MEAMYHA NIAEOPATOPIA

LLlaHoBHWMI nikapio!

LLlaHoBHWI KnieHTe!

Exkcneptu [JI/1A HapgatoTh iHbOpMaLLiiHY NiATPUMRY LWOAO TPAKTYBaHHA

Pe3ynbTatn nabopatopHux AOCIAKEHD HE € KNIHIYHUM [iarHO30M.

pe3synbTaris 1abopaTopHOro AOCIAKEHHS Ta iHLWMX NPOGECIHUX NUTaHb.

[1nA KopeKTHOT iHTepnpeTauii pe3ynbTaTiB 4oC/i A eHb, 3BEPHITLCA, Oyab NacKa, [0 fikapa.
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[@apaHTia TOYHOCTI Ta 4OCTOBIPHOCTI pe3ynbTaTiB AOCNiAHeHb

LiarHoctnunun uentp TOB «MJT «A1J1A» akpeanMToBaHuin HauioHanbHUM areHTCTBOM 3 akpeauTaLii YkpaiHu
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PE3Y/IbTATU AOCNIAXEHDb
MNauieHT: TEST Nab. Ne 3amoBieHHA
[aTta Hapoax. 01.07.1981 Kog 3amoBneHHs:
CraTb: *iHoua [laTa 3aMOBANEHHA:
KomeHTapi:
HasBa pocnigkeHHA Pesynbrar OauHuui PedepeHTHi
BMMIipPIOBAHHA 3Ha4YeHHA

MpeHaTanbHM HeiHBa3uMBHUI CKpUHIHr Ninalia Genomewide (NIPT po3wupeHuit)
MNepBuHHA Npoba: BeHO3HA KPOB

Kinbkictb nnoais 1

deHOMEH 3HMKa4oro 6n3HIOKa Hi

deTanbHa ¢pakuis 8 %

Tpucomia 13 He BMABNEHO He BUABJIEHO
Tpucomin 18 He BUABNEHO He BUABNEHO
Tpucomia 21 He BMABNEHO He BUABJIEHO
IHWI ayTOCOMHIi aHeynnoiaji He BUABNEHO He BUABNEHO
XpomocomHuit ancbanaHc > 7M6 He BUABNEHO He BUABNEHO
BucHOBOK:

o IHdopmaLiitHo-cepsicHa cny»<ba: 0 800 21 78 87

123456789
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KomeHTapi

Pe3ynbTaT HeraTMBHMI WOAO PU3NKY Tpucomii 13, 18, 21 XpoMOCOM, iHLINX ayTOCOMHUX aHeynaoiai Ta XpOMOCOMHOro

aucbanaHcy > 7 M6. TecT npoBeAeHoO 3 ypaxyBaHHAM BiACyTHOCTIi eHOMEHY 3HMKao4Yoro 611M3HIoKa.

PekomeHa0BaHO: KoHcynbTauis nikaps.

BignosiaanbHa ocoba

3asigyBay nabopatopii MONEKyNAPHO-reHeTUYHOro aHanisy Mokposcbka T.0.

MauieHT: TEST Neo 3am.: 123456789
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[@apaHTiA TOYHOCTI Ta 4OCTOBIPHOCTI pe3ynbTaTiB AOC/iAHeHb

OiarHoctuunnin ueHTp TOB «MJ1 «[IJ1A» arpenuToBaHuii HalioHanbHUM areHTCTBOM 3 akpeauTauii YKpaiHm
Ha fgocnigeHHA BignosigHo o ISO 15189:2022, atectat npo akpegmTauito Ne30001 ynHHMiA o 18.10.2026
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XapaKTepucTUKK Ta o6mexKeHHA meToay

MeTopa AocnipKeHHs:

« CE-IVD lllumina VerisegNIPT Solution 2: aBTomaTMyHa eKcTpakKuia BinbHoi AHK 3 nepBUHHMX NpobipoK,
aBTOMAaTM30BaHa NiAroToBKa 6ibnioTeKK, KinbKicHe BU3HaYeHHs Ta 06’egHaHHA (48 um 96 3paskiB) Ha poborTi
Hamilton STARIab. Paired—end macuBHe napanenbHe cekBeHyBaHHSA Ha lllumina Nextseq 500. Veriseq 48plex
NIPT Workflow, Bepcis nporpamHoro 3a6esneueHHs: v2.0.0. Bepcis aHanisy: 1.1.0. KoHBeep aHanisy VERISEQ
NIPT CE - IVD [lllumina].

