Osnaka npenmerta / File Ref. No.:

AKPEJIUTAIIMOHO  Axpenurauuonu 6poj / Accreditation No
2-08-005
TEHO 03-005 Baxwu o / Valid from:
CPBI/IJE ' 11.07.2025.
: 3amemyje O6um ox / Replaces Scope dated:
ATC Mlatym npse akperuTamie /3y 1017, 31.10.2023.

Date of initial accreditation:
OBUM AKPEJIUTAILIMJE

Scope of Accreditation

AKpeInTOBAHO TEJIO 32 OllelbHBamhe ycarjaumeHnoctT / Accredited conformity assessment body

JAparan MuuenxoBuh I1P, IToaukannuka 3a 06J1acT HHTEpPHE MeIUIIUHE,

Jadoparopuje 3a MeIMIIMHCKY OMOXEeMHUjy, 1adopaTopuje 32 MUKPOOHOJIOTHjY U
Jadoparopuje 3a naroxucroorujy XYMAH Hum

Hum, Ilerpa Cepatiiuha 21

Craunpapn / Standard:

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

Cxpahenn ooum akpenuranuje / Short description of the scope

In vitro MenuuMHCKa UCIUTUBa:a/ In vitro medical examinations:
— buoxemMujcka, XeMaToJIonKa 1 UMyHOXEMH)CKa UCIUTUBaa KpBU/biochemical, haemato-

logical and immunological examinations of blood;
— MukpobwuoJonika (Cepoiolika) uCIIUTUBamba KpBu/microbiological (serological) examinations

of blood;
— [Taronomka HCIUTUBakba XyMaHUX y30paka TKuBa/pathological examinations of human tissue

samples.

Hatym: 10.07.2023.

Crpana: 1/7

ATC-IIP15-002 Uz name/U3mena: 5/0



4

ATC

Axkpenuranuonu 0poj/

Baxu on/Valid from:

03-005
11.07.2025.

Accreditation No.

3amemyje O6um o1/ Replaces Scope dated: 31.10.2023.

Hetasban ooum akpeauranuje / Detailed description of the scope

Mecto ucnutuBamwa: Hum, ITerpa Ceparnuha 21
buoxemujcka, XeMaTOJIOLIKAa U UMYHOXEMH]CKa HCIIMTHBAKA XyMaHe KPBU

Bpcra PedepenTau
Ipeamer
HCMIUTHBaKa/y30PKOBaha TexHUKa HCIUTHBAKA/ JAOKYMEHT 32 .
P. 6p.| ucnuTuBama/ . Jlokanuja
H/MJIH mIapaMeTap Koju ce Y30pKoOBama HCNUTHBAbE /
Y30pPKOBaba .
Mepu/y30pKyje Y30pKOBam:e
1. |Kps OnpehuBame KOMIUTETHE
kpBHe ciuke (KKS u LF),
(epUTPOIUTH, JICYKOIIMTH,
TPOMOOLIUTH, XEMaTOKPHT, | ayTOMATCKO Opojame Vyrerso ¥ 1
xemornobun, MCV, MPV, |henuja PVII 17.073
MCH, MCHC, RDW, PDW,
PCT u tpunaptHa
JeyKonuTapHa Gopmyia
2. | Cepym, mnasma . Vuyrerso D
O 0 1
npehuBame anOymuHa crekTpodoToMeTpHja PYII 17.001 1
3. | Cepym, miasma, Ompeh o o : Vuyrerso D 1
ehuBame anda ammunaze | crieKTpopoToMeTpHja
ypHH P P PRSPy 17.002
4. |Cepym, mnazma OnpelnBame ankanie CIEKTPOHOTOMETPH]CKH, Ynyrcrso
dbocarase KHUHETHKA, P - J
nitrofenilphosphat PYII 17.003
5. | Cepym, miazma . D)
197 OnpehuBame rama criekTpodoTOMETpHa YyTcTBO 1
rIIyTamMui TpaHcdepase PVYII 17.004
6. |Cepym, miasma, Onpeh " . Vuyrcrso D 1
ehuBame rykose cnekrpodoTomerpuja
yPHH P Y P PR pyTT 17.005
7. | Cepym, tutazma . D)
py OnpehuBame yKynmHor criekTpodoTOMETpHa YnyTcTBO 1
XoJiecTeposa PVYII 17.006
8. |Cepym, mnasma, Onpeh " . Viyrerso D 1
ehuBame KpeaTHHUHA | CIIEKTPOOTOMETpH]a
ypHH P P P PRy 17.007
9. |Cepym,inasma | Qnpehupame : Vuyrerso
KpeaTHHKHHaze crnekrpodoTomerpuja PVII 17.008 el
10. | Cepym, masma | QnpeluBarbe 1aKTaT ) Vuyrerso D
CHEKTPO(POTOMETpH]a J
JEXUIPOTEHA3E pod P PVYII 17.009
11. | Cepym, mnasma | Onpehupame ananun : Vyrerso D
avuHOTpanChepase cnekTpodoToMeTpHja PVII 17.010 i
12. | Cepym, masma | Qapehusame acapraT : Vyrerso D
amuHOoTpaHchepase criekTpodoTomeTpuja PYIT 17.011 m
13. | Cepym, mnazma | OnpehuBame yKymHux : Vuyrerso !
MpOTEeHHA criekTpodoTomeTpuja PYI117.012 m
14. | Cepywm, mwiaszma o : Viyrcrso ! T
npehuBame TpUTIIHLEPH/IA | CHEKTPOPOTOMETPH]ja PYTI 17.013
ATC-ITP15-002 Wzname/U3mena: 5/0 Hatym: 10.07.2023. Crpana: 2/7
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ATC

