‘< : AKPEJIUTALIMOHO Axpeautaunonu 0poj / Accreditation No: Osuaxa npenvera / File Ref. No.:

2-08-012
TEHO 03-011 Baxwu o / Valid from:
CPEIIE ' 17.10.2025:
,Z[aTYM 1pBe aKpe ILI/ITaIlI/Ij e/ 3amemyje O6um ox / Replaces Scope dated:
ATC Date of initial accreditation: 03.06.2016. 11.09.2024.
OBUM AKPEJIUTAILIMJE
Scope of Accreditation

AKpPeInTOBAHO TEJIO 32 OllelhbHBabe ycarjamenoctT / Accredited conformity assessment body

Pagmuna Hukogajesuh npenysernuk
JladopaTopuja 3a menuunncky onoxemujy Konznanjym-Helix lab

Beorpaa, Knerume 3opke 30

Craunpapn / Standard:

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

Cxkpahenu o0um akpenuranuje / Short description of the scope

In vitro MenuuMHCKa UCIUTHBAma / in vitro medical examinations:

— T'eHeTnuka UCMIUTHBaEKa XYMAaHOT OMOJIOIIKOT MaTepujayia (AMHMOHCKA TEYHOCT, XOPHOHCKE
pecuiie, (eTarHO TKUBO, KpB, OykamHu OpHC) MeTolaMa MoleKynapHe renetuke / Genetic
examinations of human biological samples (amniotic fluid, chorionic villi, blood, amniotic
fluid and buccal swab)

— Muxkpo6HonomKa UCIUTHBakba XyMaHOT OMOJIOIIKOT Marepujaia (KpB, LEpBUKAIHU OpHC,
ypeTpanHu Opuc, ypuH) MeTogama MoJiekylapHe ouomnoruje / Microbiological examinations of
human biological samples (blood, cervical swab, urethral swab and urine);
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Axkpenuranuonu 0poj/

Accreditation No. 03-011
Baxu on/Valid from: 17.10.2025.
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3amemyje O6um on / Replaces Scope dated:

Hetasban ooum akpenuranuje / Detailed description of the scope

Mecto ucnutuBama: Jlabopartopuja, Kuerume 3opke 30, beorpan (JI)
OobaacT mcnuTHBamka: buosonika WUCHUTHBaka XyMaHOT OHMOJIOIIKOr MaTepujaia (aMHHOHCKA TEYHOCT,
XOPHUOHCKE peculle, PeTaaHo TKUBO, KPB, OyKaIHU OpUC) METojaMa MOJICKYJIapHE TCHETHKE

IIpeamer Bpcra nenutnBama u/mian TexHuka Pedepentnn .
P.b. . Jloakumja
ncmnnnama/yz»opax KapaKT¢pUCTUKA KOja C€ MEpH HCIIMTUBAaBA AOKYMEHT
AMHUOHCKA TEYHOCT, | AHamn3a HyMEPHIKHX
1. XOpUHCKE peculie U abepauuja xpomozoma 13, 18, QF-PCR ¥-5.5.01 J
Kps 21, XuY

AHanu3a HyMepUUKuX

2. deTamHo TKUBO abeparnja xpomosoma 13, 15, QF-PCR ¥-5.5.02 J
16,18,21,22,XuY
Ananuza noyimMop¢pusmMa y reHy

3. | Kps, Oykanau Opuc IJIa3MUHOT€H aKTHBATOP Real time PCR ¥-5.5.28 J
naxudutop 1 (PAI-1)
AHanu3a MyTaimje y reHy 3a

4. | Kps, Oykamau 6puc (haktop koarymamuje V Real time PCR v-5.5.24 J
(Leiden V, G1691A)
AHanu3a MyTalmje y reHy 3a

5. | Kps, Oykanuu 6puc ¢akrop koarynaumje 11 Real time PCR ¥-5.5.25 J
(ITpotpom6wuH 11, G20210A)
AHanu3a MyTalmje y reHy 3a

6. | Kps, Oykanau Opuc MeTWICHTeTpaxuapodoat Real time PCR ¥-5.5.26 J
penyktazy (MTHFR C677T)

