4 AKPEJIUTALIMOHO Axpenuranuronu 6poj / Accreditation No: Osnaxa npenera / File Ref. No.:
2-08-007

& TEHO 03-007 Basxu on / Valid from:
CPBI/IJE ' 26.07.2022.

: 3amemyje O6um ox / Replaces Scope dated:

ATC Jarym npse akpeTammie | oq g 541 10.06.2021.

Date of initial accreditation:

OBUM AKPEAUTALUJE
Scope of Accreditation

AKpeauToBaHO TeJI0 3a ollelhuBame ycaraamenoctu / Accredited conformity assessment body

HNucrutyT 32 nuiyhnae 6os1ectu BojBogune

Cpemcka Kamennua, Iyt nokropa I'osigmana 4

Cranpapna / Standard:

SRPS EN 1SO 15189:2014
(EN I1SO 15189:2012)

Ckpahenu o6um axpenutanuje / Short description of the scope
In vitro menunuucka ucnvruBama / In vitro medical examinations:

- OMOXeMHjcKa M XeMaToJIOlIKa HCIuTHBama xymaHe kpsu / biochemical and hematological
examinations of human blood,;
- MUKPOOHMOJIOIIKA HCTTUTHBaKka XyMaHoT Oromomkor Marepujaia / microbiological examinations
of human biological materials.
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ATC

Axpenuranuonu 0poj/
Accreditation No.

Baxu on/Valid from:

03-007
26.07.2022.

3amemyje O6um ox / Replaces Scope dated: 10.06.2021.

Jerapan ooum akpenuranmje / Detailed description of the scope

Mecto ncnutuBama: Ciyx0a 3a bmoxemujcky avjarHoctuky MuctutyTa 3a miuyhue Gonectu Bojsoamne,
Cpemcka Kamennria
O6aact ucnuTHBama: buoxeMujcka 1 XeMaTOJOIIKA HCITUTHBAKka KPBH, CEpyMa U Iia3Me

Bpcra PedepenTau
[peamer
HCNHUTUBaK-a/y30pkoBak | TexHHKA HCIUTHBaMa/ AOKYMEHT 32 .
P. 6p.| ncnuTuBama/ . Jlokanuja
a M/uau napaMertap Koju Y30pKOBamba HCNUTHBabE /
y30pKOBama .
ce Mepu/y30pKyje Y30pKOBam-¢€
1. |Kps OnpehuBame KOMIUTETHE
KPBHE CIIUKE
(epUTPOIUTH, JICYKOIUTH,
TpomGorur, flow waromerpuja VILUIIB.KB-7.2-36 a1
XEMaTOKPHT,
xemornooun, MCV,
MCH, MCHC u
JIeyKoITuTapHa hopMmyJia)
2. | Cepym OnpehuBame KOJIOPHMETPH]jCKa TUA30
KOHIICHTpAIIMj€¢ YKYITHOT | METOAA, YIL.UIIB.KB-7.2-01 JI1
OmmpyOonHa CITIeKTpoOTOMETpHja
3. |Cepym Emsnmarcka
OnpehuBame . pedepeHTHa MeTOIa ca VT MIE KB-7.2-02 bt
KOHIIEHTpAIlHje TIIyKO3€e | XEKCOKWHA30M,
criekTpodhoToMeTpHja
4. Cep}IM Ureaza/G LDH,
S(fg’e?;fafz.e . KHHETHK; VILMIIB.KB-7.2-03 71
tenpatuje yp criekTpodoToMeTpHja
5. |Cepym ®deposzuH 6e3
OnpehuBame reoxkha JICTIPOTCHHU3AIIH]E; VIL.UIIB.KB-7.2-04 J
cnekTpodoTomeTpHja
6. |Cepym En3zumarcku
KOJIOPHMETPH]jCKH TECT
OnpehuBame aktuBHOCTH | TpeMa [FCC cymnctpat VITLUITE.KE-7.2-05 e
aMmIIase eruierd G7-PNP,
KHHETHUKA,
cnekTpodoTomerpuja
7. | Cepym ;)ci[;elj;:;a}be AKTUBHOCTH | 1 ~ C. Tpuc nydep, 6e3
P I, KHHETHKA; VILUIIB.KB-7.2-06 m
amHOTpanchepase criekTpodoToMeTpHja
(AST) P Tpyj
8. |Cepym Sﬂ;;[;ij}l;ma}be KTHBHOCTH | [ ~ C. Tprc nydep, 6e3
TITT, KHHETHKA, VILUIIB.KB-7.2-07 J1
amMmuHOTpaHc(hepasze cniekTpooToMeTpHja
(ALT) P Tpyj
9. |Cepym OnpehuBame akTuBHOCTH | Y B KMHETHYKH TeCT
JIAKTaT AEXUAPOTeHa3e npema [FCC, kunetuxa, | VII.UIIE.KB-7.2-08 JI1
(LDH) crekTpooTOMETpHja
10. |Cepym IFCC, NAC,
OnpeljuBambe akTUBHOCTH KuHeTHKa:cnexTpodoto | YILUIE.KE -7.2-09 bt
kpeaTuH kuHasze (CK) MeTpHja
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ATC

Axpenuranuonu 0poj/
Accreditation No.

