4 AKPEJIUTALIMOHO Axpenuranuronu 6poj / Accreditation No: Osnaxa npenera / File Ref. No.:
2-08-003

& TEHO 03-003 Baxu on / Valid from:
CPBI/IJE ' 22.11.2024.

: 3amemyje O6um oz / Replaces Scope dated:

ATC Jarym npse akpemtamie /5 0 541 22.11.2023.

Date of initial accreditation:

OBUM AKPEAUTALUJE
Scope of Accreditation

AKpenHuTOBaHO TeJIO 32 ouelmuBame ycarjamenoctu / Accredited conformity assessment body

3aBoz 3a 1abopaTopujcky AujarHocTuKy ,BIOMEDICA*

[Toxemka 67a, beorpan

Cranpapna / Standard:

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

Ckpahenn ooum akpenuranuje / Short description of the scope

- Invitro memunmHcka ncnutuBama / In vitro medical examinations:

- buoxemujcka 1 IMyHOXEMHjCKa UCIIMTHBAaWka KpBH, ypuHa U aukBopa / Biochemical and
immunochemical examinations of blood, urine and liquor;

- Xewmartonomnika ucniutuBama kpsu / Blood haematological examinations

- Mukpobuosomnika-ceposionika ucnuTuBama cepyma / Microbiological serological
examination od serum

ATC-ITP15-002 Wsname/Usmena: 4/0 Harym: 15.06.2022. Crpana: 1/6



4

ATC

Axpenuranuonu 0poj/

Accreditation No.

03-003

Baxu ox/Valid from: 22.11.2024.
3amemyje O6um ox / Replaces Scope dated: 22.11.2023.

Jeraman ooum akpenuranmje / Detailed description of the scope

daexcuouHu 00um akpeauranuje/Flexible scope of accreditation

Mecto ncnutuBama: beorpan, Bynesap ocimoboljema 7 (JI1)
Obaact ucnutTuBama: XeMaToJoIIKa HCIUTHBAka KPBH; BHOXeMHUjcka U UMYHOXEMHjCKa WCITHTHBAMA
KPBH, JTUKBOPA U ypHUHA
Ipeamer Bpcra ncnurnBame
HCMUTHBAA W/WJIH KapaKTepHuCTHKA Texnuka ncNIUTHBaIbA Pedepentnu nokymenr | Jlokanuja
( y3opak ) KOja ce Mepu
Kps Y30pKoBame KpBU VI122 Vsumare JI1
y30paka KpBU
Cepym, Enzumu JI1
ia3Ma, ypuH
Kps,cepyw, [Mporennn JI1
ia3Ma, ypuH
Cepywm,
miasMa, ypuH, | MeraGonutu VIIyTCTBO 3aCHOBAHO JI1
24h ypun Ha yIyTCTBY
Cepym, npou3Bohaua onpeme
i U peareHaca
masma, ypus, | o o xupaTi CriexktpodoToMeTpHja p 11
24h ypun,
JIUKBOP 30upka ynyTcrasa
3aBona Biomedica
Cepym, Jununm JI1
mra3Ma
Cepywm, ypuH,
24h ypun EnextponuTu JI1
Cepywm, MHUKpOeneMEeHTH JI1
ia3Ma, ypuH
VYTyTCTBO 3aCHOBAHO
Ha YIIyTCTBY
o npousBohaua orpeme
CepyMm, ypuH, Erexrponu [MorenromeTpuja — jou U peareHaca ot
24h ypun CEJICKTUBHA eJICKTPO/Ia
30upka ymyTcrasa
3aBoza Biomedica
YIyTCTBO 3aCHOBaHO
Ha YIYTCTBY
Kps, cepym, npoussohaya onpeme
mia3ma, ypus, | [Iporennn NmyHOTYpOUanMETpHja 1 pearcHaca J1
24h ypun
30upka ymyTcTaBa
3asona Biomedica
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Axpenuranuonu 0poj/

Accreditation No.

03-003

Baxu ox/Valid from: 22.11.2024.
3amemyje O6um ox / Replaces Scope dated: 22.11.2023.