7. | Kps, Oykanxau Opuc Y TBphHBare nofty 1apHOCTH QF-PCR ¥-5.5.08 J
TeHETHYKUX JIOKyca

g Kp, Gykasu 6pHc Ananuza Mukponeneuyje Y PCR-arapo3Ha ren V5515 1
XpoMoO30Ma enexktpodopesa

MecTo ucnutuBama: Jlabopatopuja, Kuerume 3opke 30, beorpan (JI)
Obaact mcnuTHBama: MUKpPOOHOJIONIKA HCIHUTHBaka XyMaHOT Marepujana (LepBUKAIHU Opuc, ypuH

ypeTpasiHu Opric) MeTofaMa MOJIEKyJIapHe OMOJIOTHje
P.E IIpeqmer ucnuTHBama/ Bpcra necnurnBama u/mian TexHuka Pedepentnn Joxauuia
o y30pak KapaKTepHCTHKA Koja ce MepH HCIUTHBAHIbA JOKYMEHT 1
JleTexiuja mprcycTBa MOJHO
MIPEHOCUBUX NaToreHa Irichomonas
Hepuransi opuc, vaginalis, Chlamydia trachomatis
1. | yperpannu Opuc u & ’ v ” | Real time PCR ¥-5.5.30 JI
- Mycoplasma hominis, Mycoplasma
yp genitalium, Neisseria gonorrhoeae,
Ureaplasma urealyticum/parvum
JleTekija NpucycTBa u
2. Hepsexamm Gpuc, TeHOTHITU3alMja BUCOKOPU3MYHUX | Real time PCR ¥-5.5.31 J
ypeTpaiu Opuc tunoBa Human 11 ]
papillomavirusa
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Axkpenuranuonu 0poj/
Accreditation No.

Baxu on/Valid from: 17.10.2025.
3amemyje O6um o1/ Replaces Scope dated: 10.09.2024.

03-011

ATC
Jlerenna:
Pegepentin Pedepenna/na3zuB MeToe HCIUTHBAHA
AOKYMEHT
Marisa Silva, Nicole de Leeuw, Kathy Mann, Heleen Schuring-Blom, Sian Morgan, Daniela Giardino,
Katrina Rack, Ros Hastings: European guidelines for constitutional cytogenomic analysis; European
V.550] Journal of Human Genetics (2019) 27:1-16
e Kathy Mann, Sue Hamilton, Jerry Evans, Julie Sibbring, Jonathan Dore: ACGS best practice
guidelines for use of Quantitative Fluorescence-PCR for the detection of aneuploidy v4; Association
for Clinical Genetic Science (2018)
Dan Diego-Alvarezl, Maria Garcia-Hoyos, Maria Jose Trujillo, Cristina Gonzalez-Gonzalez, Marta
Rodriguez de Alba, Carmen Ayuso, Carmen Ramos-Corrales and Isabel Lorda-Sanchez: Application
¥-5.5.02 of quantitative fluorescent PCR with short tandem repeat markers to the study of aneuploidies in
spontaneous miscarriages; Hum. Reprod. (May 2005) 20 (5): 1235-1243.
V-5.508 y.HyTCTBO npousBohaya AmpFISTR Identifiler Plus Kit — PCR Amplification Kit User’s Guide; Applieq
e Biosystems
V-5515 Csilla Krausz, Paulo Navarro-Costa, Martina Wilke, Frank Tiittelmann: EAA/EMQN best practice
T guidelines for molecular diagnosis of Y-chromosomal microdeletions (2023)
OpurnHaHO YIyTCTBO Ipom3Bohada ompeme Applied Biosystems 7500 Genetic Analyzer
TagMan® SNP Genotyping Assays — Protocol, 2010 Applied Biosystems. Part Number 4332856 Rev.
v-5.5.24 D 07/2010;
Luderer R, Verheul A, Kortlandt W. Rapid detection of the factor V Leiden mutation by real-time PCR
with TagMan minor groove binder probes. Clin Chem. 2004 Apr;50(4):787-8.
OpurnHaHO YIyTCTBO Ipom3Bohada ompeme Applied Biosystems 7500 Genetic Analyzer
TagMan® SNP Genotyping Assays — Protocol, 2010 Applied Biosystems. Part Number 4332856 Rev.
V-5525 D0'7/2010 . o
Elaine B. Spector, Wayne W. Grody, et al.Technical standards and guidelines: Venous
thromboembolism (Factor V Leiden and prothrombin 20210G>A testing): A disease-specific
supplement to the standards and guidelines for clinical genetics laboratories
OpurnHaNHO YIyTCTBO Ipomn3Bohada ompeme Applied Biosystems 7500 Genetic Analyzer
TagMan® SNP Genotyping Assays — Protocol, 2010 Applied Biosystems. Part Number 4332856 Rev.
V-5.526 D 07/2010
Vedat Koksala ,Ibrahim Barisb, Ozdal Etlika Primer-engineered multiplex PCR—RFLP for detection of
MTHFR C677T, prothrombin G20210A and factor V Leiden mutations Experimental and Molecular
Pathology Volume 83, Issue 1, August 2007, Pages 1-3
OpurnHaIHO YIyTCTBO Ipom3Bohada onpeme Applied Biosystems 7500 Genetic Analyzer
TagMan® SNP Genotyping Assays — Protocol, 2010 Applied Biosystems. Part Number 4332856 Rev.
V-5528 D 07/2010
Hye- Ok Kim, Chang- Hoon Cho, Yoon- Je Cho, Seong- Ho Cho, Kyung- Sik Yoon and Kang- Il Kim.
Significant associations of PAI-1 geneticpolymorphisms with osteonecrosis of the femoral head, Kim
et al. BMC Musculoskeletal Disorders 2011, 12:160
Opurunnanao ymnytctBo mpom3Bohaua - VIASURE — Real Time PCR Detection Kits Sexually
V-5.5.30 Transmited Diseases VS-STD148T
OpuruHaiHoO yryTcTBO npousBohaua onpeme Applied Biosystems 7500 Genetic Analyzer
VYuytcrBo nponssohaua kuta: HUMAN PAPILOMA NUCLEIC ACID AMPLIFICATION TEST KIT
V-553] (Fluorescent Probe-based Real-time PCR Assay)

