MEAMYHA NIABOPATOPIS

LLlaHoBHUI nikapto!

LLlaHoBHWMIA KnieHTe!

Exkcneptn [IJ1A HapatoTb iHpopMaLiviHy NiATPUMRY LOAO TPAKTYBAHHA

Pe3ynbtatn NabopaTopHUX JOCILHKEHD HE € KNIHIYHUM AiarH030M.
[lna KopeKTHOT iHTepnpeTauii pe3ynbTaTiB Aoc/iaKeHb, 3BepHiTbCA, byab nacka, Ao nikaps.
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PE3Y/ZIbTATU AOCNIAXKEHDb
MNauieHT: TEST Nab. No 3amoBneHHs 123456789
[aTta HapoaXK. 05.02.1987 Koz 3amoBneHHs: -
CraTtb: iHoua [aTa 3amoBneHHA: 05.04.2025
KomeHTapi:
HasBa gocnigyeHHsA Pe3ynbtat OauHnui PedepeHTHi KomeHTapi

BMMipIOBaHHFI 3Ha4YeHHA

MpeHaTanbHMii HeiHBa3nMBHMII cKpuHiHT Ninalia 3 (NIPT 6a3oBuii)
MNepBuHHA Npoba: BeHO3HA KPOB

KinbKicTe nnogis 1

deHoMeH 3HMKa4oro 611M3HI0Ka Hi

deTanbHa Pppakuin 16 %

Tpucomia 13 He BMABJIEHO He BMAB/IEHO
Tpucomia 18 He BUABNEHO He BUABNEHO
Tpucomia 21 He BMABJIEHO He BMAB/IEHO
B1CHOBOK:

Pe3ynbTaT HEraTMBHWUI WOAO pU3MKY Tpucomii 13, 18, 21 xpomocom. TecT NpoBeAEHO 3 ypaxyBaHHAM BiACYTHOCTI
deHoMeHy 3HMKato4oro 6/1M3HIOKa.

PekomeHgoBaHo: KoHcynbTauia nikapa.

BignosipganbHa ocoba y
3aBifyBay nabopaTopii MONEKYNAPHO-TEHETMYHOrO aHanisy Mokposcbka T.0. i

MaujenT: TEST Ne 3am.: 123456789 cl32
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MEAMYHA NIABOPATOPIS

0 IHbopMauiiiHo-cepgicHa cnyxba: 0 800 21 78 87

XapaKTepucTUKKM Ta 06meKeHHAa meToay

2
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MeToa aocnigxKeHHs:

+ CE-IVD lllumina VeriseqNIPT Solution 2: aBTomaTn4yHa ekcTpakuia BinbHoi AHK 3 nepBuHHMX Npobipok,
aBTomMaTM30BaHa NiarotosKa 6ibnioTeKkun, KinbKicHe BU3HauyeHHA Ta 06’eaHaHHSA (48 um 96 3paskis) Ha poborTi
Hamilton STARIab. Paired-end macuBHe napanenbHe cekBeHyBaHHA Ha lllumina Nextseq 500. Veriseq 48plex
NIPT Workflow, Bepcia nporpamHoro 3abesnedyeHHs: v2.0.0. Bepcia aHanisy: 1.1.0. KoHseep aHanisy VERISEQ
NIPT CE - IVD [lllumina].

- OujiHKa po3mipy ¢dparmenTa AHK nnoga, nnonosoi ¢ppakKuii Ta BU3HAYEHHS BiAHOCHOI YaCTKM BCiX ayTOCOM i
CTaTEBMX XPOMOCOM, @ TAKOXK XPOMOCOMHOr0O ¢pparmeHTa po3mipom >7 M6 signosigHo fo lllumina Algorithm
VerisegNIPT Solution 2.

TexHiuHi XapaKTepUCTUKHK:
Yytausictb Tecty lllumina VeriseqNIPT Solution 2 ctaHOBUT:
>99,9% — ana Tpucomin 21, 18 Ta 13;
npw ABinHi: Tpmucomin 21 - 96,4%, Tpucomis 18 - 95,7%, Tpucomis 13 - 93,6%;
96,4% — nnAa piaKiCHUX ayTOCOMHUX NOPYLLUEHb;
74,1% — pna HesbanaHcoBaHux nepebynos >7 M6.
CneumndiyHictb > 99,8%.

BIAHO A0 Mi¥HapoaHoro ctaHaapTy ISO 9001:2015 N2 UA23114

pe3ynbTaTiB 1abopaTopHOro JOCAIAHKEHHA Ta iHLWKMX NPOdECiAHNX NUTaHD.

Exkcneptn AIJ1A HapatoTb iHbOpMaLiiiHy NiATPUMKY LLOAO TPAKTYBAHHA

LLlaHoBHwuii nikapio!