Baxu on/Valid from:

03-007
26.07.2022.

3amemyje O6um ox / Replaces Scope dated: 10.06.2021.

Mecto ucnutuBama: Cryxba 3a Omoxemujcky aujarHocTuky MHcTuTyTa 3a mmyhue 6onectn BojBoamme,
Cpemcka Kamenura
O0aacT ucnuTHBaMma: broxemMujcka 1 XeMaToJIOIIKa HCITUTHBaka KPBH, CepyMa H Ia3Me

Mpeaer Bpcra PedepenTHn
P.6 - HI/I;)'I?II/IIB:H)a/ I/ICHI/ITI/IBaH)a/y30pKOBaHx TexHNMKa HCTUTHBAaKa/ AOKYMEHT 3a Jlokamuia
I KOBAILA a M/WIM napaMeTap Koju Y30pKOBamba HCIIUTHBaE / oxaty
y30pKO ce Mepu/y30pKyje Y30pKOBam-€
11. | Cepym OnpehuBame aKTHBHOCTH ?1\?1]\4};0;? éH é( I:I lIJ)\(/}IT(eéT
W30€H3UMa KpeaTuH KII/)IHCTI/IKa > | YILUIIB.KB-7.2-10 J
kunase (CK-MB) ’ .
criekTpodhoToMeTpHja
12. |Cepym OnpehuBame akTHBHOCTH
rama rITyTaMHIl SZASZ, KNHETHKA; . VILUME.KE -7.2-11 T
TpaHcdepase criekTpodhoTOoMeTpHja
(GAMA-GT)
13. | Cepym OnpehuBame akTHBHOCTH
AHTMOTEH3UH Lieberman, kuneruka;
KoHBepTyjyher ensuma | cniektpodoTomerpuja VILAIB.Kb -7.2-12 i
(ACE)
14. | Cepym OnpehuBame KHHETHUKA,;
’ . VII.UIB.KB -7.2-13 i
OunkapboHara cnekTpodoTomeTpHja
15. | Cepym Oxnpehusame .
xosectepoda (cholesterol zgg}:ng(;’oTOMe uia VIL.UIIB.KB -7.2-14 1
oxidase/peroxidase) P TPH)
16. | Cepym Onpehusame
TpUrIULEpUIA KUHETHUKA;
(munasa/rauueponokcua | creKTpopoToMeTpHja YILHIIB.KE -7.2-15 e
3a/PAP)
17. | Cepym OpnpehuBame Komnopumerpujcka
KOHIICHTpAIH]je Ma30 METO/a, VIIL.UIIB.KB-7.2-20 J1
JIMPEKTHOT OMJIMPYOHMHA | CIEKTPOOTOMETpH]ja
18. | Cepym Onpehupamwe mokpahue |
KHCEITNHE CTIEKTPO (1),0TOMeTpI/Ija VIL.UIB.KB -7.2-21 1
(uricasa/peroxidasa)
19. [ Cepym .
Onpehsame kpeauma | SATe KIHETHKA; | G e e 25 99 T
cnekTpodoTomeTpuja
20. | Cepym .
Onpehusame natpujyma ISE; supexcrha VILUIIB.KB -7.2-23 J1
MMOTEHIIUOMETPH]A
21. |Cepym ISE:
OnpehuBame Kajaujyma » AMPCKTH VILUIIB.KB -7.2-24 J1
MOTEHIIMOMETpPH]a
22. | Cepym :
by Ompebupame xropuma | o0 AHPCKTHE VILUIIB.KB -7.2-25 T
MOTEHIIMOMETpPH]a
23. |Cepym Onpehusame .
KOHIICHTpAIIH]je NM-BAPTA, EDTA’ VILUIIB.KB-7.2-26 J1
KajyMa criekTpodoToMETpHja
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ATC

Axpenuranuonu 0poj/
Accreditation No.

Baxu on/Valid from:

03-007
26.07.2022.

3amemyje O6um ox / Replaces Scope dated: 10.06.2021.

Mecto ucnutuBama: Cryxba 3a Omoxemujcky aujarHocTuky MHcTuTyTa 3a mmyhue 6onectn BojBoamme,
Cpemcka Kamenura
O0aacT ucnuTHBaMma: broxemMujcka 1 XeMaToJIOIIKa HCITUTHBaka KPBH, CepyMa H Ia3Me

