using the ELFA Technique-
Biomerieux, Lyon, France 2022/11

YoyrcTBo 3a onpehuBanme npucyctsa Tokcuna A u B Ha C. difficile ELFA texuukom (VIDAS
C. difficile TOXIN A i B) (3acHOBaHO Ha OPUTHHAIHOM YIyTCTBY Mpou3Bolaua pearcHaca)
C05.1-U S18'® | VIDAS C. DIFFICILE TOXIN A & B (CDAB)-Automated Test for Use on the VIDAS Family
Instruments, for the Qualitative Detection of C. difficile Toxin A and Toxin B in Stool Specimens
Using the ELFA Technique-Biomerieux, Lyon, France 2019/07

Ogaj O6um akpenuTanuje Baxu camo y3 Ceptudukar o akpeaurtanuju 6poj / 03-012
This Scope of accreditation is valid only with Accreditation Certificate No

AKpeauTanmja Baxu 10 /

Accreditation expiry date 10.02.2028.
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