BaHa BIAN
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TexHiuHi mexi:

- Llel TecT € CKPMHIHIOBUM METOA0M, IKUI He 3aMiHIOE KapioTUMNyBaHHA N104a | HE MOXKe BUABUTU
XPOMOCOMHI aHomanii <7 M6 (mikpoaeneuii Ta Mikpoaynaikad,i).

- Y MpeHaTanbHUIt HeiHBa3uBHKI ckpuHiHT Ninalia Genomewide Complete (NIPT po3wunpeHnin) HaaaeTbes

XPOMOCOM Ta aHeynoiAii cTaTeBUX XPOMOCOM.
- Y MpeHaTanbHUI HeiHBa3nBHUI ckpuHiHT Ninalia Genomewide (NIPT po3iumpeHuit) HagaeTbea iHbopmaluia
npo aHeynaoigji xpomocom 1-22, XpoOMOCOMHUI ancbanaHc >7 M6.

TeMa ynpasiHHa AKICTIO cepTUdIK

=

Cn

- NMpoBoantn Tect NIPT He peKOMeHAYETbCA NPU BUABNEHHI YIbTPa3BYKOBMX aHOMaJIN.
- HeratMBHUIA pe3ynbTaT NOBHICTIO HE BUK/IOYAE MOXK/IMBICTb YParKeHHA Nao4a.

Bu3HaueHHs cTaTi nnoaa (Ha niactasi gocnigxeHHs [llumina NnpoueHTHOro cniBBiAHOLLEHHS pe3ynbTaTis
BM3HAYEHHSA CTaTeBMX XPOMOCOM i CTaHAAPTHOI OLiHKKM 1963 BMMNaAaKiB):

BigcoTok cniBnagiHHA ons BU3HaYeHHA ctaTi nioaa: 100%. ®eHoMeH 3HUKAYoro 6/1M3HI0Ka MoXe
NOACHUTU XMOHOMNO3UTUBHI pe3ynbTath 4s1a Y-XPOMOCOMM.
-Y-xpomocoma moxke 6yTv BUABAEHA NPW BariTHOCTI ABiMHel0. Afie Npu BariTHOCTI ABilAHEIO HEe MOXHa
BU3HAUYUTKN HAABHICTb aHeynaoigin ctateBnx xpomocom — X0, XXX, XYY, XXY.

BigcoTok cniBnagiHHA ans ctateBux aHeynaoigin: X0 = 90,5%; XXX = 100%; XXY = 100%; XYY = 91,7%.

[lnA KopeKTHOT iHTepnpeTaLlii pe3ynbTaTiB A0CNIAKEHb, 3BEPHITLCA, Oyab Nacka, A0 NiKaps.

Pe3ynbTtatn nabopatopHux 4OCAIAHKEHD HE € KMIHIYHUM AiarHO30M.

Niuensia MO3 Yrpainv AL N2071280 Big 22.11.2012 p.

LLlaHOBHUI KnieHTe!
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File n° : 09.04.25

Registered on 09 April 2025, at 11h50
Printed on 15 April 2025, at 16h13
Requested by : MEDICAL LABORATORY "DILA"

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

Pathologist in charge : Frangois CORNU Pathologists :

C.ABDO C. COIGNARD L. GUIS G. PERAZZA N. THACOOR
T. ANAYAHAN N. COUPRIE M. HERVO A. PETIT M. VANDERNOTTE
JC. AZOULAY H. DESSUANT L. LEFLEM I. PETIT X. VANHOYE
A. BARBRY L. DRUART A.LIQUIER B. QUILICHINI

R. BENNANI A. EBEL N. MEKNACHE L. RAYMOND

T. BENQUEY S. ELAERTS ME. NAUD J. ROCHAT

T. BLANCHOT D. ENGERAND M. NOUCHY 0. ROUALDES

C. BOURDIN M. GARCIA A. OVIZE S. SNANOUDJ

C.Bouz A. GAUTHIER G. PANTEIX A. SOARES

E. CART-TANNEUR 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.

Client copy
Tests results for : Ms 123456789

Date of birth 05 February 1987, age 38 years old

Specimen dated 05 April 2025

H NINALIA - Non-Invasive Prenatal genetic testing

® Sample type Whole blood on Streck tube

NIPT format

NIPT Ninalia 3, Screening for aneuploidies of chromosomes 13, 18 and 21

® Weeks Amenorrhoea (W.A.)
® Reason for test precription Maternal serum markers
® 1/873
® Number of Fetus
® Vanishing twin no
The test was performed considering the absence of a vanishing twin.
RESULT

® Fetal fraction
® cfDNA screening

%

Negative result. Absence of trisomy 21 and 18 and 13.
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Ms 123456789 Results (continued)

Copy addressed to Client copy
Birth date : 05 February 1987 Printed on 15 April 2025 at 16h13
Specimen dated : 05 April 2025
File n° :09.04.25

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

" (D
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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