Bpcra PedepenTun
Ipeamer
I/ICHI/ITI/IBaH)a/y30pKOBaH) TexHNMKa HCTUTHBAaKa/ AOKYMEHT 3a .
P. Op.| ucnutuBama/ . Jlokanmja
a M/WIM napaMeTap Koju Y30pKOBamba HCIIUTHBaE /
y30pKOBamba .
ce MepH/y30pKyje y30pKOBam-e
24. | Cepym OnpehBame Keununun 171380,
KOHIIEHTpAIH]j€ KOTOPUMEIPHICKA VILUWIIB.KB-7.2-27 1
. endpoint merona,
MarHesujyma .
criekTpodhoToMeTpHja
25. |Cepym MoubaaT 0e3
OnpehuBame dochopa | mempoTenHU3ANH]E; VILUIIB.KB -7.2-28 J1
criekTpodhoToMeTpHja
26. | Cepym Konopumerpujcku TecT
y CKIamy ca
OnpehrBame akTHBHOCTH | CTAaHAPAM30BAaHOM VILUE.KE-7.2-30 bt
ankaine gocdaraze metooMm AMP niydep,
KUHETHKA,
cnekTpodoTomeTpuja
27. | Cepym irilti i
Py OnpehuBame aKTHBHOCTH Butlrlltloholln,KHHeTnKa VILUME.KE -7.2-32 ot
xosmmHectepase (CHE) criekTpooToMETpHja
28. | Cepym :
b Onpebusame anbymuna BCG; . | VILUIIB.KB -7.2-33 J1
cnekTpodoTomMeTpHja
29. |Cepym iuret:
Py OpnpehuBame yKynHuX Biuret; ' VITUIE.KE -7.2-34 bt
npoTenHa cnekTpodoTomerpuja
30. |Cepym XOMOTeHH eH3UMATCKU
N
xonuenTpaumje HDL p VILUIIB.KB-7.2-35 J1
ecTepa3oM u
xoJecTepoia
XOJIECTEPOIT OKCHIA30M,
cnekTpodoTomerpuja
31. |TTnasma LOP/POD, en3umcko
OnpehuBame nakTara onpehuBame; YIL.UIIB.Kb -7.2-17 J1
cnekrpodoTomerpuja
32. |Ilna3zma Onpebhusame
NPOTPOMOHHCKOT I‘%’g:f‘jﬁf:fana VILUIIB.KB -7.2-18 Tl
BpemeHa (PT) Y PHy
33. |Ilna3zma Onpebhusame
aKTUBHpator ¢doroonTHIKa
napiujanrHor . VYIL.UIIB.Kb -7.2-19 J
KoaryJoMeTpuja
TPOMOOTIIIACTHHCKOT
Bpemena (APTT)
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ATC

Axpenuranuonu 0poj/
Accreditation No.

03-007

Baxu ox/Valid from: 26.07.2022.
3amemyje O6um ox / Replaces Scope dated: 10.06.2021.

MecTto ucnutuBama: Ciyx0a 3a MEKpOOHOIIOMIKY AujarHocTUKy MHCcTHTyTa 32 myhae Oonectn BojBoawne,
Cpemcka Kamenura
OobaacT ucnuTUBamba: MUKpPOOHOJIONIKAa UCITUTHBAkha XyMaHOT OMOJIOMIKOT MaTepujaia (YpHH, Y30pIH H3
pECIIMPATOPHUX MUTEBA, KPB, TYHKTATH TEIECHUX TEYHOCTH HT/I.)

TKUBO, OMoNTaTa

3HAYajHUX TJHHBHUIIA

Bpcra PedepenTun
HpeHMeT PICHI/[TI(IBaH)a/y30pKOBa Texnuia AOKYMEHT 3a
P. op. HCIIUTHBAma/ HCIIUTHBAaMa/ Jlokanuja
Ha W/ WIN napamMeTap HCIIUTHBaE /
Y30pKOBama . j Y30pKOBama
KOjH ce MepH/y30pKyje Y30pPKOBam-e
1. |Ypuu N3onoBame u Opojame
KIIMHUYKY 3HAYajHIX VIL.UIIB.MB -7.2-01 J1
OakTepuja
2. | Ypun N3onoBame u Opojame
KIIMHUYKY 3HaYajHIX VIL.UIIB.MB -7.2-01 J1
TJPUBUIIA
3. |Ypun "
P M;zggzif;mja VILUIIB.MB -7.2-18 |  JII
4. | bpuceBu ropmux
nu
PECTIHPATOPHHIX 3}13;;‘]’23};2??;?2“ VILUTIB.MB -7.2-05 |  JI1
IyTeBa
5. | bpucesu ropmux
nu
peCIMpaTOPUHHIX 3;;ja?zi};i;iﬁﬁ?m YII.UIB.MB -7.2-05 J
yTeBa
6. |Bbpucesn ropmux MB0M0Bambe
pecrupaTOpUHUX MIKOGAKTEpH] VILUIIb.MBb -7.2-18 J1
yTeBa
7. | CriyTym, Tpaxeantu | M3os10Bame KIMHUYKH
acrpat, BAJI 3HauajHuX OGakTepuja VILUIIB.Mb -7.2-07 i
8. | Cnyrym, TpaxeaiHn | [3o10Bare KIHHHUKH
acripat, BAJI 3HAa4YajHUX TJHHBHIIA YILMIIB.MB -7.2-07 o
9. |Cuytym, TpaxeanHu | zonosame
acripar, BAJI MHKOGAKTEPH]a VILUIIB.MBb -7.2-18 J1
10. |IIneypamHu myHKTAT
nu
U Apyre IpUMapHO 3}:;;??;?%23?;1??1 VIL.UIIB.MB -7.2-02 o
CTEpUIIHE TEYHOCTH
11. |[IneypaiHu MyHKTAT "
U JpyTe MpUMapHO JOMOBAILE KATHHITCH VILUIIB.MB -7.2-02 J1
3HA4YajHUX TJHHBHIIA
CTEPUJIHE TCYHOCTH
12. |TIneypanHu MyHKTAT
nu
U Apyre IpUMapHO Mfliggzifrbeimja VIL.UIIb.MBb -7.2-18 o
CTEpUIIHE TEYHOCTH
13. | Pane, eckynat, THOj
s s s I/I
cajpiKaj armreca, 3;;{;?33};%53?;;‘;?4 YII.UIB.MB -7.2-11 J1
TKHBO, OHOIITaTa
14. |Pane, eckymnar, THOj
s s s I/I
cazpiKaj amieca, SOOBAILE KTHHITH VIL.UIIB.MB -7.2-11 I
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ATC

