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OnucaHue Ha NpoMsaHaTa

AKTyanMsmpaHo e cnegHoTo:

TeKcT 3a M3BMKBaHe B rpapukata O6L, nperneq Ha
apxuTekTypaTta

OnucaHue Ha npobaTa 3a yrnpas/eHne Ha napTuauTe.
NHCTPYKL MM 3a NPo6u, KayeH No BpemMe Ha
n3onunpaHe Ha nnasma.

NHCTPYKLMM 3a NOBULLEHO BHUMaHWE 3a BK/IKOYBaHe
Ha 6apKo/, M MOBTOPHO U3MNON3BaHe Ha o6eauHABaHe.

[lo6aBeHO e crnegHoTo:

MNosicHeHWe, Ye NnopbyKaTa Ha Npobu He ce
nposepssa oT Workflow Manager (MeHnaxbsp Ha
paboTHMSA NOTOK).

N3nckeaHua 3a noneTo ViMe Ha nsnbfHABaHe B
MHCTpYKUKnKMTe 3a Local Run Manager.

MpenpaTka KbM PbKOBOACTBOTO 3a NOTPebUTENA Ha
codpTyepa Ha BM3yanmsaTopa 3a aHanums Ha
CeKBEHMpaHe 3a HaCoKMN 3a MeTPUYHA
nHTepnpeTauna Ha KK.

NHCTpyKUMM 32 KOpekLmn, HeobXoANMK 3a MOBTOPHO
TecTBaHe cnef nospefa Ha obeuHABaHe.
O6ACHeHMe N NHPOPMaLMA 3a OTCTPaHABaHe Ha
HensnpaBHOCTM 3a HOBaTa rpeLlka Npu 3aMbpcaBaHe
Ha HMBOTO Ha rnnakarTa.

MHCTpYKUMM 3a BKIKOYBAHE U U3KITHOYBaHe Ha
cucTtemara.

PassacHeHMe OTHOCHO EKOJIOTMYHUTE CHOOPaXKEHUS.
NHdopMaLmsa B AONBAHUTENHUTE NOKasaTenum Ha
OTYyeTa OTHOCHO FOPHUTE U JONHUTE rpaHnum Ha NES
No OTHOLLEHME Ha HeEN3NpPaBHOCT Ha iFACT.

3aMeHeHN ca BCUYKKM CNlyYaun Ha CEKBEHMpPaAHe CbC
CnCTeMa 3a CeKBeHUpaHe OT cyieaBallo NokKoJieHne
NN cncTemMa 3a CeKBeHupaHe.

[MpeMaxHaTn ca onncaHusaTa Ha 6naHk1Te ¢ Npobdu 3a
XNM6pUOHU NapTUAN 3a NpMBEXAaHe B CbOTBETCTBUE
CbC copTyepHaTa GYHKLNOHANHOCT.
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OnucaHue Ha NpoMsaHaTa

MpOoMeHeHN ca onuunTe 3a KOHPUrypupaHe Ha
CbpBbpa C Len nogobpsBaHe Ha CUrypHOCTTa.
NpomMsaHaTa Ha NnaposiaTa 3a aBToMaTusaums Ha ML-
STAR n3unckBa NoceLLeHne Ha MACTO OT 06Cny>XBal,
cepBu3eH nepcoHan Ha lllumina.

PassacHeHu ca ykasaHusATa 3a fobaBsHe Ha
nHbopmMaLms 3a bapkoa KbM BXogHMUTe 6naHKuy 3a
npo6bu n 3a kausaHe Ha 61aHKM 3a NPobu 3a XM6PUAHU
napTvan.

AKTyanusmpaHu ca yKkasaHusATa 3a Cb3gaBaHe Ha
noTpebunTencko nme.

lMpeMaxHaTa e npenpaTkaTa KbM noneto Network
Password (MpexoBa napona) oT UHCTPYKLUUTE 3a
KOHOUrypurpaHe Ha CbpBbpa.

AKTyanmsupaH e npefcTaBeHUAT NpuUMep 3a aHoManus,
CBbp3aHa C YaCTu4Ha geneumsa nam gynimkauus.
JobaBeHo e NpaBuno 3a nogpexaaHe 3a noneTto
anomaly_description. lNpn aHOManum B paMmK1Te Ha
€[1Ha 1 Cblla XpOMO30Ma aHeynIonanunTe Ha Lenu
XPOMO30MU MABAT Npeau YacTUYHUTe aeneumnm nnm
aynnukauyun.

[ob6aseHun ca konoHn Type (Tun) n Regex B oTyeTnTE
3a pesynTaTu 1 M3BeCTUA U NPOL,ECH.
AKTyanmsupaHa ¢opMynmpoBKa B LLeNInA AOKYMEHT C
L,en no-ronsma AcHoTa.

AKTyanusmpaH agpec Ha ynb/HOMOLLEH NpeAcTaBnTenN
Ha EC.
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OnucaHue Ha NpoMsaHaTa

[JobaBeHn ca UHCTPYKLWK 3a HOBUTE QYHKLIMM 3a
WndpoBaHe Ha pe3epBHO KOMMe U MpeXoBa napona.
AkTyanusupaH pasgen Downloading and Installing a
Certificate (M3TernsHe n nHcTanMpaHe Ha
cepTudmKaT) C NO-NoAPO6HN NHCTPYKLUN.
[lo6aBeHa CcTbMKa 3a BbBeX[aHe Ha MPEeXX0Ba
naposa n HanoMHsIHe 3a reHepupaHe Ha cepTudukaT
KbM pasgena Server Configuration (KoHpurypupaHe
Ha cbpBbp) 3a Workflow Manager (MeHnaXxbp Ha
paboTHMSA NOTOK).

AKTyanmsupaHo Mapping Server Drives
(CbnocTaBsAHe Ha CbpBbPHU AANOBE), 3a fa ce
nocoyaT paspeLleHns 3a NoTpebuTenn camo Ha
agMUHUCTpaTopa 1 aKkTyanusnmpaHa CbBMECTUMOCT
Ha SMB BepcuaTa.

[lobaBeHa e npenpaTka KbM WndpoBaHe Ha
pEe3epBHO KOMME KbM CEKLIMATA 3a pe3epBHM KONKUA
Ha JaHHW 3a NOoKanHUA CbPBBP.

[JobaBeHa 6enexka KbM BbBEXaHETO Ha yeb
nHTepdernca Ha copTyepa 3a aHanms, Nokasgalla, ye
[0 codTyepa HAMa [OCTbN Npes MOBUHK
yCTpONCTBa.

[o6aBeHM yTOYHABALLM 6eneXXKm 0OTHOCHO
KanuTanusnpaHeTo Ha pesyntaTtute B otyeTa NIPT.
AKTyanusupaHo npeacTrassHe Ha MHpopMaLna 3a
OnLMA 3a CTOMHOCT 3a YeTEHE OT Xopa B pasfena
Results and Notifications Reports (OTueTn 3a
pe3ynTaTu U N3BecCTus).

AKTyanusmpaHo paunoHannsnpaHe Ha MMeHyBaHe Ha
Workflow Manager (MeHugXxbp Ha paboTHUA NOTOK),
3a Aa nokasBa nocnefoBaTesiHO MbJIHOTO MME Ha
codpTyepa Ha VeriSeq NIPT Workflow Manager
(MeHngxbp Ha paboTHmsa notok VeriSeq NIPT).

AkTyanusupann Temn Updated Sample Sheet Input
(BbBexpaHe Ha 6naHkum 3a npobu) n Upload Sample
Sheet (KauBaHe Ha 6naHku 3a Npobw), 3a ga ce
NOACHAT OrpaHMyYeHnsaTa Ha GYHKLLMOHANHOCTTa Ha
KayBaHeTo Ha 6n1aHKK 3a Npobu.

AKTyanmsupaH agpec Ha crnoHcopa B ABCTpanusa n
agpecu Ha lllumina B HngepnaHgms.
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OnucaHue Ha NpoMsaHaTa

o [lobaBeH e pasfen 3a eKoIormyHn cbobpakeHuns sa
nokaneH cbpBbp VeriSeq v2.

o AKTyanunampaHo e NpeacTaBAHETO Ha pe3yntaTute
OT aHOMarsnMnTe Ha MoJIoBUTE XPOMO30OMU B pasfena
Results and Notifications Reports (OTyeTn 3a
pes3ynTtaTu U N3BECTUS) B 4ONbJIHEHNE b, 3a aa
CbOTBETCTBA Ha NpeACcTaBAHETO, MOKa3aHo B
oT4yeTa NIPT.

JobaseHn nogpobHocTn KbM oT4veTa NIPT u
OOMBbNHUTENHN OTYETH, 3a fa Ce NpueeaT B
CbHOTBETCTBME C y4ebHUTE MaTepmnanu.

NspapeHo pbkoBoacTBo 3a VeriSeq NIPT Solution v2
Software 3a nanonseaHe OT CTpaHa Ha K/MeHTa.

lMbpBOHaYanHa Bepcus caMo 3a BbTpeLLHa ynoTpeba

Vi
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VeriSeq NIPT Solution v2

BbBeaoeHune

VeriSeq NIPT Solution v2 e in vitro gpuarHoOCTUYEH TeCT, NpefHasHayYeH 3a CKPUHUHI Ha 6asaTa Ha
CekBeHMpaHe-3a OTKPMBaHe Ha deTanHu aHeynaongmm ot Nnpobu ot nepudepHa Lsna Kpbs Ha MalkaTa
npw 6pemMeHHmn XeHu B NoHe 10-Ta recTaymoHHa cegmMumua. TecTbT Npeanara Ase onumm 3a BugoBe
CKPUHUWHI: OCHOBEH U NbSIHOreHOMeH. OCHOBHUAT CKPUHUHI NpefocTassa MHGopMaLms 3a CbCTOSHUETO
Ha aHeynonamna camo 3a xpomosomu 21,18, 13, X 1 Y. MNbAHOreHOMHUAT CKPUHUHI NpefocTaBs
YacTUYHM geneunmn n oynankKaunm 3a BCUYKN aBTO30MU U CbCTOSAHNE Ha aHeynouans 3a BCUYKK
XpoMo3omMu. U gBaTa BMAa CKPUHMHI NpeanaraT Bb3MOXHOCT fia ce Moncka cbobLyaBaHe Ha
aHeynnonausa Ha nonosuTe xpomosomu (SCA). N npu aBaTa BuAa CKPMHMHI TO3M NPOAYKT He Tpabea fa
Ce M3MOon3Ba KaTo eANHCTBEHA OCHOBA 3a AMarHoOCTUKa NN APYT peLLeHns 3a ynpaBfeHne Ha
OpeMeHHoCTTa.

CuctemMHaTa apxuTtekTtypa Ha VeriSeq NIPT Solution v2 BktoYBa CNegHUTE KOMMOHEHTMU:

* VeriSeq NIPT Microlab STAR (ML STAR) — IHCTpyMeHT 3a aBTOMaTM3npaHa obpaboTka Ha
TeuHocTH, konTo usnonsea VeriSeq NIPT Workflow Manager n KomnnekT 3a npuroTeBsaHe Ha npobu
VeriSeq NIPT 3a nogrotoBka v npocnegsisaHe Ha npobu ot 6ubnmnoteka. ML STAR nanonsea
VeriSeq NIPT Assay Software v2 3a nogrotoeka Ha Nnpobu, NnpegHasHa4YeHn 3a aHanms, CbrnacHo
WMHCTPYKUMMTE 3a ynoTpeba, NnpegoctaBenn B Jiuctoska 3a VeriSeq NIPT Solution v2 (gokymeHT N@
71000000078751).

*  HMHCTpyMEeHT 3a ceKBeHupaHe oT cnepBalyo nokoneHue (NGS) — IHCTpyMeHT 3a 06LWoreHoMHO
CeKBeHMpaHe, KOMTO OCUTypsiBa reHeprpaHe N CEKBEHNPAaHE Ha KNbCTEPU B UHCTPYMEHTA.
KOHTPONHUAT copTyep ocurypsiea CTbNKUTE 3a HACTPOMBaHe Ha U3MbJIHABaHE Ha CEKBEHMpPaAHE U
reHepupa pasuynTaHus Ha CEeKBEHL MM 3a BCUYKM NPO6K B KOTMUYECTBEHO onpeernieHaTta
onbnnoTeka.

* VeriSeq Onsite Server v2 - CbpBbp, KonTo xocTBa VeriSeq NIPT Assay Software v2 n cbxpaHsBa
AaHHW, 3a fa aHanuanpa gaHHN 3a CeKBeHMpaHe B caBoeHn Kpaunwa. VeriSeq NIPT Assay Software
HenpekbcHaTO HabntogaBa U aHanuanpa AaHHUTe OT CEKBEHUPAHETO N U3FOTBA MPUMEPHU
pesynTaTn, 0TYeTU 3a NPOLLECU N U3BECTUSA.

OokymeHT N2 1000000067940 v09
3AIN VITRO AMATHOCTNYHA YINOTPEBA.
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®durypa1 VeriSeq NIPT Solution v2 KoMnoHeHTH

-

VeriSeq NIPT Microlab STAR JNlokaneH cbpBbp VeriSeq NIPT

VeriSeq NIPT Workflow Manager VeriSeq NIPT Assay Software

MeTop VeriSeq NIPT WHCTpyMeHT 3a 06paboTka

Ha CeKBeHnpaHe
I'IposepKa 3a CbBMECTUMOCT
Ha u3nb/iHABaHe
Ha ceKkBeHupaHe

NHCTpyMeHT 3a
o6paboTKa Ha aHanm3

KonuuectseHo
onpeaensaHe
Ha 6ubnuoTekn

VlaonvlpaHe LERNEEIE]
Onatuka 3a aHanu3

ExcTpakuus Ha cfDNA Ob6egunHnBaHe

MoHwuTOp 3a 3aBbpLIBaHe
Ha CeKBeHMpaHeTo

JIHwnA 3a aHanu3 Ha NIPT

MpuroteaHe
Ha 6rbnuotekn

KK Ha aHanu3

KK 3a cekBeHupaHe

MeHunzxbp Ha napTnan

‘ Yenyru VeriSeq NIPT

VeriSeq NIPT
Ye6 notpebutenckn leHepaTop Ha u3BecTuA
- nHTepdeiic Ha 3a OT4YeTU, NpeaynpexaeHna
: cbpBbp VeriSeq NIPT " mennn

CeKBeHcep OT C/1efBaLLo NOKoJeHne

Ha ceKBeHcepa

JlokaneH anck ba3sa paHHun
Ob6efmHABaHe Ha ceKBeHL WA

ApXUTeKTypa Ha cuctemaTta

KonTponeH codpryep »

VeriSeq NIPT Solution v2 nsnonsea nabopaTtopHaTa nokanHa mpexa (LAN) 3a cBbp3BaHe Ha LAanoTo
cucTemMHo obopypaBaHe, n3nonsBarky cblata nogMpexa. ManonseaHeTo Ha LAN ocurypsisa roBkaBo
NosuLMoOHNpaHe Ha 0bopyaBaHeTOo U paswmnpsaemMa nponyckaTenHa cnocobHOCT Upes CBbp3BaHe Ha
LOMb/IHUTENTHN UHCTPYMEHTU U/unu pabdoTHM cTaHuum ML STAR. CneggaluaTa nnioctpauyns npegcraes
obu, nperneq Ha apxuTekTypaTa Ha cuctemara.
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durypa 2 VeriSeq NIPT Solution v2 06w, nperneg Ha apxuTtekTypaTta

JlokanHa MpeXa Ha

nabopartopunaTta
Workflow WHdopmaums/paHHn 3a
Manager NpuUroTBsiHe Ha Npoba
(MeHungxbp *
Ha PaBOTHNA |}l P os
NoTOK)

[eHepyrpaHe Ha JaHHU

NHcTpymeHT 32 3a ceKBeHMpaHe

CeKBeHlpaHe oT
cnenBatlo
MoKosneHmne Mpernep Ha oTueTy
NIPT/goctbn go yeb
notpebutenckn nHtepderic
Ha cbpebp NIPT

P C'bXpaHEHVIe Ha JaHHU

e / 3a CeKBeHMpaHe

(MpenopbunTenHo)

[OokymeHT N2 1000000067940 v09
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JlokaneH cbpBbp
VeriSeq

VeriSeq NIPT
Assay Software

[eHepupaHe

€ Ha oT4yeTn
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VeriSeqg NIPT Workflow Manager

BbBeaoeHune

VeriSeq NIPT Workflow Manager e nictanmpar Ha ML STAR 1 ocurypsasa NnpocT N MIHTYUTUBEH
rpaduyeH noTpebuTenckn MHTepdenc, KOMTo aBToMaTM3NpPa NOLrOTOBKATa Ha KpbBHU Npobu
cbrnacHo VeriSeq NIPT Solution v2. VeriSeq NIPT Workflow Manager nogabp>ka Bpb3Ka 3a AaHHU KbM
VeriSeq Onsite Server v2 3a uennTe Ha o6paboTKaTa Ha AaHHW, CbXpPaHEHMETO, NPOCeAABaHeTo Ha
npobuTe 1 HanaraHeTo Ha orMKaTa Ha paboTHUA NOTOK.

VeriSeq NIPT Workflow Manager ocurypsisa 4ocTbn 40 cliegHuTe CoPTyEPHN MOLY NN, NSBECTHMU CbLLO
KaTo MeToaum:

* Mertop VeriSeq NIPT
* VeriSeq NIPT Batch Manager (MeHnaxbp Ha naptnam VeriSeq NIPT)
* Ycnyrmn VeriSeq NIPT

MeTopg VeriSeq NIPT

MeTonbT VeriSeq NIPT (MeToabT) pbKOBOAM aBTOMaTU3MpaHaTa o6paboTka Ha npobu Ha ML STAR.
MeToabT U3Mb/HABA CegHUTE CTBMKM 3a obpaboTka:

* WUsonupaHe Ha nnasma - lNpexBbpnsa 1 ml nsonupaHa nnasma oT enpyBeTKa 3a B3eMaHe Ha KPbB.
JlornkaTa Ha npoueca cb3gaBa naptuga cbe VeriSeq NIPT Assay Software. Bcska napTtuga
CbAbpXa AaHHK 3a npobaTa, BKAtoUnTenHo 6apkog Ha npobaTa, Tun npoba, TN CKPUHMHI, No3MLmnA
Ha siMKaTa 1 ¢nar 3a cbobliaBaHe Ha nona.

* EkcTtpakuus Ha 6e3knetbyHa AHK (cfDNA) - MNpeunctea cfDNA oT 900 pl nnasma.

* [MoproTtoBKa Ha 6u6nnoTteka — Cb3gasa ombnuotekn ot npeuncteHa cfDNA, konTo ca rotosu 3a
ceKBeHupaHe. bnbnuoteknTe BKIOUBAT YHUKAHUN MHAEKCHK 3a BCAKa Npoba B napTuaaTa.

* KonuyecTBeHo onpepensHe Ha 6ubnnoTekn — Onpepens KoHueHTpaumsaTa Ha cfDNA, nsnonssaiku
MHTepKanupallo ¢ayopecueHTHO barpunio BbB popmMaT Ha MuKponnaka ¢ 384 amku. lNnakaTta
BK/HOUBa CTaH4apTHa KpuBa ¢ benaszaHa JHK 1 gybnnkaTn Ha Bcsika npoba B napTugaTta.
CunctemMaTa n3nonssa NnokasaHusATa Ha HeobpaboTeHa pnyopecueHLMs OT YeTel,a Ha MUKPOMIaky 1
N34YMCnsBa KOHLLEHTpaLUnTe Ha NpobunTe Bb3 OCHOBA Ha CTaHAapTHaTa KpuBa.

* O6eaguHaBaHe N HopManusauusa — KoMOnHupa 6MbIMoTeKkn B e4UHNYHM 06eANHABaHNSA 3a
nocneposaTenHocT. CuctemMaTa 1U3nonsea npenBapuTesHo onpenenieHnTe KoHUeHTpaumn, 3a aa
n3uncnm nogxopAawma TpaHcdep 3a Bcsika npoba B enpyseTkaTa 3a 0begmHaBaHe. Cnep ToBa
enpyeeTKaTa 3a obenHABaHe € roToBa 3a CEKBEHMpPAHeE.

OokymeHT N2 1000000067940 v09
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VeriSeq NIPT Batch Manager (MeHnaXXbp Ha
naptuan VeriSeq NIPT)

VeriSeq NIPT Batch Manager (MeHngxbp Ha naptugm VeriSeq NIPT) ynpaBnsBa CbCTOAHNETO Ha
npobu, napTnan n obegmHaBaHUA Ypes noTpedbutenckmnsa nHtepdenc. CuctemaTa Nno3BonsBa
npocnegasaHe Ha NpPobu Npes MHOXECTBO CUCTEMM 3a 06paboTKa Ha TEYHOCTU U

CeKBEHMPALLM UHCTPYMEHTU U Ypes IMHUATA 3a aHanums. 3a noBeye NHGopMaL s OTHOCHO
npouenypuTte 3a o6paboTBaHe Ha NPobKU HanpaBeTe crpaBka B J/Iuctoska 3a VeriSeq NIPT Solution v2
(aokymeHT N2 1000000078751).

MoxeTe fa ynpaensBaTe Npoby B paMKUTe Ha paboTHMA MOTOK Ypes TPy PasfiMyHN KaTeropuu,
HapuyaHu ob6ekTn. Tean 06eKTn ca onncaHu B cnegHaTa Tabnuua.

O6ekT OnucaHue

Mpoba PesynTtaT oT o6paboTBaHeTo Ha 1 ml nnasmeHa npoba oT egHa enpyBeTKa ¢
KpbB. MNpobute ce cBbp3BaT C Hapkoaa Ha KpbBHaTa enpyBeTka (bapkoaa Ha
npobaTa) n napTmaara.

MNapTtupa Mnaka c 24, 48 unun 96 npobu, obpaboTeHn upes npoLeca Ha N3BINYaHe Ha
cfDNA n nogrotoBka Ha bubnuoTtekaTa.

ObeguHaBaHe  HopmanusmpaH v paspefeH obeM Ha rotoBu 3a ynotpeba ¢ MHCTPYMEHTa
6mMbnunoTekn ¢ ABOEH NHAEKC. BCAKO obeanHABaHe cbabpxa 4o 48 npobu.

B cneppallaTa Tabnuua ca onMcaHu gencTBmATa, KOMTO MoraT da ce npuiaraTt KbM 06eKTuTe rno Bpeme
Ha obpaboTkaTa.

[OokymeHT N2 1000000067940 v09 5
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eHepupaH
DenctBue O6eKT i
oTyeTr
MuBanugupaHe  [poba MHBanugupaHe
Ha npoba
MapTtnpga MHBanugupaHe
Ha napTuga

ObegunHABaHe MHBanugupaHe
Ha
obeaunHABaHe

Heycnex Ha KK Mpoba MHBanugupaHe
Ha npoba

MapTnpa MHBanugupaHe
Ha napTuga

OokymeHT N2 1000000067940 v09
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OnucaHue

lMpoba, o3HayeHa oT NoTpebuTensa kaTto
Beye HeBanugHa 3a obpaboTka. He ce
reHepupa pesynTtaTt oT TecTa 3a
WMHBaNMaupaHu npobu.

MpuMep: BUanMo npeHacsHe Ha KpbBHU
KIeTKN MO BPEME Ha U30MpaHe Ha
nnasma.

MapTuagaTa e o3Ha4vyeHa oT NoTpebuTens
KaTo BeYye HeBanugHa. AKo
VHBaNMANpPaHeTo Ha NapTuaaTa
HacTbNM NPEeAN reHepupaHeTo Ha
obeanHABaAHETO, BCUYKM Npobu ce
WHBanuMaupar.

Mpumep: N3nycHaTa uim HenpaBuJIHO
0bpaboTeHa Mo Apyr HauYWH nnaka.

ObennHABaAHETO € 03HaUYeHo OT
noTpebunTens KkaTo Beye HeBanngHo.
Cnep ABe nHBanugupaHua Ha
obefMHABaHETO BCUYKKN NpobKn B
obenHABaAHETO Ce uHBanugunpar.
Mpumep: Llennat o6em Ha
obeguMHABaHETO, U3MO0N3BaH Mo BpemMe
Ha OBe HeyCrneLwHN CEKBEHUPAHUA.

VeriSeq NIPT Solution v2 aBTOMaTU4HO
ob6os3Ha4vaBa fageHa npoba KkaTo
HeBanuaHa nopagm Heycnex Ha
onpefeneHo nsmepBaHe 3a Ka4YecTBeH
kKoHTpon (KK) nnm nopagm otkputa oT
cucTemaTa nospefa B obpaboTkaTa Ha
TEYHOCTN.

VeriSeq NIPT Solution v2 aBTOMaTU4HO
MapKupa uanaTta naptuga kato
HeBanugHa. NpnmMep: HensnpaBHOCT Ha
cucTemMara o Bpeme Ha paboTac
TEYHOCT.
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IeHepupaH
oTyeTr

LenctBne O6eKT OnucaHue

OTMsHa Mpoba OTMsHa Ha JlabopaTopHOTO ynpaBreHue e
npoba 0603Haunno NnpobaTa KaTo OTMEHEHa.
He ce reHepupa pesynTaT oT TecTa.

PepakTtupaHe Mpoba CbobuwaBaHe Ha CbobuaBaHe Ha rnona, 03Ha4yeHo oT
Ha aTpMbyTu Ha non notpebutens kato Yes (da), No (He)
npoba nnun SCA.
* Yes ([a) —reHepupa ce NoNbT Ha
npobaTa.
* No (He) - nonbT Ha npobaTa He ce
reHepupa.
e SCA -cbobuaBaT ce caMo
aHeynongum Ha NonoBuTe
XPOMO30MMW.

Mpoba Tun npoba Tun npoba, MapknpaHa oT noTpebuTtens
KaTo Singleton (EanHuyna), Twin
(OBonHa), Control (KoHTpona) nnn No
Template Control (Ee3 KoHTpos Ha
wabnoHa, NTC). O6bo3Ha4yaBaHeTO Ha
Tuna npoba NpsiKo BNvsie BbpXy aHanmsa
Ha TecTa. 3a fla Ce OCUTYPAT TOYHU
pes3ynTaTu OT TecTa, TUNbT Ha npobaTa
TpabBa fa 6bae ToYeH.

Mpoba TunN CKPUHUHT Tun Ha ekpaHa, 03Ha4yeH oT
noTpebuTensa kKaTto OCHOBEH (camo 21,
18,13, X1 Y) unm kato obW,0reHoMeH
(BCUYKM XpOMO3OMMN).

Cnep nHBanupupaHe, Heycnex Ha KK nnn gencreume no oTMsaHa o6eKkTbT He ce obpaboTea
AonbnHUTENHO. JlabopaTopHMTE CUCTEMU 3a yrpaBneHne Ha nHpopMaumaTa (LIMS) moraTt ga
N3non3BaT OTYETU 3a UHBaMAUpPaHe Ha nNpobu, 3a fa noco4vat NoBTopHa obpaboTka Ha npobaTta oT
enpyeeTKaTa 3a B3eMaHe Ha KPbB.

BxopgHa 6naHka 3a npoba

BxogHaTa 6naHka 3a npoba npepgoctassa MHGopMaLms 3a npobaTa, CBbp3aHa C NauneHTa, BKIKUYMUTENHO
Tun Ha npobaTa 1 cTaTyC Ha N3roTBAHE Ha OTYET 3a NOJIOBUTE XPOMO30oMN. CnuctemaTa U3nMCcKBa MbiiHa
nHbopmMaLmsa 3a npobaTa, Npean Aa MoraT fa ce reHepupaT 06eANHABAHUA 3a CEKBEHMpPaAHE.
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BxogHaTa 6naHka 3a npoba TpsabBa fa e TEKCTOB dalnn, pasgenieH ¢ Tabynatopm (*.ixt). MMeHaTa Ha
3arfiaBHMTE KOJIOHM BbB dalina TpsabBa fa cbBnagaT C MMeHaTa Ha 3arfiaBHUTE KOSTIOHM TOYHO KaKTo ce
nokassaT B cnefBallaTta Tabnuua.

3arnasHa
KOJIOHa

Twun paHHn MN3nckeaHe OnucaHue

batch_name Hus/mpasHo WsanckeBace [lokasBa MMeTO Ha NapTuaaTa Ha npobaTa.
Tpabea fa cbBnaga c UMeTo Ha NapTugaTta,
BbBeAeHO B MeToaa Ha n3eukBaHe (Workflow
Manager, MeHngXXbp Ha paboTHMS NOTOK), 3a
[a ce NOTBbPAM, Ye BXOAHaTa 6n1aHKa 3a npoba
€ CBbp3aHa ¢ npaBunHaTa naptTuga. Mima
OrpaHuyeHne oT MakCMMyM 26 3Haka.
KonoHaTa Mo)e fla ocTaHe npasHa.
BnaHku 3a npoba 6e3 konoHa batch_name Hama
ba 6vaaT npueTu.

sample_ Hwus Msuckea ce bapkogoBe BbpXy enpyBETKU C KPbBHU Mpobu,

barcode 3apenenn B ML STAR.
AKo KaTo bapkof Ha npobaTa ce nsnonssa
LenoyncneHa CTOMHOCT, TA He Tpsabea oa
Hagsuwasa 15 unopu. bykseHo-UnbpeHUAT
6apkof Ha npobaTa MOXe fa Cbabpxa
MakcnMyMm 32 3Haka. ManonssanTe camo
unopu, 6ykeu, Tmpeta (-) n gonHn YyepTu ().
BapkogbT Ha NpobaTa He e YYyBCTBUTENEH KbM
rnaBHW N Mankn 6ykeu. bapkogose, KOUTO ca
YYBCTBUTENHU KbM [TaBHU U Masnku 6yKBu, He
ce cumTaT 3a yHuKanHu. bapkogbT Ha npobaTa
TpAbBa Aa € YHUKarneH 1 fa He ce pasnuyasa
caMo o rnasHUTe BykeBu. Hanpumep nmeHa Ha
npobute Sample01 1 sample01 He ca YHUKaNHW.

sample_type Hns Msuckea ce llokassa Tuna Ha npobaTta 3a aHanus.
[Mo3BONEHUTE CTOMHOCTM Ca Singleton
(EanHnYHa), Twin ([BOWMHA), Control
(KoHTpona) n NTC.

sex_ Hns MNanckBa ce [lokasBa M3roTBsiHE Ha OTYET 3a peTanHuTe
chromosomes NoJIOBM XPOMO3OMMU.
lMo3BoNneHnTe CTOMHOCTHK ca yes (ga ce
cbobuiasaT), no (aa He ce cbobuiaBaT) U sca
(cbobuiaBaHe caMo Ha aHeynIongun Ha
NosIoBUTE XPOMO30MM).

OokymeHT N2 1000000067940 v09
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3arnaBHa
Twun paHHn MN3nckeaHe OnucaHue
KONoHa
screen_type Hns M3uckBa ce [lokasBa TMNa CKPUHUHE 3a aHanms.

[Mo3BoNeHUTE CTOMHOCTM ca ,,basic” (ocHOBEH)
1 ,genomewide” (06Lw,0reHoMeH).

BxogHaTa 6naHKa 3a npoba ce KayBa Mo BPEME Ha M30IMpaHe Ha NaasMa unm obeanHaBaHe U MoXe fa
6bae KadeHa ¢ noMoLyTa Ha Batch Manager (MeHuaxbp Ha napTtugm). Cuctemata aBToMaTUYHO
npunara 6apkonose, TUMN eKpaH, TN Npoba u cbobLaBaHe Ha nona 3a NTC. M3uckBa ce pasfnyHa
nHbOopMaLMa B 3aBUCUMOCT OT TOBa Aann 6naHkaTa c npobaTa e KadeHa Mo BpeMe Ha M30/IMpPaHeTo Nn
obegmnHaBaHeTo Ha nnasmaTa. MiHpopMaumsaTa 3a npobaTa ce NOTBbPXKAABa No BpeMe Ha npoLieca Ha
KauyBaHe Ha npobaTa. Workflow Manager (MeHnaXbpbT Ha paboTHUA NOTOK) HE NpoBepsABa NopbyKaTa
Ha npobaTa. [MpobuTe, Ka4YeHN MO BPEME Ha U30MpPaHe Ha NasMarTa, TpAabBa Aa BKoYBAT BCUYKMK
npobu B NapTuaaTta, ¢ nskntoyeHmne Ha NTC. o BpeMe Ha obegMHABaAHETO CUCTeMaTa U3NCKBa BCAKa
nnnceala nHoopMauma 3a npobaTa, KOATO He e Buna KayeHa rno BpeMe Ha U30/IMPaHeTo Ha nia3marTa,
popu 3a NTC (T.e. nosloBa XpoMo30Ma U TUM CKPUHUHT).

/N BHWMAHME

3a fa nsberHeTe rpeLlkun, He BKIKYBanTe MHGopMaLmMa nnu pefose 3a npodata sa NTC B
6naHkaTa 3a npoba rno BpemMe Ha U30MpaHeTo Ha niasmarTa.

MoxeTe fla KoHTpoNnMpaTe 3apeXaaHeTo Ha BCUYKM Npobu B napTnga, reHepupara ot LIMS, nnu 3a
KOHKPEeTHU Npobu, KOUTO N3UCKBAT NOBTOPHO TeCcTBaHe. AKO 3apexaaTe npobu 3a uennTe Ha NOBTOPHO
TecTBaHe, 3anbJ/iHETE OCTaBalMTe CBOOOAHN NO3MLUN C HANTMYHUTE NPOOBMU.

N3bepeTe egHa OT cnegHUTE cTpaTernm 3a nanonsesaHe Ha 61aHkM ¢ Npobu:
* [lpepBapuTenHo onpegeneHn napTuam (cbagageHn ot LIMS naptugm)

* Ad-hoc naptuam (VeriSeq NIPT Workflow Manager cb3ganeHu naptuam)

I'Ipep,BapMTenHo onpepeneHn naptunaun

MoxeTe ga unsnonssarte LIMS, 3a fa cb3fgaBaTe napTugu, npean ga sanodHe obpaboTkaTta Ha npobuTe.
B npepBapuTenHo onpeaeneHMTe napTuamn BCUYKM Npobun Beye ca cBbp3aHu ¢ NnapTuga, npeau ga
6baat 3apenerHn B ML STAR. bnaHkaTa 3a npoba, KaueHa No BpeMe Ha U30IMpaHeTo Ha nnasma,
BKJIKOYBaA BCska nNpoba oT napTugaTta 3aefHo ¢ usanaTta uHpopmaumsa 3a npobaTta. bnaHknTe 3a npobu 3a
napTvan, cb3gageHn B LIMS, Tpsbea fa BkoYBaT CTOMHOCTU B KonoHaTa Batch ID (U Ha napTuaara).
BkntousaHeTo Ha W[ Ha napTugaTa rapaHTupa, Ye npaBuiaHoTo nme Ha N[ Ha napTuaa e BbBeAeHo
pbyHo B Workflow Manager (MeHngybp Ha paboTHUA NOTOK) B HA4anoTo Ha obpaboTkaTa.

Mooxo4bT C NpeaBapuTenHo onpeaeneHn napTuamn 6n0Kmpa TOYHO 3apeneHnTe I'Ip06l/|, TbW KaTo
cucTemMaTa U3MCKBa BCUYKM Npobu B 6naHkaTa 3a Npobu ga 6baaT B napTuaaTa. He ce nsnckea
OoMbNHUTENHA MHbOopMaL KA. J'Ia6opaTop|/|ﬂTa MOXXe Oa NpeMUHE KbM OKOHYaTeJTHUA OTYET bes
OOMbJIHATEJIHO BbBEXAaHe Ha aHHW.
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XapaKTepucTUKUTe 1 U3NCKBAHUATA Ha NOAX04a C NPeABapUTENHO onpeaeneHn napTugm ca cnegHuTe.
* [losBonsiBa MbJIeH KOHTPOJ1 Ha CbAbPYXXaHMETO Ha NapTuaaTa.

* [lpepoTBpaTsBa 3apeXgaHeTo Ha HeXXenaHu npobu.

* Msuckea cuctema 3a cb3faBaHe Ha NapTuamM OT MHBEHTapa (yCbBbpLlueHCcTBaHa LIMS).

° Moxe fa nsuckea oT J'Ia60paTOpHVIFI nepcoHan ga usenu4a npaBuHNUTE NPobn OT XpPaHUNULLETO.
KaTo antepHaTunBa, MOXe [ia Ce U3NCKBA YCbBbPLUEHCTBaHa CUCTEMA 3a CbXPaHeHUe Ha I'Ip06l/l.

Ad-hoc napTugm

MoXe fa cb3faBaTe napTuam B nabopatopumsaTa ypes dnsnyecko cbbupaHe Ha enpyBeTKN ¢ Npobun 1
3apexpgaHeTo uMm B ML STAR no BpeMe Ha U3onmMpaHeTo Ha nnasMa. He ce nsnckea npeasapuTenHo
CBbp3BaHe Ha npobaTa ¢ napTugaTta. Bue onpepensaTte Kon npobu fa 6baaT BKAOYEHM B MapTuaaTa.

MNpu nony4yaBaHe Ha 3anuTBaHe oT Workflow Manager (MeHnaXbp Ha paboTHMA NoTOK) nsbepete No
Sample Sheet (Hama 6naHka 3a npoba) nNo BpeMe Ha nsonmpaHeTo Ha nnasma. Workflow Manager
(MeHnaxbp Ha paboTHUA NOTOK) CBbP3Ba 3apefeHnTe Npobu ¢ pbYHO BbBeaeHusa U Ha napTuga un
reHepupa oT4yeT 3a UHULMMpPaHe Ha napTuaa.

XapaKTepuCTUKNTE U N3NCKBaHWATa Ha noaxofa 3a Ad-hoc napTuanpaHe ca cnegHuTte.
* He ce nsucksaTt LIMS nnu 6naHka 3a npoba.
* MoxeTe ga mogubuumnpaTe oTUeTa 3a UHULMMPaHe Ha NnapTuaa ¢ uHbopmaumsa 3a Tvna npoba, Tmna

Ha eKpaHa 1 cbob6LLaBaHeTOo Ha Nona 3a KauyBaHe No BpeMe Ha obefnHsBaHeTo. MoxeTe aa
[,06aBATE NPO6W MO BCAKO BPEME.