Axkpenuranuonu 0poj/
Accreditation No.

Baxu on/Valid from:
3amemyje O6um o1/ Replaces Scope dated: 31.10.2023.

03-005
11.07.2025.

Mecto ucnutuBama: Hum, I[Terpa Cepariuha 21
Bruoxemujcka, XeMaToJIOIIKa 1 UIMYHOXEMH]CKa HCITUTHBAkHA XyMaHe KPBU

n Bpcra Pedepentnn
peamer HCIUTHBAKA/y30PKOBakha TexHUKA HCIUTUBAKA/ AOKYMEHT 3a i
P.0p.| ucnutuBama/ . Jlokanmja
H/MJIM IapaMeTap Koju ce Y30pPKOBamba HCIIUTHBaE /
y30pKOBama .
MepH/y30pKyje y30pKOBame
15. | Cepym, mia3ma, : Vuyrcrso D
ypuH Onpebhusame ypee crekTpooToMeTpHja PYII 17.014 J1
16. | Cepym,mnasma, (Onpehupame mokpahne . Vyrcerso D
ypHH kicenHe CHEKTPOGOTOMETPHIA | pyTr 17 015 -

17. | Cepym, mnasma | Qnpehusame HDL : Yuyrcrso
XolecTepoa CHCKTPOGOTOMETPHIA | b1y 17 46 =

18. | Cepym, m1azma o o . Viyrerso D 1

npehusame reoxha crekTpooToMeTpHja PVII 17.016
19 |Cepym, mrasma | Onpehusame ToTamHor pPaYyHCKH, Vivrerso D
KamnaiureTa Be3uBamba pepadyHaBambeM U3 Py}li[ 17.017 J1
reoxha (TIBC) UIBC-a )
20. |Cepym, mmasma | Oapehusame HesacuheHor Vivierso D
KamnaruTeTa Be3uBamba cnekTpodoToMeTpHja PY}IIT 17.017 J1
reoxkha (UIBC) )
21. | Cepym, miasma, o . . Vuyrcrso D 1
—— npehuBame Kanyjyma criekrpooTomMeTpuja PYTI 17.018

22. | Cepywm, 1ia3ma, Onpeluparse xiopuia jOH CEJIEKTUBHOM Vyrero! 1
YpUH b P €JIEKTPOJIOM PYI117.074

23. | Cepym, mnasma, | OnpeluBame HaTpujyma jOH CeNeKTUBHOM Viyrerso®) 1
YpUH (Na) €JIEKTPOJIOM PVII 17.074

24. | Cepym, miasma, . jOH CEJNIEKTUBHOM VyrerBo?