Axpenuranuonu 0poj/
Accreditation No.

Baxu on/Valid from:

03-007
26.07.2022.

3amemyje O6um ox / Replaces Scope dated: 10.06.2021.

Cpemcka Kamenura

MecTto ucnutuBama: Ciyx0a 3a MEKpOOHOIIOMIKY AujarHocTUKy MHCcTHTyTa 32 myhae Oonectn BojBoawne,

OobaacT ucnuTUBamba: MUKpPOOHOJIONIKAa UCITUTHBAkha XyMaHOT OMOJIOMIKOT MaTepujaia (YpHH, Y30pIH H3
pECIIMPATOPHUX MUTEBA, KPB, TYHKTATH TEIECHUX TEYHOCTH HT/I.)

Bpcra PedepenTnn
HpeHMeT HCIIUTHBAKa/y30PKOBa Texnuia JOKYMEHT 3a
P. op. HCIIUTHBAma/ / y30p HCIIUTHBAaMa/ y / Jlokanuja
Y30pKOBamha H)a U/ NI napaMeTaP y30pKoOBama HCIIMTUBALC
KOju ce Mepu/y30pKyje y30pKOBam-e
15. |Pane, eckynar, THOj,
. nu
cazpikaj anmeca, 3"“%‘33“ . VILUIIE.MB -7.2-18 71
TKUBO, OMomnTara MHKobakTepr)a
16. | Kps U3010Bame KINHUIKH
sHa%ajHHX GaKTepHja YIL.UIIB.MB -7.2-16 J
17. | Kps U3010Bame KINHUIKH
B — VILUIIb.Mb -7.2-16 o
18. |Kps "
SOTOBALE VILUTIBMB -7.2-18 | JII
MHUKOOaKTepHja
19. | XyMaHu KIUHUYKH " b )
ysopu*/ aenriiomiania VILUTIB.MB-7.2-13 m
Kysirypa GakTepuja Staphylococcus species
20. | XymMaHU KIMHUYKA " b )
30pIH*/ AeHTH(UKaIMja oo
ﬁnyTypa GaxTepuja | SFEPLOCOCCUS species YILAIBMB-7.2-13 m
21. | XymMaHU KIMHUYKA - 0 )
y3opuu*/ JeHTHUKaIH]a 2o
Kynrypa Gaxrepuja | ENErococcus species VILUIB.Mb-7.2-13 m
22. | XyMaHU KIMHUYKA .
u
y3opuu*/ M%ig;gﬁ’;“;aggfs VILUIB.MB-7.2-13 T
Kynrypa 6akrepuja P
23. | XymMaHU KIMHUYKA .
Wnentudukaiyja
* -7.2-
?;f;;;a/ Saxreprja Enterobacteriaceae YILUIE.Mb-7.2-13 i
24. | Xymanu knandky | Unentudukanyja
y3opun™®/ cnabogepmentyjyhnx VILUTE.ME-7.2-13 bt
Kynrypa 6akrepuja | ['pamM-HeraTuBHUX : : '
Oammia
25. | XyMaHU KIMHUYKA .
u
ysopun*/ ng;f)“‘aﬁﬁzusﬂja VILUIIB.MB-7.2-13 71
Kynrypa Gakrepuja P Pp-
26. | XymMaHU KIMHUYKA .
Wnentudukanuja
k - -
y3opru™*/ Candida species YILUIIB.MB-7.2-13 n
Kynrypa ripuBuia
27. | XyMaHU KIMHUYKU " .
% JIeHTU(UKAIH]ja 2o
ﬁi@?;mmua Aspergillus species VII.UIBb.MB-7.2-13 J
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Axpenuranuonu 0poj/
Accreditation No. 037007

Baxu ox/Valid from: 26.07.2022.
3amemyje O6um ox / Replaces Scope dated: 10.06.2021.