ATC
Mecto ncnutuBama: beorpan, bynesap ocnobohema 7 (JI1)
O0nact mecnuTuBama: XeMaToNIOIIKa MCIUTHBamba KpBH; bHoxeMujcka M MMyHOXEMHjCKa HCIHUTHBamA
KpBH, JIUKBOPA U ypUHA
Ipeamer Bpcra ncnuTnBame
HCIUTHBAKBA W/MJIN KapaKTepHCTHKA TexHHKA HCIIUTUBAKA Pedepentnn noxyment | Jlokanuja
(y3opak ) KOja ce MepH
VYTyTCcTBO 3aCHOBAaHO
Ha YIOYTCTBY
c [Iporeunu ECLIA por3Bohaya ompeme
eapzMé XopMoHH CMIA U peareHaca Tl
I1a3M
Butamunu CLIA
306upka ymyTcraBa
3aBona Biomedica
Eputpouutu
JleyxonuTtu
TpombomuTH YyTcTBO 3aCHOBAHO
. Ha YIYTCTB
XeMaToOKpUT AyTomaTcko Opojame yiy Y
X 6 fem pon3Bohaya ompeme
Kpe €MOTJIOONH enuja, nququa i pearenaca .
MCV uutometrpuja, VCS,
MCH OTOMETpHja
MCHC ¢ PH] 306upka ymyTcraBa
3aBona Biomedica
JleykonuTapHa
dhopmyia
YIIyTCTBO 3aCHOBaHO
Ha YIYTCTBY
. . npousBohaua orpeme
Kps Bpsuna cemvenTanuje | Monudukanuja Meroze 1o W pearcHaca 1
epUTpOIUTA Westerngreen-y
30upka ymyTcTaBa
3aBoja Biomedica
VYIyTCcTBO 3aCHOBaHO
Ha YIIyTCTBY
o npousBohaya onpeme
OTOONTHYKA
Inasma [porennu . 1 pearcHaca J1
KoaryJioMeTpuja
30upka ymyTcraBa
3asoxa Biomedica
Ynyrcreo URNOO1
YyTcTBO 32
Buzyennu npernen u .
(UBUYKO-XEMU]CKY
VYpun LenokymHu nperien OYHMTaBambe (MaKpOCKOIICKH AHAH3Y ypUHA .
ypuHa MperJies1, TECT TpakKa),
CBETJIOCHA MUKPOCKOIIH]a
30upka ymyTcrasa
3aBoza Biomedica

Dnexcudbunnocm je 00360/meHa ywymap ceux cmaexku Obuma akpeoumayuje.
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ATC

Axpenuranuonu 0poj/
Accreditation No.

03-003

Baxu ox/Valid from: 22.11.2024.
3amemyje O6um ox / Replaces Scope dated: 22.11.2023.

Mecro ucnutuBama: beorpan, IMoxemka 67a (okamumja JI2); HoBu beorpan, Bysesap Mapiiana
Tonbyxuna 27 (nokarmja JI3);
O06aacT ucnuTHBamba: XeMaTONOIIKa HCIMTHBAka KPBU, OMOXEMHUjCKa HCITUTHBAbha ypPUHA
IIpeamer Bpcra ncnurnBame u/niu
. PedepenTaun .
HCIIMTHBAKBA KapaKTepuCTUuKa Koja ce TexHUMKA HCIUTHBAaKHA JIOKaIII/IJa
JOKYMEHT
( y3opak ) MepH
VII22 Y3umame
Kps Y30pKoBame KpBU JI2,J13
y30paKa KpBU
Epurponury YyTcTBO
Jleyxouutu 3aCHOBAHO Ha
TpomboruTH . TyTCTB
P B AyTomaTcko Opojame YHyTeipy
XeMaToOKpUT Remmia. hoTouHa npousBohaya
Kps Xemornooux Ja, Tp . oIpeMe U 12, JI3
uutometpuja, VCS, peareHaca
MCV o .
OoTOMETpHja
MCH b
MCHC 30upka ymyTcraBa
Jleykouutapha Gopmyina 3aBoza Biomedica
YyTcTBO
3aCHOBAHO Ha
YIIYTCTBY
. ) mpou3Bohaya
Kps bp3una cenumenTanuje Monndukanmnja meroze 1o orpeme u . 13
p epuTpouuTa Westerngreen-y pearenaca ’
30upka ymyTcraBa
3aBoma Biomedica
YnyTcTBO
3aCHOBAHO Ha
YIYTCTBY
o mpou3Bohaya
OTOONTHYKA
[Tnasma [Iporennu . OmpeMe 1 J12, J13
KoaryJoMeTpuja pearenaca
30upka ymyTcraBa
3aBona Biomedica
Ynyrcreo URNOO1
Buzyennu npernen u VTIyTCTBO 32
OUYNTaBaE (U3NYKO-XEMH]CKY
Ypun L[e;}(;;(ynHH fperiea (MaKpOCKOTICKH TIperJie/, aHAIIN3Y ypuHa JI2,J13
P TECT Tpaka), CBETJIIOCHA
MHUKPOCKOIIHja 30upka ymyTcraBa
3aBona Biomedica