WHO guideline for screening and treatment of cervical pre-cancer lesions for cervical cancer
prevention, Second edition, 6 July 2021
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http://humrep.oxfordjournals.org/search?author1=Dan+Diego-Alvarez&sortspec=date&submit=Submit
http://humrep.oxfordjournals.org/content/20/5/1235.long#corresp-1
http://humrep.oxfordjournals.org/search?author1=Maria+Garcia-Hoyos&sortspec=date&submit=Submit
http://humrep.oxfordjournals.org/search?author1=Maria+Jose+Trujillo&sortspec=date&submit=Submit
http://humrep.oxfordjournals.org/search?author1=Cristina+Gonzalez-Gonzalez&sortspec=date&submit=Submit
http://humrep.oxfordjournals.org/search?author1=Marta+Rodriguez+de+Alba&sortspec=date&submit=Submit
http://humrep.oxfordjournals.org/search?author1=Marta+Rodriguez+de+Alba&sortspec=date&submit=Submit
http://humrep.oxfordjournals.org/search?author1=Carmen+Ayuso&sortspec=date&submit=Submit
http://humrep.oxfordjournals.org/search?author1=Carmen+Ramos-Corrales&sortspec=date&submit=Submit
http://humrep.oxfordjournals.org/search?author1=Isabel+Lorda-Sanchez&sortspec=date&submit=Submit

AxpeanTanuonu 6poj/
‘ Accreditation No. 93-011

Baxu on/Valid from: 17.10.2025.
3amemyje O6um o1/ Replaces Scope dated: 10.09.2024.

ATC

OBaj O6um akpenuTanuje Baxxu camo y3 Ceprudukar o akpeauranuju 6poj / 03-011
This Scope of accreditation is valid only with Accreditation Certificate No

AKpeIuTaIHja BaKH 10 /
Accreditation expiry date 02.06.2027.

JTUPEKTOP

Mmp Jparan Ilymapa
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