4

ATC
MecTto ucnutuBama: Ciyx0a 3a MEKpOOHOIIOMIKY AujarHocTUKy MHCcTHTyTa 32 myhae Oonectn BojBoawne,
Cpemcka KameHnuria
OobaacT ucnuTUBamba: MUKpPOOHOJIONIKAa UCITUTHBAkha XyMaHOT OMOJIOMIKOT MaTepujaia (YpHH, Y30pIH H3
pecnupaTOpPHIUX MUTEBA, KPB, TyHKTATH TEJIECHUX TEYHOCTH WT/.)
Tpeamer Bpcra Texunka PedepenTnn
P. op. HCIIUTHBAma/ HCIHTHBA2/Y30PKOBA HCIIUTHBAaMa/ JAOKYMEHT 32 Jlokanuja
y30pKOBama Ba u/nau napamerap y30pKOBama HCIUTUBaE /
KOjH ce MepH/y30pKyje y30pKOBam-e
28. | XymMaHU KIMHUYKA
y3opun*/ Unentudukanuja
Kynrypa Mycobacterium species YILUIIBMB-7.2-18 Hl
MHUKOOaKTepHja
29. | Xymanu kiuHuuky [McnutuBame
y3opun*/ OCETJEUBOCTH
N3onoBane M30JI0BaHUX KIIMHUYKU
KIMHUYKY 3Ha4YajHe [3HAYajHUX OakTepHja Ha
GakTepuje — Ky/ITypa [AHTHOMOTUKE VILUIB.Mb-7.2-17 T
Oaktepuja (muck-mudysuja,
rpajivjeHT
KOHIIEHTpAIHje)
30. | Xymanu knuHuuky [McnutuBame
y3opiu*/ OCETJHUBOCTH
N3onoBane 30JI0BaHUX KIIMHUYKU
KIIMHUYKY 3HaYajHEe [3HAYajHUX YILUIIb.MB-7.2-20 Ji
MUKOOaKTepHje - MUKOOAKTEpHja Ha
KyJITypa AHTHTYOEpPKYJIOTHUKE
MHUKOOaKTepHja (MeTox mponopIyje)

*KIIMHUYKY y30pIM: ypuH, OPUCEBH TOPHHUX PECIUPATOPHUX IyTEBa, paHe, €KCyIaTH, THOj, cajpikaj armieca,
TKHBa, OMONTATH, CIIyTYM, TpaxeanHu acrnupar, bAJl (OpoHxo-anBeoNapHH JaBar), IJICYpaHU MyHKAT U JAPYyre
MIPUMAPHO CTEPUITHE TEYHOCTH, KPB.

Jlerenma:

PedepenTnn
JOKYMEHT

Pedepenua / Ha3uB MeTO/Ie HCTUTUBAHA

YHYTCTBO HpOI/I3B01)a‘la OIpeME U pearcHaca:

VILUIIB.KB-7.2-01 | Roche Hitachi Operator’s manual — Version 3.1, Softmare version 01-10, REF
05795397190, 05589061190, Bili — T(BILT3)/D (BILD?2).

YHYTCTBO HpOI/I3B01)a‘la OIpeME U pearcHaca:

VIL.UIIB.KB-7.2-02 | Roche Hitachi Operator’s manual — Version 3.1, Softmare version 01-10, REF
04404483190, Glucose (GLUC3).

YnyTcTBO nponsBol)aya onpeMe U peareHaca:

VIL.UIIB.KB-7.2-03 | Roche Hitachi Operator’s manual — Version 3.1, Softmare version 01-10, REF
04460715190, UREA (UREAL).

YyTcTBO Mpom3Bohaya onpemMe u peareHaca:

VIL.UIIB.KB-7.2-04 | Roche Hitachi Operator’s manual — Version 3.1, Softmare version 01-10, REF
03183696122, Iron (IRON2).
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Pedepentnn Pedeperna / Ha3MB MeTOAe HCTUTHBAKA
JAOKYMEHT

VILUIIB.KbB-7.2-05

VYnyrcTBo npousBohaua onpeme u peareHaca:
Roche Hitachi Operator’s manual — Version 3.1, Softmare version 01-10, REF
03183742122, Alpha Amylase (AMYL2).

VYIIL.UIIb.Kb-7.2-06

VYnyTcTBo npou3Bohaua onpeme u peareHaca:
Roche Hitachi Operator’s manual — Version 3.1, Softmare version 01-10, REF
2076494322, AST (ASTL).

VIL.UIIb.Kb-7.2-07

YmyTcTBO nponsBol)ayua orpeMe U peareHaca:
Roche Hitachi Operator’s manual — Version 3.1, Softmare version 01-10, REF
20764957322, ALT (ALTL).

VII.UI1b.Kb-7.2-08

YmyTcTBO nponsBol)ayua onpeMe U peareHaca:
Roche Hitachi Operator’s manual — Version 3.1, Softmare version 01-10, REF
03004732122, LDH L—P (LDHI2).

