AKPEJUTALIMOHO Axpenuranronu 6poj / Accreditation No: Osnaxa npenvera / File Ref. No.:

2-01-342

& TEHO 01-277 Baxu on / Valid from:
CPBI/IJE ' 28.12.2022.

: 3amemyje O6um oz / Replaces Scope dated:

ATC Jlatym npse akpeuTaic /9 3 559q 30.09.2021.

Date of initial accreditation:

OBUM AKPEAUTALUJE
Scope of Accreditation

AKpenuTOBaHO TeJIO 32 oneluBame ycarjamenoctu / Accredited conformity assessment body

MunucrapceTBo oadpane, Ynpasa 3a BOjHO 3ipaBCTBO
Bojuomenununcka akagemuja, CekTop 3a jedeme
I'pyna uncTUTYyTA 32 IMjAarHOCTUKY U Tepanujy
HHcTHTYT 32 TPAHCY3HOT0THjy M XeMOONOIOTHjY
beorpan, Lipuorpascka 17

Cranpnappa / Standard:

SRPS ISO/IEC 17025:2017
(ISO/IEC 17025:2017)

Cxpahenu ooum axkpexutamnuje / Short description of the scope

In vitro mequumHCcka ncnmtuBama / In vitro medical examinations:

-lImyHoxemaTosomka  (TpaHC(QY3HOJOIIKA)  HCIUTHUBama KpBU M epurpouura /
immunohematological (transfusiological) examinations of blood and red blood cells;

-Jloka3uBambe MHKpPOOpraHMW3amMa ¥ BHpyca HHIMPEKTHHM MeTojaama (CepoJIoIIKH) y KpBH /
detection of microorganisms and viruses by indirect methods (serological) in blood;
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AxpeauTanuonu 6poj/
Accreditation No.

Baxu oxn/Valid from:

01-277
28.12.2022.

3amemyje O6um ox / Replaces Scope dated: 30.09.2021.

JNerapan ooum akpenuranmje / Detailed description of the scope

MecTo ucnutuBama: Jlabopatopuja
Ob6mact wucnuTHBama: lMyHoxemarosnomka (TpaHC(Y3HOJIONIKA) WCIUTHBAkba CepyMa, IUIa3Me |
epUTPOLIHTA
Mpeamer HUcnutuBame wim MeTtoaa uCIUTHBAaA
P.E HCNMIHBAA KAapaKTepPHCTHKA (NpaBUITHUK, Jokammja
- MATeDHi 1/ DOHIES Koja ce mepu/Texuunka cTaHIap/, BAINI0BAHA
P P ! HCIHTHBAA MeT0/1a)
1. ABO/RhD kpBHa rpymna (xymaHa
epyMm, miasma, MOHOKJIOHCKA aHTUTENA) - UpKa yImyTcTaBa
Cepy / 30upka yIry BMA 11
e€pUTPOIUTH MHUKpOETIpYBeTa Y073, ctp. 20
(MMYHOXEMAaToJIOIIKa METO/1a)
9 Cepym, miia3ma, ABO/RhD xpBHa rpyma — enpyseta | 30upka ymyrcraBa BMA T
' €PUTPOIUTH (MMYHOXEMATOJIOIIKA METO/IA) Y073, ctp. 5
Tunuzauuja RhD anturena —
3 Epurpountu MHUKpOETpyBeTa 30upra ynyrcrasa BMA e
Y073, ctp. 21
(MMyHOXEMATOJIOIIKA METO1a)
4 Tumnuzanuja RhD anturena — 36upKa vivicrasa BMA
Epurpountn ernpyBeTa pra yiy J
Y073, ctp. 6
(MMyHOXEMATOJIOIIKA METO/1a)
Tunuzanuja cBUX 1M0je TMHAYHUX
> Epurpountn aHTUT€HA-MUKPOENPYyBETA 36Hp1$0};réyTCCTaB§2BMA JI1
(MMyHOXEMATOJIOIIKA METO/1A) » C1P-
6. Tunuzanuja cBUX MOjeAMHAYHUX
Epurpountn AHTUT€HA-CIIPYBETA 36Hp1§e,10§;r;y2(;;a132agBMA J
(MMyHOXEMATOJIOIIKA METO/1a) TR
7 [Nomucnenuduuan/MmoHOoCTIENNDUIAH
' nupextan Coombs-ov test (DAT) - 36mpka ymyrctaBa BMA
Eputpouutu MHUKpOEIIpyBeTa Y073, ctp. 23 i
(MMYHOXEMATOJIOIIKa METO/1a)
8 [Monucnernuduuan/MmonocnenupuIan
' nupextad Coombs-ov tect (DAT)- 36upka ymyrcrasa BMA
Epurpount ernpyBeTa Y073, ctp. 7 m
(MMyHOXEMaTOJIOIIKa METO/1A)
Nuaupexran Coombs-ov tect (IAT)-
% Cepym, miiazma MHKpOCIpPYyBETa 30upra ynyrcrasa BMA J1
Y073, ctp. 23
(MMyHOXEMATOJIOIIKA METO/1a)
10. Wumupexran Coombs-ov tect (I1AT)-
enpyBera/ HMyHOXEMAaTOJIOIIKa 36upka ymyrctasa BMA
Cepym, nrasma aHam3a Y073, ctp. 7 i
(MMyHOXEMaTOJIOIIKa METO/A)
11. Unentudukanmja epuTponuTHIX
aHTUTEJIa Y CBUM MEJUjiMa — 36upka ymyrctasa BMA
Cepym, nrasma MHUKpOETpyBeTa Y073, ctp. 24 i
(MMyHOXEMaTOJIOIIKa METO/1A)
12. WneHtudukaiyja epuTpoluTHAX
aHTHUTEIA Y CBUM MEJHjiMa — 36upka ymyrctasa BMA
Cepym, nrasma enpyBeTa Y073, ctp. 7 m
(MMyHOXEMAaTOJIOIIKa METOIA)
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AxpeauTanuonu 6poj/
Accreditation No.

