AKPEJJUTALIUOHO Axpenurarmonu 0poj / Accreditation No: Osnaxa npemera / File Ref. No.:

2-08-017
u TEHO 03-016 Baxu on / Valid from:
11.12.2023.
CrslJE .
. 3amemyje O0um ox / Replaces Scope dated:
ATC Jlatywm tipse akpeantanic /g 15 5599 31.01.2023

Date of initial accreditation:

OBUM AKPEIUTAIINJE
Scope of Accreditation

AKpeauTOBaHO TeJl0 3a ouemuBame ycaraamenoctu / Accredited conformity assessment body

3aBoj 3a jaBHO 31paB/be ComOop, LlenTap 3a MUKpPOOHOIOTHjY
One/beme KIMHUYKE MUKPOOHOJIOTHje

Combop, Bojsohancka 47

Crannapn / Standard:

SRPS EN ISO 15189:2014
(EN 1SO 15189:2012)

Ckpahenn o6um akpenuranmje / Short description of the scope

— MuxkpoOuosonika HCIUTHBakba XyMaHUX y3opaka Ouonomkor marepujana / Microbiological
examinations of human biological samples
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<

ATC

AxpenuTanuonu 6poj/
Accreditation No.

Baxu on/Valid from:

03-016
11.12.2023.

3amemyje O6um ox / Replaces Scope dated: 31.01.2023.

Herasman ooum akpenuranmje / Detailed description of the scope

Mecro ucnutuBama: JI (Llentap 3a MukpoOuonorujy, Onememe KIMHUYKE MHKpoOuonoruje, Omcek
UMYHOCEPOJIOTH]E)
MHuKpPOOHOJIOIIKA HCTMTHBAKA XYMAHOT OHOJIONIKOT MaTepHjaia

Bpcra Pedepenthn
IIpenmer TexHuka
HCIIUTHBAaKA/y30PKOBabHa JOKYMEHT 3a .
P.b.| wucnuruBamal/ . HCIIMTHBAMa/ Jlokanuja
H/WJIM IapaMeTap Koju ce HCIINTHBaMe /
Y30pKOBama . y30pKoOBama
MepHu/y30pKyje Y30pKOBame
OnpehuBame npucycraa
1. | Cepym, miasma Toxoplasma gondii IgM ELISA MMO0011Y J
aHTUTENna
OnpehuBame NMPHCYCTBA ELEA MMO0112 T
Toxoplasma gondii IgM anTturena
Onpehusare npucyctsa ELISA MMO0012 71
Toxoplasma gondii IgG anTuTena
OnpehuBame NMPHCYCTBA ELEA MMO0122 T
Toxoplasma gondii IgG anturena
OnpehuBame npucyctsa HIV ELISA MMO0016Y T
AHTUTCHA U aHTUTEIa
OnpehuBame npucycrsa HIV ELEA MMO0162 T
aHTUTEHA U aHTUTEeJIa
Onpehusame mpucycrsa HBS ELISA MMO0020Y T
AHTHUI'CHA
Onpehusame mpucycrsa HBS ELEA MM00202 T
AHTHUI'CHA
OnpehuBame npucycrsa HCV ELISA MMO021Y T
aHTUTENa
OnpehuBame npucycrsa HCV ELEA MMO00212 T
aHTUTENa
Kynrusanuja
. MHUKpPOOpPTaHH3a-
2 CHyTyM N3onoBame u I/III.CHTI/I(bI/IKaIII/I_]'a Ma M TeXHHKe MMO0042 b
KIIMHAYKY 3Ha4ajHUX Oakrepuja | uaentuduxanuje
MHUKpOOpraHusa-
Ma
Kynrypa
Oaktepuja HcnutuBame 0ceTIbHBOCTH Tlrex
3 | H30JIOBaHa U3 M30JI0BAaHUX KyNTypa OakTepuja udpy3HoHa MMO087Y T
OuoJomKor Ha aHTUOMOTHKE U
: TEXHUKA
Mmarepujana XEMHUOTEpaNeyTHKE
XYMaHOT HOopeKiia
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ATC

AxpenuTanuonu 6poj/
Accreditation No. 037016

Basxu ox/Valid from:  11.12.2023.
3amemyje O6um ox / Replaces Scope dated: 31.01.2023.

Mecto ucnutuBamwa: JI (Lentap 3a mukpoOuonorujy, Onmesreme KIMHHYKE MHKpooOmonoruje, Opmcex

HMYHOCEPOJIOTH]€)
Mukpo61oJI01IKa HCIMTHBAKA XYMaHOT OMOJIOHIKOT MaTepHjaja
Bpcra PedepentHu
IIpeamer P TexHuka bep
HCIIUTHBAKA/y30PKOBAKA AOKYMEHT 3a .
P.b. uenuTuBama/ . HCIIUTUBAmA/ Jlokaumja
U/ MJIM IapaMeTap Koju ce HCIUTHBAaKE /
Y30PKOBama . Y30pKOBama
Mepu/y30pKyje Y30pKOBame
Kynrypa
OaxTepuja
M30JI0BaHa U3 HcnuTtnBame 0CeTIbUBOCTH
3 OHoIoImIKOT H30JI0BaHUX KyNTypa OakTepuja ayTOMaTCKa MMO00872 T
" | marepujana Ha aHTHOMOTHKE U TEXHHKA
XYMaHOT IIOpeKJIa | XeMHOTepaIneyTuke
Hacmasax
Jlerenna:

PedepenTHN 1OKyMeHT

Pedepenna/ma3zuB MeToe HCIMTHBAKA

MMO0011Y

VYmyTcTBO 3aCHOBaHO Ha ymyTcTBY mpousBohaua: VIDAS TOXO IgM II (TXM) — qualitative
test for use on VIDAS instruments for the qualitative measurement of anti-toxoplasma IgM in
human serum or plasma using the ( ELISA) technique; BIOMERIEUX, 2006

MMO0011?