YpuH Onpehusare kammjyma (K) €JIEKTPOIOM PYII 17.074 -

25. | Cepym, utazma OnpehuBame yKyImHOT . YHyTCTBOI)
omnmnpyOunHa criekTpogoTomeTpHja PVII 17.023 =

26. | Cepym, miasma | Onpehupame JUpPEKTHOT . Viyrerso D
OomnmnpyOunHa criekTpogoTomeTpHja PVII 17.024 =

27. | Cepym, masma, : Vuyrerso D

ypHH OnpehuBame dochopa cnekTpodoToMeTpHja PYTI 17.019 J1

28. | Cepym, mnasma | Onpehusame C peakTUBHOT . Vuyrerso D
nporenHa CRP MMYHOTYpOHAMETpH PVII 17.025 m

29. (C D

€pyMm, 1Iasma OZLPCI)HBa}Le YKYIIHOT ECLIA YyTcTBO 1
TpHujoa TuponnHa T3 PVYII 17.048

30. |Cepym, miasma | Oapehupame yKyHnHOT Vuyrcrso D

TrpokcuHa T4 ECLIA PYII 17.049 m
ATC-ITP15-002 Wzname/U3mena: 5/0 Hatym: 10.07.2023. Crpana: 3/7
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ATC

Axkpenuranuonu 0poj/
Accreditation No.

Baxu on/Valid from:
3amemyje O6um o1/ Replaces Scope dated: 31.10.2023.

03-005
11.07.2025.

Mecto ucnutuBama: Hum, I[Terpa Cepariuha 21
Bruoxemujcka, XeMaToJIOIIKa 1 UIMYHOXEMH]CKa HCITUTHBAkHA XyMaHe KPBU

Bpcra Pedepentnn
peamer
I/ICHI/ITI/IB&H)&/}GOPKOB&}L& TexHnKa HCIUTHBaMma/ AOKYMEHT 3a .
P.0p.| ucnutuBama/ . Jlokanmja
H/MJIM IapaMeTap Koju ce Y30pPKOBamba HCIIUTHBaE /
y30pKOBamba .
MepH/y30pKyje y30pKOBam-e
31. | Cepym, mmasma | Onpehusarme )
THpeoCTUMYJHpajyher ECLIA g;}r]ﬁ?}g 50 J1
xopmoHa TSH )
32. | Cepym, mnasma | Oapehusame c10601HOT Vuyrerso D
Tpujox TuponuHa fT3 ECLIA PVYII 17.051 Hl
33. | Cepym, mnasma | Oapehusame cino6ogHOr Yuyrcrso
tupokcuna T4 ECLIA PVYII 17.052 Hl
34. | Cepym, mnasma | Onpehusare 1)
¢domukynoctumymupajyher | ECLIA YIyTcTE0 il
PVYII 17.054
xopmoHa FSH
35. | Cepym, miasma Vuyrerso D
Onpehusame ectpaguona E2 | ECLIA PVIT 17.058 el
36. | Cepym, mmasma | Onpehusate 1)
nytennusnpajyher xopmona | ECLIA YnyTcTE0 il
PVYII 17.055
LH
37. | Cepym, miasma | OnpehuBame npoakTHHA Vuyrerso
PRL ECLIA PYII 17.053 il
38. |Cepym, mnasma | Onpehupame XOpHOHCKOT Viyrerso D
ronagorponuaa hCG ECLIA PVII 17.056 m
39. |Cepym, mnasma | Onpehusame nporecrepona Viyrerso D
PROG ECLIA PYII 17.057 il
40. | Cepym, miasma | Qnpehusame anpadero Viyrcrso ?
nporenHa AFP ECLIA PVYII 17.063 m
41. |Cepym, mnasma | Onpebhusarme 2)
KapLMHOEMOPHUOHAIHOT ECLIA YIyTcTso J1
PVYII 17.069
anturena CEA
42. | Cepym, mnasma | OnpehuBarme yKymHor )
npocrara crieriuGuIHor ECLIA E{IISSCI;BS 68 il
anturena PSA )
43. |Cepym, mmasma | OnpebhuBame croboaHor Vivrerso !
npocrara crieriuGuIHor ECLIA Y JI1
PVYII 17.067
anTureHa fPSA
44. | Cepym, miazma o ECLIA Vuyrerso D )
npehuBame TeCTOCTEpOHA PYIT 17.060 J
45. | CepymM, miasma )
Py OnpehuBame Gepurrna ECLIA gg}li[ml?g?, 3 JI1
46. [Ce , T1a3ma )
pyM, miasma | OnpehuBame ECLIA YnyTtcTBoO e
umyHorno0OynuHa E IgE PVYII 17.042
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ATC