01-277

Baxu ox/Valid from: 28.12.2022.
3amemyje O6um ox / Replaces Scope dated: 30.09.2021.

ATC
Mecto ucnutuBama: Jlaboparopuja
Oobaact wucnuTuBama: lMMyHoxemaronomka (TpaHC(Y3HOJONIKA) WCIUTHBAaKka CepyMa, IUla3Me |
epuTpouuTa
Mpexver HNcenurnBamwe nian Merona HCIUTUBAKA
PE HCIMTHBAILA KapaKTepucTHKA (MpaBUIHUK, Joxanuja
o MATeDHI A1/ IPON3EG Koja ce mepu/Texnuka CTaHJIap/, BAJH/I0BaHA
pH P ! HCNINTHBAHA MeTo/1a)
13, Tutap epUTPOIIMTHUX aHTUTENA- 36upka ynyrcrasa BMA
Cepym, niiazma MHUKpOETIpyBeTa V073, crp. 25 JI1
(MMyHOXEMATOJIONIKA METO/1a) ) C1P-
14 Tutap epuTpOLIMTHUX aHTHUTENA-
Cepym, miasma zggfgza/ MMYHOXEMaTOJIOIITKa 36Hp1$0§;réyTCcT;anoBMA It
(MMyHOXEMATOJIOIIKA METO/1A)
15 WuTeppeaxmmja, epuTPOIUTH
' JlaBaola ¥ cepyM nprumMaona- 36upxka ymyrctaBa BMA
Cepym, naasma MHUKpOETIPYBETa Y073, ctp. 25 T
(MMyHOXEMAaTOJIOIIKa MTO/IA)
16 WuTteppeakiuja, epUTPOIUTH
' JlaBaola ¥ cepyM IpumMaona- 30upka ymyrctasa BMA
Cepym, naasma enpyBeTa Y073, ctp. 11 i
(MMYHOXEMATOJIOIIKA METO/IA)
17. Enyunja epuTpounMTHUX aHTHTENA- 3Gupxa ymyTcrasa BMA
Epurpountn TOIUIOTOM V073, ctp. 12 J1
(MMyHOXEMATOJIOIIKA METO/Ia) » 1P
8| pumpownn | xropotmmmon nicommon | S0P yivieras BMA |
(MMYHOXEMATOJIOIIKA METO/IA) Y073, c1p. 11,12, 13
19. Tect xemonu3e epurpouura y 36upka ynyrcrasa BMA
CepyMm, epUTPOLMTH | KHCEIIOM CEPYMY, XaMOB TECT J1
Y073, ctp. 18
(xemaromoIIKa METOIA)
20. Jloka3zuBame NpUCyCTBa XJIaAHUX 36upka yryrcrasa BMA
Cepym, ni1azma aryTHHHHA — eMpyBeTa V073, c1p. 29 J
(MMyHOXEMAaTOJIOIIKa METO/1A) » C1P-