VII.UIIb.KB-7.2-09

YmytcTBo nponsBol)ayua orpeMe U peareHaca:
Roche Hitachi Operator’s manual — Version 3.1, Softmare version 01-10, REF
07190794190, CK (CK2).

VIL.MIIb.Kb-7.2-10

YmyTcTBO nponsBol)ayua onpeMe U peareHaca:
Roche Hitachi Operator’s manual — Version 3.1, Softmare version 01-10, REF
07190808190, CK-MB (CKMB?2).

VII.UIIb.KB-7.2-11

VYnyrcTBo npousBohaua onpeme u peareHaca:
Roche Hitachi Operator’s manual — Version 3.1, Softmare version 01-10, REF
03002721122, GGT (GGT2).

VIL.UIIb.Kb-7.2-12

VYnyrcTBo npousBohaua onpeme u peareHaca:

Roche Hitachi Operator’s manual — Version 3.1, Softmare version 01-10, Buelmann
Laboratories AG, REF KK-ACK, ANGIOTENSIN CONVERTING ENZYME
(ACE).

VII.UIb.Kb-7.2-13

VYiyTcTBO Mpom3BoOhaua onpemMe u peareHaca:
Roche Hitachi Operator’s manual — Version 3.1, Softmare version 01-10, REF
03289923190, Bicarbonate (CO2-L).

VII.UIb.Kb-7.2-14

YHYTCTBO HpOI/I3B01)a‘la OIpeME U pearcHaca:
Roche Hitachi Operator’s manual — Version 3.1, Softmare version 01-10, REF
03039773190, Cholesterol (CHOL?2).

VYILUIIB.KbB-7.2-15

YnyTcTBO nponsBol)aya onpeMe U peareHaca:
Roche Hitachi Operator’s manual — Version 3.1, Softmare version 01-10, REF
20767107322, Triglycerides (TRIGL).

VII.UIb.Kb-7.2-17

YnyTcTBO nponsBol)aya onpeMe U peareHaca:
Roche Hitachi Operator’s manual — Version 3.1, Softmare version 01-10, REF
03183700190, Lactate (LACT2).

VII.UI1b.Kb-7.2-18

YnyrtcTBo npousBol)aua orpeMe u peareHaca:

ACL ELITE/ELITE PRO Operator’s manual Text Part No.19006800, 2011, ACL
TOP Family Operator’s manual Version 5.1.0 P/N 00029244916 Rev*2013.
Instrumentation Laboratory REF 0020002950, RecombiPlasTin 2G.

VYILUIIB.KbB-7.2-19

VYnytcTBo npoussolhaua onpeme u peareHaca:

ACL ELITE/ELITE PRO Operator’s manual Text Part No.19006800, 2011, ACL
TOP Family Operator’s manual Version 5.1.0 P/N 00029244916 Rev*2013.
Instrumentation Laboratory REF 0020006300, APTT-SP (liquid).
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VILUIIB.KbB-7.2-20

VYnyTcTBo npousBohaua onpeme u peareHaca:
Roche Hitachi Operator’s manual — Version 3.1, Softmare version 01-10, REF
05589061190, Bilirubin direct Gen. 2 (BILD?2).

VIL.UIIb.Kb-7.2-21

VYnyTcTBo npou3Bohaua onpeme u peareHaca:
Roche Hitachi Operator’s manual — Version 3.1, Softmare version 01-10, REF
03183807190, Uric Acid (UA2).

VIL.UIIb.Kb-7.2-22

YmyTcTBO nponsBol)ayua onpeMe U peareHaca:
Roche Hitachi Operator’s manual — Version 3.1, Softmare version 01-10, REF
04810716190, Creatinine Jaffe (CREJ2).

VIIL.UIIb.Kb-7.2-23

YmoytcTtBo mpomsBohaua ompeme u peareHaca: Roche Diagnostics 9180 Electrolyte
Analyser, Instructions for Use, Edition 2006, Rev.4.0 April 2007.

VII.UIIb.Kb-7.2-24

VYnyrctBo mpousBolhaua ompeme u pearenaca: Roche Diagnostics 9180 Electrolyte
Analyser, Instructions for Use, Edition 2006, Rev.4.0 April 2007.

VIIL.UIIb.Kb-7.2-25

VYuyrcTBo mpomsBohaua ompeme u peareHaca: Roche Diagnostics 9180 Electrolyte
Analyser, Instructions for Use, Edition 2006, Rev.4.0 April 2007.

VII.UIIb.Kb-7.2-26

VYnyrcTBo npousBohaua onpeme u peareHaca:
Roche Hitachi Operator’s manual — Version 3.1, Softmare version 01-10, REF
050614821900, Calcium (CA2).

VII.UIIb.Kb-7.2-27

VYnyrcTBo npousBolhaua onpeme u peareHaca:
Roche Hitachi Operator’s manual — Version 3.1, Softmare version 01-10, REF
0648647190, MG G.2.