- OujiHKa po3mipy ¢parmeHTa AHK nnoga, nnoaoBoi ¢ppakLii Ta BUSHAYEHHA BigHOCHOI YaCTKM BCiX ayTOCOM i
CTATEBUX XPOMOCOM, a TaKOXK XPOMOCOMHOro ¢pparmeHTa posmipom >7 M6 BignosigHo o lllumina Algorithm
VerisegNIPT Solution 2.

TexHiuHi XapaKTepuCTuKu:
Yytamsictb Tecty lllumina VerisegNIPT Solution 2 cTaHOBUTb:
>99,9% — anAa Tpucomin 21, 18 Ta 13;
npw 4BinHiI: Tpucomia 21 - 96,4%, Tpucomia 18 - 95,7%, Tpucomisa 13 - 93,6%;
96,4% — AnA piaKiCHMX ayTOCOMHUX NOPYLLEHD;
74,1% — nna HesbanaHcoBaHUX nepebyanos >7 M6.
CI‘IELI,M(I)ILIHICTb >99,8%.

TexHiuHi mexi:

« Llei TecT € CKPUHIHFOBMM METOLOM, AKUI He 3aMiHIOE KapioTMNYBaHHA N104A | HE MOXKe BUABUTU
XPOMOCOMHi aHoManii <7 M6 (mikpogeneuii Ta mikpogynnikaLii).

. y I'IpeHaTaanMﬁ HeiHBA3UBHWM CKpMHiHI’ Ninalia Genomewide Complete (NIPT poswmnpeHnin) HagaeTbes

XPOMOCOM Ta aHeynoiAji CTaTeBUX XPOMOCOM.
- Y MNpeHaTanbHUN HEiHBAa3UBHUMN CKPUHIHT Ninalia Genomewide (NIPT poswupeHnit) Hagaetbes iHpopmauin

-y I'IpeHaTaanMM HeiHBa3nBHMM cKpuHiHT Ninalia 3 (NIPT 6a30Bui1) HagaeTbes IHd)OpmaLl,Iﬂ Avwe npo
aHeynaoigii xpomocom 13, 18, 21.

- NMposoantn Tect NIPT He peKoOMeHAYETbCA NPU BUABNEHHI YIbTPA3BYKOBUX aHOMaNIN.

+ HeraTmBHMIA pe3ynbTaT NOBHICTIO HE BMKJ/IIOYAE MOKMUBICTb YPaXKeHHA Nnoaa.

BusHaueHHsA cTaTi nnoga (Ha nigcrasi gocnigrkeHHs [llumina npoueHTHOro cniBBiAHOWEHHA pe3y/bTaTiB
BM3HAYEHHS CTaTEBUX XPOMOCOM i CTaHAAPTHOI OLiHKM 1963 BMMNagKiB):

BiacoTok cniBnagiHHA A1a BU3HavyeHHs cTaTi nioaa: 100%. PeHomeH 3HUKaYoro 61nM3HI0Ka MoKe
NMOACHUTU XMBHOMO3UTUBHI pe3yabTaTh AN Y-XpOMOCOMMU.
-Y-xpomocoma moke 6yTn BUsiBIEHA NpK BariTHOCTI ABiliHeto. Ane npwu BariTHOCTI ABiNMHEI He MOXKHa
BM3HAUYUTW HAABHICTb aHeynnoiAil ctateBux xpomocom — X0, XXX, XYY, XXY.

BigcoTok cniBnagiHHA ana ctateBmx aHeynnoigin: X0 = 90,5%; XXX = 100%; XXY = 100%; XYY =91,7%.

MauienT: TEST Ne 3am.: 123456789 c232



[ - Pathologist in charge : Frangois CORNU Pathologists :
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A. BARBRY L. DRUART A. LIQUIER B. QUILICHINI
R. BENNANI A. EBEL S. MEHLAL L. RAYMOND
T. BLANCHOT S. ELAERTS N. MEKNACHE J. ROCHAT
C. BOURDIN D. ENGERAND ME. NAUD 0. ROUALDES
C.BOUZ M. GARCIA M. NOUCHY S. SNANOUDJ
E. CART-TANNEUR A. GAUTHIER G. PANTEIX A. SOARES
C. COIGNARD B. GERARD L. PELLEGRINA L. STROMPF

AUTHORIZATIONS : Prenatal diagnostic activities : Cytogenetic analyses, including molecular; Molecular genetics analyses ;
Analyses for the diagnosis of infectious diseases, including molecular biological analyses ; Biochemical analyses including analyses
of maternal serum markers ; Examinations of a person’s genetic characteristics or identification by genetic fingerprinting ; Biological
activity measurements for medically assisted conception ; Authorization to hold and / or use ionizing radiation sources for nuclear
medicine purposes.