MecTto ncnutuBama: Jlaboparopuja
O6aact ucnuTUBama: J[oka3uBame BUpyca U OaKTEpUja HHIUPEKTHUM METO[aMa - CEPOJIOLIKHU: CEpPyM,

mIazMa
peamer MeTona uCIUTHBAKA
HNcnutuBame uin
HCMUTHBALA . (mpaBUITHHK, .
P.b. . KAapaKTepHCTHKA Koja ce Mepn/ Jlokanmja
maTepujai / CTaHaap/a, BaJuI0BaHA
TexHNKa HCIUTUBAKA
NPOU3BOJ MeTo1a)
21 KpanuratuBHO onpehuBame
' Hepatitis B — HBs anturena y 36upka ymyrcraBa BMA
Cepym, m1azma J1
CepyMy UMYHOCH3UMCKUM T€CTOM Y073, ctp. 37, 69, 79
(ELISA)
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AxpeauTanuonu 6poj/

4 Accreditation No. 017277
Basxu on/Valid from:  28.12.2022.
3amemyje O6um ox / Replaces Scope dated: 30.09.2021.
ATC
Mecto ucnutuBama: Jlaboparopuja
ObaacT ucnuTHBama: J{okasuBame BUpyca U OaKTepyja HHIUPEKTHUM METOaMa - CEPOJIOLIKU: CEPYM,
ra3ma
Ipeamer MeToaa HCIMTHBAKA
HcnutuBame win
HCNUTHBAIbA . (mMpaBUJIHMK, .
P.b. . KapaKkTepHCTHKA Koja ce mepu/ Jlokauuja
maTepujaj / TexHuKA HeMHTHBADA CTaHAapP/, BAJIUI0BaHA
TMPOU3BOJ MeTo/1a)
29 KsamuratuBHO onpehuBame aHTH
' Cepvh. UIa3Ma Hepatitis C — HCV anTurena y 36upka ymyrctaBa BMA e
PyM, CepyMy UMYHOCH3UMCKUM TECTOM Y073, ctp. 35, 56, 79
(ELISA)
23 KsamuratusHaO onmpehuBame
' Cepvi. I1a3Ma aHTHreHa u aHTUTena 3a HIV y 36upxka ymyrctaBa BMA 1
PYM, CepyMy UMYHOCH3UMCKUM T€CTOM Y073, ctp. 32, 56, 79
(ELISA)
Hetexnuja anturena (IgM w/mmu
24. CepyM, m1a3ma IgG) na Treponema pallidum 36;5;; };IT[;TZ?B%_B%A g
(ELISA) e
Jlerenaa:
Pedepentan
HOKYMEHT Pedepenna / Ha3uB MeTOe HCIUTHBAKHA

30upka ymyTcraBa
BMA V073

30upka ynyrcTapa 3a pan Jlabopatopuje 3a Tpancdysuomnorujy, BMA Y073, ctp. on

1 no 269

Ogaj O6um akpenuTanuje Baxu camo y3 Ceprudukar o akpeauranuju 6poj 01-277
This Scope of accreditation is valid only with Accreditation Certificate No 01-277

AKpeauTanuja Baxu 10
Accreditation expiry date

/ 29.09.2025.

B/l INPEKTOPA

mp [paran Ilymapa
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