* Hsma aBTOMaTM3MpaH KOHTPOJ BbpXY TOBa KOM NPo6U ca BKOYEHW B NapTuaaTa. MoxeTe fa
3apenuTe HexenaHa npoba.

* [lo BpeMe Ha obeanHABaHeTO TpsabBa fa 6baaT KadeHn JaHHKW 3a npobaTa.

PepakTupaHe Ha aTpmbyTn Ha npoba

Mpenun fa sanoyHeTe U3Mb/IHABaHE Ha CeKBEHUpaHe, MoxeTe fa usnonseaTe VeriSeq NIPT Batch
Manager (Mennaxbp Ha napTugm VeriSeq NIPT), 3a fa npoMeHUTe oTAeNHUTE Npobu 3a N3roTBsiHE Ha
OTYeT 3a NoNoBa XPOMO30Ma, BUL CKPUHUHI 1 aTpMbyTn Ha Tuna npoba.

1. OcblyecTBeTe [OCTbN A0 Batch Manager (MeHnaXxbp Ha napTugm). 3a nogpobHOCTU HanpaBeTe
cnpaBka ¢ JocTwn go Batch Manager (MeHugxxbp Ha napTugu) Ha cTpanuuya 11.

2. BbBepeTe W[ Ha napTugaTta v noTpedbUTENCKOTO MMe NNU MHULManNu Ha onepaTtopa 1 cnep ToeBa
nsbeperte OK.

3. Ha puarpamaTta Ha nnakaTa Ha napTuaaTa nsbepeTte NoNoXEeHNETO Ha AMKaTa, CBbp3aHa ¢
onpepeneHa npoba.

4. YBepeTe ce, Ye e NOKasaHa npaBuHaTa Npoba, crnen KoeTo nlbepete aTpmnbyT 3a TUN Npobda oT
nagawwms cnucbk Sample Type (Tun npoba).
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5. WN3bepeTe aTpmbyT 3a U3roTBAHE Ha OTYET 3a NON OT Nagalina cnucbk Sex Reporting (MsrotesaHe Ha
oTYeT 3a non).

6. WsbepeTe aTpMbyT 3a TUN CKPUHMHT OT Nagalms cnucbk Screen Type (Tun ekpaH).

7. WN3bepeTe Edit (PegakTupane).

UHBanugupaHe Ha npoba, napTuga n obegnHaBaHe

B 3aBMCMMOCT OT eTana Ha 06paboTka Ha NpobuTe, MoXxeTe Aa MHBanuanpaTte oTAenHa npoba,
napTuga unn obegunHsaBaHe Ha Npobu. Cneg HBanuaupaHe npobaTta, napTuaata unm obeanHsABaHeTO
Beye He ce obpaboTsar.

BbB BCEKM egMH MOMEHT Npean reHepupaHe Ha OTYeT OT TecTa uanonssante metofa VeriSeq NIPT nnu
Batch Manager (MeHng)Xbp Ha napTuAW), 3a fa HBanuguparte egHa unm noseyve napTuau.

UHBanugupaHe ypes metopa VeriSeq NIPT

3a fa nHBanugupaTe Npobute, N3NbHETE CrnegHNTe CTbNKKU NO BpeMe Ha obpaboTka Ha npobuTe.

1. B nposopeua Well Comments (KomeHTapu 3a AMKK) B Kpas Ha Bceku npouec Ha Workflow Manager
(MeHnaxbp Ha paboTHMA NOTOK), n3bepeTe OTAENHMUTE AMKU, KOUTO Ca HEYCMNELLHW, U cled, ToBa
nsbepete OK.

2. WN3bepeTe NoHe egHa aHOTaLUUA OT NajallmMTe MEHIOTa UK NocTaBeTe oTMeTKa B noneto Other
(Opyru) u BbBEAETE KOMEHTAPp.

N3bepeTe noneto Fail Sample (HeycnewHa npoba) n nsbepete OK.

MoTBbpLeTe, Ye cucTeMaTa Tpsabea fa oT6enexun npobaTa KaTo HeycrnellHa.

UHBanugupaHe c nomowyta Ha Batch Manager (MeHup>Xbp Ha napTuam)

MsnonseanTe Batch Manager (MeHngyXbp Ha napTuan), 3a ga nHeanugupaTe CnegHoTo:
* [lpoba
* [lapTuga npeawv NpuKNKOYBaHe Ha CTbMKaTa 3a obeguHsBaHe.

® MpumepHo obeguHABaHe cnep 3aBbplUBaHe Ha CTbNKaTa Ha obegMHABaHe N Npeaun a ce reHepupa
OTYEeT 3a TecCTa.

3ABENEXKA M3nes3Te OT BCUYUKM TEKYLLO U3NBIHABaHN MeTOAM, Npean aa cTapTuparte Batch
Manager (MeHnaXXbp Ha napTugm).

AocTbn ao Batch Manager (MeHupXbp Ha napTuau)

3a gocTbn fo Batch Manager (MeHUaXbp Ha napTugm) UsnonsBanTe egHo OT CnegHnTe AencTBus:

* B App Launcher (MHCTpyMeHT 3a cTapTupaHe Ha npunoxeHus) nddepete VeriSeq NIPT Batch
Manager (MeHnpyxbp Ha napTmuan Ha VeriSeq NIPT).

OokymeHT N2 1000000067940 v09 1
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Ha koMM Tbp, CBbpP3aH C MpexaTa, oTMaeTe Ha C: \Program Files

(x86) \HAMILTON\Methods\VeriSegNIPT 1 oTBOpeTe dpaina c MeTod Ha Batch Manager
(MeHnaXbp Ha napTnam) (VeriSegNIPT Batch Manager.med) ¢ Hamilton Run Controller
(KoHTponep Ha nsnbiHsABaHeTo Ha Hamilton).

UHBannaupaHe Ha npoba

OcbuiecTBeTe focTbN A0 Batch Manager (MeHMaXbp Ha napTugm).
BbBenete W[ Ha napTuaaTta n noTpebutenckoTo MMe Unu nHMumanmn Ha onepatopa un nsdepete OK.

Ha gnarpamaTa Ha nnakaTta Ha napTugaTa usbepeTe NofoXeHNeTo Ha AMKaTa, CBbp3aHa C
HeycnelwHaTa rnpoba.

MNMoTBbpaETE, Ye Ce NOKasBa NpaBunHaTa npoba, u nsdepete Invalidate Sample (MHBanngupaHe Ha
npob6a).

BbBeneTe npnymHa 3a Heycnex n nsbepete Invalidate (MiHBanugupaxe).

Ha puarpamaTta Ha nnakaTa Ha napTuaaTa nHBanugupaHaTa npoba ce NpOMeHs OT 3e/1eHa Ha
yepBeHa, @ eTUKETHT 3a CbCTOSAHMETO Ce MPOMEHSA OT BaNngeH Ha HeyCneLleH.

UHBannpupaHe Ha napTuaa

1
2
3.
4

OcblecTBeTe JocTbN Ao Batch Manager (MeHMaXbp Ha napTugm).
BbBegeTte V[ Ha napTuaaTta n noTpebuTesnickoTo Me Unu nH1Lmanu Ha onepatopa un nsbepete OK.
Ha guarpamarta Ha nnakaTa Ha napTugaTa usbepeTe Invalidate Batch (MHBanugupaHe Ha napTnaa).

BbBeneTe npunymHa 3a Heycnex u nsbepete Invalidate (MHBanugupaxe).

Ha gnarpamaTa Ha nnakarta Ha napTugaTa, ako 3a napTugaTa He CbliecTByBaT BallMaHA
obefnHABaHNSA, BCUYKN NPOBU Ce NPOMEHSAT OT 3e/1eHO B YepBeHO. BanuaHnTe obeguHABaHnA B
napTugara ocTasaTt BalMAHW.

UHBanupupaHe Ha obeanHsBaHe

OcbuiecTBeTe JocTbN A0 Batch Manager (MeHMaXbp Ha napTugm).

BbBenete W[ Ha napTuaata n noTpebuTencko MMe Wam MHULManm Ha onepaTtopa u nsbepete Pool
Manager (MeHngxbp Ha obegumHaBaHe).

CkaHupanTe 6apkofa Ha ob6eanHABaHETO.
BbBegeTe noTpebuTencko MMe Uan nHMumManu Ha onepaTtopa n nsdepete OK.

BbBeneTe npnymHa 3a Heycnex n nsbepete Invalidate (MHBanngnpaxe).
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KauBaHe Ha 6naHkKa 3a npoba

KausaHe Ha 6naHka 3a npoba, cbabpikala nHpopmMauma 3a npobata, Ypes Batch Manager (MeHnaxbp
Ha napTman). snonssanTe Tasm QyHKLMS, 3a Aa KauyBaTe UM NPOMeEHATe nHPopMaLumnsaTa 3a npobute B
ronemu Habopw.

1. OcblyecTBeTe [OCTHLN A0 Batch Manager (MeHMaXbp Ha napTugm).

2. BbBepete V[ Ha napTuhaTa n noTpebUTENCKOTO MMe Wan nHnLmMann Ha onepatopa n nsdepete OK.
3. WsbepeTte Upload New Sample Sheet (KausaHe Ha HoBa 61aHKa 3a Npoba).

4. TMMpernegante n nsbepeTe XenaHaTta 6naHka 3a npoba n cnep Toea M3bepeTeOK.

3a nogpobHOCTN OTHOCHO MHPOPMaLMATA, KOATO TpsAbBa Aa ce BKAKOUM B 61aHKaTa 3a npoba
HanpaBeTe cnpaBka ¢ BxogHa bs1aHKka 3a rpoba Ha cTpaHuLa 7.

OTMAHa Ha npoba

1. OcblecTBeTe [oCTbN A0 Batch Manager (MeHMaXbp Ha napTugm).
2. BvbeepeTe V[ Ha napTugaTta v noTpebUTENCKOTO MMe UM MHULMaNnM Ha onepatopa n nsbepete OK.

3. Ha amnarpamaTta Ha nnakaTta Ha napTuaaTta n3bepeTe NooXeHNeTo Ha IMKaTa, CBbp3aHa C
oTMeHeHaTa npoba.

4. TMoTBbpaeTe, Ye ce NoKasBa NpaBunHaTa npoba, n nsdepete Cancel Sample (OTMsHa Ha npoba).

BbBeneTe npnymHa 3a Heycnex n nsbepete Cancel (OTkas).
Ha gmnarpamaTta Ha nnakaTa Ha napTuaaTa oTMeHeHaTa npoba ce NpoMeHA OT 3efleHa Ha YepBeHa.

Ycnyrn VeriSeq NIPT

Ycnyrute Ha VeriSeq NIPT (ycnyrute) BKtOUBaT HAKOJIKO MHCTPYMEHTA, KOMTO Ce MU3ron3earT 3a
KOHOUrypupaHe 1 nposepka kakto Ha ML STAR, Taka 1 Ha MeHUg)Xbpa Ha paboTHMA NOTOK. Tesun
WHCTPYMEHTU HE Ca HeobXoANMU 3a HoOpMasiHa paboTa Ha cucTemMaTa, HO MOXe fa ca Heob6xogMMu 3a
noanomaraHe Ha TexHU4yeckaTa noggpbxka Ha lllumina nam Hamilton npu oTCcTpaHABaHe Ha
HensnpaBHOCTM B cucTeMaTa. Tesm MUHCTPYMEHTU Ce U3MON3BaT U 3a perynmpaHe Ha CUCTEMHUTE
napamMeTpu nopagn OTKIOHEHME B NABbTHOCTTA Ha KNbCTepa.

CtapTupaHe Ha ycnyru VeriSeq NIPT

3aTBopeTe BCMYKUN U3NBIIHABAHN METOAM Npeayn U3NbJiHABaHE Ha yCyruTe.
OcvbuecTtBeTe gocTbn go ycnyru VeriSeq NIPT , ¢ nomowTa Ha eguH OT CnegHnTe MeTogu:

* B App Launcher (MHCTpyMeHT 3a cTapTupaHe Ha npunoxeHus) nsbepete VeriSeq NIPT Services
(Yenyrn VeriSeq NIPT).

OokymeHT N2 1000000067940 v09 13
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* HakoMnoTbp, CBbP3aH C MpexaTa, oTugeTe Ha C: \Program Files

(x86) \HAMILTON\Methods\VeriSegNIPT\ 1 oTBOpeTe danna c meTtoq 3a ycnyrm VeriSeq NIPT
(VerisegNIPT Service.med) c Hamilton Run Controller (KoHTponep Ha M3nbfiHABaHETO Ha

Hamilton).

MHCTpYyMeHTUTE 3a yCAyrn no3eonasasaT CNnegHoTo:

*  WHpaumBupyanHu TectoBe — TeCTOBE Ha KOMMOHEHTU, N3MOA3BaHM 3a OTCTPaHABaHe Ha
HensnpaBHOCTW Ha xapayepa ML STAR.

* CepBU3HU UHCTPYMEHTU — VIHCTPYMEHTH, N3MOM3BaHN 3a KoHPUrypmpare Ha Workflow Manager

(MeHnaxbp Ha paboTHMA NOTOK).

UHanBupyanHn Tectoee

3a fla ce NOMOrHe 3a OTCTpaHsABaHe Ha xapAyepHu npobnemu, Bb3HnkHanu B Workflow Manager

(MeHMa Kbp Ha PaboTHWUS MOTOK), MOXKe [.a ca He0B6X0oAUMM CNedHUTEe CUCTEMHMN TeCcToBe.

TecT Ha cuctemara

Bapkog/aBTOMaTUYHO

3apexpnaHe

CPAC

BVS Bakyym

HezaBucum KaHan

iSwap

96-rnaBsa

OnucaHue

TecToBe 3a NpaBuiiHa KOHOUIypaLuna Ha CUCTEMHUS Habop,
WHCTPYMEHTa 3a aBTOMaTUYHO 3apexgaHe U pyHKLNOHaNMHOCTTa 3a
CKaHupaHe Ha bapKog.

TecTBa QYHKLMOHUpPAHETO Ha HarpeBaTenHute cnctemm CPAC Ha
Habopa. CblLo Taka NpoBepsiBa 3a NpaBUNHO okabensBaHe Ha
OTOENHUN MOAY/N KbM KOHTPOJSIHaTa KyTuA.

TecTBa GyHKLUNOHMPAHETO Ha BrpafeHaTa BakyyMHa cuctema (BVS)
Ha Habopa, 3a fa NOTBbLPAW, Ye BaKyyMbT MOXE fa Ce BK/IOUYM U Aa
NOCTUrHe ornepaTUBHO HansaraHe.

TecTBa QYHKLMOHMPAHETO HA HE3aBUCUMUTE NUMETHU KaHanu.
M3BbpLUBa TECT 3a 3agbp>XKaHe Ha TEYHOCT 3a OTKPUBAHE Ha KaneHe
Ha MUNEeTHM KaHaan U NOCTOAHCTBOTO Ha 06EMUTE Ha [OCTaBsHe.

TecTBa PYHKLNOHMPAHETO Ha poboTU3MpPaHaTa pbKa iSwap u
NoTBbPXXAaBa rnaBHUTE 06yYeHn No3nL MM Ha Habopa.

TecTBa PyHKLNOHMPAHETO Ha rnaBaTa Ha nuneTaTta CO-RE 96.
M3BbpluBa TECT 3a 3aAbpXXaHe Ha TEYHOCT 3a OTKpPMBaHe Ha KaneHe
Ha MUNEeTHU KaHaan U NOCTOAHCTBOTO Ha 06EMUTE Ha [OCTaBsHe.

M3nbrHeTe OTAENMHNTE TECTOBE, KaKTo cneaga.

1. WN3bepeTe KOHKPETEH TECT, KONTO Aa 6be U3MbJIHEH.

3ABEJIE)XXKA  Full10Q Execution (IMbnHo nsnbnHABaHe Ha I0OQ) na3nbnHsaBa nocnefoBaTenHo

BCUYKNTE LLUECT TeCTa.

OokymeHT N2 1000000067940 v09
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2. CneppanTe MHCTPYKLUMTE Ha eKpaHa, KaTo oTbenassaTe HabnogeHnsaTa cu 3a QYHKLMOHUPaAHETO
Ha obopyaBaHETO N BCUYKWN Bb3HUKHANMU CUCTEMHU MPELLUKU.

KoraTo npuknounTe, nsbepete Abort (MpekpaTsaBaHe), 3a Aa M3neseTe oT MeToAa.

4. AKo 6baeTe NoMoneHu fa npefoctaBuTe CUCTEMHU dannioBe CbC 3anncu, reHepupaHn No BpeMe Ha
TecTa, Te ca OCTbNHU B C:\Program Files (x86) \HAMILTON\LogFiles 1 3anoyeaT

CVeriSegNIPT Services.

CepBU3HU UHCTPYMEHTH

Services Tools (CepBU3HN MHCTPYMEHTM) NO3BONSABAT KOHOUrypmpaHeTo Ha Workflow Manager
(MeHnaXxbp Ha paboTHMA MOTOK) N HAKOW NapaMeTpn Ha aHanusa.

TecT Ha
cuctemara

KoHourypauuns
Ha CbpBbpa

KoHdurypupaHe
Ha aHanus

MHCTpYyMeHT 3a
oby4yeHue 3a
Habopwu

OnucaHue

KoHourypupa n TectBa Bpbakata mexgy VeriSeq NIPT Workflow Manager n
VeriSeq NIPT Assay Software. 3a nanbnHasaHeTo Ha Workflow Manager
(MeHnaXxxbp Ha paboTHMA NOTOK) € HeobxoAnMa nNpaBuIHa KOMYHMKaLMA
MeXay Tesn CUCTEMU.

M3nonaBea ce 3a HynMpaHe Ha KOHUEeHTpaunaTa Ha bubnnoTtekarta no
nogpasbupaHe.

M3nonsBea ce 3a ekcnopTupaHe U UMNOPTUPaHe Ha No3uLuKM 3a obyyeHune 3a
Habop oT dawnn.

KoHdurypaumsa Ha cbpBbpa

AKo MpeXxoBuAT agpec 3a VeriSeq Onsite Server v2 ce npomeHun, HacodeTe Workflow Manager
(MeHngyxbp Ha paboTHUA NOTOK) KbM HOBUS agpec, KakTo cleaBa:

1. OT MmeHtoTO Services Tools (CepBnsHM MHCTPYMeHTK) nsbepeTte Server Configuration
(KoHoUrypawms Ha cbpBbP).

2. Axtyanusumpante URL agpeca c HoBUA agpec Ha JTokaneH CbpBbp.

3. WN3bepeTe Test Connection (TecT Ha Bpb3KkaTa).
AKO TOBa CbobLLEHME He ObAe NoNyYeHo, CBbPXEeTe ce C OTAeNa 3a TEXHNYECKa NogapbXKKa Ha

lumina.

4. OT ekpaHa System Configuration (KoH¢urypaumsa Ha cuctemata) nsdepete OK, cnef koeTo
nsbepete Apply (MpunaraHe), 3a Aa 3anasnTe HOBUS agpec.

KoraTo akTyanuaupaTte MpexoBus agpec, Tpabsa CbL0 Aa aKTyanusmpaTte cepTudmukaTa 3a c/ion cbC
3alWnTeHn cokeTmn (SSL) 3a KOMNOTBPA, Ha KOMTO ce nsnbiHaBa Workflow Manager (MeHnaXbp Ha
paboTHus noTok). OcblecTBeTe focTbn o VeriSeq NIPT Assay Software v2 npes To3u KOMMOTbP U
HanpaBeTe crpaBka C V3TersiiHe U MHCTanpaHe Ha cepTUPukaT Ha cTpaHuLa 36.

OokymeHT N2 1000000067940 v09
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Camo noneBu cepBM3HN MHXeHepK Ha lllumina MoraTt ga akTyanusmpaT naposiaTa 3a aBToMaTusaums 3a
ML STAR. lNpegun fa cMeHnTe NaponaTa, CbXpaHeHa Ha CbpBbpPa, Ypes yeb nHTepdeinca, ysepeTe ce,
ye YfeH Ha eKuna Ha nonesusa cepsms Ha lllumina e noceTun BaweTo paboTHO MACTO U € aKkTyanuaunpan
naponata 3a ML STAR. Ako akTyanusunpaTte naponarta B yeb nHtepdenca Ha cbpBbpa, 6e3 fa A
akTyanusmpaTte B ML STAR, We HanpaBuTe cuctemaTa HeM3no3Baema.

KoHdurypupaHe Ha aHanus

MoxkeTe fa n3nonssaTte MHCTpyMeHTa Assay Configuration (KoHdpurypupaHe Ha aHanus), 3a aa
3afafeTe CTOMHOCTUTE Ha CllefHMUTe NnapameTpu:

* Target Library Concentration (Llenesa KoHLeHTpaLnsa Ha bubnmoTekaTa) — 3afgaBa CTOMHOCTTA Ha
KOHL,eHTpauunaTa no nogpasbupaHe Ha obegmHABaHMATa Ha cUCcTeMa 3a cekBeHnpaHe B Workflow
Manager (MeHnaxbp Ha paboTHMA npouec). CTOMHOCTUTE Ha KOHLLeHTpaLMsaTa ce npuiararT 3a
BCSKO OTAE/THO U3MbJIHABAHE MO BpeMe Ha npoLeca Ha obegmHsaBaHe.3a noBeye nHbopmaLms
HanpaBeTe cnpaBka ¢ J/InctoBka 3a VeriSeq NIPT Solution v2 (aokymeHT N2 1000000078751).

* Default Sex Chromosome Reporting (/13roTBsHe Ha OTYeT 3a NONI0OBA XPOMO30Ma Mo
nogpasdupaHe) — Onpepensa Kakbs aTpMOYT Aa ce NpUCBOABa Ha NPOOKW, KoraTo No BpeMe Ha
nogrotoBkaTa Ha npobaTta e nsbpaH 6yToH Use Default (MsnonsesaHe no nogpasdupaHe). 3aganTte
To3u napameTbp Ha Yes (Oa) nan No (He).

* Screen Type (Bug ckpuHuHr) — Onpegens Buaa Ha CKpUHUHIa 3a fageHa npoba. 3aganTe To3un
napameTbp Ha Basic (OcHoBeH) nnn Genomewide (O6L,0reHOMEH).

KoHpurypupanTe napamMeTpuTe Ha aHanmsa, Kakto cneasa.

1. WN3bepeTe Assay Configuration (KoHpurypupaHe Ha aHanus) n KoHPUrypupanTe napameTpuTe,
KaKTo € Heo6xoaAnMo.

* AkTtyanusumpanTe noneto Target Library Concentration (pg/ul) (LleneBa KoHLEHTpaLms Ha
omnbnmnoTekaTa) [0 CTOMHOCTTA, KOATO Ce U3NCKBaA.

* AkTyanusupainTte Default Sex Chromosome Reporting (M3roTesiHe Ha OTYeT 3a NOJI0Ba
XpoMo3oMa Mo nogpasbupaHe) 4o CTOAHOCTTA, KOATO Ce U3NCKBaA.

* AkTyanusupaunTe Screen Type (Bug CKPUHUHI) 40 CTOMHOCTTA, KOATO CE U3NCKBa.

2. Wsbepete Apply (MpunaraHe).

MHCTPYMEHT 3a 06yyeHue 3a Habopwm

Mo BpeMe Ha OTCTpaHsABaHe Ha HEM3MPaBHOCTM MOXE [ia BU Ce HaNOXW fa ekcnopTupaTe obyyeHuTe
CTOWHOCTM 3a no3nuunaTa. Manonseante Deck Teach Tool (MHCTpyMeHT 3a 06ydeHune 3a Habopw), 3a Aa
reHepupaTe CMUCHK C NO3ULMNTE 3ae[HO C TEXHUTE CTONMHOCTH.

1. WsbepeTte Deck Teach Tool (MHCTpyMeHT 3a 06yyeHme 3a Habopu).

2. WsbepeTe Export (EkcnopTupane).

OokymeHT N2 1000000067940 v09 16
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3. W3xoaHOTO MACTO Mo noapasbrpaHe e NocoyYeHOTo MACTO. MNpremeTe MACTOTO Mo nogpasbupaHe
NN n3bepeTe N3XOAHO MACTO 3a TEKCTOBUSA dpaitsl, CbAbpKall 06yUYeHUTe No3uLLmMm 3a Habop.

4. WN3bepeTe OK.
Deck Teach Tool (MHCTpyMeHT 3a 06y4YeHune 3a Habopu) 3ana3Ba TEKCTOB $alin, CbAbpIKall
CTOMHOCTUTE 3@ BCMYKM 0OYYEeHM NO3MLNKN 3a NabopaTopmraTa 3a UHcTanauma Ha Workflow Manager
(MeHngxbp Ha paboTHMA npouec).

5. Wsbepete Cancel (OTkas), 3a fAa ce BbpHeTe KbM ekpaHa Method Selection (1360p Ha meToa).
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Cucrtema 3a CeEKBEHNPaAHe OT CcnieaBallo
MOKOJ1IEHNE

BbBeaeHume

CUCTeMa 3a CEKBEHUPaHe OT cnefBallo NOKOMEeHNe reHepumpa pasynTaHmus Ha CEKBEHLUN 3a BCUYKM
npobu B KOMYECTBEHO onpeneneHoTo obeanHaBaHe Ha BubnnoTekun n ce nHterpupa c VeriSeq NIPT
Solution v2 upes JlokaneH cbpBbp. JaHHUTE 3a CeKBEHUpaHe ce oleHsaBaT oT Analysis Handler
(MHCTpYMeHT 3a paboTa c aHanus) Ha VeriSeq NIPT Assay Software.

MNomucneTe 3a CNefHOTO, KOraTo MHTerpmpaTe CUCTEMA 3a CEKBEHMPaHe OT clieBalLo NOKONeHne ¢
VeriSeq NIPT Solution v2.

*  MHTerpauusi Ha CbxpaHeHne Ha faHHW.
* KanauuTeT Ha nponyckaTenHaTa CNoco6HOCT 3a aHanms.

*  OrpaHu4YeHns Ha MpeXoBUs TpaduK.

ObeanHsABaHe Ha CEeKBEHL A

VeriSeq NIPT Assay Software nsmcksa cucTemMa 3a CEKBEHUpPaHe OT CnefBaLlo NoKosieHne, CNocobeH
[a reHepupa gaHHU 3a CEKBEHUpPaAHe B NoAroTBEHOTO ob6eanHsABaHe Ha BUBNMOTEKN, CbIr1acHo
cnegHuTe cneundukaumn:

* [IponsBoAcTBO Ha 2 X 36 pasdyMTaHUA Ha CABOEHM KpavLua.
* CbBMeCTUM C MHAEKCHUTe afganTepun B KOMNNeKT 3a npuroTesHe Ha npobu VeriSeq NIPT.
* [iBykaHanHa xumus.

* ABTOMaTUYHO Cb3gaBaHe Ha palnoBe 3a 0603HavYaBaHe Ha 6a3un (BCL).

NHTerpayns Ha CbXxpaHeHne Ha JaHHW

TUNNYHO U3NBbNHABaHE Ha cekBeHUMpaHe 3a VeriSeq NIPT Solution v2 nsmckea 25 - 30 GB 3a cuctema 3a
CeKBeHMpaHe OT cneaBallo NOKOSIeHWEe AaHHW. [JeNCTBUTENHUAT pasMep Ha LaHHUTEe MOXe fa Bapupa
B 3aBMCUMOCT OT KpanHaTa NNbTHOCT Ha KbCTepa. JIokaneH cbpBbp ocurypsasa noseye ot 7,5 TB
MSACTO 3a CbXPaHeHNe, KOeTo e A0CTaTbYHO MACTO 3@ 0koJ10 300 M3NbHABAHUA Ha CEKBEHUPaHe
(7500/25 = 300).

3a uennTe Ha CbXxpaHeHMEeTo Ha [aHHN, KapTorpadupanTe cMCTEMA 32 CEKBEHMpPaHe OT c/liefBalllo
MoKoneHne KbM JToKasieH CbpBbp 3a €4MH OT CleAHUTE MeTOAM:
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* WManonseanTe JlokaneH CbpPBbP KaTO BPEMEHHO XpaHUIuLLe 3a gaHHu. B Tasu KoHourypauums
WHCTPYMEHTBLT Ce CbMNOCTaBA OUPEKTHO CbC CbpPBbpa M 3anassa AaHHUTE Ha JTOKalHOTO
YCTPOWNCTBO.

* 3anabopaTopus C BUCOKa NPOU3BOANTENHOCT U3NON3BaNTe CBbP3aHO KbM MpeXa MACTO 3a
cbxpaHeHune (NAS). KoHpuUrypumpamTe cuctemMa 3a CeKBEHUPaHe OT cniefBallo NoKoneHne aa
3anasBa JaHHUTE 3a CEKBEHMPAHETO AUPEKTHO Ha onpegeneHo MacTto B NAS.

B Ta3su HacTpownka KoHpUrypupamnTe JlokaneH cbpBbp Aa HabmogaBa KOHKPETHOTO
MecTononoxeHme Ha NAS, KoeTo No3BOSISIBa Ha CbpBbpa Aa HabnogaBa NpeacToawmnTe
N3NbJIHABAHUA Ha cekBeHMpaHe. MoraT fa ce [o6aBaT HAKOMNKO CUCTEMA 3a CEKBEHMpPAHe OT
cnefBallo NOKoJsieHWe, 3a fa ce yBENNYM Npon3BOgMTEeNIHOCTTa Ha npobaTa. 3a noseye
nHbopMaLMa Kak fla cbnocTaBuTe cbpBbpa ¢ NAS, HanpaBeTe cnpaBka ¢ Yrpas/ieHne Ha
criofjeJIeHO MpPEXO0BO yCTPONCTBO Ha CTpaHuua 33.

3a noBeye MHGOPMaLMA KaK fa CbMNOCTaBATE CUCTEMA 32 CEKBEHMPaHe OT CNefBaLL o NoKOSIeHNe CbC
cbpBbpa nnm ¢ NAS, HanpaeeTe crnpaBka C pPbKOBOACTBOTO 3a NOTPe6bUTENS Ha cMcTemMaTa.

KanauuTeT Ha nponyckKaTesiHaTa CNoCOOHOCT
3a aHanus

JInHnATa 3a aHanus Ha VeriSeq NIPT o6ukHoBeHO 06paboTBa AaHHM 3a e AMHNYHO U3Mb/IHABAHE Ha
ceKBeHMpaHe 3a npnbnmsmnTenHo 5 vyaca. Korato paswmnpsasaTe nabopatopusaTa 3a NpON3BOANTENHOCT
Ha npobu, UManTe Npensug, Ye eaunH CbpPBbP € B CbCTOoAHME Aa 06paboTBa MakKCUMYM YeTupu
M3NbJIHABAHUA Ha ,eH, KOETO Bb3M3a Ha 48 npobun x 4 = 192 npobu Ha aeH. CBbpXeTe ce c oTAena 3a
TexHu4Yecka nogapbxka Ha lllumina 3a A4oNbAHUTENHN peLleHns 3a NPON3BOOUTESNHOCT.

OrpaHnyeHunss Ha MpPeXoBusa TpaPuk

VeriSeq NIPT Solution v2 nanonssa nabopatopHaTa fokanHa Mpexa (LAN) 3a npeHoC Ha JaHHM MeXxay

cMUCTeMa 3a CeKBeHMpaHe OT CrlefiBallo NokosneHune, JlokaneH cbpBbp U NAS (ako e KoHdUrypupaHa).

KoraTo paswupsisaTe 3a NpOM3BOAUTENHOCT Ha NpobuTe, B3eMeTe Npeasua cnegHnTe orpaHuYeHns Ha

Tpadpuka Ha T nHppacTpykTypaTa:

* CpefHuaT Tpaduk Ha gaHHm oT npubnmsmntenHo 25 GB, reHepupaH 3a npnbnuamntenHo 10 yaca, e
okorno 0,7 MB/sec Ha cuctema 3a CeKBEHMPaHe.

* JlabopaTopHaTa MHPpaCTPYKTypa MOXe fa nogabpika v Apyru nsToYHULM Ha Tpaduk, KOUTO
TpabBa ga 6baat B3eTW Npeasus,.

[OokymeHT N2 1000000067940 v09
3AIN VITRO OUATHOCTUYHA YNOTPEBA.
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VeriSeq NIPT Local Run Manager

AKO n3nonseaTte cMcTemMa 3a CEKBeHMpaHe OT Crie4Ballo NOKoeHne, KoaTo nMa mogyn VeriSeq NIPT
Local Run Manager, NoAroTBeTe Ce 3a CEKBEHUpPaAHe, KaKTo cneaBa.

1. B VeriSeq NIPT Local Run Manager nstepete Create Run (Cb3gaBaHe Ha U3nb/HABaHe).
2. BnapawoTo MeHto nsbepete VeriSeq NIPT.
3. [lNonbnHeTe cnegHuTe Nnonerta:

* Run Name (Mme Ha nanbnHABaHe) (Tpsabea ga 6b4e HOBO N YHMUKANHO)

* Run Description (optional) (OnncaHune Ha n3nb/HABAHETO (HE3aAb/IXKNTENHO))

* Pool Barcode (bapkog Ha o6eanHsABaHe)

/N BHWUMAHME

BapkogbT Ha obegunHABaHeTO, BbBeaeH B Mogyna Local Run Manager, TpabBa ga
cbBnaga c 6apkoga Ha obegmHaBaHeTo, BbBeaeH B Workflow Manager (MeHngXbp Ha
paboTHUA Npouec). HenpasunHmMTe KOHPUrypaLmm Ha N3NbHABaHE Ce OTXBbPAAT OT
VeriSeq NIPT Assay Software 1 Moxe fa ce HanoXu NOBTOPHO CEKBEHMpPaHeE.
bapkopoBeTe Ha 0beanHsABaHUATa TpAbBa fa ca HOBW U YHUKaNHW. CKaHupaHuTe npeau
ToBa 6bapkoaoBe He MoraT Ja ce U3rnonssaT NOBTOPHO JOPU aKo He € HacTbNUIIO cbbuTne
3a obeguHsABaHe. [TOBTOPHO MHULMNPaHMUTE NapTUOM N3UCKBAT YNCTa HEperncTpupaHa
enpyBeTKka. AHaNn3bT e HeycreLleH, ako 6apkoabT € CBbP3aH C BeYye aHannsmpaHa
napTuga unu c NnpekpaTeHn cbbunTtns 3a obegmHsBaHe.

4. WsbepeTe Save Run (3anncBaHe Ha M3NbHABaHE).
Cnep KaTo NPUK/OYMTE C HACTPOKaTa Ha U3NbIIHABAHETO, MOXETe Aia 3aMoYHeTe U3MbJIHABAHETO,
KaTo nsnonssate codTyepa Ha MHCTPYMEHTA.

OokymeHT N2 1000000067940 v09 20
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VeriSeq NIPT Assay Software v2

BbBeaoeHune

VeriSeq NIPT Assay Software v2 reHepupa cTaTUCTMKa 3a OLLeHKa Ha O6posi Ha XPOMO30OMHUTE KOMUA Ha
TecTBaHUTe Npobu 1 ocurypsBa onpegensaHe Ha aHeynnoMana Ha XpoMo3oMunTe, n3bpaHu 3a aHanms.
N360pbT Ha XPOMO30OMM 32 aHaNN3 3aBUCKU OT TUMA CKPUHWHI, KOWTO cTe nsbpann: oCHOBEH
(xpomo3zomu 21, 18,13, X 1Y) nnmn obwjoreHoMeH (BCUUKM XpomMo3omu). KoraTto nsbepete
obujoreHoMHaTa onums, copTyepbT CbLLO Taka TecTBa 3a Hannymne Ha CybxpomMo30MHM obnacTu Ha
nevyanba nnu saryba Ha 6pos Ha KonusaTa B aBToO30MaTa. MIHCTPYMEHTBT 3a CEKBEHUpaHe OT cneaBalyo
NoKOJIEHME reHepupa BXOAHW AaHHM 3a aHanms nog dopmMarta Ha pasymTaHe Ha CABOEHM Kpavw,a oT 36
6asu.

VeriSeq NIPT Assay Software v2 pabotu Ha VeriSeq Onsite Server v2. JlokafnieH CbpBbp € LLeHTpaneH
KoMnoHeHT Ha VeriSeq NIPT Solution v2 1 geincTBa KaTo TOUKa Ha cBbp3BaHe Mexay VeriSeq NIPT
Workflow Manager, cuctemMa 3a CeKBeHupaHe oT CfiefBall,o NOKoNeHne n noTpedbuTens.

VeriSeq NIPT Assay Software nogpaBHsiBa pasumTaHuATa CNpAMO pedepeHTHNS YOBELLKN FEHOM U
M3BbPLUBA aHaNN3 Ha pasynTaHUATa, KOUTO Ce NOAPAaBHABAT KbM YHUKANIHO MECTOMOJIOXEHNE UN
nokauwus B reHoma. VeriSeq NIPT Assay Software nsknousa gybnumpatim ce pasuntaHms U MecTa, KOUTo
Ca CBbP3aHu C rosisiMa BapmaL s B NOKPUTUETO Ha eynnonaHu npobun. [laHHUTe OT CEKBEHUPAHETO ca
HOpMasnMs3npaHu 3a CbAbPXaHMETO Ha HYKNIEOTUAM U 3a KOpUrMpaHe Ha NapTUaHNTE ebpekTu n gpyru
N3TOYHMLN Ha HeXxenaHa NnpoMeHnmesocT. MHdopMaums 3a gbmxnHata Ha cfDNA ¢parmeHTa ce
M3B/IMYa OT pasumMTaHeTo Ha CeKBEHLMM CbC caBoeHun Kpauwa. VeriSeq NIPT Assay Software cbLyo
Taka oueHsiBa CTaTUCTUYECKN AaHHWN 33 NMOKPUTUETO Ha CEKBEHLMM 3a PETMOHU, 3a KOUTO € U3BECTHO,
ye ca oboraTeHn nam Ha peTanHa, unu Ha mandymHa cfDNA. [laHHUTe, reHepMpaHn OT aHann3a Ha
Ab/KUHATa Ha dparMeHTa 1 NOKPUTUETO, Ce N3NON3BAT 3a OLeHKa Ha peTanHaTa ppakuma (FF) 3a
BCSKa Npoba.