VYmyTcTBO 3aCHOBaHO Ha yIyTCTBY Tpom3Bohaua: Anti-Toxoplasma gondii (ELFA) (IgM) -
semiquantitative in vitro assay from human antibodies of the immunoglobulin class IgM
against Toxoplasma gondii in serum or plasma for the diagnosis of toxoplasmosis;
EUROIMMUN, 2016.

MMO0012Y

ViryTcTBO 3aCHOBaHO Ha yIyTcTBY mpounsBohaua: VIDAS TOXO IgG Il (TXG) — quantitative
test for use on VIDAS instruments for the quantitative measurement of anti-toxoplasma 1gG
in human serum or plasma using the (ELISA) technique; BIOMERIEUX, 2006

MM0012?

VIyTcTBO 3aCHOBAHO Ha YMyTCTBY mpomsBohjaua: Anti-Toxoplasma gondii (ELFA) (1gG) -
semiquantitative or quantitative in vitro assay from human antibodies of the immunoglobulin
class 1gG against Toxoplasma gondii in serum or plasma for the diagnosis of toxoplasmosis;
EUROIMMUN, 2016.

MMO0016Y

YoyTcTBO 3acHOBaHO Ha ymyTcTBy mpom3Bohada: “HIV Ag&Ab” YerBpra reHeparyja
EH3MMCKOT IMYHOJIOIIKOT TecTa 3a oapehuBame antutena HIV Bupyca tun 1&2&0 u P24
HIV-1 anturena y xymaHom cepymy u mia3mu; Dia.Pro, Revision 6, 2015/06

MMO0016?

VYmyTcTBO 3aCHOBaHO Ha yMyTCTBY mpou3Bohaua: Vidas HIV DUO Ultra (HIV5) — qualitative
test for use on the Vidas instruments for the detection of anti HIV1 and anti HIV2 total
immunoglobuline and HIV1 p24 antigene in human serum or plasma with ELFA technique;
BIOMERIEUX, 2008.

MMO0020"

ER)

YoyTcTBO 3acHOBaHO Ha ymyTcTBY mpowusBohaua: “HBsAg one version Ultra ” YerBprta
reHepaluja eH3MMCKOI' HMMYHOJIOMIKOT TecTa 3a ojpehuBame NOBPHIMHCKOT aHTHICHA)
Xenarutuc b (HBsAg) y xymanom cepymy u tuiasmu; Dia.Pro, Revision 4, 2015/06

MMO0020?

VYmyTcTBO 3aCHOBaHO Ha ynyTcTBY mpou3sBohaua: Vidas HBSAgQ Ultra (HBS) — qualitative test
for use on the Vidas instruments for the detection of HbS Ag in human serum or plasma with
ELFA technique; BIOMERIEUX, 2008.

MM0021"

VYiyTcTBO 3acHOBAaHO Ha ymyTcTBY mpousBohaua: Monolisa anti HCV plus (version 2)
detection kit for antibodies to HCV in human serum or plasma by enzime immunoassay;
BIORAD, 2009.

MM0021?

VyTcTBO 3acHOBaHO Ha yiyTcTBY mpomsBohjaua: VIDAS Anti-HCV (HCV) - qualitative test
for use on the Vidas instruments for the detection of IgG antibodies to hepatitis C virus (anti-
HCV) in human serum or plasma; BIOMERIEUX, 2012
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AxpenuTanuonu 6poj/
Accreditation No. 037016

Basxu ox/Valid from:  11.12.2023.
3amemyje O6um ox / Replaces Scope dated: 31.01.2023.

PedepenTHu 1okymMeHT

Pedepenna/nazuB metojie MCIUTUBAKA

Crannmapana metona: National Standard Method — Health Protection Agency — Investigation
of bracheoalveolar lavage, sputum and associated specimens, BSOP 57 — HPA UK, 2009.

MMO042 https://www.gov.uk/government/collections/standards-for-microbiology-investigations-
smi#bacteriology
Cranmapnna wmetoma: European Committee on Antimicrobial Susceptibiliy Testing

MMO0087Y Breakpoint tables for interpretation of MICs and zone diameters (Version 9.0); EUCAST,
Valid from: 2019-01-01
Cranmapana wmeroga: European Committee on Antimicrobial Susceptibiliy
Testing Breakpoint tables for interpretation of MICs and zone diameters
(Version 9.0); EUCAST, Valid from: 2019-01-01

MMO00872 VYmyrcrBo 3a ymotpeOy amapara VITEK 2 - compact, 510772-1EN1(REV 03/2004) CE;

Uputstvo za koris¢enje Online softvera VITEK 2 - compact 510773-2EN1, 510773-2EN1
Build N0.01.02.01.04 CE; DensiCHEK plus Instrument User Manual EN 24384 (09/2009) -
BioMerieuX  Inc.  Box15969, Durham, North  Carolina  27704-0969/USA,
WWW.hiomerieux.com

Ogaj O6uMm akpeauTaiyje Baxxu camo y3 CepTudukar o akpeauTauju opoj /

This Scope of accreditation is valid only with Accreditation Certificate No 03-016
Axpenuranuja Baxu 1o /
Accreditation expiry date 10.12.2027.
AUPEKTOP
mp dparan Ilymapa
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