Axkpenuranuonu 0poj/
Accreditation No.

Baxu on/Valid from:

03-005
11.07.2025.

3amemyje O6um o1/ Replaces Scope dated: 31.10.2023.

Mecto ucnutuBama: Hum, I[Terpa Cepariuha 21
Bruoxemujcka, XeMaToJIOIIKa 1 UIMYHOXEMH]CKa HCITUTHBAkHA XyMaHe KPBU

n Bpcra Pedepentnn
peaver I/ICHI/ITI/IBaH)a/yBOpKOBaH)a TexHnKa HCIUTHBaMma/ AOKYMEHT 3a .
P.0p.| ucnutuBama/ . Jlokanmja
H/MJIM IapaMeTap Koju ce Y30pKOBamba HCIIUTHBaE /
y30pKOBamba epu/ .
pu/y3opKyje Y30pKOBame
47. | CepymM, miasma 1)
Py OpnpehuBame HHCYIHHA ECLIA ES}FIIT(;?B& 5 J1
48. | CepyM, miasma 1)
Py OnpehuBame kanmuronnaa | ECLIA g;}li[T(iT7B(())7 6 J1
49. | CepyM, mia3ma 2)
py OnpehuBame ECLIA YnyTcTBO 1
THpeorIo0yIrHA PYII 17.077
Mecto ucnutuBama: Hum, [lerpa Ceparnuha 21
Muxkpobuoomika (CeposomiKa) HCTUTHBAKkA XyMaHe KPBH
Tpexver Bpcra Texmmnka PedepenTau
HCIMTHBAbA/Y30PKOBamba JOKYMEHT 3a .
P.Op.| ucnutuBama/ . HCIIUTHBamba/ Jlokanuja
H/WJIM IapaMeTap Koju ce HCIUTUBaBe /
y30pKOBama . Y30pKOBamba
MepH/y30pKyje y30pKOBamse
1. |Cepym OnpehrBame TOBPIIMHCKOT Vivrerso ¥
aHTUT'€HA BUpYyCa ECLIA Y J1
xenarutuca B (HBsAg) PYIIMI1 17.001
2. | Cepym 4
Py Onpehusame IgG aHTUTENA | by YnyTcTBO 1
Ha Toxoplasma gondii PVII MJI 17.004
3. |Cepym 4
Py Onpehusame IgM AHTUTENA | b 1A YyTcTBO 1
Ha Toxoplasma gondii PYITIMJI 17.005
4. | Cepym Opnpehusame HIV-1 p24 2
AHTUI'€HA U aHTUTEJA HA ECLIA YIyTCTBO J1
HIV-1 u HIV-2 PYIIMJI 17.008
5. | Cepym 4
Py OnpehuBame aHTUTENA HA ECLIA YnyTcTBO 11
BUpyc xenarutuca C PYIIMJI 17.012

ATC-ITP15-002

Usname/N3mena: 5/0

Hatym: 10.07.2023.

Crpana: 5/7
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ATC

Axkpenuranuonu 0poj/
Accreditation No.

Baxu on/Valid from:

03-005
11.07.2025.