File n°: 18.06.25

Registered on 18 June 2025, at 15h38
Printed on 23 June 2025, at 14h39
Requested by : MEDICAL LABORATORY "DILA"

Referred by : MEDICAL LABORATORY "DILA"
Your reference n° : 123456789

Client copy

Tests results for : Ms 123456789

Date of birth 01 July 1981, age 43 years old
Specimen dated 14 June 2025

B NINALIA - Non-Invasive Prenatal genetic testing

® Sample type Whole blood on Streck tube
NIPT format

Genomewide NIPT without screening for aneuploidies of chromosomes X and Y

® Weeks Amenorrhoea (W.A.) 15,0
® Reason for test precription Maternal serum markers
® Number of Fetus 1
® Vanishing twin no
The test was performed considering the absence of a vanishing twin.
RESULT
® Fetal fraction 8 %

® cfDNA screening
Negative result
Absence of trisomy 21 and 18 and 13.
Absence of other rare autosomal aneuploidies, absence of chromosomal imbalance > 7MB.

Site annexe - 78, avenue de Verdun - BP 110 - 94208 Ivry-sur-Seine Cedex - www.eurofins-biomnis.com
Eurofins Biomnis - 17/19, avenue Tony Garnier - BP 7322 - 69357 Lyon Cedex 07 - Arrété ARS ARA N° 2023-17-0231 & ARS IDF N° DO-2023/739 Page 1/2
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Ms 123456789 Results (continued)

Copy addressed to Client copy
Birth date : 00 July 1981 Printed on 23 June 2025 at 14h39
Specimen dated : 14 June 2025
File n° : 18.06.25

METHOD USED: CE-IVD Illumina VerisegNIPT Solution 2:

-Automated extraction of plasmatic cell free DNA from primary Streck tubes automated library preparation,
quantification and pooling on Hamilton STARlab equipment. Paired-end Massive parallel sequencing on Illumina
Nextseq quantification and pooling on Hamilton STARlab equipment. Paired-end Massive parallel sequencing on
Illumina Nextseq -Veriseq 48plex NIPT Workflow Software version:v2.0.0; Assay Version: 1.1.0; Analysis pipeline
VERISEQ NIPT CE-IVD [Illuminal;

Estimation of fetal DNA fragment size, fetal fraction and autosomes and gonosomes as well as the chromosomal
ragment with a size > to 7Mb according to Illumina Algorithm VerisegNIPT Solution 2.

TECHNICAL PERFORMANCES: The sensibilities of the Illumina VerisegNIPT Solution 2 test are respectively >
99.9% for Trisomies 21, 18 and 13; 96.4% for Rare autosomal disorders, 74.1% for unbalanced rearrangements >7
Mb and the specificity is > 99.8%.

TECHNICAL LIMITS: this test is a screening test which does not replace fetal karyotyping and it cannot detect
chromosomal anomalies <7 Mb (microdeletions and microduplications).

Test performances are not precisely confirmed for multiple pregnancies. However, numerous publications
demonstrate slightly lower sensitivity and specificity than those confirmed for singleton pregnancies.

For positive results (high risk for chromosomal anomaly), genetic counselling and a diagnostic test must be
discussed with the patient. Chromosomal anomalies that would be present in the placenta, the patient or a
vanishing twin might cause false positive results.

A negative result does not strictly exclude the possibility for the fetus to be affected with a chromosomal
anomaly. Classification of the fetal gender (Illumina study on the percent agreement between results
obtained for sexual chromosomes and the standard evaluation on 1963 cases). Percent agreement for fetal
gender classification: 100%.

Percent agreement for sexual chromosomes aneuploidies: X0=90.5% ; XXX=100% ; XXY= 100% ; XYY=91.7%

For multiple pregnancies, the number of male fetuses cannot be confirmed if a Y chromosome is present.

The presence of a vanishing twin may explain a false positive results for a Y chromosome.

Chromosomal sexual aneuploidies cannot be reported for multiple pregnancies or pregnancies with a vanishing
twin.

Performed at : Biomnis LYON - Authorised by : Dr Luc DRUART
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Final report Frangois CORNU

The presentation of our results has changed : from now on, the phrase "authorised by" appears underneath
the test name and result and is followed by an electronic version of the pathologist's signature.
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