3a BCsIKa onums 3a CKPUHMHI, n3bpaHa 3a npoba oT TecToBOTO MeHto, VeriSeq NIPT Assay Software
CcbobLlaBa fanu e oTKpUTa aHoManus, nam He. B OCHOBHUS CKPUHUHI BCUYKW aHOMasnK ca
aHeynnonaun. 3a o6LL0reHOMHUS CKPUHWHI aHOManmaTa Moxe Aa 6bae aHeynnongma nam YyactuyHa
aeneunsa nam gynnukaums.

KomnoHeHTHn VeriSeq NIPT Assay Software

VeriSeq NIPT Assay Software HenpekbCHaTO paboTu 1 cnegun HOBU JaHHW 3a CEKBEHUpPaHe, KoraTo ce
[06aBAT KbM NankaTa Input Ha JTokaneH cbpBbp. KoraTo ce 3afencTBa HOBO N3NbJIHABAHE Ha
CeKBEHUpaHe, NOTOKBbT Ce 3a4eNcTBa, KakTo crefBa.

OokymeHT N2 1000000067940 v09 21
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durypa 3 [umarpama Ha NnoToOKa OT faHHU

MoHuTOpUHI

OTKPVITa € HOBa nanka
C AaHHW 3a CeKBEHMpaHe

MpepBaputenHn
NpPOBEPKY 33
N3nb/IHABaHE

Ha ceKBeHUpaHe

MpepBapuTenHata
npoBepka He 6e
ycnewHa. Ysegomerte
notpeburens

CeKBeHMpaHe

W3yakaiite
3aBbpLUBaHETO
Ha CeKBEHMpPaHeTo

Bpemero 3a
CeKBEHMPaHeTO
€ U3TeKso.
YBefjomeTe notpebutens

KK

HanHu 3a KK 3a
M3NbNHABAHE Ha
ceKBeHMpaHe

HeycneweH KK 3a
CeKBeHMpaHe.
YBefjomeTe notpebutens

Ananus

Onaluka 3a U3nb/iHABaHe
Ha CceKBeHMpaHe
3a aHanu3

AHanus Ha
V3MbHEHNETO
(Onutawte 3 nbTu),
aKo e HeycelleH

AHanu3bT e HeycneweH.
YBepomeTte notpebutens

CvrobwaBaHe

leHepupaHe Ha oTyeTU

CbobuaBaHeTo
€ HeycnelHo.
YBefjomete notpeburens

1.  MoHuTOpUHr — [peaBapuTeHO NPoBepPaABa BaIMAHOCTTa Ha HOBOTO M3MbJIHABAHE HA CEKBEHUPaHe.
KoraTo copTyepbT OTKpUE HOBO M3MbJIHABAHE Ha CEKBEHNPaHe, Ce M3BBbPLLUBAT CliegHNTe
NPOBEPKMN 3a BanuaHOCT:

NpoBepsBa fAanu napaMmeTpuUTe Ha U3MbJIHABAHETO Ca CbBMECTUMM C O4aKBAHUTE CTONHOCTU.
b. Acouunpa noTouHaTa kneTka C M3BeCTHa CbleCcTBYBalla TNHUA Ha obepguHsaBaHe.

c. [MoTBbpXxpaBa, Ye obeaAnHABAHETO He e buo obpaboTBaHo Npeamn Toea. CuctemaTa He
Nno3BoJifAiBa MOBTOPHU N3MbJIHABAHMS.

AKO HAAKOSl NPOBEpPKa e HeycnellHa, NoOTPebuTenaT ce yBeAoMsABa Ypes CUcCTeMaTa 3a yBefoMsaABaHe

no nmenn n ypes 3anuca Alerts (MpepynpexaeHus) B yeb notpedbutenckusa nHtepdenc (Ul).

2. CekBeHUpaHe — HenpekbcHaTo cfiefm 3a 3aBbpLUBAHETO Ha U3MbJIHABAHETO Ha CEKBEHMPaHe.
3afaBa ce TaiMep, KONTO onpefens BpeMeTo 3a M34akBaHe 3a 3aBbplUBaHe Ha U3MbHABAHETO.
AKO BpeMeTO e U3TEKJI0, NOTPeBbUTENAT Ce yBeAOMSABA Ypes3 cucTemMaTa 3a yBefoMsiBaHe No UMeinn
n upes 3annca Alerts (MpeaynpexpeHns) B yeb noTpebuTencknsa nHtepdeiic.

3. QC (KK) - UscnepBa InterOp pannosete 3a KK, reHepupaHun oT cuctema 3a cekBeHupaHe. VeriSeq
NIPT Assay Software npoBepsiBa 06LKnA 6poi KNbCTepU, MIbTHOCTTA Ha KNbCTEPUTE U OL,EHKNTE
3a KayecCTBO Ha pasynTaHmsATa. 3a HACOKU OTHOCHO MHTEpPNpeTUpaHeTo Ha nokasaTenuTe 3a KK Ha
InterOp HanpaBeTe cnpaBka ¢ PbKOBOACTBOTO 3a NOTpebuTesis Ha copTyepa Sequencing Analysis
Viewer (gokymeHT N2 15020619). Ako KpuTtepunTe 3a KK ca n3nbiHEHN HeyCneLwHo, NoTpebutenaT
ce yBejOMsIBa Ypes cucTemMaTa 3a yBeAoMsBaHe No MMenn n ypes sanuca Alerts
(MpepynpexaeHns) B yeb noTpebntenckma nutepdeic.

4. AHanus - YnpaBnsBa onallkaTa 3a aHanus 3a MHOXECTBO U3MbJ/IHABaHWSA Ha CEKBEHNPaHE,
reHepupaHn OT PasIMYHN NHCTPYMEHTHN, KOHOUIYpUpaHu CbC CbpBbpa. CbpBbPbT 06paboTra no
e[Ha 3asBKa 3a aHanus Ha npuHumna First In, First Out (MbpBuaT BNAsba nanusa nbpeu, FIFO). Cnep,
KaTo aHanM3bT NPUKIOYM YCMNELHO, Ce CTapTMpa CNeaBallMAT HaCPOYEH aHanms B onatukaTta. AKo
N3NbJIHABAHETO Ha aHanmMs e HeycnewHo unn BpemeTo n3tede, VeriSeq NIPT Assay Software

[OokymeHT N2 1000000067940 v09 22
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aBTOMATMYHO pecTapTupa aHanusa go Tpu NbTu. Cnep BCEKU Heycnex NoTpebuTensT ce
yBeAOMSIBa Ypes cuCTeMaTa 3a yBefoMABaHe No MMenn n ypes sanuca Alerts (Mpegynpexaenuns) B
yeb noTpebutenckmsa nHtepoenc.

MN3roTBAHE Ha OTYETU- [ eHepunpa oTUETa, KONTO CbAbPXKA KpanHUTE pesynTaTu cnep,
NPUKItOYBaHE Ha aHanmsa. AKO HacTbMN HEYCIEX U He Ce reHepupaT oTYeTn, NoTpebnTenaT ce
yBe[0oMsiBa Ypes cuctemMaTa 3a yBefoMsABaHe Mo MMen 1 ypes 3anuca Alerts (MpeaynpexgeHns) B
yeb noTtpebutenckunsa nHtepdenc.

3apaum Ha VeriSeq NIPT Assay Software

VeriSeq NIPT Assay Software na3nbfiHsiBa KakTO aBTOMaTU3NPaHK, Taka U UHULMMPaAHK OT NoTpebutens
3agaun.

ABTOMaTU3NpaHU 3agaun

VeriSeq NIPT Assay Software nsnonHsBa cnegHMTe aBToMaTMU3MpaHn 3agadn:

OokymeHT N2 1000000067940 v09

Cbb6upaHe 1 cbxpaHeHue Ha 3anucu 3a NpPUroTesHe Ha Npo6u — MNpounseexga Habop OT U3XOAHN
¢dannose B Kpas Ha BCSAKa CTbMKa M rM cbxpaHsaga B narnkaTta ProcessLogs, Hamunpalla ce B nankaTta
Output. HanpaeeTe cnpaBka ¢ ®avisioBa CTPYKTypa Ha OTYEeTUTE Ha CTpaHuLLa 53 3a obw, npernes u
¢ OTyeTu 3a rpoLjeca Ha cTpaHuLa 82 3a NOAPOBHOCTW.

FeHepupaHe Ha n3BeCcTUA, UMENNN N N3BECTUSA 3a 0TYeTU — HabmofgaBa CbCTOAHNETO Ha
Ba/MAHOCT Ha NapTugaTa, obeguHABaHeTo U NpobaTa No Bpeme Ha CTbMKUTE 3a NOAroTOBKA Ha
npobute n KK Ha faHHNTe 3a CeKBEHUpaHe n pesyntaTuTe oT aHaaun3a Ha npoba. Bb3 ocHoBa Ha
Tesun NpoBepku 3a BanugupaHe VeriSeq NIPT Assay Software onpegensa fanu fa npoabixu
npoueca n ganu pesyntatute Tpsabea ga 6bvaat goknageanun. VeriSeq NIPT Assay Software
npekpaTtsABa npoueca, Korato napTvaa unu obeguHABaHe ca MHBaNnAMpaHu Bb3 OCHOBA Ha
pesyntatuTe oT KK. M3npalla ce nssectme no umenn go notpeburtens, reHepumpa ce oT4yeT n ce
pernctpupa npegynpexaeHue B yeb notpebutencknsa uHtepdenc.

AHanus Ha faHHU OT CeKBeHuMATa — AHannsnpa HeobpaboTeHNTE AaHHN OT CEKBEHLMATA 3a BCAKa
npoba, MynTunnekcmpaHa B 0begmHaBaHeTo, n3nonsBanku nHterpupanms NIPT Analysis Software.
VeriSeq NIPT Assay Software onpegens pesynrtaTta 3a aHeynnongma 3a Bcska npoba. Cuctemarta
He cbobLaBa pesynTaTu 3a NPodu, UHBaANUANPAHU UM OTMEHEHN OT NoTpedbuTens. 3a npobu,
KOWUTO He 0TroBapsAT Ha kpuTepuuTe 3a KK, ce npegocTtassa uspmyHa o60CHOBKa 3a Heycnexa;
pesyntaTuTe 3a HeycnewHaTa npoba obaye ce NnoTUckaT. 3a NnoBeye MHGOPMaLUA HarnpaBeTe
cnpaska ¢ Otyet NIPT Ha cTpaHuua 60.

FeHepupaHe Ha ¢ain ¢ pesyntaTtu —[NpenocTaBsa NPUMEPHN pesynTaTh BbB popMaT Ha pain cbe
CTOWHOCTWN, pasgeneHn ¢ Tabynatopu, KONTO ce 3anucBa B nankaTta Output. 3a noseye
nHpopmMauma HanpaseTe cnpaska ¢ OTyeT NIPT Ha cTpaHuLa 60.

Report generation (FeHepupaHe Ha oTyeT) — VeriSeq NIPT Assay Software reHepupa
AOMbHUTENHA MHOOPMaLMA 3a pe3ynTaTuTe, M3BECTUA M OTYETU 3a NpoLieca. 3a noeseye
MHPOpMaLMA HanpaBeTe cnpaBka ¢ CUCTEMHM OTYETHM Ha cTpaHuLa 53.
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*  WuBanupupaHe Ha npo6a, o6eanHsABaHe U napTuga

— Sample invalidation (MHBanuanpaHe Ha npoba) — VeriSeq NIPT Assay Software mapkupa
OTAENHM NPOo6M KaTo HeBaNMAHW, KOraTo NoTpebnTensT:

*  W3puyHo MHBanuampa npobaTa.

*  WMHBanuaupa usnaTta nnaka rno BpemMe Ha nogrotoBkaTa Ha bubnnoTekaTta npegu
Cb3faBaHeTo Ha obeanHsABaHUATA.
KoraTo npoba e MapkunpaHa KaTo HeBanuaHa, aBToOMaTUYHo ce reHepupa Sample Invalidation
Report (OTueT 3a MHBanManpaHe Ha npobaTta), HanpaseTe cnpaska ¢ OTYeT 3a MHBaMAMPaHe
Ha rpoba Ha cTpaHuLa 81.

— TleHepupaHe Ha OTYET 3a MHBaNUAUpPaHe Ha o6eguHABaHe U napTuga — OoegnHABaHUATA U
napTuanTe MoraT fa 6baaT UHBaNMANPaHN caMo oT NoTpebutens. MIHBanuanpaHnTe
obeamnHABaHUA He ce obpaboTsBaT OoT cuctemMaTta. ObefnHABaHNATa, BeYe Cb3gafeHn OT
HeBanuaHa napTuaa, He ce MHBaNMAupaT aBTOMaTUYHO U MoraT ga 6baaT AONb/HUTENHO
06paboTeHn oT cuctemarta. HoBm obegunHaBaHMa obadye He MoraT fa ce cb3gasat OT
MHBanuaupaHa naptmaa. Korato egHo obegmHaBaHe e MHBanugMpaHo, cMcTemaTa nsgaaBsa
OTYeT 3a 3asiBKa 3a MOBTOPHO TeCTBaHe Ha 00eAUNHSABAHETO NPU CnegHUTe YCoBUS:

* [apTupaTa e BanuaHa.
* Hsama noBeye HanM4YHU o6eaNHABaHMA 3a Tasu NapTUaa.
*  BpoSAT Ha pa3pelleHnTe obeaMHABaHMA OT NapTuaaTa He e M34yepnaH.

3a noBeye MHPOpMaLMA HanpaBeTe cnpaBka ¢ OTYET 3a 3asBKa 3a MOBTOPHO TECTBAHEe Ha
obeauHsaBaHe Ha CTpaHuua 82.

* YnpaeneHue Ha NOBTOPHO TecTBaHe

— HeycnewHn o6epguHaBanusa — HeycnewHnTe obegmHABaHNA OOMKHOBEHO Ca 06eAnHABaHNSA,
KOWTO He ca NoKpuAn nokasaTtenute 3a KK 3a cekBeHnpaHeTo. VeriSeq NIPT Assay Software
He NpoAb/XaBa c obpaboTkaTa Ha HeyCMellHN 00eANHABAHNSA, aKo U3MbJIHABAHETO e
npekpaTteHo. NocneacTsnsa Npu N3nossBaHe Ha BTOpa aJinkBoTa Ha 06eAnHABAHETO C
KOpEeKLUMMN B CbOTHOLIEHNETO Ha 0beanHABaHeTO KbM HT1, KOHLEHTpaumsTa Ha
obefuMHABaHETO UK N ABeTe.

— HeycnewHu npobu — CodpTyepbT NO3BOASABa NpoduTe fa 6baaT TeCTBAHU MOBTOPHO, ako ce
Hanara. HeycnewHuTte npobu Tpabea fa 6baaT BKAKOYEHW B HOBa NapTuaa n o6paboTeHun
NOBTOPHO Ypes eTanuTe Ha aHanusa.

— T[loBTOpHM U3NbNIHABaHUA — CUCTeMaTa He aHanusnpa noBTOpHO 06eaMHABaHMA C Npobu,
KOWUTO Npeau Toea ca 6unmn 06paboTeHn M 0TYETEHN ycnewHo. NMoBTOPHO U3MbJIHSABaHE Ha
npo6a Moxe [la Ce U3BbPLLIM Ype3 NMOBTOPHO NocTaBaHe Ha NpobaTa BbpXy MNnaka oT HOBa
napTuga.

MoTpebuTenckun sagaum

VeriSeq NIPT Solution v2 no3eofsBa Ha NnoTpebuTennTe ga N3nbHABaAT 3afadn, KakTo cneasa.
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MsnonseaHe Ha Workflow Manager (MeHngxbp Ha paboTHMUA NOTOK):

* MapKkupaiTe CNegHOTO KaTO HEBANUAHO:
—  WHaomsuayanHa npoba.
— Bcuukn npobu B paMkuTe Ha efHa napTuaa.
— Bcuukn npobu, cBbp3aHu ¢ obeuHABaHe.

* MapkupaiTe gageHa npoba kaTo oTMeHeHa. Cneg ToBa VeriSeq NIPT Assay Software ot6ensisea
pesynTaTa KaTO OTMEHEH B OKOHYaTeNHUA OTYeT 3a pesynTaTuTe.

M3nonseaHe Ha VeriSeq NIPT Assay Software:

* KoHourypupante codpTyepa, KoNTo TpAbsa fa 6bae NHCTanMpaH u UHTerpupaH B
UHOpacTpyKTypaTa Ha nabopaTopHaTa MpeXxa.

* [IpoMeHeTe KOHPUIYpPaLMOHHNTE HAaCTPOWMKMW, HaNnpUMep MPEeX0BUTE HAaCTPONKK,
MeCTOMNOI0XEHUATA Ha criodeNeHnTe Nanky 1 yrnpaBneHNeTo Ha NOTPEBUTENCKM akayHTH.

* [lperneganTe CbCTOAHNETO Ha CUCTEMaTa U NapTugnTe, oTYeTUTE 3a 06paboTKa Ha pesynTaTuTe n
napTUANTE, 3anMcuTe 3a akTUBHOCT M OOMUT M pesyfnTaTuTe OT aHanunsuTe.

3ABENIE)KKA  Bb3MOXHOCTTa 3a U3MbJIHEHME Ha 3aJa4yMTe 3aBUCK OT paspeLlleHnsaTa Ha
notpebuTens. 3a noseye nHGopMaLms, HanpaBeTe cnpaBka ¢ 3agaBaHe Ha
noTpebuTesicku posiv Ha cTpaHuua 31.

UHCTpYMeHT 3a 06paboTKa Ha ceKBeHUupaHe

VeriSeq NIPT Assay Software ynpaBnsiBa U3nb/HABaHUATa Ha CEKBEHNPaHe, reHepupaHn ot
WHCTPYMEHTUTE 3a CeKBEHMpaHe Ypes Sequencing Handler (MHCTpyMEHT 3a paboTa CbC CEKBEHUPAHE).
Ton nageHTndMLMPa HOBU U3MbIIHABAHUA Ha CEKBEHMpPaHe, MPoBepsBa NapaMeTpuTe Ha USMbHABAHETO
n Kopenupa 6apkofa Ha obeguHABaHETO C U3BECTHO 0beduMHsABaHe, Cb3ageHo No BpeMe Ha npoLeca
Ha NoAroToBKa Ha bubnuoTekaTa. AKO He MOXe fla 6be OCbLLECTBEHO acounnpaHe, ce reHepupa
n3BecTue Ao notpebutensa n obpaboTkaTa Ha U3MbJIHABAHETO Ha CEKBEHUPAHETO ce crnupa.

Cnep kaTo BanugupaHeTo npuktodm ycnewHo, VeriSeq NIPT Assay Software npogbnykaBa ga
HabntogaBa M3Mb/HABaHMATA Ha CEKBEHMpPaHe 3a 3aBbpLUBaHe. 3aBbpLUEHNTE U3MbJIHABAHUA Ha
CeKBeHMpaHe ce NoCTaBAT Ha onallka 3a o6paboTka oT Analytic Pipeline Handler (MHCTpyMeHT 3a
006paboTKa Ha aHanUTM4YHa NMHKA) (3a NoBeYe NHGopMaL A HanpaBeTe cnpaBKa C MIHCTPYMEHT 3a
06paboTKa Ha aHa/IMTUYHA JIMHUSA Ha CTpaHuLua 26).

CbBMEeCTUMOCT Ha U3NbJIHABaHE Ha CeKBeHUupaHe

VeriSeq NIPT Assay Software aHanusnpa caMmo N3NbJIHABaHNA Ha CEKBEHUpPaHe, KOUTO Ca CbBMECTUMMU
C aHanNUTM4HKMA paboTeH noTok cfDNA.

M3nonseanTe caMo CbBMeCTMMM METOM 3a CEKBEHUPaHE U BEpCUKN Ha codTyepa, 3a fa reHepupare
o6o3Ha4yaBaHUA Ha 6a3su.
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3ABEJIE)KKA  PepoBHO HabnofaBanTe NokasaTtenute 3a epeKTUBHOCT Ha faHHUTe oT
CEKBEHUPAHETO, 3a fa CTe CUTYPHU, Ye KaYeCTBOTO Ha f@aHHUTE € B paMKnTe Ha
cneundunkaumaTa.

MogynbT VeriSeq NIPT Local Run Manager KOHOUrypupa cCeKBeHMpaHeTo, KaTo U3MNon3Ba cnegHnTe
napamMeTpu 3a pasdnTaHe:

*  M3nbfHABaHE CbC CABOEHU KpanLia ¢ 2 X 36 LiMKb/a Ha YeTeHe.

* [1BOMHO MHAEKCUpaHe C ABe YeTEHNA Ha MHOEKCHK OT No 8 LuKba.

UHCTPYMEHT 3a 06paboTKa Ha aHaNnUTUYHa NNHUA

MHCTPpYMEHTDBT 3a 06paboTKa Ha aHaNMTUYHA NIMHNA CTapTUpa NMHNATA 3a aHann3 3a OTKPUBaHE Ha
aHeynnoungua. JinHmaTa o6pa60TBa no egHo n3nbJsiHABaHE Ha CeKBeHWpPaHe B AaeH MOMEHT CbC
cpefHa npoAb/HKUTENHOCT Mo, S Yaca 3a BCAKO obeanHsaBaHe. AKO aHann3bT He ycnee aa obpaboTtu
obegunHABaHETO NN He 3aBbpLn aHannsa nopagn npeKkbCBaHe Ha 3aXpaHBaHETO U N34akKBaHe,
MHCTPYMEHTBT 3a 06paboTKa Ha aHaNMTUYHa NIMHUA CTapTUpa NMMHUATA 3a aHa I3 aBTOMaTUYHO
M3NCKBa U3MbIHABAHETO. AKO o6pa60TKaTa Ha o6efMHABaHETO ce npoBann Tpn nocnenoBaTe/lHN NbTH,
MHCTPYMEHTBT 3a 06paboTKa Ha aHaNIMTUYHA NIMHNA MapKUpa U3MNbJIHABAHETO KaTO HEYCMELHO U
reHepupa CboblLleHMe 3a rpeLwka.

YcnewHoTo nsnbHsABaHe Ha aHanns 3agencTea reHepupaHeTo Ha otyeTa NIPT. 3a noseuve
nHpopMauma HanpaseTe cnpaBka ¢ OtyeT NIPT Ha cTpaHuua 60.

BpeMe 3a U34aKBaHe Ha pa60THm| npouec " UISAUCKBaHUA 3a CbXpaHeHune

AHanUTNYHMAT paboTeH NoTok 3a cfDNA e 00eKT Ha criegHUTe OrpaHNYeHns 3a U34YakBaHe 1
CbXpaHeHwue.

MapameTbp CTOMHOCT no nogpasbupaHe
MakcuManHo BpeMe 3a CeKBEHUPaHe 20 yaca
MakcumarnHo Bpeme 3a aHanus 10 vaca
MUHUMaNHO OTAENEHO NPOCTPAHCTBO 3a CbXpPaHeHne 900 GB

Yeb noTpedbuTtenckm nHtepdpenc

VeriSeq NIPT Assay Software xocTBa flokaneH yeb notpebutencku nHtepdenc (Ul), KonTo no3sonsea
neceH gocTbn 0 JlokaneH CbpBbP OT BCAKA TOYKA Ha MpexaTa. Yeb noTpebnTencknaT nHtepoenc
npefocTaBs cnegHuTe QyHKLUN:
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3ABEJIE)KKA  Yeb noTpebutenckmnat nHtepdenc Ha VeriSeq NIPT Assay Software He nogabpxa
N3non3BaHeTo Ha MOOWAHM YCTPONCTBA.

* View recent activities ([perneg Ha nocnegHuTe genHocTn) — NaeHTnduympa cTonkmTe,
M3NbJIHEHW NO BPEME Ha U3MbJIHABAHETO Ha aHanu3a. [MoTpebuTensT ce NpeaynpeXxaasa 3a MHOMO
OT Te3n AeHOCTN OT cUcTeMaTa 3a yBeoMsIBaHe Mo nMein. 3a nosedye nHpopmaLms HanpaeeTe
cnpaBKa C V3BecTuns B copTyepa 3a aHam3 Ha cTpaHuLa 92.

* View errors and alerts (Mpernepg Ha rpeLwku n npegynpexaexns) — aeHtnoumunpa npobnemu,
KOWTO MoraT fa nonpeyar Ha aHann3a ga Nnpo4b/XuM No-HaTaTbK. CboOLWEeHNATa 3a FPELUKN U
npeaynpexaneHns ce nsnpawiaT Ha NoTpebuTensa ypes cuctemMara 3a yBegoMsaBaHe rno umensn. 3a
noeseye NHGOpPMaLMA HanNpaBeTe CrpaBKa C V3BecTus B copTyepa 3a aHasim3 Ha cTpaHuua 92.

* Configure the server network settings (KoHpurypmpaHe Ha MpexxoBUTe HaCTPONKM Ha CbpBbPa) —
MepcoHansT Ha lllumina 06MKHOBEHO KOHUIyprpa MpexaTa No BpeMe Ha MHCTanaunsaTa Ha
cuctemarta. Moxe pa ce Hanoxat mogudurKaLlmm, ako nokanHata Mmpexa nsnckea T npomenn. 3a
noseye MHGoOpMaLMA HanpaseTe cnpaBka ¢ KOHYUrypupaHe Ha HacTPOVIKUTe Ha Mpexxarta v
CbpBBbPA Ha CTpaHmua 35.

* Manage server access (YnpasneHue Ha OCTbNa A0 CbpBbpa) — J/lokaneH CbpBbP NO3BONABA
AOCTbM Ha HMBO afiMMHUCTPATOP 1 onepaTop. Tesn HMBa Ha AOCTbMN KOHTPONMpaT NpernexaaHeTo
Ha 3anncuTe 3a akTUBHOCTTA, NPeAyNpeXaeHnsaTa U rpellkuTe 1N NpoMsaHa Ha HacTPOMKUTE 3a
MPEeXWn N KapTorpadupaHe Ha gaHHWU. 3a NoBeYye MHPopMaLUA HanpaBeTe cnpaBKa ¢ YripasrieHue
Ha rnoTpebutesiv Ha cTpaHuya 31.

* Configure sequencing data folder (KoHdurypupaHe Ha nankaTa ¢ faHHu 3a cekBeHnpaHeTo) —I1o
nogpasbnpaHe CbpBbPBT CbXPaHsABa AaHHN 3a CEKBEHMPaHeTO. Bbnpeku ToBa Moxe Aa ce fobasu
ueHTpanHa NAS 3a paswmnpaBaHe Ha KanauuTeTa 3a CbxpaHeHue. 3a noBevye MHGopmaums
HanpaBeTe crnpaBka ¢ Cb1oCTaBAHE Ha CbPBbPHM [5/10BE Ha CTpaHuL,a 46.

* Configure email notification subscribers list (KoHdurypunpaHe Ha aboHaTn 3a yBegomneHme no
nmenn) — Ynpasnsea CNUCHK C aboHaTK 3a NolyYyaBaHe Ha U3BECTUSA MO UMENS, CbAbpXKallLn
CbOOLLEHMA 3a rPeLLKM U NpeaynpexaeHns 3a npoLeca Ha aHanus. 3a noseyve UHGopmMaumsa
HanpaBeTe crpaBka CbC KOHpUrypupaHe Ha CUCTEMHU N3BECTUSA 110 MMEV/T Ha CTpaHuua 37.

* Reboot or shutdown the server (PectapTupaHe nnm nskno4yeaHe Ha cbpBbpa) — PecTtapTunpa nnm
N3KNKOYBa CbpBbPaA, aKo € HeobxoanmMo. Moxe fa ce HanoXun pecTapTUpaHe UM U3KIKYBaHe, 3a
[a Briese B CU/a HacTpownKkaTa Ha KOHPUrypaumsaTa, UM KaTo CpecTBO 3a OTCTPaHsABaHe Ha
noepefa Ha cbpBbp. 3a NoBeye NHGoOpMaLMA HanpaBeTe cnpaBKa C PecTapTupaHe Ha CbpBbpPa Ha
CTpaHuua 47v M3krouyBaHe Ha CbpBbpa Ha CTpaHuLa 48.

* Configure database backup encryption (KoHourypupaHe Ha windpoBaHe Ha pe3epBHO Konue 3a
6asa gaHHu) —No3Bonsea WwWudpoBaHe 1 3afaBaHe Ha Naposa 3a WudpoBaHe 3a pe3epBHU KoMK Ha
6asa JaHHM Ha cbpBbpa. Tasm GyHKLMA CbLLO Taka No3BoIABa Ha FreHEPUPAHETO Ha BPEMEHHO,
HelwndpoBaHO pe3epBHO Konune. 3a noseye MHPopMaLmsa HanpaBeTe cnpaBka ¢ KoHpurypupaHe Ha
LngpoBaHe Ha pe3epBHO Kornve Ha cTpaHuua 38.
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* Configure network passwords (KoHdurypmpaHe Ha MpexxoBu naponu) — 3aganite MpeXKoBun naponu
3a KOMYHMKaLMsa Mexay CbpBbpa 1 ABaTa cuctemMa 3a cekBeHupaHe n VeriSeq NIPT Microlab STAR.
3a noseye nHGopMaLusa HanpaseTe crnpaBka ¢ KOHQuUrypupaHe Ha MpexxoBu rnaposiv Ha cTpaHuLa
39.

JInLeH3NOHHO cnopa3yMeHune ¢ KpaeH notpeouren

KoraTto BrneseTe 3a NpbB NbT B yeb NoTpebutencknsa nHtepdenc, ot Bac ce N3nckBa ga npuemete
NMLLEH3NOHHOTO cropasyMeHune 3a kpaeH notpebuten (EULA). 3a ga n3ternmre NMLEH3NOHHOTO
crnopasyMeHue Ha Bawus KoMnioTbp, n3bepete Download EULA (M3TernaHe Ha EULA). CodTyepbT
n3nckea fa npmemeTte EULA, npean ga MoxeTe ga npogbixuTte ga paboTtuTte ¢ yeb notpebutenckus
nHTEpdEnc.

Cnep kato npuemeTte EULA, MOXeTe fa ce BbpHeTe Ha cTpaHuuaTa Ha EULA n ga nsternute
LOKYMEHTa, ako e Heobxoaunmo.

KoHdurypupaHe Ha yeb noTpebutenckua nitepoenc

N3bepeTe nkoHaTa Settings (HacTponkun) 3a 4ocTbn Ao Nagaly, CMcbK ¢ KOHOUrypaLMOHHM HaCTPONKN.
HacTpolkuTe ce nokasBaT Bb3 OCHOBA Ha POJiiTa Ha NOTPeBUTENA N CBbP3aHUTE C HEA pa3peLLleHNS.
3a noseye nMHGopMaLLMs, HanpasBeTe crnpaBka ¢ 3agaBaHe Ha roTPebuTesICKU PO Ha cTpaHuLa 31.

3ABEJIE)KKA  TexHuunte HAMAT JOCTbM 40 Te3n GyHKLUK.

HacTpoiika OnucaHue

YnpasneHue Ha [obassiHe, akTMBUpPaHe/e3akTUBMpaHe U pefakTupaHe Ha NOTPebuTenckm
notpebutenu NAEHTUPUKALMOHHN faHHWN. CaMO CEPBU3HU UHXXEHEPU U aAMUHUCTPATOPMW.
KoHourypauus PepakTupaHe Ha cnucbka Ha aboHaTuTe 3a U3BECTUSA N0 UMENN.

Ha nMenn

MNpomsHa Ha MNpoMsHa Ha naponaTa Ha sbsuser 3a 4OCTBN 40 CNoAeNieHNTe Nankn Ha

napona Ha JlokaneH cbpBbp. MNaponaTta MOXe fga CbabpikKa caMo 6yKBEHO-LMOPEHN 3HALM.

crnopgesieHa nanka

HacTporiku Ha CaMo CepBU3HU UHXEHEPU UM aAMUHUCTPATOPW.
N3roTBAHETO Ha
oTYeTH

PecTtapTupaHe Ha Camo CepPBU3HU UHXEHEPU NN aAMUHUCTPaTOPMU.
CbpBBP

N3knoyBaHe Ha CaMOo CepBU3HM NHXEHEePU U adMUHUCTPaTOPW.
CbpBbBP
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BnusaHe B yeb noTpebutenckma nitepodenc

Bneste B MHTepdeica Ha VeriSeq NIPT Assay Software, kakTo cneasa.
1. Ha koMnoTbp, CBbP3aH KbM CblLaTa Mpexa KaTo JlokaneH cCbpBbp, OTBOPETE e4UH OT CregHuTe
yeb 6paysbpu:
* Chrome v69 nnun no-HoBa Bepcus
* Firefox v62 nnn no-HoBa Bepcus
* Internet Explorer v11 nnu no-HoBa Bepcus

2. BbBepeTe IP agpeca Ha cbpBbpa UM UMETO Ha CbpBbPa, NpefocTaBeHo oT lllumina npu
WHCTanaumnaTa, eKBMBaNEHTHO Ha https://<Jlokanen cvpBbp IP address>/login. (Hanp.
https://10.10.10.10/1login).

3. AKo ce nosiBu npegynpexaeHue 3a salinTta Ha 6paysbpa, fobaBeTe U3KNOYEHNe 3a 3alLnTa, 3a da
NPOABI/HKNTE KbM eKpaHa 3a BXOA,.

MpenynpexaeHneTo 3a 3alnTa Nnokasea, Ye Ha KOMMTbpa He € MHCTanupaH cepTUeuKaTbT 3a
CIOW CbC 3almnTeHn cokeTn (SSL). CnepsanTe UHCTPYKUWNTE B M3TEr/IaHE U MHCTaMpaHe Ha
cepTugukat Ha cTpaHuua 36, 3a fa UHCTanupaTe Tosn cepTudukar.

4. B eKpaHa 3a BNun3aHe BbBefeTe NoTpebuTencko MMe 1 naposa, YyBCTBUTENHM KbM raBHWU/Mankum
oykBu, npegocTtaseHn oT lllumina, cneg koeTto nsbepete Log In (BnnsaHe).

3ABEJIE)XKKA  Cneg 10 MuHyTM HeakTmBHOCT VeriSeq NIPT Assay Software aBToMaTU4YHO 1U3nusa
OT TekyLums noTpebuTern.

TabnoTo 3a ynpasneHue

Cnep kaTo BneseTe, ce Nokasea TabnoTto 3a ynpaeneHue Ha VeriSeq NIPT Assay Software v2. TabnoTo
3a ynpasfieHNe e OCHOBHUAT Npo3opel, 3a HaBurauns. 3a ga ce BbpHeTe KbM TabnoTo 3a ynpaBnieHme
no BCAKO BpeMe, nsbepete eneMeHTa oT MeHoTo Dashboard (Tabno 3a ynpasneHue).

TabnoTo 3a ynpasneHne BUHarn nokassa nocnegHnte 50 4enHOCTH, KOUTO ca BUNKU pernctTpupaHm (ako
nMa no-manko ot 50, To NokasBa camMo Te3u, KOUTO ca perncTpupann). 3a ga nsternnte NnpeaxogHuTe
50 perHocTn 1 fa npernepaTte UCTOPUATA Ha akTUBHOCTTA, u3bepeTe Previous (MpepxoneH) B A0NHNUSA
AeceH brbf Ha TabnuuaTa ¢ 4eNHOCTMW.

MNMpernep Ha nocneaHu AeNHOCTU

PasgenbT Recent Activities (MocnegHn genHocTn) CbabpXa KPaTKO ONMcaHMe Ha nocnegHuTe
periHocTu Ha VeriSeq NIPT Assay Software u JlokaneH cbpBbp.
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Nme OnucaHune

Kora [laTa n yac Ha genHocTTa.

Motpebuten AKO e MpUNoXnmo, ngeHTnounumnpa noTpedunTens, n3BbpLuni A4enHoCTTa.
Subsystem Jlnue nnn npouec, N3BbLPLWNAM ENHOCTTA, KaTo NOTpebuTen, aHanms nnu

(Mopgcuctema)  KoHoUrypauyms.
MopgpobHocTn OnucaHwne Ha genHocT

Level (HuBO) HnBO, NPNCBOEHO KbM OENHOCTTA OT CNeAHUTE oML uu:

o Activity (JenHocT) — Noka3sBa akTUBHOCT B CbpBbPa, KaTo Hanpumep
pecTapTupaHe Ha cucTemaTta Wim BimsaHe/usnusaHe ot notpebutens.

» Notice (YBegomneHwne) — MNokasBa HeyCneLwHO N3NbJIHEHA CTbIKa.
Hanpumep nHBanugunpaHe Ha npoba nnm Heycnex Ha KK.

» Warning (MpegynpexpaeHune) — NMoka3sea, 4e Npu HOPMasHo N3MbJiHABaHE K
npaeBwuiHa xapayepHa GyHKLMA e Bb3HWKHaNa rpewka. Hanpumep
Hepa3no3HaTK NapaMeTpu Ha U3MbIHABAHETO UM HeyCneLLeH aHanus.

I'Ipernen Ha nocnepgHNUTe rpeLlxKun

PasgenbT Recent Errors (MocneaHu rpellkn) CbabpxXa KPaTKo OnmncaHue Ha nocneaH1Te rpellkn Ha
codTyepa 1 CbpBbpA.

Nme OnucaHwne

Kora [laTa n yac Ha genHocTTa.

MoTpebuten AKO e NpUNoXnMo, noeHTnduLMpa NoTpeduntens, N3BbLPLUNA AENHOCTTA.
Subsystem Jlnue nnn npouec, N3BbPLINAN AENHOCTTA, KaTo NoTpebuTen, aHanms unm

(Mopcuctema) KOHuUrypaums.
MogpobHocTun OnucaHune Ha genHocT

Level (HuBO) HnBO, NPNUCBOEHO KbM AEeNHOCTTa OT CNefiHUTE oML uu:

» Urgent (CnewHo) — CepunosHa xapgyepHa rpeLlka, KoaTo KoMnpomMeTunpa
paboTaTa Ha cucTemMaTa. CBbpXKeTe ce ¢ OTAeNa 3a TEXHNYecKa
noanpbXxka Ha lllumina.

o Alert (MpepynpexageHune) — MpellKka npn HopManHa paboTa. Hanpumep
noepefa Ha gucka, Nnpobaem ¢ NPOCTPAHCTBO UM KOHOUTrypaLns, KONTO
npefoTBpaTsBa reHepupaHeTo Ha OTYETU UIN U3BECTUSA MO UMENT.

o Error (Fpewwka) — I'pelka B cuctemaTa UM CbpBbpa No BpeME Ha
HopMarsHa paboTa. Hanpumep npobnem ¢ KoHOUrypaunoHeH dann nnm
XapAyepHa nospega.