3amemyje O6um o1/ Replaces Scope dated: 31.10.2023.

Mecto ucnutuBama: Hum, I[Terpa Cepariuha 21
ITaTomomka ucnuUTHUBamAa XYMaHHX y30paKa TKMBA U TCJICCHUX TCYHOCTH

Bpera PedepenTaun
IIpeamer ucnuTUBamba/ HCIIATHBA>3/y30PKOB Texnnra JOKYMEHT 3a .
P. 6p. aba H/WIK napaMeTap | MCIHTHBaMa/ Jlokanuja
y30pKoOBama scoji ce y3opKoBama HCNHUTUHBaHE /
MepH/V30DKYie y3opKoparme

1. [XymaHu Ouosomku
MaTepujaj
(y3opum TKHBa: KOXKa,
OpraHH 3a Bapemwe, OpraHu
3a IUCame, OpraHu MOp(i)OHOHIKa aHaJIN34| PVIIILI 17.004
YPHHAPHOT CHCTEMa, Ha Hematoxylin-Eosin (PYTIII 17.002) 1
mymiky u sxencku noman | (H&E) o6ojennm PYIIILUT 17'003
OpTraHH, OpraHu IIperrapaTiMa ( 003)
€HIOKPHHOI CHUCTEMA,
LIEHTPAJIHOT HEPBHOT
CHCTEMa U OpraHu
XEMaTOTIOCTCKOT' CHCTEMA)

2. | XymaHu OMOJIOIIKH [oxa3uBame XHCTOXEMHU]CKa
MaTepujaj €IUTEIHUX Mmetona PAS PYIIILI 17.005 1
(Y30pIM TKHBA) HeyTpaHux myrHa | (Periodic Acid (PYIIILJI 17.002)

Y TJbUBUIIA Schiff)

3. [ XyMaHu OHOJOLIKHU
warepujas Aowawsmane o ugucosana |PYIIN17.006 |
(y3opum TKHBa: ey ar u py y Giemsa metonia | (PYIIILT 17.002)
JIPYTH IEJIOBU AUTECTUBHOT | TKUBY
TpakTa)

4. | XymaHu OHOJIOLIKH
MaTepujaj Joka3uBame XHCTOXEMHU]CKa PYIIILI 17.007
(y30puu TKMBa: GasanHe ClIeMEHATA BESUBHOT | MCTOA (PYTITUT 17.002) JI1
MeMOpaHne u mehyhenujcku | TKHBA Van Gieson '
pOCTOp

5. | XymaHHu OMOJI0LIKH Hoxa3uBame XUCTOXEMH]jCKa
MaTtepujaj cuanoMynuHa (cnabo | Merona PVYIIII 17.008 1
(Y30pIH TKMBA: eruTenHn | Kucenux enurennux | Alcian blue (PVIIILI 17.002)
MYITAHH) MYLIHHA) pH 2,5

6. | XyMaHM OHOJIOIIKH YmopenHo
Ma’repnjaﬂ HUCIIUTUBAKC KOM6I/IHOBa.Ha PVIIILI 17.009
(y30pu TKHBa: enuTenHy | HEYTPATHUX 1 cmabo | XMCTOXEeMH]jCKa (PYIIIL 17.002) JI1
MyLHHY) — Kucenux enurennnx | meromga AB-PAS )

MYyLHA

7. | XyMaHH OMOJIOIIKH
vatepujat Huronomika aHanuza
(pa3masu TKHBa, TKUBHUX U Pa3Ma3a XyMaHor > ol
TEJIECHUX TEYHOCTH: GHONOMIKOr apanicolau PYIITLT 17.010 I
pa3Masu CEeKpeTa, EKCKpETa, MaTepujana Ha METOona
MIyHKLIMOHU pa3Ma3sH, npenapaTiva
pa3Masu excyara u
TpaHCy/1aTa)
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ATC

Axkpenuranuonu 0poj/
Accreditation No.

Baxu on/Valid from: 11.07.2025.
3amemyje O6um o1/ Replaces Scope dated: 31.10.2023.

