AKPEJIUTALIMOHO Axkpenutaunonu 0poj / Accreditation No: Osuaxa npenveta / File Ref. No.:

2-08-003

& TEHO 03-003 Baxwu on / Valid from:
CPENIE ' 02.12.2025.

. 3amemyje O6um ox / Replaces Scope dated:

ATC Jlatym npse axpeamTaijc / 05.05.2010. 22.11.2024.

Date of initial accreditation:

OBUM AKPEJIUTALMUJE
Scope of Accreditation

AKpPeInTOBAHO TEJIO 32 OllelhbHBambe ycarjameHnoctT / Accredited conformity assessment body

3aBopa 3a 1abopaTopujcky aujarnoctTuky ,,BIOMEDICA*

[Toxemka 67a, beorpan

Craunpapn / Standard:

SRPS EN ISO 15189:2023
(EN ISO 15189:2022)

Cxpahenn odum akpenuraumje / Short description of the scope

- In vitro MeguIMHCKa UcIUTUBa:A / In vitro medical examinations:

- buoxemmjcka 1 UMyHOXeMH]jCKa UCIIUTUBamba KPBU, ypUHA U JIUKBOpa / Biochemical and
immunochemical examinations of blood, urine and liquor,

- XemaroJolka UCiuTuBama KpBu / Blood haematological examinations

- Mukpobuosomnika-cepoyionika HCIUTHBama cepyma / Microbiological serological
examination od serum
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Axpenuranuonu 0poj/

Accreditation No.

03-003

Baxu op/Valid from: 02.12.2025.
3amemyje O6um ox / Replaces Scope dated: 22.11.2024.

Hetasban ooum akpenuranuje / Detailed description of the scope

DiexkcudOnann ooum akpenuraumje/Flexible scope of accreditation

MecTto ucnutuBama: beorpan, bBynesap ocnobohema 7 (JI1)
Obaact ucnutTuBama: XeMaToJoIIKa HCIUTHBAka KPBH; BHOXeMHUjcka U UMYHOXEMHjCKa WCITHTHBAMA
KpBH, JINKBOPA U YpUHA
Ipeamer Bpcra ncnurnBame
HCIHTHBaMka W/WJIN KapaKTepHCTHKA TexHHKAa HCIUTHBAKA Pedepentnn noxyment | 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
TasMa, ypuH, | A — CrnekrpodoTomerpuja p 1
24h ypuH,
JIUKBOP 30upka ynyTcrasa
3aBona Biomedica
Cepym, Jununm JI1
miasma
Cepywm, ypuH,
24h ypun EnextponuTu JI1
Cepywm, MHUKpOeneMEeHTH JI1
ia3Ma, ypuH
VYTyTCTBO 3aCHOBAHO
Ha YIyTCTBY
o npousBohaua orpeme
CepyM, ypuH, Exexrpouta [Morenumomerpuja — joH ¥ pearenaca T
24h ypun CEJIEKTHBHA €JIEKTPOJIa
30upka ymyTcrasa
3aBoaa Biomedica
YIyTCTBO 3aCHOBaHO
Ha YIYTCTBY
Kps, cepyMm, pou3Bohaya onpeme
mia3ma, ypus, | [Iporennn NmyHOTYpOUanMETpHja 1 pearcHaca J1
24h ypun
30upka ymyTcraBa
3aBona Biomedica
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03-003

Baxu op/Valid from: 02.12.2025.
3amemyje O6um ox / Replaces Scope dated: 22.11.2024.

ATC
Mecto ncnutuBama: beorpaa, 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
Buramunu CLIA
306upka ymyTcraBa
3aBoja 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 uurometpuja, VCS,
MCH OTOMETpHja
¢ PH] 306upka ymyTcraBa
MCHC . .
3aBoma Biomedica
JleykonuTapHa
dhopmyia
YIIyTCTBO 3aCHOBaHO
Ha YIYTCTBY
. . npousBohaua orpeme
Kps Bpsuna cemvenTanuje | Monudukanuja Meroze 1o W pearcHaca 1
epUTpOLIHTA Westerngreen-y
30upka ymyTcTaBa
3aBosa Biomedica
VYIyTCcTBO 3aCHOBaHO
Ha YIyTCTBY
o npousBohaya onpeme
OTOONTHYKA
Inasma [porennu . 1 pearcHaca J1
KoaryJioMeTpuja
30upka ymyTcraBa
3aBona Biomedica
Ymyrcrso 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
3aBoya Biomedica

Dnexcudbunnocm je 00360/meHa ywymap ceux cmaexku Obuma akpeoumayuje.
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Axpenuranuonu 0poj/
Accreditation No.

03-003

Baxu op/Valid from: 02.12.2025.
3amemyje O6um ox / Replaces Scope dated: 22.11.2024.