dJ1ekcHOMITHOCT je 103BOJbeHA yHYyTap CBUX cTaBku OOMMa akpeauTalyje.
Jlucma axpedumoeanux axmugHocmu (Memooa, HOCMynaxa) y @rekcuburHom noopyujy IOCTyIHA Ha CajTy
akpenuToBaHe nabopatopuje <http://www.biomedicazavod.rs>
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ATC

Axpenuranuonu 0poj/

Accreditation No.

03-003

Baxu ox/Valid from: 22.11.2024.
3amemyje O6um ox / Replaces Scope dated: 22.11.2023.

duxcun ooum axkpeautanuje/Fixed scope of accreditation

Mecrto ncnutuBama: beorpan, bynesap ociobohema 7 (JI1);
O6JacT ucnuTUBama: bruoxemrjcka 1 UMyHOXEMH)CKa UCTIMTHBAka KPBU U yprUHA
IIpeamer Bpcra ncnurnBame u/nium
P.b. | ncnutuBama KapaKTepUCTHKA Koja ce TexHHKAa HCIUTHBAKA Pedepenin Jloxanuja
(y3opak ) MepHu JOKyMeHT
1. Cepyn Onpehusame cno6omHOr EH3uMCKH HMyHOECE], Viyrerso?? e
TECTOCTEPOHA ELISA metoga IMHO089
2. Cepym Hetexunja IgA antutena Ha EnsumMcku umyHoecej, Yiyrcreo®) 1
Gliadin (GAF-3X) ELISA merona IMHO98
3. Cepyn Hetexunja I9G anturena na | Ensumckn umyHoecej, Viyrerso?? e
Gliadin (GAF-3X) ELISA meroaa IMHO99
4. Onpehusame HuBoa Viyrcrso®?
Cepym JTaMOTpPUTHHA UHPLC metoga IMH112 1
> Ypun floeK?TIilizH;?Ig pll;lgz Cg]g: Nmynoxpomarorpaduja YuyrcrBo® J1
P pelt yrotpebe y YHOXPOMATOTPAQHWA | /o108 BHMO57
ypuHy
> Ypun Saiiiﬁiﬁi?fﬁgm HPLC Ymyrerso®# JI1
P b . merona MH110
HOPAJIPEHAINH, JOTTAMHH )
7. Onpehuame cnoboaHe Vytero?3L:32)
vour | G cnoGoaie 5-HIAA HPLC verona IMH111 | !

Mecrto ucnutuBama: beorpaz, bysiesap ocioboherma 7 (JI1);
O6aact uenuTHBama: MUKpoOHOIIONIKA-CEPOIIONIKA HCITUTHBAKhA KPBH, OMOXEMH]CKa UCTIMTUBAKA YPHHA
[peamer Bpcra ncnutuBame u/uiamn Pedepentin
P.b. | ucnuruBama KapaKTepUCTHKA Koja ce TexHMKA MCIUTUBAKA OKpMeHT Jlokaumja
(y3opak) MepH AOKY
1. YyrcrBo??
Jereknuja IgG anTHuTena XemuiryMuHUCIIEHTHO uMyHO| MeTona |MH092
Cepym Ja 8 y 4 il
py na Herpes simplex 1 Bupyc onpehuBame — CLIA Yiyrerso®
merona IMH092
2. Viyrerso??
Cenvar Herexnuja IgG anTutena XeMUITyMUHHCLIEHTHO UMYHO| meToma |MH093 T
py na Herpes simplex 2 Bupyc onpehuBame — CLIA Yiyrcrso®
metona IMHO093
3. JleTeKIHja MOBPIIHHCKOr | XCMITYMHHHCIEHTHO HMYHO ViyTerpo'21)
Cepym anturena Hepatitis B onpeljuBame Ha el
eroga IMH094
Bupyca (HBs Ag) mukpouectriiama — CMIA eron
4, XeMUITYMHUHHUCIIEHTHO UMYHO
Herexuuja anTuTENA HA Y Y Vnyrerpo'?*?
CepyM | Hepatitis C supyc OfpehiBarLe ia weroma IMHogs | 1!
P by Mukpouectuama — CMIA A
5. Jerexumja HIV p24 XeMUITYMHUHHUCIIEHTHO UMYHO Viyrersot2t
Cepym aHTHUTCHA M aHTHTEJIA Ha onpehuBame Ha gl
HIV1 u HIV2 Bupyc MukpouecTuiiama — CMIA merona IMHO36
6. Jerexnuja IgM antutena . VryrcrBo?®
: . Enzumc oecej, ELISA
Cepym na Candida albicans HSHMCIAL HvyHoeed), meroaa IMHO90 m
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ATC