I'Ipernen Ha CbCTOAHNETO N N3BECTUATaA Ha CUCTemMaTa

PasgendbT Server Status (CbCTOsIHME Ha CbpBbpa) NOKa3Ba criegHaTa MHGopMaLus.
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* Date (JaTa) - Tekywm gaTta n yac.

* Time zone (Yacoa 30Ha) — KoHOuMrypumpaHa 3a CbpBbpa Yacosa 30Ha. MIHpopmaLmsaTa 3a yacosaTa

30Ha ce M3Mnon3Ba 3a UMEeNNN, NpenynpeXxneHna n gata u yac Ha oT4yeTa.

* Hostname (VIMe Ha xocTa) - IMeTo Ha cucTeMaTa ce CbCTOM OT UMETO Ha MPEXXOBUS XOCT U UMETO

Ha cucTemMaTa 3a UMeHa Ha gomeinHun (DNS).

* Disk space usage (/13non3eaHe Ha AMCKOBO NPOCTPAHCTBO) — MPOLEHT AUCKOBO NPOCTPAHCTBO,
KOeTO B MOMEHTA Ce M13MO0M3Ba 3a CbXPaHeHWe Ha AaHHU.

* Software (CodTyep) - CodTyepHa perynatopHa KoHourypauums (Hanp. CE-IVD).

* Bepcusa-VeriSeq NIPT Assay Software v2 Bepcus.

PestomMeTo MoOXe fa nokasea u 6yToH Server alarm (Anapma Ha CbpBbpa), KOWTO 3arnylwasa anapmMara
Ha RAID koHTponepa. Tosn OyTOH ce NosBABa CaMo 3a aAMUHUCTPaTOPU. AKO HaTUCHeTe To3n By TOH,
CBbpXXeTe ce C 0TAeNa 3a TeXHMYecka noagpbxka Ha lllumina 3a gonbAHUTENHa NOMOLL,.

YnpaBneHue Ha noTpebutenu

3ABEJIEXXKA

CaMo CepBU3HN UHXXEHEPW U agMUHUCTPaATOPU UMaT paspeLleHmne aa Aobaesr,
penakTupaT U U3TPUBAT paspeLleHns 3a TeEXHULM U Apyru NoTpebuTtenn Ha
TSAXHOTO HUBO.

3apaBaHe Ha NOTPe6GUTENCKMU ponu

|_|0Tpe6I/ITeJ'ICKI/ITe ponu pepuHmnpart I'IOTpe6I/ITeJ'ICKI/IF| OOCTbN M NpaBaTa 3a U3NbJIHEHUE Ha

onpeneneHn sagaun.

Pons

Service
(CepBuseH
NHXXeHep)

AOQMUHUCTpPaTOp

Technician
(TexHuK)

OnucaHue

MNoneBw cepBU3eH MHXeHep Ha lllumina, KONTO n3BbpLLBA MbpPBOHaYaHa
WHCTanaumsa n HacTponka Ha cuctemaTa (BKIHOUMTENHO Cbh3aBaHe Ha
agMuHUCTpaTop). CbLLo Taka OTCTPaHsABa HEU3MNPABHOCTU, N3BBPLLBA PEMOHT
Ha CbpBbpa, HACTPOMBA U NPOMEHS HACTPONKNTE Ha KOHOUrypauunaTa u
ocurypsBa Tekylla codpTyepHa nogapbxka.

JlabopaTopeH agMMHNCTPaTop, KOMTO HacCTporBa 1 Nogabpxa
KOHOUTYypaLMOHHM HAacTPONKN, agMUHUCTpUpa NnoTpebutenu, geduHmpa
CNUcbKa Ha aboHaTUTe 3a UMEN, MPOMEHA NaposaTa Ha crnogeneHnTe nanku u
pecTapTupa 1 UsKIK4YBa CbpBbpa.

J'Ia6opaTopeH TEXHUK, KONTO pasrnexja CbCTOAHNETO Ha cucTemMaTa u
CUrHanumte.
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[ob6aBsHe Ha noTpebuTenu

Mpun NbpBOHaYaNHa UHCTanauusa NoNeBUAT CepBM3eH UHXeHep Ha lllumina pobassa noTpebutens
Administrator (AaMUHUCTpaTOop).

[o6aBeTe noTpebuTen, KakTo cneaBsa.

1. OT ekpaHa User Management (YnpasneHue Ha noTpebutenn) nsbepete Add New User ([Jo6aBsHe
Ha HOB noTpebuTen).

3ABEJIE)XXKA  Bcuukm noneta ca 3agbiXXUTENHW.

2. BbBepeTe noTpebuTenckoTo nme. MIsnckBaHuATa ca cnegHuTe.
* CaMo Manku bykBeHO-UndpeHn 3Haum (a—zun 0-9).
* Tpsbea pgacac abmkmHa 4 — 20 3Haka M fa cbAbpiXKaT NOHe eAnH UMPPEH 3HaK.

* [IbpBMAT 3HaK He MOXe Aa 6bae undpeH.

3ABEJIEXXKA  ToTpebuTenckoTo nMe He € YYBCTBUTENHO KbM Manku 1 rinasHn 6YKBU.

VeriSeq NIPT Assay Software nanonsea noTpebuTtenckm UMeHa, 3a ga naeHtuoumumpa nuuara,
yyacTBallLW B pas/IMYHNTE acnekTu Ha obpaboTkaTa Ha aHanMsnTe 1 B3anmogencTemnaTa c VeriSeq
NIPT Assay Software.

3. BbBepeTe NbAHOTO MMe Ha NoTpebutens. MbAHOTO UMe ce NoKasBa caMo B MOTPebUTenckus
npooun.
4. BbBepeTe nnoTBbpAeTE NaponaTa.

Maponute Tpabea fa ca ¢ Ab/MKNHa 8 — 20 3Haka M Ja cbAbpyKaT NOHe efHa rnaBHa OykBa, efHa
Manka 6ykBa n equH LUPPEH 3HaK.

5. BbBepeTe Menn agpec 3a notpebutens.
3a BCekM NoTpebuTen ce USNCKBa YHUKaNeH UMenn agpec.

6. WsbepeTe XenaHaTa noTpebuTencka ponsa oT nagalmsa Cnmuchbk.

N3b6epeTe noneto Active (AKTMBEH), 3a fla aKTMBUpaTe NOTpebnTena HesabaBHO, UK NPeEMaxHeTe
oTMeTKaTa OT MoJieTo, 3a la akTUBUpaTe NoTPebuTeNs Mo-KbCHO (T.e. cnep obydyeHue).

8. WsbepeTe Save (3anucBaHe) ABYKPATHO, 3a Aa 3ana3uTte U NOTBbPAUNTE NPOMEHMNTE.
Cera HoBUMAT NoTpebuTen ce nosBsBa Ha eKkpaHa User Management (YnpaBneHne Ha noTpebutenu).

PepakTupaHe Ha noTpebutenu

PepakTupanTe nHpopMaLmnaTa 3a NoTpebuTens, KakTo cneasa.
1. OT ekpaHa User Management (YnpaBneHune Ha noTpebutenn) nsbepete NoTpedbUTENCKOTO MMeE.
2. PepakTupainTte nHpopmMaumnsaTa 3a NoTpebuTens n cnep Toea nsdbepete Save (3anuceaHe).

3. WsbepeTe Save (3anucBaHe) OTHOBO, 3a Aa NOTBbLPAMUTE NPOMEHUTE.
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MNpomMeHuTe B NoTpebuTens ce nosssABaT Ha ekpaHa User Management (YnpasneHue Ha
notpebutenu).

[e3akTuBupaHe Ha noTpe6buTenm

[e3akTuBnpanTe ganeH noTpebuTten, KakTo creasa.
1.  OT eKkpaHa User Management (YnpaeneHue Ha noTpebutenn) nsbepete NoTpebUTENCKOTO MME.
2. Wsunctete noneto Activate (AkTuBUMpaHe) n cnepq ToBa n3bepeTe Save (3annceaHe).

3. B cbobuieHneTo 3a noTBbpXAeHMe nsbepeTe Save (3annceaHe).
CbCcTOAHMETO Ha NnoTpebuTens ce npoMeHs Ha Disabled ([JesakTuBunpaH) Ha ekpaHa User
Management (YnpaBneHue Ha noTpebutenn).

YnpaBneHue Ha crnopeieHo MPeXoBo YCTPOACTBO

3ABEJIE)KKA  Camo cepBuU3HU HXEHepN Nnm agMUHUCTPaTOPK UMaT paspelleHne ga 4obassar,
pefakTupat nam nsTpmeaT MeCTOMNOIOXEHNATA B CNoAesieHaTa nanka.

[ob6aBsAHe Ha cnogeneHo MpPeXXoBO YCTPOMCTBO

KoHpurypupanTe cuctemMmaTa fa CbxpaHsBa faHHU 3a CeKBeHUpaHe Ha crieymanHo NAS, a He Ha
CbpBbpPa, CBbP3aH KbM cucTeMaTa 3a cekBeHnpaHe. NAS MOXe fa ocUrypu no-rofsM KanaunTeT 3a
CbXpaHeHne 1 HeMPeKbCHATO apXmBMpaHe Ha faHHW.

1. Ot Dashboard (Tabno 3a ynpasneHue) nsbepete Folders (Mankn).
2. Wsbepete Add folder ([JobaBsiHe Ha nanka).
3. BbBepeTe cnegHaTa nHoopmMaums, npegocTtaBeHa oT T agMuHUCTpaTopa:

* Location (MecTononoxeHune) — MNbneH NbT A0 MecTonosoXeHneTo Ha NAS, BKNHOUMTESTHO
nankara, B KOSATO Ce CbXpaHaBaT faHHuTe.

* Username ([loTpebuTtencko nme) — Notpebntencko nme, onpeneneHo 3a JlokaneH CbpBbp,
KoraTo ocbllecTBsABa AocTbn Ao NAS.

* Password ([Mapona) — Napona, onpeneneHa 3a JlokaneH CbpBbP, KOraTo OCbLECTBABA AOCTbN
no NAS.

4. WsbepeTe Save (3anasBaHe).

N3bepeTe Test (TecTBaHe) 3a TecT Ha Bpb3kaTa ¢ NAS.
AKO Bpb3KaTa € HeychnellHa, NOTBbPAETE MMETO Ha CbpBbpa, MMETO Ha MeCTOMOJIOXKEHNETO,
noTpebunTenckoTo UMe 1 naponata c T agMmHUCTpaTopa.

6. PecTapTupaiiTe CbpBbpa, 3a Aa NPUIOXNTE NPOMEHUTE.
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3ABEJIE)KKA  KoHourypaums Ha cnogeneHo MpexoBo YCTPONCTBO MOXe Aa Nogabpxka caMo
e[lHa narka ¢ JaHHW 3a CeKBEHMNpaHe.

PepakTupaHe Ha cnopenieHo MpeXoBo YCTPOCTBO

1. Ot Dashboard (Tabno 3a ynpaeneHue) nsbepete Folders (Mankn).
2. PepakTtupainTe nbTa Location (MecTtononoxeHne) n nsdepete Save (3annceaHe).

3. Wsbepete Test (TecTBaHe) 3a TecT Ha Bpb3kaTa ¢ NAS.
AKO Bpb3KaTa € HeychellHa, NoOTBbPAETEe MMETO Ha CbpBbpa, MMETO Ha MeCTOMOJIOXEHNETO,
noTpebuTenckoTo UMe 1 Naponata c T agMUHUCTpaTopa.

N3TpuBaHe Ha cnopesieHo MPeXoBo YCTPOMCTBO

1. Ot Dashboard (Tabno 3a ynpaeneHue) nsbepete Folders (Mankn).
2. WN3bepeTe nbTA B Location (MecTononoxeHue), 3a ga n3BbpLUNTE NPOMEHUTE.

3. WsbepeTe Delete (M3TpuBaHe), 3a fla NpeMaxHeTe BbHLUHATa Nnanka 3a CeKBeHupaHe.

KoHpurypupaHe Ha HaCTPOMUKNTE Ha MpeXXaTa U
cepTudukaTa

MoneBnAT cepBmn3eH MHXeHep Ha lllumina n3nonsBa ekpaHa 3a MpeXxoBa KOHPUrypaums, 3a ga
KOHOUTrypupa HaCTPONKNTE Ha MpeXxaTa u cepTudukaTta rno Bpeme Ha NbpBOHaYvasnHaTa MHcTanayms.

3ABENIE)XKKA  CaMmo cepBU3HUTE MHXEHEPU N aAMUHUCTPATOPUTE UMAT paspelleHmne aa
NPOMEHAT HAaCTPOMKUTE Ha MpeXxaTa n cepTupmkaTmTe.

1. Ot Dashboard (Ta6no 3a ynpasneHue) nsbepete Configuration (KoHourypupae).

2. WNsbepeTe pasgena Network Configuration (Mpexosa KoHOUrypaums) n kKoHourypupante
MPEXOBUTE HAaCTPONKN, KakTO € NOAXOLALLO.

3. Wsbepete paspena Certification Configuration (KoHdurypupaHe Ha cepTmudukaT) 3a reHepupaHe
Ha cepTMduMKaT 3a C/ION CbC 3amUTeHN cokeTu (SSL).

KoHdpurypupaHe Ha HaCcCTpomMKuUTe Ha cepTudukaTta

CeptuoukaTtsT ,Cnon cbe 3awmnTeHn coketn” (SSL) e dann ¢ gaHHN, KOMTO NO3BOMABA 3aLlMTEHA
Bpb3Ka oT JlokaneH CbpBbp KbM H6paysbp.

1. WManonsBanTe pasgena Certificate Configuration (KoHourypupaHe Ha cepTudmkaT), 3a ga
KOHOUrypupaTte cnegHuUTe HacTpomku Ha SSL cepTuoukara:
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Laboratory Email (melin Ha nabopaTopusTa) — Mimein 3a Bpb3ka B nabopaTopusaTa 3a
TecTBaHe (M3nckBa BanuaeH GopmaT Ha MMeinn agpec).

Organization Unit (OpraHunsaynoHHo 3BeHo) — OTgen.

Organization (OpraHusauuns) — Mime Ha nabopaTopusiTa 3a TeCTBaHe.

Location (MecTononoxeHune) —lNoweHckn agpec Ha nabopatopunsaTa 3a TeCTBaHe.
State (LLlaT) — LLaT Ha nabopaTopuaTa 3a TecTBaHe.

Country (Obp>aBa) — Ibp>kaBa Ha nabopaTopunsaTa 3a TeCTBaHe.

Certificate Thumbprint (SHA1) (OTneyaTbk Ha cepTudukat [SHA1]) - MaeHTUPUKaLnoHeH
HOMep 3a cepTudmympaHe.

SHA1 rapaHTupa, Yye NoTpebuTennTe He NonyyasaT NpeaynpexaeHuns 3a ceptudukaT npu
nosnydaeaHe Ha goctbn go VeriSeq NIPT Assay Software v2. SHA1 ce nosiBsia cnep,
reHepupaHe UM NOBTOPHO reHepupaHe Ha cepTudmkaT. 3a noBeye NMHPopMaLna HanpaBeTe
cnpaska ¢ [TOBTOpPHO reHepupaHe Ha cepTndukaT Ha cTpaHuua 37.

2. WsbepeTe Save (3anncBaHe) 3a NpuaaraHe Ha HanpaBeHUTE NPOMEHMN.

KoHdurypupaHe Ha HacTpOMKKUTE Ha MpeXaTa U CbpBbpa

3ABEJIE)KKA  KoopguHupainiTe BCMYKM NPOMEHM B HACTPOMKUTE Ha MpeXkaTa u cbpBbpa ¢ T

aAMUHUCTpAaTOpPa, 3a Aa nsberHeTte rpellkn B CbpBbpHaTa BPb3Ka.

1. WsnonssanTe pasgena Network Configuration (KoHdurypauma Ha MpexarTa), 3a fla KoHdurypuparte
ClefHUTe HacTPOMKN Ha MpeXKaTa u JIokaneH CbpBbp:

Static IP Address (CtaTtnueH IP agpec) — IP agpec, 3agageH 3a JlokaneH CbpBbp.
Subnet Mask (Macka Ha nogMpexa) — Macka Ha nogMpeXa Ha fioKanHaTa Mpexa.

Default Gateway Address (Agpec Ha wo3a no nogpasbupane) — IP agpec Ha pyTepa no
nogpasbupaHe.

Hostname (/Ime Ha xocTa) — OnpeaeneHo MMe 3a NpenpaTka KbM JlokaneH CbpBbP B MpeXxaTa
(aedurHMpaHo kaTo localhost no nogpasbupaHe).

DNS Suffix (DNS cydukc) - 3agapeH DNS cydukc.
Nameserver 1 and 2 (Cbpebp 32 ume 11 2) - IP agpecu unm umeHa Ha DNS cbpBbpuU.

NTP Time Server 1and 2 (NTP cbpBbp 3a 4ac 11 2) — CbpBbpY 3a CUHXPOHM3ALLMA Ha Yaca Nno
npoToKosa 3a MpexoBo BpeMe (NTP).

MAC Address (MAC agpec) - MAC agpec Ha CbpBbpHaTa Mpexa (camo 3a YeTeHe).

Timezone (YacoBa 30Ha) — JIokanHa YyacoBa 30Ha Ha CbpBbpa.

YBepeTe ce, Ye 3anmcuTe ca nNpaBuiiHu 1 crepg ToBa nsbepeTe Save (3annceaHe), 3a ga

pecTapTupaTe CbpBbpa U Aa NPUIOXMUTE HanpaBeHNTe NPOMEHM.
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/N BHWMAHME

HenpaBunHUTe HacCTPOWKM MoraT Aa HapyllaT Bpb3kaTa CbC CbpBbpa.

MU3TernaHe n HCTanupaHe Ha cepTudpukaTt

N3TernsHe n nHctanupaHe Ha SSL cepTudukart 3a VeriSeq NIPT Assay Software v2:

1.

Ot Dashboard (Tabno 3a ynpasneHne) nsdepete Configuration (KoHpurypupate).

2. WsbepeTe pasgena Certification Configuration (KoHourypupaHe Ha ceptudukar).

3. WNsbepeTe Download Certificate (M3TernsHe Ha cepTudukar) oT ekpaHa Network Configuration
(Mpe>koBa KOHOUrypauus).

N3Ternsa ce ¢pamnbT Cbe cepTudmkat root_cert.der.

3ABEJIE)KKA  Ako 6bpeTe nogkaHeHu ga sanuweTe ¢aiina, nsbepeTe eCHO 3anOMHSLLO ce
MACTO. AKO He, MocoYyeTe MeCTOMNOSOXEHNETO 3a U3TErnsAHe No nogpasbupaxe.
Hskoun 6pay3bpym aBTOMATUYHO 3anncBaT ¢anna B Nanka 3a usTernsaHus.

4. TpugBukeTe ce A0 NankaTa Ha Bawmnsa KOMMIOTbP, KbAETO CTe 3anasunu danna.

5. LUpakHeTe c geceH O6yToH Bbpxy ¢painna root_cert.der n nsbepete Install Certificate (MHcTannpare
Ha cepTudmKaT).

6. AKo ce nokaxe nposopeu, Security Warning (MpeaynpexpgeHue 3a cUrypHocT), nsbepete Open
(OTBapsHe), 3a pa oTBOPUTE dalna.

OTBaps ce Certificate Import Wizard (CbBeTHUK 3a UMMNOPTUPaHe Ha cepTudmKaTn).

7. B npo3opeua Welcome ([Jobpe gownn) 3a Certificate Import Wizard (CbBeTHMK 3a UMNOpTUPaHe Ha
cepTudmkaTtn) nsbepete Local Machine (J/lokanHa mawuHa) 3a Store Location (MecTononoxeHune
3a CbXxpaHeHune) n cned Toa nsbepete Next (Hanpegq).

8. WN3bepeTe onuusTa 3a Place all certificates in the following store (3anuceaHe Ha BCUYKHK
cepTndumKaTmh B CIeQHOTO MECTOMONIOXEHME) U cfef ToBa nlbepete 6yToHa Browse... (Mperneg...).

9. B nposopeua Select Certificate Store (36epeTe MAcTo 3a cepTudunkaTn) nsbepete Trusted Root
Certification Authorities (HagexaHu rnasHu ceptuounympaiym opranu) OK.

10. YBepeTe ce, Ye B noneTo Certificate Store (MscTo 3a cepTudukaTt) e nokasaHo Trusted Root
Certification Authorities (Hage>xaHu rnaBHu cepTuduumnpallm opraHm) un cnepg toea nsbepete Next
(Hanpegp,).

11. B nposopeua Completing the Certificate Import Wizard (3aBbpLuBaHe Ha CbBETHMK 32 UMMNOPTUPAHE
Ha cepTudumkaTn) nsbepete Finish (Kpan).

12. Ako ce nokaxe nposopeu, Security Warning (MpeaynpexgeHue 3a curypHocT) nsbepete Yes ([a)
3a MHCTanupaHe Ha cepTupmKkara.

13. B gmnanorosus npo3opew, 3a ycnewHo nmnopTupaHe nsdepete OK 3a n3nmsaHe 0T CbBETHUKA.
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NMoBTOpHO reHepupaHe Ha cepTudukaTt

3ABEJIE)KKA  Camo cepBU3HU MHXEHEPU N aAMUHUCTPATOPU MMAT paspeLleHne 3a NoBTOPHO
reHepupaHe Ha cepTudumkKaTu U pecTapTUpaHe Ha cucTtemara.

3a fareHepupaTe NOBTOPHO cepTUdUKAT crief NPoMsAHa Ha HaCTPOMKUTE Ha MpexXaTa Unn
cepTudukarTa:

1. Ot ekpaHa Network Configuration (Mpe>oBa KoHoUrypauus) nsbepete Regenerate Certificate
(MoBTOpPHO reHepupaHe Ha cepTUOUKaT).

2. WN3bepeTe Regenerate Certificate and Reboot (MoBTOpHO reHepupaHe Ha cepTuduKaT n
pecTapTupaHe), 3a ga npoab/kuTe, nunn nsdepete Cancel (OTkas), 3a fa nsnesete.

KoHurypunpaHe Ha CUCTEMHU N3BECTUA MO UMEWUN

VeriSeq NIPT Assay Software v2 KOMyHMKKpa ¢ noTpebntennte, KaTo n3npatlia n3secTms no UMemnn,
nokassallu Hanpegbka Ha aHanusa, U NpeaynpeXxaeHuns 3a rpelkn Unm HeobxoanMmn SEeENCTBUA Ha
notpebuTens. 3a HGopmMaLmna OTHOCHO U3BECTUATA MO UMENS, 3NpaLlaHn OT cucTemaTa, HanpaBseTe
crnpaBka c VI3BecTus B copTyepa 3a aHasim3 Ha cTpaHuua 92.

YBepeTe ce, Ue HaCTPOMKUTE 3a HeXxesaHa noLlia no UMenn No3sonaBaT U3BECTUA N0 UMenn oT
CbpBbpa. MI3BecTnATa NO UMENN ce n3anpaLlaT OT akayHT C UMe VeriSegl<customer email
domain>, KbOETO <customer email domain> ce onpenens oT MecTHUA T ekun, Korato CbpBbpbT
Cce MHCTanunpa.

Cb3faBaHe Ha CMUCHK ¢ aboHaTu No umenn

M3BecTuATa No uMenn ce nsnpawaT 40 CANCHK C NOCOYEeHM aboHaTH.

3apganTe cnuckK ¢ aboHaTn, KakTo crnepaga.

1. Ot Dashboard (Ta6no 3a ynpasneHue) nsbepete nkoHaTa Settings (Hactpoikn).
Ns3bepeTe Email Configuration (KoHourypupaHe Ha nmeinn).

3. Bnoneto Subscribers (AboHaTn) BbBeAETe MMEN agpecu, pasgeneHn CbC 3anetaun.
lMpoBepeTe fgann MMenn agpecute ca BbeegeHn npasuiiHo. CodpTyepbT He NpoBepsBa popMaTa Ha
nmenn agpeca.

4. WsbepeTe Save (3anasBaHe).
N3bepeTe Send test message (M3npalyaHe Ha TECTOBO CHOBLLEHNE) 3a reHepupaHe Ha TeCTOB
MMeNnn oo Crnmcbka c aboHaTn.
MpoBepeTe BxogsLaTa C/ NolLla, 3a 4a NPoBepuUTe Oann UMeNnbT € U3npaTeH.
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3ABEJTE)KKA  YBepeTe ce, ye cTe n3bpanum 6yToHa Save (3annuceaHe) npeau ga nsnpaTturte
TECTOBO CbobLeHMeE. M3npallaHeTo Ha TeCTOBO CbobLLEHME, Npeamn Aa ro
3anuwieTe, OTXBbPJIS BCUYKN MPOMEHM.

KoHpurypupaHe Ha wnopoBaHe Ha pe3epBHO Konue

VeriSeq NIPT Assay Software v2 no3sosisiBa Ha agMUHUCTPaTOPUTE Aa aKTUBMpPaT UK geakTuemnpat

WnppoBaHe Ha pe3epBHO Konne. AOQMUHUCTPaTOpUTE CbLLLO MoraT fa 3afaBaT Unun aktyanusupar
naponaTa 3a WwWndpoBaHe Ha pe3epBHO Konne Ha 6a3a gaHHW. Tasn Nnaposa e Heobxoanma 3a
Bb3CTaHOBABAHE Ha pe3epPBHO KOMnune Ha 6asa gaHHu. He 3a6paBH|7|Te Oa CbXpaHAaBaTe NnaposiaTta Ha
CUIYPHO MACTO 3a 6baeLm crpasku.

SABEJIEXXKA

Konue Ha 6asa JaHHMW.

3apanTe cnegHoTO WMdpoBaHe Ha pPe3epBHO Konue.

1.

2
3.
4

o

Ot Dashboard (Tabno 3a ynpaeneHune) nsbepete nkoHaTta Settings (HacTtponkn).
N3b6epeTe Backup Encryption (LUndpoBaHe Ha pe3epBHO Konune).
N3bepeTe noneto Encrypt Backups (LUnpposaHe Ha pe3sepBHM KOMNKS).

B noneto Encryption Password ([lapona 3a wnppoBaHe) BbBeAeTe NpeanoymMTaHaTa napona 3a
wundposaHe.

BbBegeTe cblaTa napona B noneto Confirm Password ([ToTBbpKaaBaHe Ha napona).

N3bepeTe Save (3ana3BaHe).
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eHepupaHe Ha HelwundppoBaHO pe3epPBHO Konue

VeriSeq NIPT Assay Software no3sonsiBa Ha agMMHUCTpaToOpUTE Aa reHepupaT ¢paiin c HelppoBaHO
pes3epBHO KOMMe, KOMTO MOXe fa ce N3Mof3Ba OT TeXHMYecKaTa noagpbikka Ha lllumina. @annbT ¢
HeLWnPpOBaHO PE3EPBHO KOMKMeE ChLecTBYBa caMo 24 yaca, Nnpean Aa 6bae aBTOMaTUyHO U3TPUT.

3ABEJIE)KKA  Camo agMUHUCTpaTOpUTE MMAT paspeLleHme 3a reHepupaHe Ha HelndpoBaHo
pe3epBHO Konue.

Cb3paiTe HellndpoBaHO pe3epBHO KOMne, KakTo cneaBsa.

1. Ot Dashboard (Tabno 3a ynpaBneHue) nsbepeTe nkoHaTa Settings (HacTpoiikn).

2. Wsbepete Backup Encryption (LLndpoBaHe Ha pesepBHO Konue).

3. Wsbepete Generate Unencrypted Backup (F'eHepupaHe Ha HellndpoBaHO pe3epBHO Konue)
4

N36epeTe Yes (Ja) B npo3opeLia 3a NOTBbPXAEHNME.
MNokasBa ce nofkaHa, NOTBbPXXAaBalla 3afBKaTa 3a HeWNPPOBaHO Pe3epPBHO Konue.

5. WN3bepeTe OK.

Mo>keTe ga NnoTBbpAMTE Cb3AaBaHETO Ha HEWNHPOBAHO PE3EPBHO KOMMNE, KaTO Ce BbPHETE KbM
Dashboard (Tabno 3a ynpaeneHue) Ha VeriSeq NIPT Assay Software n npernegate TabnuuaTa Recent
Activities (MocnegHu genHocTn). HoBa geHocT TpsAbBa ga NoTBbPAW YCMELWHOTO Ch34aBaHe Ha
HeLWnppOBaHO PE3EPBHO Konue.

KoHpurypupaHe Ha Mpe>XOBU Napou

ALMVHUCTPaTOPBLT UNKU NOSEBUAT CEPBU3EH UHXKEHeP Ha lllumina MoXe Aa u3nonseaT cTpaHuuaTa
Mpe>oBK Naponun, 3a fa KoHoGUrypupaT naposin 3a KOMyHUKauma Mexay KOMNOHeHTUTe Ha JlokaneH
cbpBbp U VeriSeq NIPT Solution v2.

/N BHUMAHWE

CaMo cepBU3HUTE UHXXEHEPU U aAMUHUCTPATOPUTE MMAT paspeLleHne aa NPoMeHST
naponuTe Ha MpexarTa.

KoHdurypuparnTe MpeXXoBUTe Nnaposun, KakTo crnefsa.

1. Ot Dashboard (Tabno 3a ynpaBneHue) nsbepete nkoHaTa Settings (HacTpoiikn).

2. WN3bepeTe Network Passwords (Mpexosu naponu).

3. Bnoneto Sequencer Password (Mapona Ha cekBeHcepa) BbBefeTe Napona 3a MHCTPYMEHTUTe 3a
CEeKBeHMpaHe.

4. BbBepeTe 0THOBO NaponaTa B noseto Confirm Password ([loTBbp>XaaBaHe Ha napona).
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/N BHWMAHME

AKTyanusupaHeTo Ha NaposfiaTa Ha CeKBeHcepa, A,oKaTo Teye U3Nb/HABaHe Ha
cekBeHupaHe, MoXe fa fAoBefe A0 3aryba Ha AaHHW.

5. W3bepeTe Save Sequencer Password (3ana3ssaHe Ha Napofiata Ha CEKBEHCepaA).
CbpBbpbT CbXpaHsBa NaposiaTa 3a MHCTPYMEHTa 3a CEKBEHUpaHe. AKTyanuamnpamnTte BCUYKN
WHCTPYMEHTU, KOUTO Ca CBbP3aHM KbM CbpBBbPa, 3a Aa Ce YBEPUTE, Ye Te BeYe U3rnosssaT Tasu
napona.

6. B noneto Automation Password ([lapona 3a aBToMaTu3auus) BbBegeTe napona 3a VeriSeq
NIPT Microlab STAR.

/N BHWUMAHME

AKTyanvsupaHeTo Ha naponaTta 3a aBToMaTu3aLus No BpemMe Ha NoAroTosKaTa Ha
npobaTa MoXe [a [oBeAe [0 3aryba Ha AaHHW.

Camo rnonesun cepBM3HU MHXeHepU Ha lllumina MoraT ga akTyanusmpaT naponara 3a
aBToMaTKusaumsa 3a ML STAR. lNMpean ga cMeHUTe naponaTta, CbXxpaHeHa Ha CbpBbpa, Ypes
yeb nHTepodenca, ysepeTe ce, Ye YneH Ha ekuna Ha nonesusa cepsus Ha lllumina e noceTun
BalleTo paboTHO MACTO U € aKTyanuampan naponata 3a ML STAR. Ako akTyanusumpaTte
naponarta B yeb nHtepdemnca Ha cbpBbpa, 6€3 Aa s akTyanusunparte B ML STAR, we
HanpaBuTe cucTeMaTta Hensnosnssaema.

7. BbBepeTe 0THOBO NaponaTta 3a ML STAR B noneto Confirm Password ([ToTBbpXXaaBaHe Ha
napona).

8. WN3bepeTe Save Automation Password (3anasBaHe Ha naposa 3a aBToMaTmnsauus).
CbpBBbpbT CbXpaHsaBa naponaTta 3a ML STAR. AkTyanusnpanTte BCUYKU MHCTPYMEHTN Ha ML STAR,
KOUTO BeYe ca CBbp3aHM KbM CbpBbpPa, 3a fja Ce YBepuTe, Ye Te U3nonssaT Tasum napona.

N3xop,

* WN3bepeTe UKOHaTa Ha NOTPebUTeNcKMs NPodun B ropHMS OECEH bIrb/l Ha EKpaHa U cnef ToBa
n3depete Log Out (N3xopn).

AHanM3 N N3roTBAHe Ha OTYETU

Cnep kaTo ce cbbepaT JaHHM 3a CEKBEHMpPaHe, Te ce AeMynTunnekcupaT, npeobpasyBaT BbB popmaT
FASTQ, nogpaBHABaT ce KbM pedepeHTEH FreHOM U ce aHanusmparT 3a OTKpUBaHe Ha aHeynnonaus. B
TO3M pasgesn ca onucaHu pasIMYHNTE NoKasaTesnn, KOMTO ce ONpeaensaT 3a BCAKa oTaenHa npoba.
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JemyntunnekcupaHe u reHepupaHe Ha FASTQ

[aHHNTe OT CeKkBeHMpaHeTo, CbXpaHsaBaHM BbB dopmaT BCL, ce obpaboTBaTt upes codpTyepa 3a
npeobpasyBaHe bcl2fastq. CopTyepbT 3a NpeocbpasyBaHe bel2fastq aemynTunnekcmpa gaHHu u

npeobpasysa BCL pannose B cTaHAapTHU dannosn popmaTtn FASTQ 3a aHanms Hagony no BepuraTa.
3a BCAKO n3nb/HABaHe Ha cekBeHupaHe VeriSeq NIPT Assay Software cb3gaBa npymepHa 6naHka
(SampleSheet.csv). Tosu dann cbaobpxa MHPopmMaLmsa 3a NnpobaTta, NpegocTaBeHa Ha codTyepa No

BpeMe Ha npoveca Ha NoAroToBka Ha NpobaTa (c nomMowTa Ha codpTyepHua API). Tesun 6naHku 3a npobu

CbAbpXKaT 3arnaeue ¢ MHGOPMaLMs 3a U3MbJIHABAHETO M AeCKPUNTOpK 3a Npobute, 06paboTeHn B

onpepgeneHa NnoTo4YHa KneTkKa.

CnepgHata Tabnuua npegocTtass NogpobHu gaHHM 3a 6naHKaTa 3a npoba.

/N BHWUMAHME

He MogmnouumpanTe n He pefakTupanTe To3u ¢ann ¢ 6aHka 3a npoba. Ton ce reHepupa oT
cuctemMaTta u MogudmuKaumumTe MoraT Aa NPUUYNHAT HebnaronpuAaTHU ebekTn Hagony no

BepuraTta, BKJIYNTEJTHO HENPABUJTHN Pe3ynTaTn N HeYyCrnex Ha aHann3a.

Mme Ha KonoHa

oeHTudukaTop
Ha npoba

SampleName
Sample_Plate
Sample_Well
I7_Index_ID
NHpekc
[S_Index_ID
NHpekc 2
Sample_Project

SexChromosomes

OnucaHne

NoeHTnoukaumna Ha npobaTa.

Mme Ha npobaTa. Mo nogpasbumpaHe: cbw,oTo KaTto SamplelD.
NoeHTudmkaumsa Ha nnaka sa gageHa npoba. Mo nogpasbupaHe: npasHo.
NoeHTudmkaums Ha sMKa Ha niakaTa 3a gageHa npoba.
NoeHTnduKaumna Ha NbpBUS MHAEKCEH aganTep.

HykneoTugHa nocnefoBaTeNHOCT Ha NbpPBUSA aganTtep.

NoeHTuoumkaumsa Ha BTopus aganTtep.

HykneoTuaHa nocnefoBaTeNHOCT Ha BTOpUA aganTtep.

NoeHTudmnkaums Ha NpoekT 3a gageHa npoba. No nogpasbupaHe: npasHo.

AHanus, oTHacsL, ce 40 NON0BUTE XPOMO30MK. EQHO OT cnegHuTe:

e Yes ([a) — N3nckBa ce N3roTBsaHe Ha OTYET 3a aHeynIoMana Ha
nosioBaTa XpOMO30Ma U N3roTBSIHE Ha OTYeT 3a NoJ.

* No (He) — He ce nsnckBa HATO M3roTBsIHE Ha OTYET 3a aHeynonans Ha
nosoBaTa XpOMO30Ma, HUTO U3rOTBAHE Ha OTYET 3a MNo.

o SCA - /I3uckBa ce U3roTBsiHe Ha OTYET 3a aHeynIonagnsa Ha rnonoea
XPOMO30Ma, He Ce N3MNCKBa U3roTBsAHE Ha OTYeT 3a NoJ.

OokymeHT N2 1000000067940 v09
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MmMe Ha KonoHa OnucaHune

SampleType Tun npoba. EQHO OT cnegHuTe:
 Singleton (EanHn4Ha) - bpeMeHHOCT ¢ eAnH eMOPUOH.
e Twin ([BoiiHa) — BpeMeHHOCT C MHOXEeCTBO eMBPUOHN.
o Control (KoHTpona) — KoHTponHa npoba c u3BecTHa Knacupukaumus Ha
Nnon 1 aHeynonauns.
e NTC - lMpoba 6e3 KOHTPOS Ha WwabnoHa (6e3 [HK).