03-005

Jlerenaa:

Pedepentnn 1okymMeHT

Pedepenna / HazuB MeToae HCIUTHBAKbA

YmoyrcrBo mpousBohaga ompeme Cobas pure (Cobas ¢ 303, Cobas e 402) u pearenaca,

Vuyrergo D
Y Roche

Vivierso 2 YuoyrctBo npomsBohaua ompeme Cobas e4ll u  TectoBa 1O  IPUHLHUIY
Y eJICKTpPOXeMUITyMUHHKCIIeHIIe, Roche

Viyrergo ¥ YmoyrcrBo npomnssohaga onpeme Medonic M Serie — Boule Sweden

Vryrerso ¥ YoyrctBo mpomsBohaua ompeme Cobas e41]l um peareHaca W TecToBa IO MPHHIUILY

eJIeKTPOXEMUITyMIHHCIICHIIE, MUKPOOHOJIOIIKa Jaboparopuja, Roche

PVIIILI 17.002

W3pama mapaduHcKOr YIyTCcTBO NpoM3Bohada ompemMesa Kalylubeme TKuBa SYD-B,
Shenyang Yude Electronic Instrument CO, LTD kaxyna

PVIIILI 17.003

Uzpaga Hematoxylin-Eosin (H&E) mnpenapara YmyrctBo mnpousBohaua ompeme 3a
6ojeme TkmBa SUD-R, Shenyang Yude Electronic Instrument CO, LTD

PVIIILI 17.004

Bancroft J.Stevens THEORY AND PRACTICE OF HISTOLOGICAL
TEHNIQUES,2nd Ed.1982, pp:188-190, BRUCE GREGORIOS MD.HISTOLOGIC
TEHNIQUES, JMC PRESS Inc.1974

PVYTIITI 17.005

Bancroft J.Stevens THEORY AND PRACTICE OF HISTOLOGICAL TEHNIQUES,
2nd Ed.1982, pp:188-190,BRUCE GREGORIOS MD.HISTOLOGIC TEHNIQUES,
JMC PRESS Inc.1974,VIRUSNI HEPATITISLVUKA KATIC I SARADNICI 1995

PVIIILI 17.006

Bancroft J.Stevens THEORY AND PRACTICE OF HISTOLOGICAL TEHNIQUES,
2nd Ed.1982, pp:188-190,BRUCE GREGORIOS MD.HISTOLOGIC TEHNIQUES,
JMC PRESS Inc.1974,VIRUSNI HEPATITISLVUKA KATIC 1 SARADNICI 1995,
CHURCHILL LIVINGSTONE,NY

PVYIIITI 17.007

BRUCE GREGORIOS MD.HISTOLOGIC TEHNIQUES, JMC PRESS Inc.1974

PVYIIILI 17.008

Bancroft J.Stevens THEORY AND PRACTICE OF HISTOLOGICAL TEHNIQUES,
2nd Ed.1982, pp:188-190, VIRUSNI HEPATITISI,VUKA KATIC I SARADNICI 1995,
CHURCHILL LIVINGSTONE, NY

PVIIITI 17.009

Bancroft J,Stevens A THEORY AND PRACTICE OF HISTOLOGICAL TEHNIQUES,
2" Ed.1988, pp:188-190.CHURCHILL LIVINGSTONE.NY

PVYIIII 17.010

KOSS LG, MELAMED MR KOSS’ DIAGNOSTIC CITOLOGY AND ITS
HISTOPATHOLOGIC BASIS: VOLUME I AND II. LIPPINCOTT WILLIAMS ADD
WILKINS.COMPANY. Philadelphia. Baltimore, New York London.Sidney.Tokyo,2006
(fifth edition).

OBaj O0OumM akpenurtanuje Baxku camo y3 Ceprudukar o akpeautamuju 6poj /

This Scope of accreditation is valid only with Accreditation Certificate No 03-005
AKpeauTalHja BaxKu 10 /
Accreditation expiry date 30.10.2027.
JAUPEKTOP
mp [Aparan Ilymapa

ATC-ITP15-002
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