VII1.UI1b.Kb-7.2-28

VYnyrcTBo npousBohaua onpeme u peareHaca:
Roche Hitachi Operator’s manual — Version 3.1, Softmare version 01-10, REF
050614821900, Phosphate (PHOS?2).

VYII1.UI1b.Kb-7.2-30

VYnyrcTBo npousBohaua onpeme u peareHaca:
Roche Hitachi Operator’s manual — Version 3.1, Softmare version 01-10, REF
03333701190, Alkaline Phosphatase (ALP2L).

VIL.UIIb.Kb-7.2-32

VYnyrcTBo npousBohaua onpeme u peareHaca:
Roche Hitachi Operator’s manual — Version 3.1, Softmare version 01-10, REF
04498577190, Cholineesterase (CHE2).

VYILUIIB.Kb-7.2-33

YnyTcTBO nponsBol)aya onpeMe U peareHaca:
Roche Hitachi Operator’s manual — Version 3.1, Softmare version 01-10, REF
03183688122, Albumine BCG (ALB2).

VII.UIb.Kb-7.2-34

YmyTcTBO npon3Bol)aya onpeMe U peareHaca:
Roche Hitachi Operator’s manual — Version 3.1, Softmare version 01-10, REF
03183734190, Total protein (TP2).

VII.UIIb.Kb-7.2-35

YHYTCTBO HpOI/I3B01)a‘la OIpeME U pearcHaca:
Roche Hitachi Operator’s manual — Version 3.1, Softmare version 01-10, REF
07528566190, HDL — Cholesterol Gen.4 (HDLC4).

VIL.UIIB.Kb-7.2-36

VYyTcTBO pon3Bohaya onpemMe u peareHaca:

Beuman Loynrep JAxX520 ymyrcrBo 3a ynmorpeOy B.2, xat.0p B95026AA, janyap
2018; beuxman Iloynrep JAxX920 ymyrcTBo 3a ymotpeby B.1, xar.op 1106947AB,
neriembap 2017; [IxX500 Cepuec unyent ped.b36844-All, IxX500 Cepuec Jlyce
ped.b36846, xX500 Cepuec Ilmeanep ped.b36868, JIxX900 Cepuec [umyeHT
ped.628017, 1xX900 Cepuec Llneanep ped.628022, IxX900 Cepuec dudd IMamk
ped.628020, IxX900 Cepuec Petu [Nark ped.628021, IxX900 Cepuec LIBI] Jlyce
ped. 628019.

ATC-ITP15-002

Wsname/U3mena: 4/0 Harym: 15.06.2022. Crpana: 9/12




¥

ATC

Axpenuranuonu 0poj/
Accreditation No. 037007

Baxu ox/Valid from: 26.07.2022.
3amemyje O6um ox / Replaces Scope dated: 10.06.2021.

PedepenTan
AOKYMEHT

Pedeperna / Ha3MB MeTOAe HCTUTHBAKA

YILUIIB.MB-7.2-01

1.UK Standards for Microbiology Investigations, Investigation of Urine, B41 Issue
no:7.2 Issue date: 18.07.14. P: 1-45.

2.1senberg HD. Urine Culture In: Isenberg HD, editor Clinical microbiology
procedures handbook. 2" edition. Washington: Asm Press; 2004. P.3.12.1-3.12.31.

YIL.UIb.MbB-7.2-02

UK Standards for Microbiology Investigations , Investigation of Fluids from
Normally Sterile Sites B 26 Issue no: 6 Issue date: 15.06.15 Page: 1-23.

YII.UIb.MB-7.2-05

1.UK Standards for Microbiology Investigations , Investigation of Throat Related
Specimens B 9 Issue no: 9 Issue date: 15.04.15. Page: 1-29.

2. UK Standards for Microbiology Investigations, Investigation of Nasal Samples, B5
Issue no:7.1 Issue date: 12.01.15. P: 1-20.

3.Introduction to Microbiology. Part I: The Role of the Microbiology Laboratory in
the Diagnostics of Infectious Diseases: Guidelines to Practice and Managment. In:
Color Atlas and Textbook of Diagnostic Microbilogy, 5" ed. Koneman EW. 1997.

VIL.UIIb.Mb-7.2-07

1.UK Standards for Microbiology Investigations , Investigation of Bronchoalveolar
Lavage, Sputum and Associated Specimens B 57 Issue no: 2.5 Issue date: 02.06.15,
Page: 1-33.

2. Introduction to Microbiology. Part I: The Role of the Microbiology Laboratory in
the Diagnostics of Infectious Diseases: Guidelines to Practice and Managment. In:
Color Atlas and Textbook of Diagnostic Microbilogy, 5" ed. Koneman EW. 1997.

YIL.UIb.MB-7.2-11

1.UK Standards for Microbiology Investigations , Investigation of Skin, Superficial
and Non-Surgical Wound Swabs B 11 Issue no: 5.2 Issue date: 12.05.14 Page: 1 — 27.
2.UK Standards for Microbiology Investigations of swabs from skin and superficial
soft tissue infections B 11 Issue no: 6.1 Issue date: 08.08.16 page: 1 — 36.