KK 3a cekBeHupaHe

MNocnepoBaTenHocTTa Ha M3MepBaHuAaTa Ha KK ngeHTuoumumpa noToOUYHN KNETKN, KOUTO € BEPOATHO Aa
JoBefaT 40 HeycreleH aHanns ¢ ronaMa BeposaTHOCT. MMi3MepBaHUATa Ha MNTbTHOCTTA Ha KNTbCTepuUTe,
dunTBHPBT 3a NpemMuHaBaHe (PF) c pasunMTaHus Ha npoueHTn, npedasmpaHeTo 1 dasata onnuceat
06L,0TO Ka4yeCTBO Ha JaHHUTE 3a CEKBEHMpPaHEe U ca 06l M 3a MHOIO NPUNOXEHWS 3a CEKBEHUPAHE OT
cnepgalo nokoseHve. NpeasnaeHOTO M3MepBaHe Ha NogpaBHEHO pasynTaHe N34YnNCIABa HUBOTO Ha
noToYHaTa KneTka Ha AbnboynHaTa Ha CekBeHMpaHe. AKO JaHHUTE C HUCKO KauyeCTBO Ca HeyCneLlHn 3a
npeaBuAeHOTO N3MEpPBaHe Ha NoApaBHEHO pa3yunTaHe, obpaboTkaTa Ha U3MbJIHABAHETO Ce
npekpaTtasa. 3a noseye MHPopMaLma HanpaBeTe crnpaska Cc VMsMmepBaHua v rpaHnim Ha KK 3a
CeKBeHupaHe Ha cTpaHuua 51.

MpnbénusnTenHn CTOMHOCTU Ha ¢peTanHa ppakuua

deTanHaTa ppakumsa (FF) ce oTHaca Jo npoueHTa Ha 6e3kneTbYHa unpkynmpawa JHK B KpbBHa npoba
OT MaliKaTa, KOATO e nony4yeHa oT nnaueHTaTa. VeriSeq NIPT Assay Software nanonssa nHdopmaums
KaKTo OT pasnpeneneHneTo Ha pa3mepa Ha ¢pparmeHTuTe Ha cfDNA, Taka 1 OT pasnnKMTe B reHOMHOTO
nokputune mexnay cfDNA Ha malikaTa 1 peTanHaTa TakaBsa, 3a 4a U34MCnu NpubnnsnTenHa CTOMHOCT Ha
deTanHaTa cppaKu,l/lﬂ.1

CtaTucTtuka, nsnonspaHa NP OKOH4YaTeJIHaTa OLUeHKa

3a BCUYKM XPOMO3OMU flaHHNTE 3a CEKBEHUPaHe Ha CABOEHU KpauLla ce nogpaBHaBaT ¢ pepepeHTHUA
reHom (HG19). YHuKanHnTe HegybnmpaHu nogpaBHEHN pasdynTaHms ce cbbumpaT B nakeTn oT no 100 kb.
CbOoTBETHUAT 6pow NakeTn ce kopurnpa sa GC OTKIOHEHUA U B CbOTBETCTBME C NpefBapuTenHo
YyCTaHOBEHO CneundruyHoO 3a permnoHa reHoMHoO NokpuTme. MIanonsearku TakbB HOpManmMsnpaH 6pon
nakeTu, ce UsBexgaTt CTaTUCTUYECKN pesyTaTn 3a BCSKa aBTO30Ma Ypes CpaBHABaHe Ha pPermoHnTe
Ha NoOKpWUTKE, KOMTO MoraT Aa 6bAaT 3acerHaTn oT aHeynaongma ¢ ocTaHanmTe aBTO30MU.
CbOTHOLLEHWE Ha NorapnTMn4YHo npasgonofobue (LLR) ce nsuncnsaea 3a Bcsika npoba, kaTo ce B3emaTt
npeaBug Tesn pesyntaTth Bb3 OCHOBA Ha NMOKPUTUETO 1 NpnbnunanTenHo nsumcneHata FF. LLR e
BEepOATHOCTTa npobaTa fa 6bae 3acerHarta npefsua HabnogasaHoTo NokpuTmne n FF cnpamo

TKim, S.K., et al, Determination of fetal DNA fraction from the plasma of pregnant persons using sequence read
counts, Prenatal Diagnosis Aug 2015; 35(8):810-5. doi: 10.1002/pd.4615
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BEpPOATHOCTTa NpobaTa fa 6bae HesacerHaTa Npu CbLWOTO HabnNogaBaHo NokpuTme. MiauncnasaHeTo
Ha TOBa CbOTHOLUEHME B3eMa CbLLO NPeaBuNa, 1 NPUON3NTENHO N3YMNCTIeHaTa HECUTYPHOCT BbB FF. 3a
nocnegpalim N34ncrieHnsi ce N3non3ea eCTECTBEHNAT JIOFapUTbM Ha CboTHoWeHNeTo. CopTyepbT 3a
aHanus oueHsBa LLR 3a BcsAka TapreTHa XxpoMo3oMa 1 Bcska npoba, 3a ga ocurypu onpegensHe Ha
aHeynnongus.

CTtaTucTuKaTa 3a xpomosomMute X 1Y ce pasnmyaBa OT CTaTUCTUKaATa, U3NOM3BaHa 3a aBTosoMuTe. 3a
nnoa, aeHTuduLMpaH Kato xeHckn, SCA onpegensHusaTa USUCKBAT CbOTBETCTBME 3a Knacupukaums
oT LLR 1 oT HopManuanpaHa XpoMO30MHa CToMHOCT.' CneunéunynuTte LLR pesyntaTu ce nsuncnaear 3a
[45,X] (cuHppom Ha TbpHBP) K 3a [47,XXX]. 3a nnog, ngeHTndnumpaH kato MbXxkun, SCA onpegensaHns
[47 ,XXY] (cuHgpom Ha KnanHdenTtep) nnm [47,XYY] MoXe fa ce OCHOBaBa Ha Bpb3KaTa Mexay
HOpManu3anpaHMTe XPOMO30OMHU CTONHOCTHM 3a XpomozomMu X 'Y (NCV_X n NCV_Y). MoraT pa ce
onpenensaT Nnpobu, oTHacAWM ce 00 MbXKK nnog, 3a konto NCV_X e B AnManasoHa, HabnogaBaH 3a
eynnongHu xeHckm npobu [47, XXY]. MoraT ga ce onpefenat npobu, 0THACALLM ce A0 MbXXKKU npobu,
3a kouto NCV_X e B AnanasoHa, HabnogaBaH 3a eynaiongHn MbXXKY Npobu, HO 3a KOUTO XpoMosoma Y e
npekomMepHo npepcTaBena [47, XYY].

Hskown ctonHocTn Ha NCV_Y n NCV_X nonagaT n3sbH Bb3MOXXHOCTUTE HA CUCTEMaTa fa onpefens
SCA. Tesn npobu gaeaTt Henogsiexaly Ha cbobuaBaHe pesynTarT 3a XY knacuomkauusTta. Bce owe ce
NpPefoCcTaBAT aBTO30MHW pe3ynTaTu 3a Tesun Npodun, ako 6baaT NpefaneHn BCUYKM gpyru nokasaTtenm
3a KK.

KK Ha aHanus

AHannTnyHnTe NnokasaTtenu 3a KK ca nokasaTenu, KOUTo ce nsyncnasaT no BpeMe Ha aHanmsa u ce
M3nons3BaT 3a OTKpUBaHe Ha Npobun, KOUTO ce OTK/IOHABAT TBbPAE fAaniey 0T 04aKBaHOTO NOBEAEHME.
JaHHuTe 3a Npobu, KOUTO He OTroBapAT Ha Te3M NokKasaTenn, ce cuMTaT 3a HEHaOEeXOHW U ce MapKupaT
KaTo HeycnelwHn. Korato npobuTe gasaT pe3ynTaTv U3BbH OYakBaHUTE AMana3oHu 3a Te3un
nokasatenu, NIPT oTueTbT npefocTass npuynHa 3a KK KaTo npegynpexaeHne uim npuymnHa 3a
Heycnexa. HanpaeeTe cnpaBka cbCc ChobLyeHUs 3a rnpuymnHa 3a KK Ha cTpaHuLa 69 3a noseye
MHPOpMaLMA 3a Tesn npmunHn 3a KK.

KK Ha NTC npo6u

VeriSeq NIPT Solution nossonsisa go6assHeTo Ha NTC npobu KaTo YacT oT usnbnHABaHeTo. ML STAR
MoXKe fila reHepupa 4o 2 NTC Ha nsnb/HsABaHe 3a napTuan ¢ 24 npobu n ¢ 48 npobu n oo 4 NTC 3a
napTuam ¢ 96 npobu. Hesasncumo ot ToBa Konko NTC npobu ca gobaBeHn, copTyepbT NpoBepsiBa 3a
MUHUMYM cpegHo 4 000 000 yHuKanHn cbnocTaBeHn dpparmeHTa Ha Npoba Ha obegunHsaBaHe. [Nopaan
Tasu NpuymnHa He gobasante noseye oT 2 NTC npobu Ha obegmHaBaHe. 3a noseye MHGopMaums
HanpaBeTe crnpaBka C VMamepBaHusa n rpaHnymn Ha KK 3a cekBeHupaHe Ha cTpaHuua S1.

Bianchi D, Platt L, Goldberg J et al. Genome-Wide Fetal Aneuploidy Detection by Maternal Plasma DNASequencing.
Obstet Gynecol. 2012;119(5):890-901. doi:10.1097/a0g.0b013e31824fb482.
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CbcTosAHMATa Ha KK 3a NTC npobu ca KakTo cnegga.

* NTC sample processing (O6pa6oTka Ha NTC npobu) — Korato obpaboTtea NTC npoba, copTyepbT
npunara pesyntaTt PASS QC (MPEMUWHABA KK), koraTto 06xBaTbT Ha npobaTta e HACHK, KakTo ce
ovakBa 3a NTC.

* Patient sample as NTC (lNpo6a Ha nauneHT kaTo NTC) —KoraTo ce o6paboTBa npoba OT nauuneHT,
o3HayeHa kaTto NTC, ce oTKpuBa rofiiMo nokputme. Toih KaTo NnpobaTta e MapknpaHa kato NTC,
CoOpTYyepbT CUrHaNn3unpa 3a cbCToAHNeTOo Ha KK Ha npobaTa kaTo FAIL (HEYCMELUHA) cbe
cnepHata npunynHa: NTC SAMPLE WITH HIGH COVERAGE (NTC INMPOEBA C BUCOKO MOKPUTUE).

3aM'prF|BaHe Ha HAWBOTO Ha MJiakaTa

3aMbpcsaBaHeTo Ha HUBOTO Ha NfakaTa ce OTKPMBa B pe3ynTaTuTe OT aHanmsa ypes naeHtuounumpare
Ha HafM4MeTo Ha XpoMo3oMa Y 3a BCsAKa BanngHa npoba, KosaTto He e Ha NTC, B obenHABaHe, KOETO e
npemMmuHano KK.

HeBanuaHuTe Npobu ce N3KIKYBAT, 3all0TO Ha TEXHUTE pe3ynTaTn He MOXe [a Ce pasynTa, 3a ga ce
hafe TOYHa MHOMKauMA 3a HanMdneTo Ha XxpomosoMma Y. NTC ce nsknouBaT, Tb KaTO BCUYKU OTKPUTU
nokasaHusA 3a Te3n Npobu NnokaseaT 3aMbpcABaHe Ha HUBO, Pa3/IMYHO OT HMBOTO Ha NJakaTa.
MN3KNtoYeHnaTa ca NnocovYeHn otaenHo B otyeTa Ha NIPT.

AKO 3a obefluHABaHe ce OTKpMe 3aMbpcaBaHe Ha HUBO Naka, NoTPebUTeNAT ce yBeAoMsBa Ypes
cucTemaTa 3a yBegoMsiBaHe rno nmenn n upes sanuca Alerts (MpegynpexgeHns) B yeb
noTpebutenckus nHTepodenc. MsnbaHaBaHeTo HAMa ga npoabku n NIPT un JonbAHUTENHUTE OTYETH
HAMa fa 6baaT reHepupaHu.

VeriSeq Onsite Server v2

VeriSeq Onsite Server v2 paboTu ¢ Linux-6a3mpaHa onepaumoHHa CUCTeMa 1 OCUrypsiBa
npnénmnantTenHo 7,5 TB KkanaynTeT 3a CbXpaHEHNE Ha AaHHWN. AKO NpUeMeM, Ye pasMepbT Ha faHHUTe e
25 GB 3a nanbrHABaHe Ha CeKBeHUpaHe, CbPBbPbT MOXeE Aa cbxpaHasa Ao 300 nsnbaHABaHUA.
ABTOMaTM3MpPaAHO N3BECTME Ce U3[aBa, KOraTo MUHUMANHUAT KanayunTeT 3a CbXpPaHEHNE He € HaJInYEH.
CbpBbpbT € MHCTanupaH B loKanHaTa Mpexa.

JlokaneH guck

VeriSeq NIPT Assay Software npegocTtass Ha noTpebuTtens cneynduyHn nankm Ha JlokaneH CbpBbLP.
Tesn nanku MmoraT ga 6baaTt CbNoCTaBeHW Ypes NOMOLLTa Ha MPOTOKOS 3a cnogensaHe Samba ¢ Bcsika
paboTHa CTaHLMA UM NanTon B JIoKasHaTa MpeXxa.
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Nme Ha
OnucaHue JocTtbn
nankara
Bxon CbAbpiKa faHHU 3a CEKBEHMpPaHe, reHepupaHn OT CUCTEMA 3a CEKBEHMpPaHe YeTeHe
OT crnefBalLo NOKOJSIeHNe, CbMOCTaBEHA CbC CbpBbpa. M 3anuc.
Ns3xopg CbabprKa BCUYKM reHepupaHu oT copTyepa oTyeTH. Camo 3a
yeTeHe.
PesepBHO  Cbabpika pesepBHM KOMMUA Ha 6asaTa gaHHW. Camo 3a
Konue yeTeHe.

3ABEJIE)KKA  CbnocTaBAHETO Ha NOKanHUA AUCK ce OCHOBaBa Ha NpoToKona Server Message

Block (SMB). MNoHacTosiweM codTyepbT noggbpxxa SMB2 1 no-HoBKU BEpCUN.
CbpBbpbT M3ncksa SMB nognuceaHe. AKTMBUPaNTe Te3n BEPCUU Ha 060pPYABaHETO
(nanTon/paboTHa cTaHuuMsA), KOeTo CbNocTaBATe.

JlokanHa 6a3a gaHHHU

VeriSeq NIPT Assay Software noagbpa nokanHa 6a3a gaHHK, B KOSTO Ce 3ana3BaT MHGopMaLmaTa 3a
onbnunoTtekaTta, MHGopMaLMsATa 3a CEKBEHMPAHETO M pesynTaTuTe OT aHanusa. basaTta gaHHu e
HepasgenHa JacT oT VeriSeq NIPT Assay Software 1 He e gocTbMNHa 3a NoTpebuTens. Cuctemara
noagbp>Xa aBToOMaTUYEH MeXaHM3bM 3a apxMBMpaHe Ha 6a3a gaHHU Ha JTokaneH cbpBbp. B
LOMbMHEHME KbM cliefHUTE npoLecu 3a 6asun faHHu NoTpebuTennTe ce HacbpyasaT ga cb3gasat
pPeAOBHO pe3epBHU KOMKs Ha 6asaTa faHHWN Ha BbHLUHO MACTO.

Pe3epBHO Konue Ha 6a3aTa gaHHu — O6pas Ha 6asaTa faHHM ce 3ana3Ba aBTOMAaTUYHO Ha BCEKU
yac, feH, ceaMuLLa n mecel,. ExxeuacoBuTe pesepBHU KONUA ce OTCTPaHABAT cref cb3faBaHe Ha
eXeHEBHO pe3epBHO Kornue. 10 CbLMA HAYMH eXXegHEBHUTE pe3epBHM KOMUA ce npemMaxear,
KOraTo € roTOBO eXeCegMUYHOTO pe3epBHO Konune. ExXxeceaAMNUYHUTE pe3epBHU KONUS ce
npemMaxeart cne Cb3aBaHe Ha MeCe4yHO pe3epBHO Kornne n ce 3anasBa caMo egHoO MeCe4yHo
pesepBHO Konue. MNMpenopbunTenHaTa npakTuKa e ga ce cb3faze aBToOMaTU3NpPaH CKPUNT, KOUTO Aa
3anasBa narnkaTa 3a pe3epBHO Konune Ha fiokanHo NAS. Tesn pesepBHUM KOMUA He BKKOYBAT
BXOOAHUTE N N3XOOQHUTE Nanku.

3ABEJTIE)XXKKA  VeriSeq NIPT Assay Software v2 npegocTass onuma 3a WnppoBaHe 3a pe3epBHO
Konue Ha 6asaTa faHHW. HanpaBeTe cnpaBka ¢ KoHpurypupaHe Ha LngpoBaHe
Ha pe3epBHO Korve Ha cTpaHuua 38 3a noBeye nHpopmaLums.

Bb3cTaHoBAIBaHe Ha 6a3aTa fgaHHU — basaTa fAaHHM MOXe fla 6be Bb3CcTaHOBEHA OT BCEKM AafeH
o6pas Ha pe3epBHO Konue. Bb3cTaHOBABAHUATA Ce U3BbPLUBAT CaMOo OT MONEBU CEPBU3HUA
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MHXXeHepu Ha lllumina. MaponaTa 3a wupposaHe Tpsabea fa 6bae NpeaocTaBeHa, 3a 4a ce
Bb3CTaHOBW LUNPPOBAHO pe3epBHO Konuve. Tasn napona Tpabea ga e naponarta, 4efAcTBalla KbM
MOMEHTa Ha apXuBmpaHe.

* Data backup (Pe3epBHO Konue Ha gaHHKn) — Bbnpekun Yye JIokaneH CbpBbp MOXe Aa Ce N3MN0oJ3Ba
KaTo OCHOBHa TOYKa 3a CbXpaHeHMWe Ha U3MbJIHABaHMSA Ha CEKBEHNPaHE, TOM MOXe Aa CbXpaHsBa
camo npubnunamtenHo 300 nsnbaHsaBaHMA. MoxeTe fa 3agajeTe aBToOMaTM3MpaHO Cb3aBaHe Ha
pEe3epBHO KOMKMe Ha aHHW, KOeTOo paboTu HEMNPEKBCHATO KbM APYro YCTPOMNCTBO 3a Ab/rOCPOYHO
cbXxpaHeHue nnu NAS.

* Maintenance (Mogapbxka) — OCBEH Cb3faBaHe Ha pe3epPBHO KONWe Ha AaHHW JToKaneH CbpBbp He
M3MCKBa OT NOTpebuTtens fa n3BbpLuBa HMKaKBa Nogapbkka. AKTyanmsaumnTe 3a VeriSeq NIPT

Assay Software nnu 3a JlokaneH CbpBbp Ce NPefoCTaBAT OT OTAeNa 3a TeXHMYECKa NoA4PbXKaA Ha
llumina.

ApXuBMpaHe Ha A aHHU

HanpaBeTe cnpaBka ¢ MecTHaTa cu nonuTuka 3a T apxuBmpaHe Ha L,eHTbpa, 3a Aa onpefennTte Kak ga
apxuBupaTe BXogHUTe N usxoaHuTe aupektopun. VeriSeq NIPT Assay Software cnegu octaBalloTo
OVCKOBO MPOCTPaHCTBO BbB BXOAHaTa OUPEKTOPUA N yBeAOMSABa NOTPEOBUTENNTE MO UMENS, KoraTo
OCTaBalMAT KanauuTeT 3a cbXxpaHeHue nagHe nog 1 TB.

He nsnonssanTte JlokaneH cbpBbp 3a CbXpaHeHWe Ha AaHHW. [TpexBbpnsanTe gaHHW Ha JlokaneH CbpBbp
M apxuBupanTe No pefoBeH rpaduk.

TUNNYHO U3NBNHABAHE Ha CEKBEHMpPaHE, KOETO € CbBMECTUMO C paboTHMUA NpoLEec Ha aHanus Ha
cfDNA, nsuckea 25 - 30 GB 3a ns3nbnHABaHUA Ha CUCTEMaA 3a CEKBEHMpPaAHe OT CeBallo NoKOIeHe.
[encTBUTENHMAT pasMep Ha NankaTa 3a U3Mb/HABaHWA 3aBUCK OT KpalHaTa NNbTHOCT Ha KNbCTepa.

ApXxuBupanTe faHHU caMo KOraTo cucTemMaTa € HeakTUBHa U He ca B XO[, aHann3u Uim nsnbiHABaHUA
Ha CeKBeHupaHe.

CbnocTaBAHe Ha CbpPBDBPHU AANIOBE

JlokaneH cbpBbP MMa TPU Nanku, KOUTo MoraT Aa 6bAaaT UHAUBMAYANHO CbNOCTaBEHN C BCEKU
KoM Tbp ¢ Microsoft Windows:

* input (BXO4HM faHHM) — CbNOCTaBA Ce C NankuTe C AaHHW OT CEKBEHMpPaHeTO. 3ajanTe Ha
KOMMIOTBbPA, CBbP3aH KbM CUCTEMAaTa 3a CEKBeHMpaHe. KoHpuUrypumpainTte cuctemara 3a
CeKBeHUVpaHe ga npepasa AaHHU KbM BXOAHaTa nanka.

* output (n3xogHM paHHM) — CbnocTaBs ce CbC CbpBbPa 3a OTHETU 3a aHAJIU3N N OTHETW 3a npouec
Ha aHanms.

* backup (pesepBHo Konune) — CbnocTass ce ¢ pannoBeTe C pe3epBHM KONUA Ha 6asaTa faHHW.
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3ABEJIE)KKA  CaMo aKTMBHU CEPBU3HN MHXEHEPU N afMUHUCTPATOPU MMaT paspeLleHne 3a

CbrnocCTaBsAHe Ha CbpPBBbPHN AA10BE.

CbnocTaBeTe BCAKa Narnka, KakTo clnejBa.

1.
2.

BnesTte B KOMMOTbPa B paMKNTE Ha nogMpexkaTa Ha JlokaneH cCbpBbp.

LLipakHeTe c geceH 6yToH Bbpxy Computer (KomntoTbp) n nsbepete Map network drive
(CbnocTaBsiHe Ha MPEX0BO YCTPOMNCTRBO).

N3bepeTe bykBa OT Nagawms cnmucbk Drive (Osan).

B noneto Folder (Manka) sBbeegete \\<VeriSeq Onsite Server v2 IP agpec>\<1Me Ha nanka>.
Hanpumep: \\10.50.132.92\input.

BbBegeTe noTpebnTenckoTo MMe 1 napona (kato aktneeH agMuHnctpaTop) Ha VeriSeq NIPT Assay
Software v2. YcnelwHo cbnocTaBAHUTE Nanku nsrnexaaT 3ajafeHn Ha KoM Tbpa. AKO ponsATa,
aKTUBHUAT CTaTyC UK NaponaTta Ha agMUHUCTPaATOpa Ce NPOMEHAT, akTUBHATa BPb3Ka Ha
CbMNOCTaBEHNSA CbPBBP Ce NpekpaTsBa.

YcnewHo CbnocTaBaHUTE Nanku UsrnexaaT 3agafeHn Ha KoM Tbpa.

3ABEJIE)KKA  CbnocTaBAHETO Ha NoKanHUA AUCK Ce OCHOBaBa Ha NpoToKosa Server Message

Block (SMB). NoHacTosiweM codTyepbT noaggbpxa SMB2 1 no-HOBKU BEPCUN.
CobpBbpbT Nsncksa SMB nognuceaHe. AKTUBUPaNTe Tesn BEpPCUn Ha 06opyaABaHeTo
(nanTon/paboTHa cTaHuuMA), KOeTO CbNoCTaBATE.

PecTapTupaHe Ha cbpBbpa

3ABEJIE)KKA  CaMmo cepBU3HM MHXEHEPU N agMUHUCTPaTOPU MMaT paspelleHne 3a pecTapTupaHe

Ha CbpBbpa

3a la pecTapTupaTe CbpBbpa:

1.

B nagawms cnmucbk Settings (HacTpoikun) nsbepete Reboot Server (PecTapTnpaHe Ha cbpBbpa).

2. WsbepeTe Reboot (PecTapTupaHe), 3a ga pectaptmpaTe cuctemata, unm Cancel (OTkas), 3a ga
naneseTe 6e3 pectapTmpaHe.

3. BbBepeTe npuymHa 3a n3k0YBaHe Ha CbpBbpa.
MpnunHaTa ce perncTpupa c Len oTCTpaHsaBaHe Ha HEN3MPaBHOCTH.
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/N BHUMAHWE

Mo BpeMe Ha pecTapTupaHe He TpAbBa Ja MMa aKTUBHO M3MbJ/IHABAHE Ha CeKBEHUpaHe unu
NOAroTOBKa Ha Npoba. ToBa MoXe [a AoBee A0 3aryba Ha JaHHWU. PecTapTupaHeTo Ha
cucTeMaTa MoXe [a OTHEME HAKOMKO MUHYTU. MnaHnpanTe nabopaTopHaTa CU AEAHOCT
OKOJO pecTapTupaHeTo.

LIMKNIMYHO BKJIIOUYBaAHE U U3KJIIOYBAHE

3a ML STAR v nepudepHUTE MY YCTPOMCTBA, Hanpumep PC, LMKAINYHOTO BKIIHOUBAHE N U3KI/THOYBAHE €
BaXKHa CTbMNKa 3a NogapbXkKa, 3a fa ce rapaHTupa 6esnpobnemMHa paboTa un fia ce npegoTspaTaT
rpeLukn B cucteMaTta. Cbll0o Taka e pellaBalla CTblKa B Kpas Ha paboTHMA Npouec Aa ce usko4dar
nepndepHn ycTponcTaea kaTo nomnata unm cuctemute CPAC. 3a ga nsberHete HEHY)XHO U3MN0OM3BaHe
Ha eHeprunsa u NoTeHuManHu NnpobnemMn, He OCTaBANTE CUCTEMaTa BKIIKOUEHa Npes How,Ta cnej,
ynoTpeba.

UskniouBaHe Ha CbpBbPA

3ABEJIE)XKKA  Camo cepBu3sHM MHXEHEPN N agMUHUCTPaTOPU MMaT paspeLleHne 3a UsKIoYBaHe
Ha CbpBbpa.

3a fa nsknoumTe cbpBbpa JIoKaneH CbpBbp:
1. B nagawwmsa cnucbk Settings (HacTponkin) nsbepete Shut Down Server (M3kntouBaHe Ha CbpBbHPA).

2. WsbepeTe Shut Down (M3kntouBaHe), 3a fa nsknounTe JlokaneH cbpBbp, Un nsbepete Cancel
(OTkas3), 3a pa nsnesete, 6e3 ga nsknoyBaTe.

3. BbBefeTe NpuumMHa 3a U3KIOYBaHe Ha JlokaneH CbpBbp.
MpuumnHaTa ce perncTpmpa c Len oTCTpaHsBaHe Ha HeU3NpPaBHOCTK.

/N BHUMAHWE

Mo BpeMe Ha MU3KMtoYBaHe Ha CbpBbpa He TpAbBa Aa Ce N3BbPLUBa aKTUBHO N3MbJIHABAHE Ha
CeKBeHupaHe UM NoAroToBkaTa Ha Npobu. ToBa MOXe Aa faoseae [0 3aryba Ha faHHu.

Bb3cTaHOBABaHe OT HeOYaKBaHO U3KJ/IIOYBaHe

B cnyyain Ha npekbCcBaHe Ha efleKkTpo3axpaHBaHeTo UK CnyyYyarnHo N3KNtYBaHe oT r|0Tpe6|/|Tem‘-| no
BpeMe Ha aHaJIn3 CuctemMaTa rnpasu cnegHoToO:

* ABTOMaTM4HO pecTapTupa VeriSeq NIPT Assay Software npu pectapTupaHe.

* PasnosHaBa, Ye M3MbJIHABAHETO Ha aHaNM3a e HeyCrneLwHo 1 nsnpatla NoBTOPHO U3MbJIHABAHETO Ha
onalukaTa 3a obpaboTka.
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® "eHepupa M3XOaHN JaHHWN, KOraTo aHanmn3bT 3aBbpLUN YCMELLHO.

3ABEJTE)XKKA  Ako aHanusbT e HeycnelweH, VeriSeq NIPT Assay Software no3sonssa Ha
cucTemMara ga M3npaTu NOBTOPHO U3MbJ/IHABAHETO 3a aHaNn3 40 TpU NbTy.

Cbo6pa)|(e|-w|r-| no OoTHOLWEeHWe Ha OKOJIHaTa cpeia

B cnegHata Tabnuua ca nocoveHn cbobpaxeHnsaTa 3a TeMrnepaTypaTta Ha oKofiHaTa cpefa 3a JlokaneH
CbpBbP. Tesn cbobpaxkeHuns He ce oTHacAT 3a ML STAR.

Hapmopcka TemnepaTypa Ha OoKoJlHaTa cpeda TemnepaTypa Ha OKoJiHaTa cpefa
BMCOYMHA 3a pa6oTa M3BbH paboTa

Mopcko 10°C po 40 °C 0°Cpo60°C

paBHULLE

+10 000 ¢yTa 0°Cpo30°C -10°C po 50°C

MHbopmaums 3a U3XBbPIAHETO Ha eNeKTPOHHO 06opyABaHe CbriacHo upekTnBaTa OTHOCHO
oTnagbLN OT eNnekTPUYecKo 1 enekTpoHHo obopyasaHe (OEEO) n cboTBETHUTE pasnopenbu e
npegocTaBeHa Ha yebcanTa Ha lllumina Ha agpec https://support.illumina.com/weee-recycling.html.
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IamepBaHe Ha KK

I3mepBaHUA U rpaHnL KM 3a KOJIMYECTBEHO
onpepensaHe Ha KK

MokazaTenun

standard_r_
squared

standard_
slope

cen_library_
pg_ul

median_
ccn_pg_ul
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OnucaHune

R-kBagpaTHa
CTOMHOCT Ha
Mogena Ha
KpuBaTa Ha
CTaHZapTuTe.

HaknoH Ha
Mogena Ha
KpuBaTa Ha
CTaHZapTuTe.

MakcumanHo
gonyctnma
KOHL,eHTpauuns
Ha npobarTa.

MegamnaHa Ha
n3ymcneHaTa
CTOWHOCT Ha

KOHLLeHTpauumaT

a 3a BCUYKM
npobu B
napTugara.

[onHa FopHa

rpaHuua rpaHuua

0,980 N/A (He e
NPUI0XNMO)

0,95 1,15

N/A (He e 1000 pg/pl

NPUNIOXUMO)

16 pg/ul N/A (He e
NPMI0XNMO)

3AIN VITRO AMATHOCTUYHA YIMOTPEBA.

O6ocHOBKa

MogenuTe Ha KpuBaTa Ha
CTaHgapTuUTe, NoKasBalliu
nowa nMHenHocT B log-log
NPOCTPaHCTBOTO, He ca
006pu NpegnkTopn 3a
WCTUHCKU KOHL,EHTPaLMK Ha
npobaTa.

MopgenuTe Ha KpuBaTa Ha
CTaHOapTUTe, KouTo ca c
HaK/OH N3BbH 06XxBaTa Ha
OYakBaHaTa
NPON3BOANTESNHOCT,
rnokKasBaT HeHaaeXaeH
mogen.

Mpobute ¢ nsuncneHn
KoHUeHTpauun Ha OHK,
KOUTO
HagBuvLWwaBaTcneunoukaumnT
e, nokassaT NpPeKkoMepHOo
KOHTaMWHMpaHe Ha FreHOMHa
OHK.

B o6eanHaBaHeTO 3a
CeKBeHUpaHe ¢ noaxoasLy,
06eM He MOXe Aa nma
TBbPAE MHOMO NpeKaneHo
paspeneHu npobu. Maptngm c
ronam 6pon paspeneHu
npo6u nokassaT Heycnex Ha
npoLeca Ha NoAroToBka Ha
npobuTe.
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IamepBaHuMa U rpaHnum Ha KK 3a cekBeHupaHe

[Moka3zaTenu OnucaHune

cluster_ KnbcTepHa
density MABbTHOCT Ha
CeKBeHupaHe.

pct_pf MpoueHT
pasynTaHus,
npemMnHaBaLym
dUNTHP 3a

orpaHmn4yaBaHe.

npedasnpaHe  dpakuunsa Ha
npedasmpaHe.

dasupaHe ®pakuyma Ha
dasunpaHe.

[OokymeHT N2 1000000067940 v09

OonHa
rpaHvua

152 000 Ha
mm?

=50%

N/A (He e
NPUNOXNMO)

N/A (He e
NPMI0XNMO)

3AIN VITRO AMATHOCTUYHA YIMOTPEBA.

FopHa
rpaHuuya

338 000 Ha
mm?

N/A (He e
NPWI0XNMO)

<0,003

<0,004

O60CHOBKaA

MNMoToyHaTa KNneTKa ¢
HMUCKa KNbCTepHa
NABTHOCT He
reHepupa
[OCTaTb4yHO
pasynTaHus.
[MpekomepHo
KbCTepupaHu
NOTOYHU KNETKN
O0BNKHOBEHO
npouseexpaaT faHHu
3a CeKBeHMpaHe ¢
HUCKO KayecTBo.

MOTOYHMTE KNETKN C
N3KKOYNTENHO
HUCBK %PF MoraT aa
nMaT aHOpMaJTHO
npeacTaBsiHe Ha
6a3n 1 e BEpOATHO fa
nokassaT Npobnemu
C OTYMTaHeTo Ha PF.

EMnupunyHoO
ONTUMUSNPAHU
npenopbKu 3a
peweHune VeriSeq
NIPT Solution v2.

EMnupunyHo
ONTUMKU3NPAHU
npenopbku 3a
peweHue VeriSeq
NIPT Solution v2.

o1
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HAdonHa
rpaHuua

predicted_ OuyakBaH =4 000 000
aligned_reads cpepfeH 6powm

YHUKaHo

CbMocTaBeHuU

dparMeHTU Ha

npoba.

[Moka3zaTenu OnucaHune

OokymeHT N2 1000000067940 v09
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lopHa
rpaHuya
N/A (He e
NPUNOXXNMO)

O60CHOBKaA

Onpepensa ce Kato
MWUHMManHa
HabnopgaBaHa NES
npv HopMarnHa
nonynauus.
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CuUCTeMHN oTyeTH

BbBeaoeHune

VeriSeq NIPT Assay Software reHepupa cregHuUTe KaTeropum otTyeTu:
* OTyeTn 3a pesynTaT U U3BECTUS.

* OTyeTn 3a Npoueca.

OT4YeTHT MOXe Aa 6bae MHdopMaTMBEH UMK fa U3NCKBa AENCTBUE.

*  WNHPopmaumoHeH — OTYeT, CBbP3aH C NpoLeca, KOMTO NpeaocTass MHGopMaLna 3a Hanpeabka Ha
aHanuMsa u MoXe fa ce 13nonssa 3a NOTBbPXAaBaHe Ha 3aBbPLUBAHETO Ha onpefeneHa CTbnka.
OTYeTHT CbLO Taka npegocTassa MHpopmMauma, Hanpumep pesyntatu ot KK n M Homepa.

* [lpu peictere — ACUHXPOHEH OTYET, 3a4eNCTBaH OT CUCTEMHO Cb6UTME NN AeNCTBUE Ha
noTpebuTens, KOeTo N3MCKBa BHUMaHNe OT CTPaHa Ha noTpebuTens.

Toswn pasgen onncea BCEKM OTYET U NpeaocTaBsa NnogpobHN JaHHW 3a MHTerpupaHeTo B LIMS.

U3xoaHu ¢pannose

OtyeTtnTe Ha VeriSeq NIPT Assay Software ce reHepupaT Ha BbTpeLwHNsa TBbpg, AUCK Ha JlokaneH
CbpBbBP, KapTorpadmpaH B NOTPeEOBUTENCKOTO YCTPONCTBO KaTo M3X04Ha Nanka caMo 3a YeTeHe. Bcekun
OTYeT ce reHepupa CbC CbOTBETHUA cTaHZapTeH MD5 ¢ann ¢ KOHTpoIHa CyMa, KOMTO ce U3roJs3ea 3a
npoBepka, ye GannbT He e MoguduLMpaH.

Bcuukum oTyeTun ca nog dopmMaTa Ha dain ¢ 06MKHOBEH TEKCT, PoOpMaTUPaH C pasgenntenu
TabynaTtopu. MoxeTe fa 0TBapATe OTYUETUTE C BCEKN TEKCTOB pefakTop UK ¢ nporpama 3a TabnnyHu
AaHHW, kaTo Microsoft Excel®.

dannoBa CTPYKTypa Ha oT4yeTUTE

VeriSeq NIPT Assay Software 3anucBa oTyeTn B onpegeneHa cTpykTypa nog nankata Output.
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durypa 4 VeriSeq NIPT Assay Software CTpykTypa Ha oT4YeTuTe Mo Nanku

W3xop, Wme Ha I —_—
napmudama Otuet NIPT HonbnHutened  Hanupvpate
(O6epunHsABaHe — CIUET Ha npo!
A) (OGeAva)msaHe
| - | | | —
e 3. WHnyumpa Mpo6u B OTyeTHa OrtyeT Ha Heycnewen WhBanuanpa
OTueTNIPT  [lombauTenien OtmaAHa g”"'g"' 3a He Ha 61MONNOTEKN  oBeaMHABaHE  CEKBEHUpaHe aHanu3 He Ha
| ma obpaboTka
(OéenlgmaaHe (Coa. Ha npob6a P napTuaa (rpyna A) (rpyna A) napruaa
B) " | | .
e | PeareHTu Ha OTyet Ha Otuet Ha WHBannanpa
Bxon, ﬁz);l:g; :f) 6ubnuotekn  O6emMHABaHE  CeKBeHMpaHe He Ha
TecTBaHe Ha (rpyna B) (rpynaB) OGel:lVIHI.Fi.B?I:Ie
obeguHABaHe |
JNabopato
eH
VMHBEHTap
KonnuectseHo
PesepsHo onpezenaHe Ha
Konue 6nénnotekn
3anuc 3a
OTtyvet ce reHepupa, Korato 06paboTKa Ha
NpoLeCHT 3aBbpLUK YCnewHo orbnmoTeKi

ACMHXPOHHO AeicTBre 3a
OTMAHA/MHBanNMAnpaHe, N3gaaeHo
oT notpebutens

VeriSeq NIPT Assay Software 3anucea oTyeTn B nankaTta Batch Name (ViMe Ha napTunga) cbe cnegHaTa

opraHmsayms:

* OcHoBHa narnka (Manka c me Ha napTugaTa) — CbabpiKa OTYETU, KOUTO NPefoCTaBAT pesyntaTu
Wnn ca cBbp3aHn ¢ reHepupanm ot LIMS nssecTuma no nmenn. 3a nogpobHOCTMN HanpaBeTe cnpaBka
¢ OTyeTu 3a pe3y/iTatv  U3BeCTUA Ha CTpaHuua 60.