Axpenuranuonu 0poj/
Accreditation No, 037003

Baxu ox/Valid from: 22.11.2024.
3amemyje O6um ox / Replaces Scope dated: 22.11.2023.

Mecrto ucnutuBama: beorpaz, bysiesap ocioboherma 7 (JI1);
O6Js1acT HCIHTHBAKa: MUKPOOHOJIOIIKA-CEPOJIOIIKA HCIIMTHBAbA KPBH, OHOXEMH]CKA HCIIMTHBAbA YPHHA

[peamer Bpcra ucnuruBame u/uiu Pedepentan
P.b. | ucnuruBama KapaKTepUCTHKA Koja ce TexHMKa HCIUTUBAKA P Jlokanuja
( JAOKYMEHT
Y30pakK ) MepH
7. Jerexnmja 1gG anturena . Viyrero??
Cepym : . Ensumcku numynoecej, ELISA 1
py Ha Candida albicans Y ! metona IMHO91
Jlerenna:
Pedepentnn
HOKYMEHT Pedepenua/na3uB MeToie MCIUTUBAKA
Vivrersol? VYuyrcrBo npoussohada ompeme — Abbott, Architect i2000
y HHTepHO ymyTCTBO Sa pykoBame onpemoM — RO16
Viviersol) VYuyrero npoussohaua ompeme — Abbott, Architect i1000
Y HHTepHO ynyTcTBO sa pykoBame onpemom — RO19
Vivrerso? VYmyrcerso npouseolhada onpeme — Euroimmun, Euroimmun Analyzer |
Y HHTepHO ynyTcTBO sa pykoBame onpemom — RO24
24) VYuyrero npoussohaya ompeme — DiaSorin, Liaison
Ymyrerso HuTtepHO ynyTcTBO sa pykoBame onpemom — RO10
Vivrerso® VYuyTcTBo npon3Boljada TecToBa 3a JOKa3MBaLE MPUCYCTBA CPEICTABA 3IOYIOTPeOe y YPUHY
Y WuaTepHo ymyrcteo URN0OO2
Virvierso? VYuyrcrBo npoussohada ompeme — Euroimmun, Euroimmun Analyzer | — 2P
Y HHTepHO ynyTcTBO sa pykoBame onpemom — RO18
27) VYuyrerBo npoussohaua onpeme — Mindray, BC 7500
YiyTeTso HHTepHO ynyTCcTBO sa pykoBame onpemom — RO29
Virvierso® VYuyrerBo npoussohaua onpeme — Beckman Coulter, Access
Y HHTepHO ynyTcTBO sa pykoBamwe onpemom — RO30
29) YuyrcTBo npoussohaya onpeme — Waters HPLC
Yiyrerso HHTepHO ynyTcTBO sa pykoBame onpemom — RO31
30) YuyrcTBo npoussohaya onpeme — Waters UPLC
Yiyrerso HHTepHO ynyTCcTBO sa pykoBame onpemom — RO32
31) VYuyrerBo npoussohaua onpeme — Girozen ultracentrifuga
Yiyrerso HHTEepHO yIIyTCTBO Sa pyKoBame onpemoM — RO33
VYuyrcrBo npousBohaua ompeme — Waters manifold
32) y p p
Yiyrerso WHTEepHO YIIyTCTBO Sa pyKoBame onpemMoMm — RO34
VYuyrcrBo npousBohaua onpeme — Liaison XL
35) y p p
Ymyrcrso WHTEepHO yIyTCTBO Sa pyKoBamke onpemoM — RO37

Ogaj O6um akpenuTanuje Baxu camo y3 Ceprudukar o akpeauranuju 6poj 03-003
This Scope of accreditation is valid only with Accreditation Certificate No 03-003

AxpenuTanuja Baxku 10 /

01.08.2026.

Accreditation expiry date

JAUPEKTOPA
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