3.UK Standards for Microbiology Investigations of pus and exudates B 14 Issue no:
6.1 Issue date: 08.08.16 page: 1 — 34.

4. UK Standards for Microbiology Investigations of Abscesses and Deep-Seated
Wound Infection. B 14 Issue no: 5.2 Issue date: 15.05.14 page: 1 — 33.

5. UK Standards for Microbiology Investigations of tissues and biopsies from deep-
seated sites and organs. B 17 Issue no: 6.1 Issue date: 08.04.16 page: 1 — 24.
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VIL.MUIIb.Mb-7.2-13

UK Standards for Microbiology Investigations:

1. Identification of Streptococcus species, Enterococcus species and Morphologically
Similar Organisms ID 4 Issue no: 3| Issue date: 28.10.14Page: 1- 36.

2. ldentification of Staphylococcus species, Micrococcus species and Rothias pecies
ID 7 Issue no: 3| Issue date: 12.11.14 Page: 1- 32.

3. ldentification of Haemophilus species and the HACEK Group of Organisms

ID 12 Issue no: 3| Issue date: 03.02.15Page: 1- 35.

4. Identification of Moraxella species and Morphologically Similar Organisms

ID 11 Issue no: 3| Issue date: 03.02.15 Page: 1-28.

5. ldentification of  Enterobacteriaceae ID 16 Issue no: 4| Issue date:
13.04.15Page:1-34.

6. Identification of Glucose Non-Fermenting Gram Negative Rods ID 17| Issue no:
2.2 Issue date: 11.03.14| Page: 1- 24.

7. ldentification of Pseudomonas species and other Non-Glucose Fermenters 1D 17|
Issue no: 3 Issue date: 13.04.15Page: 1-41.

8.Hazen KC. Mycology and Antifungal Susceptibility Testing. In: Isenberg HD,
editor. Clinical microbiology procedures handbook. 2" edition. Washington: Asm
Press; 2004. p.3.12.1-3.12.31.

9.CANDIFAST - Identification of yeasts and antifungal resistance test -
ELITechMICROBIO, France — ymytcTBO npor3Bolhaua.

10. Mycology Proficiency Testing program. Available at:
http://www.wadswort.org/sites/default/files/\WebDoc/1698744267/critique_oct
ober 2012.pdf.

VIL.UIIb.Mb-7.2-16

1.UK Standards for Microbiology Investigations of Blood Cultures (for Organisms
other than Mycobacterium species) B 37 Issue no: 8 | Issue date: 04.11.14| Page: 1 —
51.

2.0perator Manual. BacT ALERT 3D-Version B.01. bioMarieux, Inc. June 2002.

YILUIIB.MB-7.2-17

1.European Committee on Antimicrobial Susceptibility Testing- Breakpoint tables for
interpretation of MICs and zone diameters. Version 5.0, valid from 2015-01-01
2.EUCAST expert rules in antimicrobial susceptibility testing. Clinical Microbiology
and Infection. 2011.

3.Media preparation for EUCAST dis diffusion testing and for determination of MIC
values by the broth microdilution method- EUCAST , Version 4.0 June 2014,

4. EUCAST guidelines for detection of resistance mechanisms and specific resistances
of clinical and/or epidemiological importance. EUCAST, Version 1.0. December
2013.

5.EUCAST disk diffusion method for antimicrobila susceptibility testing. EUCAST,
Version 5.0, January 2015.

YILUIIb.MB-7.2-18

1. UK Standards for Microbiology Investigations Investigation of Specimens for
Mycobacterium species B 40| Issue no: 6.1 Issue date: 22.05.14| Page: 1 -44.

2. Boguu 3a MHMKpOOHOJIONIKY JHjarHOCTHKY TyOepkyno3e, PemyOmuka CpoOuja,
MunucTapcTBo 3apaBiba, beorpan 2015.

VILUIIB.MB-7.2-19

1. Murray P. et. al. Manual of Clinical Microbiology, 7thed ASM Washington 1999;
413-421.

2. Koneman EW et al. Color Atlas and Textbook of Diagnostic Mikrobiology, 5Sthed.
1997, 920-934.
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YIL.UIb.MB-7.2-20

Schwoebel V. et all. Standardization of antituberculosis drug resistance surveillance
in Europe. Recommendations of a World Healt Organoization (WHO) and
Intenational Union Against Tuberculosis and Lung Disease (IUATLD) Working
Group. Eur Resp J 2000;16(2): 364-371.

MunncrapctBo 3apaBika Penybmmke CpOuje. Bomwd 3a MUKpPOOHOIOMIKY
I1jarHoCTHKY TyOepkynose. beorpan 2015.

OBaj O6uMm akpenuTanmje Baku camo y3 Ceprudukar o akpeauranuju 6poj 03-007
This Scope of accreditation is valid only with Accreditation Certificate No 03-007

AKpeauTanuja Baxu 10 /
Accreditation expiry date 28.05.2024.
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