* [Manka ProcessLogs — Cbabpyka 0TYeTU, CBbP3aHu C Npoleca. 3a NogpoObHOCTM HanpaBeTe
cnpaska ¢ OTyeTu 3a ripoLjeca Ha cTpaHuua 82.

CnUCBbK C BCUYKM OTYETU € npepocTaBeH Pe3romMe Ha CUCTEMHUTE OTYEeTH Ha CTpaHuua 55.
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Pe3roMe Ha CUCTEMHUTE OTUYEeTH

Nme Ha oTueTa

OtyeT NIPT Ha cTpaHuua 60

LJonb/IHNTENIEH OTYET Ha
CTpaHuuya 73

OTyeT 3a uHBaMAnpaHe Ha
rpoba Ha cTpaHuLa 81

OTYeT 3a OTMAHa Ha rpoba Ha
CTpaHuua 82

OTyeT 3a 3aABKa 3a NOBTOPHO
TecTBaHe Ha obenHsABaHe Ha
CTpaHuua 82

OTYeT 3a HULUNpaHe Ha
rnaptugaHa ctpaHuua 83

OTyeT 3a HBanugupaHe Ha
naptugaHa ctpaHuua 83

OT4yeT 3a bubimoTeka 3a npobu
Ha cTpaHuua 84

Tun otyeT
N3uckBa

jencrteune

MN3nckBea
nencrseue

N3unckBa
jencrteue

MN3nckea
jencrteune

N3uckBa

jencrteune

MHbOopMaLMOHEH

NHdopmaunoHeH

MHbopMaLMOHeH

O6eKT Ha oTyeT

ObeguHABaHe/NOTOYHA
KfeTKa

ObeguHABaHe/NoTOYHA

KNneTKa

Mpoba

[Mpoba

ObeguHABaHe

MapTnaa

MapTnga

MapTnaa

dopmMaT Ha UMeTo Ha dain ¢ oTyeT

<batch_name>_<pool_type>_<pool_
barcode>_<flowcell>_nipt_report_
<YYYYMMDD_hhmmss>.tab

<batch_name>_<pool_type>_<pool_
barcode>_<flowcell>_supplementary_
report_<YYYYMMDD_hhmmss>.tab

<batch_name>_<sample_barcode>_
sample_invalidation_report_<YYYYMMDD_
hhmmss>.tab

<batch_name>_<sample_barcode>_
sample_cancellation_report_<YYYYMMDD_
hhmmss>.tab

<batch_name>_<pool_type>_pool_retest_
request_<YYYYMMDD_hhmmss>.tab

ProcessLogs/<batch_name>_batch_
initiation_report_<YYYYMMDD_
hhmmss>.tab

ProcesslLogs/<batch_name>_batch_
invalidation_report_<YYYYMMDD_
hhmmss>.tab

ProcessLogs/<batch_name>_library_
sample_report_<YYYYMMDD_hhmmss>.tab
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MNme Ha oTuyeTa

OTtyeT 3a bubnimoTeka ot
peareHTy Ha CTpaHuua 85

Otyer 3a bubnnoteka ot
71a60paToOPEH MHBEHTAP Ha
CTpaHuua 86

OTYeT 3a KO/INYECTBEHO
ornpepesisiHe Ha bUbIMOTEKa Ha
CTpaHuua 87

3anuc 3a 0bpaboTka Ha
bunbnmotexkn Ha cTpaHuua 87

OT1yeT 3a obeanHsIBaHe Ha
CcTpaHuua 89

OTyeT 3a HBanuaupaHe Ha
obeaunHsBaHe Ha CcTpaHuu,a 89

OTYeT Ha cekBeHvpaHe Ha
CcTpaHuya 90

OTyeT 3a HeycrelleH aHain3 Ha
CTpaHuua 91

Tun otyeT

MHbopMaLMOHeH

MHbOopMaLMOHEH

MHbOopMaLNOHEH

NHpopMaLmoHeH

MHbOopMaLMOHEH

NHpopMaLmoHeH

MHbopMaLMOHeH

MHbOopMaLMOHEH

O6eKT Ha oTUeT

MapTuga

MapTnaa

MapTnaa

MapTnpa

ObegnHsaBaHe

ObeguHaBaHe

ObepuHABaHe/NoTO4YHa

KNneTKa

ObeguHABaHe/NoOTOYHA

KneTKa

dopmat Ha UMeTo Ha ¢aitn c oTueT

ProcessLogs/<batch_name>_library_
reagent_report_<YYYYMMDD_
hhmmss>.tab

ProcessLogs/<batch_name>_library_
labware_report_<YYYYMMDD_
hhmmss>.tab

ProcessLogs/<batch_name>_library_quant_
report_<YYYYMMDD_hhmmss>.tab

ProcesslLogs/<batch_name>_library_
process_log.tab

ProcesslLogs/<batch_name>_<pool_
barcode>_pool_report_<YYYYMMDD_
hhmmss>.tab

ProcessLogs/<batch_name>_<pool_
barcode>_pool_invalidation_report_
<YYYYMMDD_hhmmss>.tab

ProcessLogs/<batch_name>_<pool_type>_
<pool_barcode>_<flowcell>_sequencing_
report_<YYYYMMDD_hhmmss>.tab

ProcessLogs/<batch_name>_<pool_
barcode>_analysis_failure_report_
<YYYYMMDD_hhmmss>.tab
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CbbunTtna 3a reHepmpaHe Ha oT4yeT

OTyer

OTyeT NIPT

[JonbnHnTEenex
oTyeT

MHBanugupaHe
Ha npoba

OTMsHa Ha npoba

3asBKa 3a
NOBTOPHO
TecTBaHe Ha
obegunHABaHe

MHULMmnpaHe Ha
naptmnga

MHBanugupaHe
Ha napTuga

Onucaxune

CbabpXXa KpallHUTe pe3ynTaTu OT YCNEeLHO U3MbJTHABaHe Ha aHanus.

CbabpyKa AOMBAHUTENHN Pe3ynTaTh OT YCMNELHO N3NbJIHABaHE Ha
aHanuns.

Cbabprxa MHbopMaumsa 3a nHBanugmpaHa npoba.

Cbabpya UHGopMaL s 3a OTMeHeHa npoba.

MokasBa, Yye BTopo obeauHsABaHe MoXe fa 6be reHepupaHo ot
cbllecTByBalla napTnaa. Cbabpika MHGopMaLns 3a CbCTOSHUMETO Ha
NOBTOPHO TECTBaHe Ha 06eANHABAHETO. |

[MokasBa HOBO Hayano Ha napTuaHa obpaboTKa.

Cbabpxa MHOOpMaLMa 3a MHNLMMpPaHa OT NoTpebuTens
WHBanuMaunpaHa napTuaa.

Cb6uTHe 3a reHepupaHe

AHaNN3bT Ha N3NBJIHABAHETO
Ha CeKBeHUpaHeTo e
3aBbpLUEH.

AHann3bT Ha U3MbJTHABAHETO
Ha CEeKBEHUpPaHeTO U
oT4eTbT NIPT ca
3aBbpLUEHMN.

MoTpebutenat nHeanugmpa
npoba.

MoTpebntensaT oTMeHs
npoba.

MNoTpebutenaTt uHBanuanpa
obegunHaBaHe

MoTpebuTtenaT uHnyumpa
HOBa NapTuga.

MapTupaTa ce uHBanuaupa.
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OTyer

Mpobu B
onbnmnoTeku

PeareHTn Ha
onbnmnoTeku

JlabopaTopeH
NHBEHTap

KonnyectBeHoO
onpegensiHe Ha
onbnmnoTeku

3anuc 3a
obpaboTka Ha
onénnoTekn

OnucaHne

MN36posiBa BCMYKM Npobu B napTmaaTa.

Cbabpixa MHdopMaLums 3a peareHT 3a 06paboTKa Ha BUBNNOTEKN.

Cbabprxa MHGopMaLms 3a peareHTuU 3a 06paboTka Ha nabopaTopeH
NHBEHTaPp.

CbabpiKa pesynTaT OT TECTOBE 3a KOJIMYECTBEHO OnpeensHe Ha
onbnmnoTeku.

CbabpiKa CTBMKKU, U3NBAHEHM NO BpeMe Ha obpaboTkaTa Ha
ounbnmnoTekuTe.

CbbuTue 3a reHepupaHe

MapTngaTa ce nHBanugupa.
MeToAbT 3a NPUrOTBSAHE Ha
npobu e 3aBbpPLLEH.

MapTngaTa e c HeyCcnewHo

KOJIn4eCTBEHO onpepenaHe.

MapTngaTa ce nHBanugupa.
MeToAbT 3a NpPUroTBSAHE Ha
npobu e 3aBbpPLLEH.

MapTngaTa e c HeyCcnewHo

KOJIn4eCTBEHO onpepenaHe.

MapTungaTa ce nHBanugupa.
MeToAbT 3a NpPUroTBSAHE Ha
npobu e 3aBbpPLLEH.

MapTngaTa e c HeyCcnewHo

KOJIn4eCTBEHO onpepenaHe.

MapTungaTa ce nHBanugupa.
MeToAbT 3a NPUroTBSAHE Ha
npobu e 3aBbpPLLEH.

MapTngaTa e c HeyCcnewHo

KOJIn4eCTBEHO onpepenaHe.

MapTungaTa ce nHBanugupa.
MeToAbT 3a NPUrOTBSAHE Ha
npobu e 3aBbpPLLEH.

MapTngaTa e c HeyCcnewHo

KOJIn4eCTBEHO onpepenaHe.

MapTUAHUAT npoLec
3aBbpLuBa.
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OTyer

ObenunHABaHe

MHBanngupaHe
Ha obeanHABaHe

CekBeHUpaHe

HeycnelueH
aHanus

OnucaHne

Cbabpika obemm 3a obegmHsABaHeE Ha nNpobu.

Cbabpxa MHOOPMaLMA 38 UHULMMPAHO OT NoTpebuTens

NHBaNMAnpaHo obeanHABaHe.

Cobaobpxxa pesyntat oT KK 3a cekBeHUpaHeTo.

Cbabpka MHpopmMauma 3a aHanmn3 Ha HeycneLwHo obegunHsaBaHe.

CbbuTue 3a reHepupaHe

MeToabT Ha 06enHABaHE
3aBbpLLUBa.

MoTpebutenat nHeanugupa
obeaunHsBaHe.

KK 3a cekBeHUMpaHeTo e
npemMuHan.

CekBeHVpaHeTo e
HeycneLHo.

BpemeTo 3a cekBeHUpaHeTO
€ U3TeKo.

AHanNM3bT Ha U3MNbIHABAHETO
Ha CeKBEHUpaHeTo e
HeycneLleH.

! MNoTpebutenat nHBanugupa obegmMHABaHETO OT BanuaHa napTuaa, KoATO He € HaAaBMLWKnNa MakcumanHms 6pon obegnHABaHuS.

AAl - ZA uonn|os 1 dIN basuap edaALdpod eH ogLoTogodad



OT4YyeTW 3a pe3ynTaTh U U3BECTUS

OT1yeT NIPT

OTuyeTbT NIPT 3a VeriSeq NIPT Assay Software v2 cbabpXa pe3yntatute OT KacupumkaymaTa Ha XpoMo3ommTe, popMaTmpaHmn KaTo
efiHa npoba Ha pef 3a BcAka npoba B 06enHABaHETO.
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Type

KonoHa OnucaHue Onuwuu 3a NnpeaBapuUTENIHO 3apafeHa CTOMHOCT ('I)',:n) Regex
batch_name Wwme Ha napTugaTta. He e npunoxumo. text ~a-zA-Z0-9_-]

{1,36}$
sample_ YHuKaneH 6apkof Ha He e npunoxwnmo. text *a-zA-Z0-9_-]
barcode npobaTa. {1,36}$
sample_ MHopMaLma 3a TMNa EQHO OT cnegHuTe: enum CrtoliHoCTH,
type npoba, npefocTaBeHa  Singleton (EgnHnyHa) — BpeMeHHOCT ¢ eauH 3afafeHv B

OT TOYKaTa Ha cbbupaHe
NN OT NOTPebuTeNs Ha

eMOpPUOH.

e Twin (JBoiHa) — BpeMeHHOCT C MHOXEeCTBO

eMOpUOHWN.

Preset Value
Options (Onynn

AAl - ZA uonn|os 1 dIN basuap edaALdpod eH ogLoTogodad

nabopaTtopusTa. 3a
Onpepgens » Control (KoHTpona) — KoHTponHa npoba ¢ n3BecTHa npesBapuTenHoO
KnacupukaumsaTa Ha Knacunomkaumsa Ha non u aHeynoungusa. 3ananeHa
aHeynongunTe * NTC -Tlpo6a 6e3 koHTpoN Ha WwabnoHa (6e3 JHK). CTONMHOCT)

, .

» Not specified (He e nocouyeHo) — 3a Tasun npoba He e
nocoyeH Tvn npoba.

cbobLiaBaHeTo Ha

09

aHeynnongnntTe n
KputepmmnTte 3a KOHTpPO
Ha Ka4yecTBOTO.
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KonoHa OnucaxHune

Msnckea ce aHanms Ha
NosIOBUTE XPOMO3OMMU.
Onpepens
NpPeAcTaBAHETO Ha
KnacudukaumsaTa Ha
aHeynnonguAaTa un
nHdopmMaLma 3a
NosIOBUTE XPOMO3OMMU.

sex_chrom

screen_type Twun CKPUHWUHT.

flowcell Bapkop Ha noToyHa

KNeTKa 3a CeEKBeHMpaHe.

Onuuu 3a NnpeaBapuUTenHoO 3afafeHa CTOMHOCT

EfHo OoT cnegHuTe:

Yes ([la) — N3uckBa ce M3roTBAHe Ha OTYeT 3a
aHeynaonansa Ha NosioBaTa XPOMO30Ma M U3roTBsHE
Ha oTYeT 3a non.

No (He) - He ce nsnckBa HATO N3rOTBSAHE Ha OTYeT
3a aHeynaonans Ha nosioBaTa XpoOM0O30Ma, HUTO
N3roTBAHE Ha OTYeT 3a No.

SCA - VI3ncKBa Ce U3roTBsIHE Ha OTYeT 3a
aHeynnonaus Ha nosioBa XpoOMo30Ma, He Ce U3UCKBa
N3roTBsAHe Ha OTYeT 3a No.

Not Specified (He e nocoyeHo) — 3a Tasn npoba He e
npeasuaeHa onuus 3a UsroTeBsiHe Ha OTYeT 3a
rnosioBa XpomMo3oma.

OT14eTbT NIPT nokasBa cToMHOCTM yes (ga), no (He) n
sca C Manku 6yksu.

EgHo oT cnegHuTe:

Basic (OcHoBeH) — CKpUHMHI Ha xpomo3omu 13, 18
nnn 21.

Genomewide (O6uworeHomeH) — CKpUHUHT Ha Lenus
reHoMm.

Not specified (He e nocoyeHo) — 3a Tasn npoba He e
NMOCOYEH TUM CKPUHWHT.

OT1ueTbT NIPT nokassa cTOMHOCTU basic (0CHOBEH) 1
genomewide (0bL,oreHoOMeH) ¢ Manku 6ykeu.

He e npunoxwnmo.

Type
(Twvn)

enum

text

text

Regex

CToViHOCTH,
3afjafeHun B
Preset Value
Options (Onyun
3a
npenBapuUTesiHoO
3apaneHa
CTOVIHOCT).

CToviHOCTH,
3aaaaeHun B
Preset Value
Options (Onynn
3a
npeaBapuTesiHO
3agapeHa
CTOMHOCT).

~a-zA-Z0-9_-]
{1,36}%
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KonoHa

class_sx

OnucaxHune

Knacuéunkauymsa Ha
aHeynnongusTa Ha
NMosIOBNTE XPOMO3OMM.

. Type
Onuun 3a NnpepBapuUTENHO 3apafeHa CTOMHOCT yp
(Twvn)
EQHO OT cnegHUTE B 3aBUCMMOCT OT M3BpaHMa TUnM class_
npoba 1 onuunTe 3a cbobLaBaHe Ha NOI0BU SX

XpOMO30oMuK:

o ANOMALY DETECTED (OTKPUTA E AHOMANWA) -
BuxTe anomaly_description 3a cneyndpuyHuTe
XapaKTepPUCTUKN Ha aHOManuATa.

« NO ANOMALY DETECTED (HE E OTKPUTA
AHOMATJNA) — He ca cbobLuieHn oTpulaTenHa
npoba n non.

« NO ANOMALY DETECTED - XX (HE E OTKPUTA
AHOMAIJINA — XX) — OTpuuaTtenHa npoba ¢ XEHCKK
nnog,.

o NO ANOMALY DETECTED - XY (HE E OTKPUTA
AHOMAJINA - XY) — OTpuuaTtenHa npoba ¢ MbXKK
nnoga.

o NOT REPORTABLE (HE MOXE A CE CbOBLN) -

CodpTyepbT He MOXe fa CbobLLV NoNoBa
XpOMO30Ma.

« NO CHRY PRESENT (HAMA HANMMYHA'Y

XPOMO30MA) - BnnsHayHa 6peMeHHOoCT 6e3
yCTaHOBEHa Y XpoMoO30Ma.

Regex

CToViHOCTH,
3afjafeHun B
Preset Value
Options (Onyun
3a
npenBapuUTesiHoO
3apaneHa
CTOVIHOCT).
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KonoHa

class_sx

class_auto

OnucaxHune

Knacuéunkauymsa Ha
aHeynnongusTa Ha
NMosIOBNTE XPOMO3OMM.

Knacuéukauymsa sa
aHeynnonguu B
aBTo3oMuUTe. ChobuiaBa
ce kato ANOMALY
DETECTED (OTKPUTA
AHOMAIJINA), ako 3a
npobarta e oTKpUTa
aHoManusa B n3bpaHus
TUN CKPUHWUHT.

Onuuu 3a NnpeaBapuUTeNHO 3apgafeHa CTOMHOCT :-_Iy::)

e CHRY PRESENT (HATMYHA Y XPOMO30OMA) - class_
BnnsHayHa 6peMeHHOCT € ycTaHoBeHa Y SX
XpoMo3omMa.

o CANCELLED (OTMEHEHA) —NMpo6aTa e oTMeHeHa
OT noTpebuTtens.

o INVALIDATED (MHBAJTMOWPAHA) - NMpobaTta uma
HeycneweH KK nnu e nHeanugupaHa ot
notpebuTens.

o NOT TESTED (HE E TECTBAHA) —NonosaTa
XPOMO30Ma He e TecTBaHa.

» Not applicable (Henpunoxumo) — KateropuaTa He e
npunoXmnma sa npobaTa.

EgHo OT cnefgHuTe: text

ANOMALY DETECTED (OTKPUTA AHOMAJNA) -
YcTaHoBeHa e aBTO30MHa aHOManus.

NO ANOMALY DETECTED (HE E OTKPUTA
AHOMAIJINA) — He e ycTaHOBEHa aBTO30MHa
aHoMarnus.

CANCELLED (OTMEHEHA) —Npo6aTa e 0TMeHeHa
OoT noTpebutens.

INVALIDATED (MHBAJTMOMPAHA) —MpobaTa nma
HeycneweH KK nnu e nHeanngupaHa ot
notpebutens.

Not applicable (Henpunoxumo) — KateropusaTa He e
npunoXmma sa npobaTa.

Regex

CToViHOCTH,
3afjafeHun B
Preset Value
Options (Onyun
3a
npenBapuUTesiHoO
3apaneHa
CTOVIHOCT).

CTOoViHOCTH,
3ajaneHun B
Preset Value
Options (Onymnn
3a
npeaBapuUTesiHO
3afafeHa
CTOVHOCT).
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KonoHa

anomaly_
description

qc_flag

OnucaxHune

Hus B cTun ISCN, KonTo
OMnCBa BCUYKM
aHoOManuu, KouTo morat
[a o6baaT cbobLeHn.
MHOXXecTBO aHOManuu
Ca pasfenieHn ¢ Touka u
3anerTas.

PesyntaTn oT aHanus 3a
KK.

Camo cTtonHocTu qc_flag
HaWARNING
(MPEOYMNPEXOEHWE) n
PASS

(MPEMMHABA)
cboblaBaT pesyntaTu.
Bcunukun octaHanu
CTOMHOCTW He ro
npasAaT.

Type
(Twn)
DETECTED: (OTKPUTA:), nocneneaHo oT pasgeneHnc text
TOYKa U 3aneTas HM30Be, obeaMHABaLLY ClegHUTe
dbopmaTn B XPOMO3OMEH pef;
(\+]-)[1212[0-9]
DETECTED (OTKPUTA): (del|dup)\([12]?[0-91\)\(((p|a)
[0-91{1,2}(\.[0-9]{1,2})?){2}\)
XO|XXX|XXY XYY

Onuuu 3a NnpeaBapuUTenHoO 3afafeHa CTOMHOCT

unv NO ANOMALY DETECTED (HE E OTKPUTA
AHOMAJNS) | not applicable (Henpunoxumo) |
INVALIDATED (MHBANMMOWPAHO) | CANCELLED
(OTMEHEHO).

EQHO OT cnegHuTe: enum
e PASS (MPEMWHABA)

« MPEAYNPEXOEHUE

e FAIL (HEYCMELUHO)

e CANCELLED (OTMEHEHA)

o INVALIDATED (MHBATMOWPAHA)

e NTC_PASS

Regex

Pazgenenn c
TOYKa n 3aneTas
HU30BE N APYrn
CTOUHOCTH,
ornucaHun B
pasaen Npasuna
3a onucaHve Ha
aHomasanmuTe Ha
cTpaHuya 67.

CToViHoCTH,
3ajafeHun B
Preset Value
Options (Onynn
3a
rnpenBapuUTesiHoO
3afafgeHa
CTOVHOCT).
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KonoHa OnucaHue Onuuun 3a NnpepBapuTeNHo 3apgafeHa CTOMHOCT (TT"::) Regex
qc_reason MHbopMaLuma 3a EoHO oT cnegHuTe: text CroliHoCTH,
HeycneweH KK nnu e NONE (HAMA) (cbcTosiHMe Ha KK = PASS 3afan€eHun B
npeaynpexageHue. [MPEMMHABA]) Preset Value
o MULTIPLE ANOMALIES DETECTED (OTKPUTK Options (Onyum
MHOXXECTBO AHOMAJINWN) (cbcTosAHUe Ha KK = 33
WARNING [MPEOYNPEXOEHWE]) npesBapuUTesIHoO
o FAILED iFACT (HEYCMELLUEH iFACT) 3agageHa
o DATA OUTSIDE OF EXPECTED RANGE (JAHHUTE CTOMHOCT).

CA 3BbH OYAKBAHWNA OBXBAT)

FRAGMENT SIZE DISTRIBUTION OUTSIDE OF
EXPECTED RANGE (PA3MPEOENEHMETO HA
PA3MEPA HA ®PATMEHTA E M3BBbH O4YAKBAHUA
OBXBAT)

FLOWCELL DATA OUTSIDE OF EXPECTED RANGE
(OAHHWNTE 3A NMOTOYHATA KJTIETKA CA M3BbH
OYAKBAHWNA OBEXBAT)

FAILED TO ESTIMATE FETAL FRACTION
(HEYCTIELUHO MPUBNUN3UTENHO N3YNCIIABAHE
HA ®ETAJTHATA ©PAKLMA)

SEQUENCING

DATA OUTSIDE OF EXPECTED RANGE (JAHHWNTE
OT CEKBEHMPAHETO CA N3BbH OYAKBAHWA
OBXBAT)

UNEXPECTED DATA (HEOYAKBAHW OAHHW)

NTC SAMPLE WITH HIGH COVERAGE (NTC MNMPOBA

C BUCOKO NOKPUTHE)
CANCELLED (OTMEHEHA)
INVALIDATED (MHBAJTMOVPAHA)
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KonoHa

ff

OnucaxHune

MpubnusnTenHu
CTOMHOCTW Ha ¢peTasnHa
dpakuyma.

Type
Onuuu 3a NnpeaBapuUTeNHO 3apgafeHa CTOMHOCT (_Iy:n)
MpoueHTHa cfDNA npoba oT nnoga, 3akpbriieHa oo text

Han-6/M3KOTO LAMO YMCNo. PesyntaTu, NO-HUCKN OT
1%, ce npenCcTaBAT KaTo < 1%.

Regex

He e
MPUI0XKUMO.
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PvkoBoacTBo Ha codTyepa VeriSeq NIPT Solution v2 -1VD

lNMpaBuna 3a onncaHne Ha aHoOManuuTe

Ako aHanunsbT Ha VeriSeq NIPT Assay Software v2 ngeHtuduumnpa aHomanus, noneTo anomaly_
description B otueTa NIPT nokasea ctonHocTTa DETECTED (OTKPWTA), nocneggaHa OT HU3 OT TEKCT.
To3un TEKCT ONMCBa BCMYKKN JOKNaABaHM aHOManuu, Ha 6asa Ha cTuna Ha MeXkayHapo4HUA NOCTOAHEH
KOMUTET MO UnToreHeTnyHa HomeHknatypa (ISCN). H13bT cbabprka MHOXECTBO €IEMEHTH,
pasfaeneHun c TouKa 1 3aneTas. Bcekn eneMeHT npefcTasassa TPU3oMUA MM MOHO30MUA B aBTO30Ma,
aHeynnongua Ha No0BUTE XPOMO30OMM UM YaCcTUYHa Aeneymsa nnu gynankayms.

TPU3OMUYHMTE N MOHO3OMUYHNTE ENIEMEHTU Ce 0THEeNA3BaT CbOTBETHO KaTo +<chr> n -<chr>, kbaeTto
<chr> e 6posAT Ha XxpoMo3omMuTe.

Hanpumep npoba ¢ TpM3oMUs Ha XPOMO30Ma S Ce NosiBABa, KaKTo criefBa:
+5

MNpoba c MOHO30MMA Ha XPOMO30Ma 6 ce NosABSABa, KakTo crneaBsa:

-6

AHeynaongunTe Ha NonoBUTE XPOMO3OMU U3MON3BAT CTaHAAPTHN 0603HAUYEHUSA CBC CNegHUTe
Bb3MOXHU CTONHOCTH:

* XO -3a MOHO30MUSA Ha XpomMo3oMa X.

* XXX -3a Tp1M3omMunsa Ha xpomosoma X.

*  XXY -3a2XxXpoM0o30oMU NpU MbXeTe.

* XYY -3a2Y XpoOMO30OMM Mpn MbXeTe.

YacTnyHmnTe geneumm nam aynnnkaumm ce oTymMTaT camMo 3a aBTO30MM U Ce NOABSABAT CaMo B
CKPVHWHIY 3a Lenns reHoM. CUHTaKCUCBT Ha YaCTMYHa Aeneuma nnm gynnmkauus e <type>(<chr>)
(<start band><end band>), kbgeTo e BAPHO ClegHOTO:

* <type> e TUNbLT Ha cbbUTMETO —del 3a geneunsa nnm dup sa gynankauus.
* <chr> e HOMepbT Ha XpoMo3omMara.

* <start band> e uMToneHTaTa, CbAabpiKaLLa HA4YanoTo Ha cbbuTmeTo.

* <end band> e uutoneHTaTa, CbAbpXKalla Kpas Ha CbouUTUeTO.

Hanpumep YacTuyHa geneuus unu gynnvkaums, npy KosTo uuToneHTata p13 Ha xpomo3soma 19 uma
AyNnvKaums, narnexmaa kakTo cnepsa:

dup (19) (p13.3,p13.2)

MoneTo anomaly_description cnegga yeTupmn NpaBuna 3a nogpexaaHe:

1. EnemMeHTUTe ca nojpeneHn No HOMeEP Ha XpoMo3oMaTa, He3aBUCUMO Aanu e usana XxpoMosomMa, nnu
YacTWYHa geneuns unu aynnmkauus. AHeynaouaus Ha nosioBUTe XpoOMO30MU, ako MMa TakaBa, ce
nosABsABa nocrsieaHa.

2. Tlpu aHOManuu B paMKUTe Ha efHa U Cbllia XpoMO30Ma aHeynnongnuuTe Ha Lenm XxpomMosomu nasat
npean YaCtu4yHnTe geneunn nnn aynankauyunn.

OokymeHT N2 1000000067940 v09 67
3AIN VITRO AMATHOCTNYHA YINOTPEBA.
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3. 3ay4acTuyHV Aeneuum unu oynavkauumn B paMKuTe Ha efiHa 1 Cbllla XPOMO30Ma AenelnTe nasat
npeau gynnvkauunTe.

4. YacTUYHWUTe Jeneuum unu oynavkauum oT e4uH 1 CbLLX TUMN B paMKUTE Ha efiHa U CbLla XPOMO30Ma
ce nogpexaaT OT HayanHaTa 6a3a, KOATO ce NoABABa B AOMbIIHUTENHNS OTYeT.

3ABEJIE)KKA  Tpy NbAHOreHOMHUS CKPUHUHE cCOPTYEepBbT MOXE Aa OTUYETe aHeynaongms un
yacTuUYHa fgeneuuns nnu gynnvkaumsa KkaTo sacsaralim egHa n cblla XxpomMosoma. AKo
Ce NoNy4yn TakbB pesynTaT, HanpaBeTe cnpaBka C AOMbAHUTENHNA OTYET 3a oLe
nokasaTesnn, KOUTo Aa NoAnoMorHaT Th/IKyBaHeTO.

OokymeHT N2 1000000067940 v09 68
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Cbobuw,eHuns 3a npnunHa 3a KK

KonoHaTa qc_reason B ot4eTa NIPT nokassa HeycnewweH KK nnu npegynpexaeHue, korato
pesyntaTuTe OT aHanu3a nonagaTt U3BbH 04YakBaHWsA gManasoH 3a aHannMTnYHo nsMmepsaHe Ha KK.
HeycnewHnTte KK BOAAT 40 MbJIHO MOTUCKaHe Ha pes3ynTaTuTe 3a XPOMO30OMHa aHeynnonaus, non,
pesynTaTu OT AONbIHUTENEH OTYET N NMPUBIU3NTENHO U3dncneHa ¢eTanHa dpaxkuuns, KoOMTo
CbOTBETCTBAT Ha cnegHuTe noneta B otyeTa NIPT: class_auto, class_sx, anomaly_description u ff.

CbobuieHune 3a npuumHa 3a KK OnucaHue I'IpfanopquTenHo
nencrteune
FAILED iFACT (HEYCIMELUEH iFACT) NHgmBmayaneH [MoBTOpHa
TecT 3a obpaboTka Ha
[oBepuUTenHocT 3a  npoba.
deTanHa
aHeynnongus
(iIFACT) -

nsmMepBaHe Ha KK,
KOeTo KOMBUHMpa
npMbNN3nTEenHo
n3yncnsaBaHe Ha
deTanHaTa
bpakuna c
nokasaTenu Ha
N3NbJIHABAHETO,
CBbp3aHu C
NoKPUTMETO, 3a Aa
ce onpegenu ganu
cuctemarta uma
CcTaTUCTUYecka
[OBEPUTENHOCT fa
Jaje cTaHoBULLe
3a japeHa npoba.

OokymeHT N2 1000000067940 v09
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CbobuieHune 3a npuymHa 3a KK

DATA OUTSIDE OF EXPECTED RANGE (OJAHHWTE
CA 3BbH OYAKBAHWNA OBXBAT)

FRAGMENT SIZE DISTRIBUTION OUTSIDE OF
EXPECTED RANGE (PA3MPEOEJIEHNETO HA
PA3MEPA HA ®PATMEHTA E M3BBH O4YAKBAHWA
OBXBAT)

FLOWCELL DATA OUTSIDE OF EXPECTED RANGE
(QAHHWNTE 3A NMOTOYHATA KJTIETKA CA M3BbH
OYAKBAHWA OBXBAT)

OokymeHT N2 1000000067940 v09
3AIN VITRO AMATHOCTNYHA YINOTPEBA.

OnucaHue

CpegHoTo
OTKJIOHEHME OT
eynaongHoTo
NOKPUTUE HE € B
CbOTBETCTBUE C
obyyeHoTO
pasnpegeneHne Ha
JaHHW. Bb3MOXHO
e npuynHaTta ga e
KOHTaMUWHMpaHe
WNW HenpaBusHa
obpaboTka Ha
npobarTa.

PasnpepneneHueTo
Ha pa3Mepa Ha
¢parmMeHTaHe e B
CbOTBETCTBUE C
obyyeHoTO
pasnpepgeneHne Ha
OaHHU. Bb3MOXHO
e npuynHaTta pa e
KOHTaMUHUpaHe
WNW HenpasusHa
obpaboTka Ha
npobaTa.

[JaHHnTe oT
NOTOYHUTE KNETKMU
HecaB
CbOTBETCTBME C
0b6y4yeHOoTO
pasnpefeneHune Ha
JaHHW. Bb3MOXXHO
e npuymHaTa fa e
rpeLka B
HacTponkaTa Ha

MOTOYHNTE KNTEeTKW.

MpenopbunTenHo
AencTteune

[MoBTOpHa
obpaboTka Ha
npoba.

[ToBTOpHa
obpaboTka Ha
npoba.

[MoBTOpHa
obpaboTka Ha
npoba.
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CbobuieHune 3a npuymHa 3a KK

FAILED TO ESTIMATE FETAL FRACTION
(HEYCMELIHO NPUBNU3NTETHO N3YUNCIIABAHE
HA ®ETAJTHATA OPAKLINA)

SEQUENCING DATA OUTSIDE OF EXPECTED RANG
E (QAHHWTE OT CEKBEHMPAHETO CA N3BBbH
OYAKBAHWA OBEXBAT)

UNEXPECTED DATA (HEOYAKBAHW OAHHW)

OokymeHT N2 1000000067940 v09
3AIN VITRO AMATHOCTNYHA YINOTPEBA.

OnucaHue

He moxe pga ce
M3roTBu BaniMgHoO
npuennN3nTEenHoO
N34yncnsBaHe Ha
deTanHaTa

dpakyums.

[JaHHnTe oT
BXOOHOTO
CeKBEHUpaHe He
Ca B CbOTBETCTBUE
C 0by4YeHOTO
pasnpegeneHue Ha
JaHHW. Bb3MOXHO
e npuymnHaTa fa e
KOHTaMuHMpaHe
WV HenpaswWHa
obpaboTka Ha
npobara.

OTyeTbT reHepupa
cbobueHne 3a
BHMMaHue 3a KK,
KOeTO Ha oTrosaps
Ha HATO efHa oT
OPpYruTe npuymnHun
3a KK, nsbpoeHu B
Tasn Tabnuua.

MpenopbunTenHo
AencTteune

[MoBTOpHa
obpaboTka Ha
npoba.

CekBeHupanTe
NOBTOPHO
noToyHaTa
KneTka.

CBbpxeTecec
oTAena 3a
TexHn4yecka
noaapbXXKa Ha
[lumina.
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CbobuieHune 3a npuymHa 3a KK

MULTIPLE ANOMALIES DETECTED (OTKPUTW

MHOXECTBO AHOMAJTNW)

OokymeHT N2 1000000067940 v09
3AIN VITRO AMATHOCTNYHA YINOTPEBA.

OnucaHue

B npobaTa ce
OTKpUBaT ABe Unun
noeevye aHoManuu,
KOWTO MoraT ga
6baaT CboOLLLEHN
(BKNtOUUTENHO
LeNn XpOMO30OMHMU
aHeynongum
CNV cbbutus).
OTKpMBaHeTO Ha
MHOXEeCTBO
aHOMasnMm MoXxe
[a rnokasea
HenpaBuaHO
bopaBeHe ¢
npobaTa nnu no-
psaaKo cubutue,
KaTo
3/10Ka4YeCTBEHO
3abonsBaHe Ha
MaKkaTa.

ToBa cbobLLeHne e

npegynpexaeHue.
To He
npefacTasnaga
HeycneleH KK.
Pesyntatunte ce
cbobulasarT, 3a ga

MoOXeTe fa BuguTe

OTKpUTUTE
aHomManun. Moxe
obaue pace
HanoXxw ga
obpaboTute
NOBTOPHO
npobara.

MpenopbunTenHo
AencTteune

[MoBTOpHa
obpaboTka Ha
npoba.
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CbobuieHune 3a npuymHa 3a KK

NTC SAMPLE WITH HIGH COVERAGE (NTC NPOBA
C BMCOKO NOKPUTHE)

CANCELLED (OTMEHEHA)

INVALIDATED (MHBAJNTMOVPAHA)

donbnHuTeneH otyer

MpenopbunTenHo

OnucaHue .
pencTene

OTkputo e ronamo  MoBTOpHa
nokputue sa NTC obpaboTka Ha
npoba (He ce npoba.
ovakea [HK

mMaTepwuan).

Bb3MOXHO e

npuynHaTa ga e
KOHTaMUWHMpaHe

WNW HenpaBusHa

obpaboTka Ha

npobaTa.

MNpobaTae He e npunoxumo.
OTKasaHa oT
notpebutens.

MNpobaTae He e npunoxumo.
WHBanugupaHa ot
notpebutens.

JOMbAHNTENHNAT OTUYET CbAbPXKA AaHHU 33 AOMBJIHUTENHU NMOKa3aTe/ M Bb3 OCHOBA Ha napTuaa, r|p06a
NN PErnoH. B To3n oTUeT BCEKM pen npegctaBnfaBa UsSMepBaHe. MHOXeCcTBO n3MepBaHMA ce npunarat

3a eflHa 1 cbla NapTunga, npoba UM pernoH.

dannsT, pas3geneH c Ta6ynaTopM, UMa LeCT KOJTOHK, KaKTOo e ONMcaHo B crieHaTa Tabnuua.