Mecto ucnutuBama: beorpan, Iloxemka 67a (noxanmja JI2); HoBm beorpax, bymeBap Mapmana
Tonbyxuna 27 (nokamwmja JI3);
O0aacT ucnuTHBamba: XeMaTONOIIKa HCIMTHBaKka KPBU, OMOXEMHjCKa HCIIUTUBAbha 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
nmja,
Kps Xemornooux Ja, Tp . oIpeMe U 12, JI3
uutomerpuja, VCS, pearenaca
MCV (oTomeTpuja
TOMETPHU
MCH b
MCHC 30upka ymyTcraBa
Jleykouurapua Gopmyiia 3aBona Biomedica
YyTcTBO
3aCHOBaHO Ha
YIIYTCTBY
. ) mpou3Bohaya
Kps bp3una cenumenTanuje Monndukanmnja meroze 1o ompeme u . 13
P €PUTPOLIUTA Westerngreen-y pearenaca ’
30upka ymyTcraBa
3aBoxa Biomedica
YnyTcTBO
3aCHOBaHO Ha
YIYTCTBY
o mpou3Bohaya
OTOONTHYKA
[Tnasma [Iporennu . OmpeMe 1 J12, J13
KoaryJoMeTpuja peareHaca
30upka ymyTcraBa
3aBosa Biomedica
Ynyrcteo URNOO1
Buzyennu npernen u VTIyTCTBO 32
OYHTaBaAKE (hM3UUKO-XEMUjCKY
Ypun L[e;}(;;(ynHH fperie (MaKpOCKOIICKH TIperyer, aHaJ3y ypuHa J12, 13
P TECT Tpaka), CBETJIIOCHA
MHUKPOCKOIIHja 30upka ymyTcraBa
3aBosa Biomedica

dJ1ekcHOMITHOCT je 103BOJbeHA yHYyTap CBUX cTaBku OOMMa akpeauTalyje.
Jlucma axpedumoeanux axmugHocmu (Memooa, HOCMynaxa) y @rekcuburHom noopyujy IOCTyIHA Ha CajTy
aKpeauToBaHe NabopaTtopuje <http.//www.biomedicazavod.rs>
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Baxu op/Valid from: 02.12.2025.
3amemyje O6um ox / Replaces Scope dated: 22.11.2024.

®uxcHu o0um akpeautaumje/Fixed scope of accreditation

Mecto ncnutuBama: beorpan, bynesap ocnobohemwa 7 (JI1);
O6JacT ucnuTUBama: bruoxemrjcka 1 UMyHOXEMH)CKa UCTIMTHBAka KPBU U yprUHA
IIpeamer Bpcra ncnurnBame u/nium
P.b. | ucnuruBama KapaKTepUCTHKA Koja ce TexHHKA HCIIUTUBAKA Pedepenin Jloxanuja
(y3opak ) MepHu Jlotcyment
1. Cepyn Onpehusame cno6omHOr EH3uMCKH HMyHOECE], Vyrcreo®? e
TECTOCTEpOHA ELISA Meroxa IMHO89
2. Cepym Hetexunja IgA antutena Ha EnsumMcku umyHoecej, Viyrcreo*) e
Gliadin (GAF-3X) ELISA metona IMH098
3. Cepym Jerexuuja IgG anTurena na EnsuMcku uMyHoece], VuyrerBo*? e
Gliadin (GAF-3X) ELISA metoxa IMH099
4. Onpehuame HUBOA Viyrcro®?
Cepym JJAMOTPUTHHA UHPLC meroma IMHI112 1
3 VYpun ioel;a;f;ﬁigfgggz y Hmynoxpomatorpaduja Ynyrerso® B0
merona BHMO57
ypuHy
6. v OnpehuBame cnobogHIX HpLC Viyrerpo313) n
pUH KaTexoJaMHHa (aApeHaINH, verona MH110
HOPAJIPEHAINH, JOTTAMHH )
7. Onpehusame c10001H€e Vyrcreo?3132)
YpuH VI\EABH cinobonHe 5-HIAA HPLC MGT};ILa IMHI11 i