Type
KonoHa OnucaHue yp

(Twun)
flowcell Bapkopg 3a noToyHaTa kneTtka.  text
batch_ MIMe Ha cboTBeTHaTa napTuga. text
name
sample_  bapkop 3a npobaTa. text
barcode

OokymeHT N2 1000000067940 v09
3AIN VITRO AMATHOCTNYHA YINOTPEBA.

Regex
~a-zA-Z0-9_-1{1,36}$%

*a-zA-Z0-9_-1{1,36}$

NA (Henpunoxmmo) 3a UsmMepBaHeTo Ha

OTAENHUTE NapTUaM.
~a-zA-Z0-9_-1{1,36}$%
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KonoHa

region

metric_
name

metric_
value

Type
OnucaHune yp
(Twvn)
Mnu uanaTta xpoMosomMa, Uin text
onucaHue Ha obnacTTa Ha
yacTM4YHaTa geneynsa nnm
aynnukaums.
MmMe Ha onncaHoTo text
n3MepBaHe.
CTOMHOCT Ha U3SMepBaHeToO. varies

M3MepBaHVIF| B AONBJIHUTENTHUA OTHEeT

LOonMbNHUTENHNAT OTYET CbAbPXKA AaHHU 3a CriefHUTE n3mepBaHnsa. BcAko nsmepsBaHe ce nosiBsBa 3a

naptuga, 3a npoba unv 3a Pervio.

M3mepBaHUATa 3a XpOMO30Ma X ce nosiBABaT caMo ako nsbepeTe onuumnTe 3a NosoBa XxpoMmosomMa Yes

(Oa) unn SCA.

[nanasoHnTe Ha CTOMHOCTMTE ce nNokaseaT KaTo Minimum Value (MrMHMManHa cToHocT), Maximum

Regex

NA (Henpuno>xnmMo) 3a namepBaHe Ha
OTAENHN NapTUGM NN OTHENHN Npobun.
chr[12]?[0-9X] — 3a namepBaHUA Ha LAN
XPOMO30OMEH PErMOH.
(del|dup)\([12]?[0-9X1\)\(((p|q) [0-91{1,2}
(\.[0-91{1,2}1)?){2}\) — 3@ YaCTNYHM
N3MepBaHuMA Ha permoHa Ha geneyus
Unun gynnvkauyms.

~a-zA-Z0-9_-1{1,36}$%

HanpaseTe cripaska c VismMepBaHUA B
AOMbIIHNTENIHNA OTYET Ha CTpaHuLa 74.

Value (MakcumanHa CTOMHOCT) B KpbIrv Unuv KBagpaTHM cKobu. Kpbrimte ckobu nokaseaT, e fageHa
KpanHa CTOMHOCT € U3knoYeHa oT obxBaTa. KBagpaTHMUTE CKOOM NOKasBaT, Ye fgajeHa KpanHa
CTOMHOCT € BKJItoYeHa B o6xBaTa. Inf € CbKpalleHune 3a 6e3KpanHoCT.

Regex nnm
MUme Ha Frequency Type
OnucaHue AunanasoH Ha
usmepBaHeto (YectoTa) (Twn) .
CTOMHOCTTA
genome_ 3aoTpenHa CucTemarta OT KOOpAMHATK 3a text "GRCh37%
assembly napTvaa nogpaBHABaHe Ha AaHHUTE 33

nocnegoBaTeNHOCTTa U
KOOpAMHATUTE Ha permoHa Ha
oTyeTa. BuHarn GRCh37 3a VeriSeq

NIPT Solution v2.

OokymeHT N2 1000000067940 v09
3AIN VITRO AMATHOCTNYHA YINOTPEBA.
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MNme Ha Frequency
usmMmepBaHeto (YectoTa)

frag_size_dist Ha npoba

fetal_fraction Ha npoba

NCV_X Ha npoba
NCV_Y Ha npoba
number_of_ Ha npoba
cnv_events

OokymeHT N2 1000000067940 v09

Type

OnucaHwue
nucaHu (Tun)

CTaHpoapTHO OTKJIOHEHWE Ha float
pasnuknTe Mexay AeNCTBUTENTHOTO

M 04aKBaHOTO KYyMynaTUBHO
pasnpegeneHne Ha pasMepa Ha
bparmeHTUTE.

CoobueHa deTanHa dppakums. float

HopManunanpaHa XpoMO30MHa float
CTOMHOCT 3a X XpomMo30oMa.

MNosBsiBa ce caMo ako onumaTa 3a
cbobLllaBaHe 3a nososBaTta

XpOMO30Ma ro no3sosisBea. B

NPOTMBEH Clly4yan ToBa U3MepBaHe

ce nosBsaBa Kato NOT TESTED (HE E
TECTBAHO).

HopmanuanpaHa XxpoMO30MHa float
CTOWHOCT 3a Y XpoMoO30Ma.

MosiBABa ce caMo ako onuuATa 3a
cbobLlaBaHe 3a nosioBaTta

XpoMo30Ma ro nossosnsea. B

NPOTMBEH Cllyyan ToBa U3MepBaHe

ce nosesBa kato NOT TESTED (HE E
TECTBAHO).

Bpoit Ha pernoHu c YacTu4HU integer
Jeneuuy unun oynnvkauum, oTKpuTu
B npobara.

3AIN VITRO AMATHOCTUYHA YIMOTPEBA.

Regex unu
JnanasoH Ha
CTOMHOCTTA

(O, Inf)

(0,1
(-Inf, Inf)

(-Inf, Inf)

(0, Inf)
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MNme Ha Frequency
usmMmepBaHeto (YectoTa)

non_excluded_ Hanpoba
sites

OokymeHT N2 1000000067940 v09

OnucaHwue

Bpow Ha pasuuTaHuaTa, ocTaHanu
cnep ounTpupaHe, KOUTO ce oTunTaT
3a aHanus.

3anpobu ¢ =2 munmoHa nnm =60
MUnnoHa pasuuntanus KK Ha aHanmsa
€ HeycCreLleH 1 ce Nnokasea
cbobuieHune 3a FAILED iFACT
(HEYCIMELLEH iFACT). NES e eguH oT
HAKONKOTO cneunduyHmn
nokasaTenu, N3rnon3eBaHn 3a
nsumcnasaHe Ha KK Ha iFACT nHe e
eAVHCTBEHUNAT onpeaensw, GakTop
3a pesyntaTu Npu NnpeMmHaBaHe unum
HEeM3npPaBHOCT.

3AIN VITRO AMATHOCTUYHA YIMOTPEBA.

Type
(Twn)

integer

Regex unu
JnanasoH Ha
CTOMHOCTTA

(O, Inf)
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Nme Ha
n3MepBaHeToO

region_
classification

chromosome

start_base

end_base

OokymeHT N2 1000000067940 v09

Frequency

(YecToTa)

Ha pervoH

Ha pervoH

Ha pervoH

Ha pervoH

Type

OnucaHwue
nucaHu (Tun)

Knacuounkaums Ha permoHa ot text
CncTteMaTa B CblnA d)opmaT KaTo
noneto anomaly_description B
oT4yeTa NIPT.

3a XxpoMo30oMa X, aKo He e OTKpuTa
noasiexatla Ha cbobu,aBaHe
aHOMainAa Ha noJioBaTa XpoOMO30Ma,
KJ'IaCVId)VIKaLWIFITa Ha pernmoHa
CbOTBETCTBa Ha CTOMHOCTTAa Ha
class_sx B otyeTta NIPT.

Onuum 3a CTOMHOCT (regex):
DETECTED (OTKPUTW): (\+]-)[12]?
[0-9]

DETECTED (OTKPUTMW): (del|dup)\
([1212[0-91\\(((p|a) [0-91{1,2}(\.[0-9]
{1,2)7){2}\)

NO ANOMALY DETECTED (HE E
OTKPUTA AHOMAJINS)

DETECTED (OTKPUTMW):
(XO|XXX|XXY|XYY)[NO ANOMALY
DETECTED - XX|NO ANOMALY
DETECTED - XY|NOT
REPORTABLE|CHR Y PRESENT|CHR
Y NOT PRESENT
((XO|XXX|XXY|XYY)|HE E OTKPUTA
AHOMAJNSA - XX|HE E OTKPUTA
AHOMANWSA - XY |HEMNOANEXALLO
HA CboBLLIABAHE|HATTMYHA Y
XPOMO3OMA|HE E HANIMYHA Y
XPOMO30MA)

CnMBONBT 3a XpOMO30Ma. text

MbpBaTa 6a3sa, BKIOYEHa B pernoHa. integer

MocnepHaTa 6a3a, BKHOYEHA B
pervoxa.

integer

3AIN VITRO AMATHOCTUYHA YIMOTPEBA.

Regex unu
JnanasoH Ha
CTOMHOCTTA

CToviHoCTH,
[MOCOYEHU B
Description
(OnucaHune).

chr[12]?[0-
9X]

[1, Inf)
[1, Inf)

77



PvkoBoacTBo Ha codTyepa VeriSeq NIPT Solution v2 -1VD

Regex unu
NUme Ha Frequency Type
OnucaHwue JnanasoH Ha
usmMmepBaHeto (YectoTa) (Twn) .
CTOMHOCTTA
start_ Ha pervoH LinToreHeTU4Ha neHTa Ha NbpBaTa text (p|a)[0-9]
cytoband 0asa, BK/Il0UEeHa B pernoHa. {1,2}(\.[0-9]
{1,2})?
end_cytoband Ha pervoH LinToreHeTn4Ha NeHTa Ha text (p|q)[O—9]
rnocnepHata 6a3a, BKMtOYEHa B {1,2}(\.[0-9]
pervoHa. {1,2})?
region_size_ Ha pervioH PasmepbT Ha pervoHa B merabasu. float (O, Inf)
mb
region_IIr_ Ha pervoH PesyntaTtbT 3a LLR (CbOTHOLWEHNE float (-Inf, Inf)
trisomy Ha norapuTMMYHO Npaegonogobue)

3a TpM30MUS 3a permoHa. Nokasea
[oKasaTesnicTBaTa 3a TpU3oMuS B
CpaBHeHMe C foKasaTencTeaTa 3a
nvnca Ha npoMsiHa (gmusomusn). AKo
TO3n pesynTaT 3a LLR HagBuwaga
npegBapuUTeNIHO onpeaesneH npar, ce
onpeaens TpUsoMus.

3a 4yacTuYHu geneunmn nnm
AynnvKauum ToBa U3MepBaHe ce
nosiBsiBa CaMo ako BUAbLT € ycuneaHe
(dup).

B npoTuBeH cnyyait ToBa U3MepBaHe
ce nosgsBa kaTo not applicable
(HeMpuNoXxumo).

OokymeHT N2 1000000067940 v09
3AIN VITRO AMATHOCTNYHA YINOTPEBA.
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Regex unu
MNme Ha Frequency Type
OnucaHwue JnanasoH Ha
usmMmepBaHeto (YectoTa) (Twn) .
CTOMHOCTTA

region_IIr_ Ha pervoH PesyntaTbT 3a LLR 3a MoHO30MUA 32 float (-Inf, Inf)

monosomy perunoHa. lNokassa gokasaTtencreaTta
32 MOHO30MMS B CPaBHEHME C
JOoKasaTesicTBaTa 3a unca Ha
npomsHa (ansomus). Onpepens ce
MOHO30MMUS, aKo TO3W pesynTarT 3a
LLR HapgBuWwaBa npeaBapuUTenHo
onpegeneH npar.
3a YyacTuyHM geneynmn nnu
AynnavkKauumm ToBa UsMepBaHe ce
nosiBsiBa caMo ako BUABT e 3aryba
(del). B npoTuBeH cnyyan ToBa
n3MepBaHe ce nosieaBa KaTo not
applicable (Henpnnoxumo).
ToBa nsMepBaHe ce nosiBsiBa KaTo
NOT TESTED (HE E TECTBAHO), ako
nsbepeTe ga nsBbpwNTE 6a30BMUA
TUMN CKPUHWHT.

region_t_stat_  Ha pervoH T-cTaTUCTMKaTa 3a pernoHa. T- float (-Inf, Inf)

long_reads cTaTUCTUKaTa e pasnnkaTa B
NMOKPUTUETO MEXAY PErMoHa v
OCTaHanaTa 4acT OT reHomMa B
CpaBHEHMe C BapuaLmaTa B npobaTa.
ToBa e u3aMepBaHe CUrHan-wyMm,
KOeTO ynaBs OTKpUBaeMoCTTa Ha
BCSKa NPOMSIHa B MOKPUTUNETO B
peruoHa. long_reads” nokassa, ye
NOKPUTUETO, N3MON3BAHO 3a Tasu t-
CTaTUCTMKa, BK/IFOYBA NbJIHMA Habop
OT pasMepu Ha pparmMeHTH,
M3MoNn3BaHu NP aHanmsa.
T-cTaTUCTMKaTa ce KOMBUHMpPa ¢
deTanHaTa ¢pakuma, Us4McneHa sa
npobaTa, 3a fa reHepupa pesyntatu
3a LLR.

OokymeHT N2 1000000067940 v09
3AIN VITRO AMATHOCTNYHA YINOTPEBA.
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Regex unu
MNme Ha Frequency Type
OnucaHwue JnanasoH Ha
usmMmepBaHeto (YectoTa) (Twn) .
CTOMHOCTTA

region_ Ha pervoH OenbT Ha peTanHmMa MaTepuan, float (-Inf, Inf)

mosaic_ratio KOWTO e aHeynnounaeH. Toea
n3MepBaHe ce OCHOBaBa Ha
CbOTHOLLIEHNETO Ha peTanHaTa
bpakuus, nssegeHa oT NOKPUTUETO
Ha pernoHa kbM peTanHaTa dpakuyms
3a npobaTa. B npobu c peTanHu
dpakymn, 613K 4o HynaTa,
MO3ae4yHNTEe CbOTHOLIEHUA MoraT fa
npvemMar oTpuuaTesIHU CTOMHOCTU
nopagwv BapnabunHocTTa B
NPUBN3UTENHOTO N3UYNCIIEHME Ha
deTanHaTa dppakumsa B npobaTa,
n3ronseaHa npu TAXHOTO
n3ymncnsBaHe.

region_ Ha pervoH PesyntaTtbT 3a LLR 3a Tpusomus, float (-Inf, Inf)
mosaic_lIr_ MU34nCneH c NoMoLLTa Ha peTanHaTa
trisomy bpakuma, nssegeHa oT NOKPUTUETO B

pervoHa, BMecTo dpeTanHaTa

dpakunsa 3a npobaTta. 3a YaCTUYHK

aeneuum unun aynnvkauum Toea

n3MepBaHe ce nosiBABa caMo ako

BUADBT e ycuneaHe (dup). B npoTneeH

Cny4an ToBa U3MepBaHe ce NnosiBsBa

KaTo hot applicable (HenpnnoXumo).

OokymeHT N2 1000000067940 v09
3AIN VITRO AMATHOCTNYHA YINOTPEBA.
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Regex unu
NUme Ha Frequency Type
OnucaHwue JnanasoH Ha
usmMmepBaHeto (YectoTa) (Twn) .
CTOMHOCTTA
region_ Ha pervoH PesyntaTbT 3a LLR 3a MOHO30MUS, float (-Inf, Inf)
mosaic_lIr_ M34YNCIEH C NOMOLLTa Ha peTanHaTa
monosomy bpakuus, nssefeHa oT NOKPUTNETO B

pernoHa, BMecTo ¢peTasnHaTa
dpakuma 3a npobaTta. 3a YaCTUYHK
aeneuuy unu gynavkKauum Toea
n3MepBaHe ce NnosiBABa CaMo ako
BUALT e 3aryba (del). B npoTmBeH
cny4ali ToBa M3MepBaHe Ce NosiBaBa
KaTo not applicable (Henpnnoxunmo).
ToBa n3mMepBaHe ce NosiABa KaTo
NOT TESTED (HE E TECTBAHO), ako
n3bepeTe ga n3BbpwNTE 6asoBMA
TUM CKPUHWHT.

OTyeT 3a MHBaNMgUupaHe Ha npoba

CuctemaTta reHepupa OTYeT 3a MHBaNugMpaHe Ha npobaTa 3a BCAKa MHBaNUgupaHa nuam HeycnewHa
npoba.

KonoHa OnucaHue Type (Tun) Regex
batch_ Mme Ha napTugaTa. text ~a-zA-Z0-
name 9_-1{1,36}$
sample_ YHuKaneH 6apkofg Ha UHBanuaunpaHaTa npoba. text *a-zA-Z0-
barcode 9_-1{1,36}%
reason MpepocTaBeHa oT NoTpebuTens npuYmnHa 3a text *a-zA-Z0-
WUHBanManpaHe Ha npobaTa. 9_-1(1,36}%
operator MoTpebntencko nMe Ha onepaTopa, UHBanugupan  text *a-zA-Z0-
NN MapKmpan KaTo HeycnelHa npobaTa. 9_-]
{1,36}$
timestamp  [JaTa 1 4ac Ha nHBanugmpaHe Ha npobara. Knermo 3a
Bpeme ISO
8601

OokymeHT N2 1000000067940 v09
3AIN VITRO AMATHOCTNYHA YINOTPEBA.
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OTyeT 3a OTMAHa Ha nNpoba

CuctemMaTa reHepupa oTYeT 3a OTMSAHA Ha NpobaTa 3a BCsiKa OTMeHeHa npoba.

KonoHa OnucaHue Type (Tun) Regex
batch_name Vme Ha napTugaTa. text *a-zA-Z0-9_-]
{1,36}$
sample_ YHuKaneH 6apkof Ha oTMeHeHaTa text *a-zA-Z0-9_-]
barcode npoba. {1,36}$
reason MpepnocTaBeHa OT NoTpebuTens text ~a-zA-Z0-9_-]
npV4YnHa 3a 0TMsHa Ha npobaTa. {1,36}%
operator MoTpebntencko nMe Ha onepaTtopa, text *Ma-zA-Z0-9_-]
OTMeHun npobarta. {1,36}$
timestamp [aTa 1 yac Ha 0OTMsiHa Ha NpobaTa. Knenmo 3a Bpeme
ISO 8601

OTuyeT 3a 3aABKa 3a NOBTOPHO TeCTBaHe Ha

obeanHaABaHe

OTyYeTHT 3a 3asBKa 3a MOBTOPHO TeCTBaHe Ha obeAnHsABaHe NokKassa, Ye MHBannanpaHo obegmnHaBaHe
MoXe fila 6bae obeanHeHO 0THOBO. CucTemMaTa reHepunpa oT4eT 3a 3adBKa 3a NOBTOPHO TeECTBaHe Ha
obeanHABaHe, KOraTo MbPBOTO OT A,BE Bb3MOXHU N3NbJIHABAHUA HA CEKBEHUPaHEe (obepuHaBaHMSA) 3a

TO3M TMN 06eanHsABaHe e MHBannanpaHo.

KonoHa OnucaHne
batch_ Mme Ha napTugara.
name

pool_type Tun obeanHaBaHe.

reason MpenocTaBeHa OT NOTPeGUTENs NpUUMHa 3a
NHBanNMAupaHe Ha NPeaxoaHOTO obeanHABaHe.

timestamp  [aTa u 4yac Ha 3aABKaTa.

OT4yeTn 3a Npoueca

Type (Twun) Regex

text *a-zA-Z0-
9_-1{1,36}$

enum A|B|C|E

text *a-zA-Z0-
9_-1{1,36}$

Knenmo 3a

BpeMme ISO

8601

Tosn pasgen cbabprka NnogpobHOCTN 3a OTYETUTE 3a NpoLeca, reHepupanm ot VeriSeq NIPT Assay

Software.

OokymeHT N2 1000000067940 v09
3AIN VITRO AMATHOCTNYHA YINOTPEBA.
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OTueT 3a MHULMUpPaHe Ha napTuaa

Cuctemata reHepupa Batch Initiation Report (OTuyeT 3a MHMUMMpPaHe Ha NapTuga), Korato napTugaTa e
WHULMMPaHa 1 BanngupaHa ycrnewHo npean n3onmpaHeTo Ha nnasma. OTyeTbT MoXe Aa 6bae
nsnpaTteH 0o LIMS, 3a ga nocoun, Ye napTuaaTa e cb3fajeHa v ga npefocTtaBn CMNCHK Ha CBbpP3aHn

npooéw.

KonoHa

batch_name

sample_barcode

sample_type

well

assay

method_version

workflow_manager_

version

Onucanne

Mme Ha napTugaTa.

YHuKaneH 6apkog Ha npobaTa.

Tun npoba B 6apkoaa Ha npobaTa.

fAAMKa, cBbp3aHa c npobaTa.

MNme Ha aHanu3za.

Bepcus Ha meTofa 3a

aBTOMaTn3aunA Ha aHannsa.

Bepcunsa Ha MeHngXXbpa Ha paboTHUA

npoLiec, CBbp3aHa ¢ napTuaara.

Type
(Twn)

text
text

enum

text

text

text

text

OTyeT 3a MHBaInanpaHe Ha naptunga

Regex

~a-zA-Z0-9_-1{1,36}%
~a-zA-Z0-9_-1{1,36}$%

singleton | control |

twin | ntc
~a-zA-Z1{1,1}[0-9]
{1,2}$
*a-zA-Z0-9_-]
{1,100}$

VeriSeq NIPT v2 Assay

~a-zA-Z0-9._ -]
{1,100}$

CucteMaTa reHepupa oTUeT 3a MHBaNMAMpaHe Ha napTuga, Korato napTuaaTta e uHBanugupaHa um

HeycreLlHa.

KonoHa

batch_
name

reason

operator

timestamp

OnucaHue

Mme Ha napTupaTa.

MpepocTaBeHa OT NOTPe6UTens
NpUYnHa 3a MHBanuaMpaHe Ha
napTuaa.

MHuumrann Ha onepaTtopa,
WHBanuaupaw, naptTugara.

[laTa v yac Ha HBanuaupaHe Ha
naptugaTa.

OokymeHT N2 1000000067940 v09
3AIN VITRO AMATHOCTNYHA YINOTPEBA.

Type (Twun)

text

text

text

Knenmo 3a Bpeme

ISO 8601

Regex
*Ma-zA-70-9_-]
{1,36}$
~a-zA-Z0-9_-]
{1,36}$

~a-zA-Z0-9_ -]
{1,36}$
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OTyeT 3a GUGNNOTEKA 3a Npobu

CucTtemaTa reHepupa oTyeT 3a 6M6IMOTEKA 3a MPO6BY NPK HEYCMNEX UM MHBaNUANPaHe Ha NapTuaa,

Nnpn ycrnewHo 3aBbpLIBaHe Ha 6ubnunoTtekaTta u npn ycnewHo 3aBbpLUIEHO KONMMYECTBEHO onpenendaHe.

Type

KonoHa OnucaHue Regex
(Twvn)
batch_name Mme Ha napTugaTa. text ~a-zA-Z0-9_-]
{1,36}$
sample_barcode YHukaneH 6apkop Ha npobaTa. text *a-zA-Z0-9_-]
{1,36}$
qc_status CbcTosiHME Ha NpobaTa cnep 3aBbpLuBaHe Ha enum pass | fail
eTanuTe Ha aHanusa.
gc_reason MpuunHa 3a cbCToAHMETO Ha KK. text ~a-zA-Z0-9_-]
{1,36}$
starting_volume  [TbpBOHayvaneH obemM Ha enpyseTKaTa 3a float
B3eMaHe Ha KpbB B ml No Bpeme Ha
M30/IMPaHETOo Ha niasma.
NHpeke MHpekc, cBbp3aH ¢ npobara. text ~a-zA-Z0-9_-]
{1,36}$
ccn_library_pg_ul KoHueHTpauma Ha 6ubnnotekata B pg/ul. float
plasma_ MoTpebutenckn KOMeHTapu Npu UsBbpLlBaHe  text *a-zA-Z0-9_-]
isolation_ Ha M30/MpaHe Ha nnasma (cBoboaeH TEKCT). {1,512}$
comments
cfdna_ MoTpebunTenckn KOMeHTapu Npu n3BbpLuBaHe  text *a-zA-Z0-9_-]
extraction_ Ha ekcTpakumsa Ha cfDNA (cBoboaeH TekcT). {1,512}$
comments
library_prep_ MNoTpebuTenckm KOMeHTapu Npu n3pbpuBaHe  text *a-zA-Z0-9_ -]
comments Ha NpUroTeBsiHe Ha 6ubnuoTekn (ceoboaeH {1,512}$
TEKCT).
quantitation_ MoTpebutenckn KOMeHTapu Npu nsBbpLiBaHe  text *a-zA-Z0-9_-]
comments Ha KOJIMYeCTBEHO onpeaensiHe (cBoboaeH {1,512}$
TEKCT).

OokymeHT N2 1000000067940 v09
3AIN VITRO AMATHOCTNYHA YINOTPEBA.
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OTyeT 3a BUGNINOTEKA OT peareHTun

CucTtemata reHepuvpa oTyeT 3a 6MGIMOTEKA OT peareHTV Npu Heycnex Uan HBanuampaHe Ha napTuaa,

Nnpn ycrnewHo 3aBbpLIBaHe Ha 6ubnunoTtekaTta u npn ycnewHo 3aBbpLUIEHO KONMMYECTBEHO onpenendaHe.

KonoHa

batch_
name

process

reagent_
name

lot
expiration_
date

operator

initiated

OnucaHune

Mme Ha napTupaTa.

Mme Ha npoLuec BbB popmaT
PROCESS:subprocess
(MPOLEC:noanpouec). Onunmn 3a CTONHOCT:

ISOLATION (M30JTALNA) - Batch_
validation, prespin, postspin, data_
transact.

EXTRACTION (EKCTPAKLINA) — Setup,
chemistry, data_transact.

LIBRARY (BEUBJIMOTEKA) — Setup,
chemistry, data_transact, complete.
QUANT (KOJTMYECTBEHO OMPEOENAHE)
— Setup, build_standards, build_384,
analysis, data_transact.

POOLING (OBEOVNHABAHE) — Analysis,
setup, pooling, data_transact, complete.

MMe Ha peareHT.

Bapkopg Ha peareHT.

CpOK Ha rogHocCT BbB popmMaT Ha
npounssoguTens.

MNMoTpebunTtencko nMe Ha onepaTtopa.

Knenmo 3a BpemMe 3a MHULUMpPaAHE, CBbP3aHo
C peareHTa.

OokymeHT N2 1000000067940 v09
3AIN VITRO AMATHOCTNYHA YINOTPEBA.

Type (Tun)

text

text

text

text

text

text

Knermo 3a
Bpeme ISO
8601

Regex
~a-zA-Z0-9_-]
{1,36}$
*MA-Z]{1,36}:
[a-z0-9_]
{1,36}$

*a-zA-Z0-9_
-1{1,36}$
~a-zA-Z0-9_
-1{1,36}$
~a-zA-Z0-9:/_
-1{1,100}$
*a-zA-Z0-9_
-1{1,36}$
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OTyeT 3a GUGNMOTEKA OT NNabopaTopeEH MHBEHTap

CucTtemaTa reHepupa oTyeT 3a 6M6MoTEKa OT labopaTopeH MHBEHTap Npw Heycnex unm
WHBanMamMpaHe Ha napTuaa, Npw ycreluHo 3aBbpliBaHe Ha 6UGNMoTeKaTa U Npu yCrelHo 3aBbpLUEHO
KOJIMYECTBEHO onpeaensHe

KonoHa

batch_name

labware_
name

labware_
barcode

initiated

OnucaHue

Mme Ha napTunpara.

NMme Ha nabopaTopHMA UHBEHTAP.

bapkop Ha nabopaTopHuA
MHBEHTaPp.

Knernmo 3a BpemMe Ha MHULUKUMpaHe,
CBbP3aHo ¢ nabopaTopHUA
WHBEHTaPp.

OokymeHT N2 1000000067940 v09
3AIN VITRO AMATHOCTNYHA YINOTPEBA.

Type (Tun)

text

text

text

Knenmo 3a Bpeme
ISO 8601

Regex
*a-zA-70-9_-]
{1,36}$
*a-zA-Z0-9 _-]
{1,36}$
~a-zA-Z0-9 _-]
{1,36}$

86



PvkoBoacTBo Ha codTyepa VeriSeq NIPT Solution v2 -1VD

OTyeT 3a KONMYECTBEHO onpeaensaHe Ha 6UbnnoTeKa

CucTtemaTa reHepupa oTuYeT 3a KOJIMYECTBEHO onpefensHe Ha GUbnnmoTeKka nNpu ycnewHo 3aBbpLluBaHe

Ha KOJIN4eCTBEHOTO onpeaesniaHe.

KonoHa OnucaHue

batch_name MmMe Ha napTugaTa.
quant_id LinopeHa naoeHtnoumkauyms.
instrument VIMe Ha MHCTpYMeEHTa 3a

KONIMYeCTBEHO onpenensHe
(cBOOOOEH TEKCT).

standard_r_ R-kBapgpar.

squared

standard_ [MpunokpuBaHe.

intercept

standard_ HaknoH.

slope

median_ccn_ CpefHa KOHLeHTpaLums Ha npobaTa.
pg_ul

qc_status KonuuectseH ctatyc Ha KK.
gc_reason OnucaHuve Ha NpuynHaTa 3a Heycnex,

aKO MMa TaKaBa.

initiated Knenmo 3a BpeMme 3a nHnymmnpaHe,
CBbP3aHO C KONMNYECTBEHO
onpepensHe.

Type (Tun)

text

long

text

float

float

float

float

enum

text

Kneinmo 3a

BpemMe ISO 8601

3anuc 3a o6paboTka Ha BUGNNOTEKMU

Regex
~a-zA-Z0-9_-]
{1,36}$

~a-zA-Z0-9_-]
{1,36}$

pass | fail
*a-zA-Z0-9_-]
{1,36}$

CucTtemMaTa reHepupa 3anuc 3a obpaboTka Ha BUBNMOTEKN B HAYaNOTO M 3aBbPLUBAHETO UMK HEycrnexa
Ha BCEKN NapTUAEH npouec,; npn Heycnex nnm niBanngupaHe Ha naptmnga,; n npu 3aBbpLlUBaHe Ha

aHanusa (reHepvpa ce 3a obeanHABaHe).

KonoHa OnucaHue
batch_ MMe Ha napTupaTa.
name

OokymeHT N2 1000000067940 v09
3AIN VITRO AMATHOCTNYHA YINOTPEBA.

Type (Twun)

text

Regex
*a-zA-Z0-9_-]
{1,36}$
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KonoHa

process

operator

instrument

started

finished

status

OnucaHune

MNMme Ha napTuaeH npolec BbB popmat

PROCESS:sub-process (MPOLEC:nognpouec).

Onuynm 3a CTONHOCT:

ISOLATION (M30J1ALNA) — Batch_validation,
prespin, postspin, data_transact.
EXTRACTION (EKCTPAKLINA) — Setup,
chemistry, data_transact.

LIBRARY (BEMBJTMOTEKA) — Setup, chemistry,
data_transact, complete.

QUANT (KOJTMYECTBEHO OMPEOENAHE) —
Setup, build_standards, build_384, analysis,
data_transact.

POOLING (OBEOMNHABAHE) — Analysis, setup,
pooling, data_transact, complete.

MHuLManmn Ha onepaTopa.

MMe Ha MHCTpYMeHTa.

[NaTta 1 yac Ha cTapTupaHe Ha NnapTUaHUSA
npouec.

[aTta n yac Ha 3aBbpLUBaHe UM Heycnex Ha
napTngHna npouec.

Tekylwa napTuaa.

OokymeHT N2 1000000067940 v09
3AIN VITRO AMATHOCTNYHA YINOTPEBA.

Type (Twvn)

text

text

text

Knenmo 3a
BpeMme ISO
8601

Knenmo 3a
Bpeme ISO
8601

enum

Regex
~MA-Z]{1,36}:
[a-z0-9_]
{1,36}$

*a-zA-Z0-9_
-1{1,36}$
~a-zA-Z0-9_
-1{1,36}$

completed |
failed | started
| aborted
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OTyeT 3a obeanHABaHe

CuctemMaTa reHepupa oT4yeT 3a obenHsABaHe Npu YCNeLWHo 3aBbpLUBaHe Ha BubnuoTekaTa, Npu
Heycnex Ha napTugaTa v Npu NHBanMAaMpaHe Ha NapTnaa, ako CbOUTNETO HAaCTBNW Clef 3anoyBaHe Ha
obegnHABaHeTO.

KonoHa

batch_name

sample_barcode

pool_barcode

pool_type

pooling_volume

ul

pooling_
comments

OTyeT 3a MHBaAJINANPAHE Ha obegunHABaHe

OnucaHue

MMe Ha napTugaTa.

Bapkof Ha 06eMHABaHe, CBbP3aH C

npoba.

Twun obeanHsaBaHe, cBbp3aH ¢ Npoba.

O6eM 3a obeanHaBaHe B I.

MoTpebuTenckn KOMeHTapwu Npwu

YHuKaneH 6apkog Ha npobarTa.

Type
(Twun)
text
text

text

enum

float

text

M3BbpLUBaHe Ha obeanHsaBaHe (cBoboaeH

TEKCT).

Regex

~a-zA-Z0-9_-]
{1,36}$
~a-zA-Z0-9_-]
{1,36}%
*a-zA-Z0-9_-]
{1,36}%
A|B|C|E

"[a-zA-Z0-9_-]
{1,512}$

CuctemMaTa reHepupa oT4UeT 3a MHBanuaupaHe Ha obegunHABaHe, Korato obeaAnHsABaHETO €

MHBannanpaHo.

KonoHa

batch_
name

pool_
barcode

reason

operator

timestamp

Onucanne

MmMe Ha napTugaTa.

bapkopg Ha o6eanHsABaHETO 3a
WHBaNUAMPaHoOTO obenHABaHe.

MpepocTaBeHa OT NoTpeduTens
nNpuYMHa 3a MHBaNUAMpaHe Ha
obegunHABaHe

MHuLMann Ha onepaTopa, KONTO €
WHBanuampan obegnHABaHeTO.

[laTa n yac Ha nHBanugupaHe Ha
obeanHABaHeETO.

OokymeHT N2 1000000067940 v09
3AIN VITRO AMATHOCTNYHA YINOTPEBA.

Type (Twvn)

text

text

text

text

Knenmo 3a Bpeme
ISO 8601

Regex
~a-zA-Z0-9_-]
{1,36}$
~a-zA-Z0-9_-]
{1,36}$
*a-zA-Z0-9_-]
{1,36}$

~a-zA-Z0-9_-]
{1,36}%
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OT4yeT Ha ceKBeHUpaHe

CuctemaTa reHepupa OTUET 3a CEKBEHMpPaAHE 3a U3MbJ/IHABAHETO Ha CEKBEHLMATA, KOraTo
CEeKBEHUPaHEeTO 3aBbPLUN NN BPEMETO MY U3Te4e.

KonoHa

batch_name

pool_barcode

instrument

flowcell

software_
version

run_folder
sequencing_
status

gc_status

qgc_reason

cluster_density

pct_q30
pct_pf

¢dasnpaHe

npedasnpaHe

Onucanne

Mme Ha napTugaTa.

Bapkop Ha obeanHABaHe, CBbP3aH C
U3MbJIHABaHE Ha CeKBeHUpaHe.

CepureH HoMep Ha cucTemaTa 3a
CeKBeHUpaHe.

[MoTouHa KneTKa, cBbp3aHa C
N3MbJIHABaHE Ha CEKBEHMPaHe.

CbyeTaHune Ha copTyepHO
npunoXxeHne/Bepcus, N3Non3eaHo 3a
reHepupaHe Ha faHHUTEe Ha cucTemMa 3a
CeKBeHUpaHe.

MMe Ha nankaTa 3a nsnbsiHABaHe Ha
CeKBeHupaHe.

CbCTOfIHME Ha N3MbJIHABAHE Ha
CeKBeHupaHe.

CbcTosHMe Ha KK Ha nanbHsaBaHe Ha
CeKBeHUpaHe.

MpuunHm 3a KK 3a Heycnexa Ha KK,
CTOMHOCTW, PasfeneHmn ¢ Touka u
3aneTas.

KnbcTepHa NAbTHOCT (MepgmaHa Ha
NMOTOYHa KNeTKa B NN0oYKNTE).

MpoueHT 6a3m Hag Q30.

dUNTHLP 3a NpPeMmnHaBaHe C pa3ynTaHnus
Ha NPOLEeHTW.

dasupaHe.

MpedasnpaHe.

OokymeHT N2 1000000067940 v09
3AIN VITRO AMATHOCTNYHA YINOTPEBA.

Type (Tun)

text

text

text

text

text

text

enum

enum

text

float

float

float

float

float

Regex
~a-zA-Z0-9_-]
{1,36}%
*a-zA-Z0-9_-]
{1,36}%
*Ma-zA-Z0-9_-]
{1,36}%
~a-zA-Z0-9_ -]
{1,36}$

ra-zA-Z0-9_-1+$

completed | timed
out | failed

pass | fail | error

~a-zA-Z0-9_-]
{1,36}%
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KonoHa

predicted_
aligned_reads

started

completed

OnucaHune

[MporHosupaHo nogpaBHEHO
pasuyMTaHe.

Knernmo 3a BpemMe, CBbP3aHO CbC
CTapTUpaHe Ha CEKBEHNPAHETO.

Knenmo 3a BpeMe, CBbp3aHO CbC
3aBbpLUBaHe Ha CEKBEHNPAHETO.

OTyeT 3a HeycChneweH aHaJin3

CucteMaTa reHepumpa oTUeT 3a HeyCrnelweH aHanna, KoraTo MakcUManHuAT 6por oNnTK 3a aHans ca

HeycnewHn 3a N3nNbJIHABAHETO Ha CEKBEHUNPAHETO.

KonoHa

batch_name

pool_barcode

flowcell

sequencing_run_
folder

analysis_run_
status

timestarted

timefinished

OnucaHue

Mme Ha napTunpara.

Bapkopa Ha o6efnHABaAHETO, CBbP3aH C
HeycnelweH aHanms.

bapkop Ha noToYHaTa KneTKa, CBbp3aH
C HeycnelweH aHanums.