MecTto ucnutuBama: beorpan, bynesap ocno6ohema 7 (JI1);
O6aact uenuTuBama: MUKpoOHOJIONIKA-CEPOIIONIKA HCITUTHBAKhA KPBH, OMOXEMH]CKa UCTIMTUBAKA YPUHA
[peamer Bpcra ncnutuBame u/uiamn Pedepentin
P.b. | ucnuruBama KapaKTepUCTHKA Koja ce TexHMKA MCIUTUBAKA OKpMeHT Jlokaumja
(y3opak) MepH AOKY
1. ViyrcrBo*?
Cenvm Herexunja IgG antutena | XeMuIyMuHHCLIEHTHO UMyHO| MeToaa IMH092 1
py na Herpes simplex 1 Bupyc onpehusame — CLIA Yiyrerso®)
metona IMH092
2. Viyrcreo®?
Cenvar Herexnuja IgG anTutena XeMIIyMUHHCLIEHTHO UMYHO| pmeToma IMH093 T
Py na Herpes simplex 2 Bupyc onpehuBame — CLIA Vyrerso®)
meroma IMHO093
3. JleTeKIHja MOBPIIHHCKOr | XCMITYMHHHCIEHTHO HMYHO Viyrerso'>!?
Cepym anturena Hepatitis B onpehuBame Ha JI1
erona IMH094
Bupyca (HBs Ag) Mukpouectuiiama — CMIA eron
4. XeMUITyMUHUCIIEHTHO UMYHO
Herexuuja anTuTENA HA Y Y Ynyrerso'>'”
CePYM | Hepatitis C ppyc ONpehuBathe i setoza IMH095 | 711
P by Mukpouectrnama — CMIA A
5. Jlerexuuja HIV p24 XeMUITyMUHUCIIEHTHO UMYHO Viyrerso'>!?
Cepym aHTHUTeHA ¥ aHTHUTEJA Ha onpehuBame Ha J1
HIVI w HIV2 supyc wmKkpodecTimama — CMIA | METoAd IMH096
6. Herexumja IgM anturena g . ViyrcrBo*?
3UMC oecej, ELISA
Cepym Ha Candida albicans HEHMCKH HMYH ) merona IMHO090 us
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MecTto ucnutuBama: beorpan, bynesap ocno6ohema 7 (JI1);
O6JacT ucnuTHBamka: MUKPOOHOJIONIKA-CEPOJIONIKA UCTUTHBAKHA KPBU, OMOXEMUjCKa UCTIMTUBAKA YPUHA

[peamer Bpcra ucnuruBame u/uiu
. PedepenTn .

P.b. | ucnuruBama KapaKTepHCTHKA Koja ce TexHMKa HCIUTUBAKA OKVMEHT Jlokaumja

(y3opak) MepH AOKY

7. Jerexnmja IgG anturena . Vyrcreo®?
CepyMm X . Ensumcku nmynoecej, ELISA J11
Py Ha Candida albicans Y ) metoaa IMH(091
Jlerenna:
Pedepentnn
Pedepenua/na3uB MeToie MCIUTUBAKA
AOKYMEHT

Vnyrcrso'?

YmyrcTBo npomsBohada onpeme — Abbott, Architect i2000
HHrepHO ynyTCcTBO Sa pykoBame onpemoM — RO16

Vnyrcrso'”

VYuyrcrBo npounssohaua ornpeme — Abbott, Architect 17000
MHTepHO YIYTCTBO sa pyKoBame onpeMoMm — RO19

YoyrcTBo npoussohaya onpeme — Euroimmun, Euroimmun Analyzer I

23)
YiyTeTso VHTepHO YIYTCTBO sa pyKoBame onpeMoM — RO24
YoyrcTBo npoussohaya onpeme — DiaSorin, Liaison
24) y p p >
YmyTctso HuTepHO ymyTcTBO sa pykoBame onpemom — RO10
VIvIerEo®) YmyTcTBO pom3Boljada TECTOBA 3a JOKA3MBAKE MPUCYCTBA CPEICTaBa 3JI0YIOTpede y YpUHY
Y Nurepno ynyrctBo URN002
Virvrerso) YuyterBo nponsBohada onpeme — Euroimmun, Euroimmun Analyzer I — 2P
Y MHTEepHO YIYTCTBO sa pykoBame onpeMoMm — RO18
VYuyrcrBo npoussohaua ornpeme — Mindray, BC 7500
27) y p P Y,
YiyTeTso MHTEepHO YIYTCTBO sa pyKoBame onpeMoMm — RO29
Virvrerso®) VYuyrcrBo npounssohaua onpeme — Beckman Coulter, Access
Y MHTEepHO YIYTCTBO sa pykoBame onpemMoMm — RO30
YmyTcTBo pousBohaua onpeme — Waters HPLC
29) Yy p p
YnyTcTso HuTepHO ynyTCcTBO sa pykoBame onpemom — RO31
YmyTcTBo pousBohaua onpeme — Waters UPLC
30) Yy p p
YnyTcTeo HHTepHO yIyTCTBO sa pykoBame onpemMom — RO32
Virvrerso?) YuyrcTBo npousBohaya onpeme — Girozen ultracentrifuga
y MHTrepHO ynyTCTBO sa pykoBame onpeMoM — RO33
YmuyrcTBo npomnsBohaya onpeme — Waters manifold
32) Yy p p
YmyTcTeo MHrepHo ynyTcTBO sa pykoBamwe onpeMoM — RO34
yHyTCTBO35) YuyrcTBo npomsBohada onpeme — Liaison XL

MHuTepHO ynyTcTBO Sa pykoBame onpemoMm — RO37

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

AKpeauTanmja Baxu 10 /

01.08.2026.

Accreditation expiry date

JAUPEKTOPA
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