[lanka 3a n3nbnHABaHe Ha
CEeKBEHUpaHe, CBbp3aHa C HeycneLleH
aHanus.

CbCTOSIHME 3a U3MbJIHABaHE Ha
CeKBeHupaHe, CBbP3aHO C HeycrneLweH
aHanums.

Knenmo 3a BpemMe, CBbP3aHO CbC
CTapTupaHe Ha aHanusa.

Knenmo 3a Bpeme, CBbP3aHO C Heycnex
Ha aHanusa.

OokymeHT N2 1000000067940 v09
3AIN VITRO AMATHOCTNYHA YINOTPEBA.

Type (Tun)

long

Kneinmo 3a
Bpeme ISO
8601

Knernmo 3a
Bpeme ISO
8601

Type (Twun)

text

text

text

text

text

Kneinmo 3a
BpeMme ISO
8601

Knermo 3a
Bpeme ISO
8601

Regex

Regex
*a-zA-Z0-9_-]
{1,36}%
~a-zA-Z0-9_-]
{1,36}%
~a-zA-Z0-9_-]
{1,36}%
~a-zA-70-9_]+$

Aa-zA-Z0-9_1+$
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"'¥93dLOUA YHRULOOHIVMNT OYLIA NI VE

60A 076£90000000L 5N LHaWAXOTT

6

OTCTpaHFIBaHe Ha HEU3TMNPaBHOCTU

BbBeaoeHue

MomouTa 3a OTCTpaHABaHe Ha HenanpaBHOCTU Ha VeriSeq NIPT Solution v2 BktouBa cnegHuTe GyHKUNKU:
* VeriSeq NIPT Assay Software n cucteMHu n3secTus.
* [lpenopbuynTenHM AeNCTBUSA 32 CUCTEMHU Npobiemu.

*  WMHCTPYKUWM 3@ U3BBPLUBAHE Ha NPeBaHTUBHWN aHaNN3n 1 aHann3m Ha 0TKasu C U3NoNA3BaHe Ha NpeABapUTENHO MHCTaNMpaHn 4aHHn
OT TeCToOBe.

13BeCcTna B copTyepa 3a aHanums

Tosun pasgen onucea nssectusaTa B VeriSeq NIPT Assay Software.

U3BecTUA 3a Hanpeanbok

M3BecTuATa 3a HanpeabK NOKa3BaT HOPMasHWUA HanpeabK Ha N3MbJIHABAHETO Ha aHanmsa. Tesn N3BeCTUs Ce perncTpupaT KaTo
Activities ([JeiHOCTN) N HE N3NCKBAT HMKAKBWU AENCTBUA Ha NOTpebuTens.

HuBo Ha . MpenopbuuTenHo
N3BecTuHe Ctbnka Kora Nmenn .
npepynpexpaeHne hencrteune
Batch initiation MpuroTBAHe MoTpebutenart ecbsgan  [enHocT Ja He e npunoxwumo.
(MHUUMMpaHe Ha Ha HOBa napTuga.
napTunga) ononuoTekun

AAl - ZA uonn|os 1 dIN basuap edaALdpod eH ogLoTogodad



"'¥93dLOUA YHRULOOHIVMNT OYLIA NI VE

60A 076£90000000L 5N LHaWAXOTT

€6

N3BecTHe CTbnka

Batch Library Complete MpuroTBAHE
(BubnmnotekaTa c Ha

napTugmn e saBbpLUeHa) onbnnoTekn
Pool Complete MpuroTeaHe
(ObepgunHaBaHeTO € Ha
3aBbpPLUEHO) onbnunoTekun
Sequencing Started CekBeHupaHe
(CekBeHupaHeTO €

CTapTupaHo)

Sequencing QC passed CekBeHupaHe
(KK 3a cekBeHupaHeTO €

npemuHan)

Sequencing Run CekBeHupaHe
Associated With Pool

(M3nbnHABaHe Ha

CEeKBEHMpPaHe, CBbP3aHo C

obeanHABaHe)

Analysis Started AHanus

(CtapTupaH aHanums)

Kora

BubnnoTtekaTa e
3aBbplUeHa 3a TekyllaTa
naptuga.

ObepuHaBaHeTo €
reHepupaHo oT napTuga.

CuctemaTa OTKpU HOBa
nanka c AaHHu 3a
CeKBeHMpaHe.

N3nbnHABaHeTO Ha
CeKBeHupaHe e
3aBbPLUEHO U
nposepkaTa 3a KK 3a
CeKBeHMpaHeTo e
npemMmnHara.

M3nbnHaBaHeTOo Ha
CeKBEeHMpaHe e ycnewHo
CBbP3aHO C U3BECTHO
obeaunHABaHe.

AHanusbT e cTapTUpaH
3a MOCOYEHOTOo
N3NbJIHABAHE Ha
CekBeHupaHe.

HuBo Ha
npeaynpexpeHue

[JenHocTt

JenHocTt

[enHocTt

[enHocTt

[enHocTt

[enHocTt

Nmenn

He

He

He

He

He

Ha

MpenopbunTenHo
aencrteue

He e npunoxwumo.

He e npunoxumo.

He e npunoxwnmo.

He e npunoxwumo.

He e npunoxwnmo.

He e npunoxwnmo.

AAl - ZA uonn|os 1 dIN basuap edaALdpod eH ogLoTogodad
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60A 076£90000000L 5N LHaWAXOTT

V6

N3BecTHe CTbnka

Analysis Completed NIPT  Cnep aHanus
Report Generated

(TeHepupaH oTYeT 3a

3aBbpLUEH aHanns Ha

NIPT)

HuBo Ha
npeaynpexpeHue

Kora

AHanMsbT e 3aBbPLUEH U [enHocTt
oTyeTUTe ca
reHepupaHu.

Nmenn

Oa

MpenopbunTenHo
aencrteue

He e npunoxwumo.

AAl - ZA uonn|os 1 dIN basuap edaALdpod eH ogLoTogodad



U3BecTua 3a UHBanugupaHe

MN3BecTnATa 3a MHBaNManpaHe nokaseaT CbOMTUA, KOUTO Ce CNyyBaT B CUCTEMAaTa Nopaav MHBanUamMpaHe oT CTpaHa Ha noTpebuTens
Ha napTuaa uny obeauHaeaHe Ypes Workflow Manager (MeHaXbp Ha paboTHUA NOTOK). Te3n M3BecTusA ce permctpupat kato Notices

"'¥93dLOUA YHRULOOHIVMNT OYLIA NI VE

60A 076£90000000L 5N LHaWAXOTT

G6

(YBegomneHus) n He U3NCKBAT HUKAKBMK OENCTBUA Ha NoTpebuTtens.

UsBecTune CTbnka Kora Hugo Ha Umenn npvenop'quTenHo
npepynpexpaeHne hencrtene
MHBanugupaHe Ha napTtuga [lpuroresaHe MoTpebutenaT e YBeaoMrneHune Oa He e npunoxwumo.
Ha WHBanuAaupan napTuga.
onbnunoTtekun
Pool Invalidation — Repool MpuroTeaHe MNoTpebuTtenaT e YBepomneHue Ja He e npunoxumo.
(MHBanmuanpaHe Ha Ha WHBanuaunpan nbpBoTo
obenHABaHe — MOBTOPHO onbnnoTekun Bb3MOXHO
obeguHABaHe) obegunHnaBaHe (oT
onpeaeneH Tvn) 3a
napTtupara.
Pool Invalidation — Use MpuroTBAHE MoTpebutenaT e YBeaoMmneHune Oa He e npunoxwumo.
second aliquot Ha MHBanuaupan NbpBoTo
(MHBanuanpaHe Ha onbnnoTekn Bb3MOXXHO
obegunHnABaHe — obeauHaBaHe (oT
N3noss3BaHe Ha BTopa onpegeneH Tvn) 3a
anunkKBeoTa) napTtugara.
Sequencing Completed CekBeHMpaHe  M3Mb/HABAHETO Ha YBeaoMmrneHune Ja He e npunoxwnmo.

Pool Invalidated
(CekBeHupaHeTo €

CeKBeHUpaHeTo e
3aBbPLLUEHO, HO

3aBbPLUEHO, obefMHsABaHETO €
obefMHABaHETO € VHBaNUAMpPaHo oT
WHBaNUAMpPaHo) notpebutens.

AAl - ZA uonn|os 1 dIN basuap edaALdpod eH ogLoTogodad



"'¥93dLOUA YHRULOOHIVMNT OYLIA NI VE

60A 076£90000000L 5N LHaWAXOTT

96

N3BecTHe

Sequencing QC passed -
All samples are invalid (KK
3a CeKBeHMpaHe e
npemMuHaT — Bcuukm npobu
ca HeBanugHu)

Analysis Completed Pool
Invalidated (AHanus3bT €
3aBbpLUEH,
obefuHABaHeTO €
NHBaNMANPaHo)

CTtbnka

KK 3a
CeKBeHMpaHe

Cnep aHanus

Kora

MpoBepkaTa Ha KK 3a
N3NbJiHABaHE Ha
CEKBEHUpaHe e
3aBbplLUeHa, HO BCUYKU
npo6u ca HeBaNNgHMW.

AHaNU3bT € 3aBbpPLUEH,
HO 06eguHABAHETO €
WHBaNMANpPaHo oT
notpebutens.

Huneo Ha .
Nmeinn
npeaynpexpeHue
YBegomeHmne Oa
YBenomreHue Ha

MpenopbunTenHo
aencrteue

He e npunoxwumo.

He e npunoxumo.
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N3BecTunsa 3a NONpaBMMU rPELLKU

MonpaBumMnTe rpewwkmn ca ycnosus, npu komto VeriSeq NIPT Assay Software Moxe fa ce Bb3CTaHOBW, KOraTo NoTpebutenaT cnegga
npenopbYyaHoTo AencTame. AKO NpobneMbT NPOABIIXKAaBa, CBbPXETE Ce C 0TAeNa 3a TeXHUYeCcKa nogapbikka Ha lllumina.

N3BecTUe CTbnka Kora HuBO Ha Umenn I'Ip?nopquTenHo
npepynpexaeHve pencTeune
Missing Instrument  CekBeHupaHe CuctemaTta He Moxe  [lpepgynpexpeHune  [a o Ako unsnonssate NAS,
Path (Jluncealy, 0a Hamepwu/ga ce npoBepeTe MpexoeaTa
nbT 00 CBbpXXe KbM BbHLUHA Bpb3ka. HanpaseTe
WHCTPYMEHTA) nanka sa cnpaska
CeKBeHupaHe. ¢ lNpenopbynTesiHu

npoyenypwv 3a gevictene
Ha cTpaHuua 114

* Bb3moxHa xapayepHa
nospepa.
PecTapTupante
CbpBbpa. AKO
npo6nemMbT
npoabikasa,
nanpaTteTte MMens Ha
oTAena 3a TexHnyecka
noagpbXKa Ha lllumina.
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N3BecTHe Ctbnka

Insufficient Disk CekBeHupaHe
Space for

Sequencing

(HepocTtaTbuHO

ANCKOBO

NPOCTPaHCTBO 3a

CeKBeHMpaHe)

Sequencing Run CekBeHupaHe
Invalid Folder

(HeBannpgHa nanka

3a U3MbJIHABaHE Ha

CeKBeHNpaHe)

Kora

CucTtemMaTta oTKpw
HOBa Marnka ¢ AaHHu
3a CeKBeHupaHe, HO
npeLeHnBa, ye HAMa
[A0CTaTbYHO AMNCKOBO
NPOCTPaHCTBO 3a
JaHHUTe.

HeBanugHu 3Hauu B
nankaTa 3a
M3Nb/HABaHE Ha
CeKBeHupaHe.

npegynpexpaeHue

MpepynpexaeHne

MpepynpexaeHne

MpenopbunTenHo
pnencrteue

1. MNpoBepeTe HaNNMYHOTO
ANCKOBO MPOCTPaHCTBO.
HanpaBeTe crnpaBka

c lpenopbyuTesiHu
npowyenypv 3a gevicteue
Ha cTpaHuua 114.

2. OcBoboaeTe UCKOBO
NPOCTPaHCTBO Un
Ccb3fganTe pe3epBHO Konue
Ha fAaHHUTe. HanpaseTe
cnpaska

¢ lpenopbyntesiHu
rpowueanypv 3a gevictemne
Ha cTpaHuua 114.

MankaTa 3a n3nbiHABaHe
Ha CeKBeHMpaHe
npenmeHyBaHa
HenpaBW/IHO.
MNpenmeHyBariTe
M3MbIHABAHETO C BaJMAHO
nme.
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N3BecTHe

Sequencing
Started but Pool
Barcode File
Missing
(CekBeHMpaHeTO
3arno4yHa, Ho
nuncea ¢ann c
6apkog Ha
obenHABaHETO)

Cannot Verify
Sequencing Run
Completion (He
MOXe fa ce
NoTBBbPAU
3aBbpLUBAHETO Ha

N3NbJIHABAHETO Ha

CEeKBEHMPAHETO)

Ctbnka

CekBeHUpaHe

CekBeHupaHe

HuBo Ha .
Kora Nmeinn
npepynpexpaeHne

CodTyepbT He
oTKpuBa ¢anna,
cbabpxau 6apkoga
Ha obeaunHABaHeToO, B
npoab/keHne Ha 30
MWHYTU Cneg
3ano4ysaHe Ha
CeKBEHUNPAHETO.

MpeapynpexgeHne  [a

CodTyepbT He ycns
ba npoyeTe daina
CbC CbCTOSAHNETO Ha
3aBbpLUBaHe Ha
N3Mb/IHABAHETO B
nankaTa 3a
CeKBeHUpaHe.

Mpenynpexaenve  [a

MpenopbunTenHo
pnencrteue

Bb3moxHa noBpefa Ha
MHCTpYMeHTa unu Ha NAS.
MpoBepeTe
KOHOUrypaumsTa Ha
WHCTPYMEHTa n
MpexoBaTa Bpb3ka.
CucTemarta e npoabIiku
ha Tbpcu panna c bapkog,
Ha obefuHABaHETO,
[0KaTo He 3aBbpLUK
CeKBEHMpaHeTo.

Bb3MoXxHa xapayepHa
nospepa. PectaptupanTe
CbpBbpa. AKO NpobnemMbT
npogbiKaea, nsnpartete
MMeNnn Ha oTaena 3a
TexHn4yecka nogapbxKKa
Ha lllumina.
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N3BecTUe CTbnka

Missing Sample MpenBapuTeneH
Attributes aHanus
(NMvnceawwm

aTpnbyTn Ha

npo6a)

HuBo Ha .
Kora Umenn

npepynpexpaeHne
CodTyepbT HE MOXeE  YBeaoMIeHne Ha

Aa Hamepu
neduHnums 3a Tmn
npoba, onuusa 3a
nonosa XxpomMo3oma
NN TUN CKPUHWHT 33
HSIKOW OT NpobuTe.

MpenopbunTenHo
pnencrteue

3anocoyeHaTa npoba He
BAxa npegocTaBeHn eanH
Unn noBeye aTpuby TN Ha
npobaTa. BbBepete
nvnceawmTe aTpuby T Ha
npo6ata B Workflow
Manager (MeHnaxbp Ha
pPaboTHMS MOTOK) Unu
MHBanuanpanTe npobaTa,
3a fa No3BosmMTe Ha
copTyepa Aa NPOLBIIKN.
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N3BecTUe CTbnka

Sample Sheet MpenBapuTeneH
Generation failed aHanms
(HeycnewHo

reHepupaHe Ha
6naHkKa 3a npoba)

Hueo Ha -
Kora Nmeinn
npepynpexpaeHne

CodTyepbT He ycns MpeapynpexgeHne  [a
Oa reHepupa bnaHka
3a npoba.

MpenopbunTenHo
pnencrteue

« MpoBepeTe HaNMYHOTO

AVCKOBO MPOCTPaHCTBO.
HanpaBeTe crnpaBka

c lpenopbynTesiHu
npoyenypw 3a gevictene
Ha cTpaHuua 114. Ako
NPOCTPaHCTBOTO €
Manko, oceobogeTe
ANCKOBO

NPOCTPaHCTBO Un
cb3fanTe pe3epBHoO
Konue Ha faHHuTe.
HanpaBeTe crnpaBka

c lpenopbynTesiHu
npoyenypwv 3a gevictene
Ha cTpaHuua 114.

Ako nsnonseate NAS,
npoBepeTe MpexosaTa
Bpb3ka. HanpaeeTe
crnpaska

c lNpenopvyntesiHn
rnpouyenypv 3a gencTemne
Ha cTpaHuua 114.
Bb3amodxxHa xapayepHa
nospega.
PecTapTtupanTte
CcbpBbpa. AKO
npo6nembT
npoabKaBaa,
nsnparteTte UMenn Ha
oTAena 3a TexHnyecka
noagpbXKa Ha lllumina.
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N3BecTHe Ctbnka

Unable to check MpenBapuTeneH
disk space (He aHanms
MOXe fa ce

nposepu

ONCKOBOTO

NPOCTPaHCTBO)

Insufficient Disk MpepBapuTeneH
Space for Analysis  aHanus
(HepgocTtaTtbuHO

ONCKOBO

NPOCTPaHCTBO 3a

aHanus)

HuBo Ha

Kora Nmeinn

npegynpexpaeHue

CodTyepbT He ycns MpeapynpexgeHne  [a
Ja nposepu

ONCKOBOTO

NPOCTPAHCTBO.

CoopTyepbT oTKpU, e [lpegynpexpeHne  [a
HAMa [oCTaTbyHO

OVCKOBO

NPOCTPaHCTBO 3a

cTapTupaHe Ha HOBO

N3NbiHABaHe Ha

aHanus.

MpenopbunTenHo
pnencrteue

Ako nsnonseate NAS,
npoBepeTe MpeXxosaTa
Bpb3Ka. HanpaeeTte
cnpaskac
lpenopbynTenHn
rnpouenypv 3a gevictene
Ha cTpaHuua 114 N Ha
fencTeme 2 Ha cTpaHuua
114.

Bb3MoxxHa xapayepHa
nospepa.
PecTapTupante
CcbpBbpa. AKO
npo6nembT
npogbskaea,
nanpaTteTe UMens Ha
oTAena 3a TexHn4ecka
noagpbXKa Ha lllumina.

OcBobopeTe OUCKOBO
NPOCTPaHCTBO UKn
Ccb3fgarnTe pe3epBHO Konue
Ha JaHHUTe. HanpaseTe
cnpaeka c
lpenopbynTenHn
rpowyenypv 3a genicTemne
Ha cTpaHuua 114 N Ha

nencTeme 3 Ha cTpaHuLa

115.
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N3BecTHe Ctbnka

Unable to launch
Analysis Pipeline
(He moxe pga ce
CcTapTupa NMHUATA
3a aHanua)

MpenBapuTeneH
aHanus

Sequencing folder
Read/Write
permission failed
(PaspelueHuneTo 3a
yeTeHe/3anuc Ha
nankaTa 3a
CEKBEHUpPaHe e
HeyCneLHO)

MpepBapuTeneH
aHanus

Analysis Failed - AHanus
Retry (AHanmsbT
HeycneLleH —

onuTanTe OTHOBO)

Hueo Ha -
Kora Nmeinn
npepynpexpaeHne

CodTyepbT He ycns
Ja cTapTupa aHanms
3a JajeHaTa nanka 3a
CekBeHUpaHe.

MpeapynpexgeHne  [a

CodTyepHUAT TecT,
KOMTO npoBepsBa
paspelleHmeTo 3a
yeTeHe/3anunc B
nankaTa 3a
N3NbJIHABaHE Ha
CEKBEHUpPaHe, e
HeycneLleH.

MpepynpexpaeHne [a

AHanusbT €
HeycneLleH.
[MoBTOpPEH ONUT.

YBegomeHne [a

MpenopbunTenHo
pnencrteue

Bb3mMoxHa xapayepHa
nospepna. PectaptupanTe
CbpBbpa. AKO NpobnemMbT
npoabikaea, nsnpartete
UMeNs Ha oThena 3a
TexHnyecka nogapbXKKa
Ha lllumina.

o Ako unsnonseate NAS,
npoBepeTe MpexXosaTa
Bpb3ka. HanpaBeTe
cnpaska
c lNpenopbynTesiHn
rnpoueaypv 3a gevictene
Ha cTpaHuua 114.

* Bb3MoxHa xapayepHa
nospepa.
PecTapTupanTte
cbpBbpa. AKo
npo6nembuT
npoabikaBa,
nsnpaTteTe UMenn Ha
oThena 3a TexXHnyecka
noagpbXKa Ha lllumina.

None (HukakBa)
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N3BecTHe

Results Already
Reported
(PesyntaTtunTe Beye
ca cbobLeHwn)

Unable to deliver
email notifications
(He moraT pa ce
[ocTaBsaT
N3BECTUSA NO
nmenn)

Ctbnka

System
(Cuctema)

System
(Cuctema)

Kora

CooTyepsbT
YCTaHOBU, Yye oTyeT
NIPT Beye e
reHepupaH 3a
TeKyLwmsa Tin
obegunHnBaHe.

CunctemaTta He MOXe
[a [ocTaBun n3BecTus
rno uMmenn.

HuBo Ha
npepynpexpaeHne

[enHocTt

MpepynpexaeHne

Nmeinn

[a

NA

MpenopbunTenHo
pnencrteue

None (HukakBa)

1. MNpoBepeTe
BaNMAHOCTTa Ha
KOHOUrypaumnaTa Ha
umenn, peduHnpaHa B
cucTtemarta. HanpaseTe
cnpaska ¢ KoHpurypupaHe
Ha CUCTEMHU N3BECTUS 110
nmen1Ha cTpaHuya 37.

2. N3npaTeTe TecToB
uMenn. Hanpaesete
cnpaska ¢ KoHpurypupaHe
Ha CUCTEMHU U3BECTUSA MO
nmes1Ha cTpaHuua 37.

3. PecTtapTtupainTe
CbpBbpa. AKO NpobnemMbT
npogbikaea, nsnpartete
MMenn Ha oTaena 3a
TexHn4yecka nogapbXKa
Ha lllumina.
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N3BecTUe CTbnka

Time Skew MpuroTesHe Ha
Detected onbnuoTekmn
(OTkpuTO €

N3MecTBaHe Ha

BpPEMETO)

Hueo Ha -
Kora Nmeinn
npepynpexpaeHne

CodTyepbT OoTKpMBa
n3MecTBaHe Ha
BpeMeTo OT Hapg 1
MUHYTa Mexay
KNernMoTO 3a BpeEME,
npefocTaBeHo oT
Workflow Manager
(MeHnpxbp Ha
paboTHMA NOTOK), U
MeCTHOTO BpeMe Ha
cbpBbpa.

MpeapynpexageHne  He

MpenopbunTenHo
pnencrteue

1. MNpoBepeTe MECTHOTO
BpeMe Ha MalumHaTa ¢
Workflow Manager
(MeHnaxbp Ha paboTHUA
MoTOK).

2. MpoBepeTe NOKaNHOTO
BpeMe Ha JlokaneH
CbpBbP, OTUETEHO B yeb
noTpebuTenckus
nHTepdelic (pasgen Server
Status [CbcTOSiHME Ha
cbpBbpal).
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U3BecTuA 3a HernonpaBUMMN rPeLLKn

HenonpaBuMMTE rpeLlkn ca CbCTOSAHUA, KOUTO AOCTUraT A0 TEPMMUHANHO CHCTOAHME, MPU KOETO HUKAKBU AOMBAHUTENHN OENCTBUA HE

MoraT fa Bb30OHOBAT U3NbJIHABAHETO Ha aHanusa.

N3BecTUue

Batch Failure
(Heycnex Ha
napTnaa)

Ctbnka

MpuroTesfHe
Ha
61bnmoTeku

Kora

KK Ha napTuga e
HeycneLleH.

Hueo Ha
npepynpexaeHue

YBegomnenmne

Nmenn

Ha

MpenopbunuTenHo
nencrtene

PecTapTupante
NOCTaBAHETO Ha Nakn B
onbnuoTtekara.
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N3BecTHe Ctbnka

Report Generating CwbobwaBaHe
Failure

(HeycnewHo

reHepupaHe Ha

oTYerT)

HuBo Ha .
Kora Nmenn
npepynpexpaeHue

CuctemaTa He ycns MpeaynpexageHne  [a
Ja reHepupa oTyerT.

MpenopbunTenHo
pnencrteune

« MpoBepeTe HaNMYHOTO

OVCKOBO MPOCTPaHCTBO.
HanpaBeTe crnpaBka

c lpenopbynTesiHu
npowuenypv 3a gevicTene
Ha cTpaHuua 114. Ako
NPOCTPaHCTBOTO €
Manko, oceobogeTte
ANCKOBO MPOCTPaHCTBO
WU cb3ganTe pes3epBHO
Kornue Ha faHHuTe.
HanpaseTe cnpaBka

¢ lNpenopbyntesiHn
npoyenypwv 3a gevictene
Ha cTpaHuua 114.
Bb3MoXxHa xapayepHa
nospepga.
PecTtapTupanTte
cbpBbpa. AKO
npo6nembT
npogbikaea, nsnpartete
MMenn Ha oTaena 3a
TexHn4yecka nogapbxKka
Ha lllumina.
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N3BecTHe CTtbnka

Failed to Parse CekBeHMpaHe
Run Parameters

file (HeycnewHo

aHanusupaHe Ha

dannac

napameTpu 3a

M3nNbHABaHE)

Unrecognized Run CekBeHupaHe
Parameters

(HepasnosHaTtu

napameTpu Ha

N3Nb/HABaHE)

Kora

CunctemaTta He ycns
aa
oTBOpW/aHanuaupa
danna

RunParameters.xml.

CodTyepsbT e npoyen

Run Parameters
(MapameTpu Ha

N3MbJIHABAHE), KOUTO

He ca CbBMeCTUMMU.

npeaynpexpaeHue

MpeaynpexaeHune

MpepynpexgeHne

MpenopbunTenHo
pnencrteune

dannbT
RunParameters.xml e
nospepeH. lNpoeepeTe
KOHpUrypaumsaTa Ha
MHCTPYMEHTa n
M3BbPLUETE MOBTOPHO
CEeKBEHUpaHe Ha
obegnHABaHeTO.

CodTyepbT He e ycnan ga
narpagamn napamMeTpm 3a
M3MbJIHABaHE Ha
CeKBeHuMpaHe oT
KOHOUrypaunoHHUA darnn
Ha MHCTPYMEHTA.
MpoBepeTe
KOHpUrypaumsaTa Ha
WHCTPYMEHTa K
M3BbpLUETE NOBTOPHO
CeKBEHMpaHe Ha
obegnHABaHeTO.
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N3BecTHe CTtbnka

Invalid Run
Parameters
(HeBanunpHu
napameTpu 3a
M3nNbHABaHE)

CekBeHMpaHe

No Pool Barcode
found (He e
OTKPUT BapKog Ha
obenHABaHETO)

CekBeHuWpaHe

Sequencing
Completed but
Pool Barcode File
Missing
(CekBeHMpaHeTo
3aBbpLUM, HO
nuncea pannc
6apkof Ha
obenHABaHETO)

CekBeHMpaHe

Kora

CooTyepbT e npoyen
Heobxoanmu
napameTpwu 3a
N3NbiHABaHE, KOUTO
He ca CbBMECTUMU C
aHanusa.

CopTyepbT He ycns
[a CBbpXe
noToYyHaTa KneTka 3a
N3NbJIHSABaHE Ha
CEKBEHUpaHe ¢
n3BecTeH 6apkof Ha
obegunHnBaHe.

M3nbnHABaHETO Ha
CEKBEHUNPAHETO
bele 3aBbPLIEHO, HO
dannbT, CbabpIKaLy,
bapkopga Ha
obeanHABAHETO, HE
belle oTKpUT.

HuBo Ha
npepynpexpaeHue

MpeaynpexaeHune

MpepynpexgeHne

MpepynpexaeHune

Nmenn

Oa

Ha

Ha

MpenopbunTenHo
pnencrteune

MpoBepkaTa 3a
CBHbBMECTUMOCT Ha
copTyepa e HeycneLlHa.
MpoBepeTe
KOHQUrypaumsaita Ha
MHCTPYMEHTa n
M3BbpLUETE MOBTOPHO
CeKBEHMpPaHe Ha
obeanHABAHETO.

Bb3MOXHO HenpaBuUIHO
BbBeXaaHe Ha bapkop Ha
obegnHABaHeTO.
CekBeHMpainTe NOBTOPHO
obegnHABaHeTO.

Bb3MOXHa HenanpaBHOCT
Ha cucTema 3a
CeKkBeHupaHe. 3a
CbAeNCTBUE Ce CBbpXeTe
C TeXHUYecKa NoaapbXKKa
Ha lllumina.
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N3BecTHe CTtbnka

Unable to read CekBeHMpaHe
Pool Barcode File

(He moxe pga ce

npoyete ¢pannbT C

bapkopg Ha

obeanHABaHETO)

Pool Barcode File ~ CekBeHupaHe
Mismatch

(HecbBnageHune

Ha ¢annac

6apkop 3a

obenHABaHETO)

Sequencing CekBeHMpaHe
Timed Out

(BpemeTo 3a

CeKBEHUNPAHETO e

N3TeKno)

Kora

QannbT, CbabpIKaLL,
6apkog Ha
obeOvHABaHeTO, e
noBpeaeH.

OTKpUTHAT dhann c
6apkog Ha
obeanHABaHETO
npenpawa KbMm
noeHTUdUKaTop Ha
NoTOYHaTa KneTKa,
pasnnyeH ot
CBbp3aHus C
M3MbJIHABAHETO Ha
CeKBEHMpPaHeTO.

M3nbnHABaAHETO Ha
CeKBEeHUpaHeTo He e

3aBbpLnIO 3a AaneH

nepunop ot Bpeme.

npeaynpexpaeHue

MpeaynpexaeHune

MpenynpexaeHue

MpepynpexaeHune

MpenopbunTenHo
pnencrteune

Bb3MOXHa HenanpaBHOCT
Ha cucTema 3a
CEeKBEHMpPaHe UM Ha
MpexarTa. 3a cbaencTaene
ce CBbpXeTe C
TexHnyecka nogapbXKKa
Ha lllumina.

Bb3MoXXHa HemsnpaBHOCT
Ha cucTema 3a
cekBeHUpaHe. CBbpxeTe
ce coTgena 3a
TeXHMYecKa nogapbxkka
Ha lllumina 3a cbaencTBeme.

MpoBepeTe cucTemMa 3a
CeKBeHupaHe 1
MpeXKoBaTa Bpb3Ka.
CekBeHUpanTe NOBTOPHO
obeanHABAHETO.

AAl - ZA uonn|os 1 dIN basuap edaALdpod eH ogLoTogodad



"'¥93dLOUA YHRULOOHIVMNT OYLIA NI VE

60A 076£90000000L 5N LHaWAXOTT

LLL

N3BecTHe

Sequencing QC
files generation
failed
(FeHepupaHeTO
Ha ¢pannose 3a KK
3a
CEKBEHMPAHETO €
HeyCneLwHo)

Sequencing QC
failed
(HeycneweH KK
3a CeKBeHMpaHe)

Analysis Failed for
Maximum number
of attempts
(AHann3bT €
HeyCneLleH 3a
MaKcumaneH 6pon
onnTwn)

CTtbnka

KK 3a
CekBeHMpaHe

KK 3a
cekBeHUpaHe

AHanus

Kora

M3nbnHABaAHETO Ha
CcekBeHUpaHe
3aBbpLUn, HO
WHTepon ¢annoseTe
3a KK ca noepepeHu.

M3nbrHABaHETO Ha
CeKBeHupaHe e
3aBBbPLUEHO U
nposepkaTa 3a KK 3a
CeKBeHUpaHeTo e
HeycnewHa.

Bcuukn onntm 3a
aHanus ca
HeycnewHn. Hama ga
ce npaBu NOBTOPEH
onuT.

HuBo Ha
npepynpexpaeHue

MpeaynpexaeHune

YBegomenmne

MpepynpexgeHne

Nmenn

Oa

Ha

Ja

MpenopbunTenHo
pnencrteune

MNpoBepeTecucTema 3a
CeKBeHMpaHe U
MpexoBaTa Bpb3ka.
CekBeHuMpanTe NOBTOPHO
obeanHABAHETO.

CekBeHUpanTe NOBTOPHO
obegnHABaHeTO.

CekBeHuMpanTe NOBTOPHO
BTOPOTO O6eAnHABaHe.
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N3BecTHe CTtbnka

Analysis Post- Cnep aHanus
Processing Failed

(HeycnelHa

nocnegsatla

obpaboTka Ha

aHanmsa)

HuBo Ha
npepynpexpaeHue

Kora

CodTyepbT He ycns MpeaynpexgeHne
ha obpaboTu

nocnegsao

pesyntatuTe oT

aHanusa.

Nmenn

Oa

MpenopbunTenHo
pnencrteune

Ako nsnonseate NAS,
npoBepeTe MpexosaTa
Bpb3ka. HanpaBeTe
cnpaeka

¢ lNpenopbyntesiHn
npoyenypwv 3a gevictene
Ha cTpaHuua 114.
Bb3MoXxHa xapayepHa
nospepga.
PecTtapTupanTte
CcbpBbpa. AKO
npo6nembT
npogbikaea, nsnpartete
MMenn Ha oTaena 3a
TexHn4yecka nogapbxKka
Ha lllumina.
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N3BecTHe CTtbnka

Analysis Upload
Failed
(HeycnewHo
KauyBaHe Ha
aHanus)

Cnep aHanus

OTkputO €
3aMbpcABaHe Ha
HWBOTO Ha
nnakaTa

Cnep aHanus

HuBo Ha .
Kora Nmenn
npepynpexpaeHue

CodTyepbT He ycns
0a Kauu pesyntaTtute
OT aHanusa B 6a3aTa
OaHHW.

MpeaynpexageHne  [a

OTkputae
Xpomosoma Y 3a
BCUYKM Npobun, KONTo
ca npemuHann KK B
rpynara.

MpepynpexpagexHne  [a

MpenopbunTenHo
pnencrteune

o Ako nsnonseate NAS,
npoBepeTe MpexosaTa
Bpb3ka. HanpaBeTe
cnpaeka
¢ lNpenopbyntesiHn
npoyenypwv 3a gevictene
Ha cTpaHuua 114.

* Bb3MoxHa xapayepHa
nospepga.
PecTtapTupanTte
CcbpBbpa. AKO
npo6nembT
npogbikaea, nsnpartete
MMenn Ha oTaena 3a
TexHn4yecka nogapbxKka
Ha lllumina.

PecTtapTtunpanTte
NOCTaBAHETO Ha Makn B
onbnuoTtekara.
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MpenopbunTenHu npouenypu 3a gencreme

na Ha
aencrteune

1

MpenopbunTenHo
nencrteume

MpoBepeTe MpexoBaTa
BPb3Ka

[MpoBepeTe HANUYHOTO
OVCKOBO MPOCTPaHCTBO

CTbnKu

YBepeTe ce, ye NAS 3a oTaaneyeHo CbxpaHeHMe 1 NNoKaliHaTa MallnHa ca B efHa U
Cblua Mpexa.
1. OT KOMaHfAeH pea Ha Windows (cmd) BbBefeTe cnefHaTa KOMaHga: ping
<Server IP>
Ako nsnonssate NAS, npoBepeTe 1 Bpb3KkaTa ¢ NAS.
2. YBepeTe ce, Ye HAMa 3arybeHun nakeTu.
AKO nMa 3arybeHun nakeTu, cebpxeTe ce ¢ UT agMUHUCTpaTopa.
3. TecTBaiTe Bpb3KaTa, KaKkTo crefBa:
a. BnunsaHe B yeb notpebutenckms nHtepdenc Ha JlokaneH cbpebp.
6. OT MeHoTO Dashboard (Tabno 3a ynpasneHune) nsbepete Folder (Manka).
B. M36epeTe Test (TecT) v onpegeneTe gann TecTbT e ycrnelweH. AKO TeCTbT e
HeycheLleH, HanpaBeTe cnpaBka C PegakTupaHe Ha Criofes1ieHo MpexXoBo
YCTPOUCTBO Ha CTpaHuL,a 34 1 ce yBepeTe, Ye BCUUYKM HAaCTPOWNKK ca
KOHPUrypupaHu npasusHo.

YBepeTe ce, Ye MalumHaTta ¢ Windows e cbnocTaBeHa ¢ nankaTa Input (BxogHu
OaHHW) Ha JlokaneH cbpBbP. 3a NoBeYe NHPOPMaLLMA HanpaBeTe CnpasBKa C
CbriocTaBsHE Ha CbPBbPHU 4ASI0BE Ha CTpaHuua 46.

LLipakHeTe ¢ oecHna 6yTOH BbpXy YCTPONCTBOTO, KOETO Ce CbNOCTaBA C nankaTa
Input (BxogHu gaHHn). sbepeTte Properties (CBoncTBa) 1 npernegante
nHpopMaLmaTa 3a cBOGOAHOTO MPOCTPAHCTRO.
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na Ha
aencrteune

3

MpenopbunTenHo
nencrteume

OcBobopeTe ANCKOBO
NPOCTPaHCTBO /Cb3fanTe
pe3epBHO KOMne Ha
OaHHUTe

CTbnKu

[llumina NnpenopbYBa NEPUOANYHO Cb3[aBaHe Ha Pe3epBHO KOMMEe Ha JaHHUTe

n/unn cbxpaHaBaHe Ha JaHHM 3a CEKBEHMpaHe OT CTpaHaTa Ha CbpBbpa. 3a noBeye

MHbOpPMaLLMA HanpaBeTe crnpaBKa ¢ Yrpas/ieHue Ha criofjesieHO MpeXoBo
YCTPOVICTBO Ha CTpaHuua 33.
1. 3a faHHK, CbXpaHABaHW JIOKaHo Ha JlokaneH CbpBbp:

YBepeTe ce, Yye MalmHaTa ¢ Windows e cbnocTaBeHa ¢ nankaTa Input (BxogHu

OaHHW) Ha JTokaneH cbpBbp. 3a noBeye MHGOPMaL M HarnpaBeTe CnpaBka C
CbriocTaBsHe Ha CbpPBbPHU 45/10B€ Ha CTpaHula 46.

a. LLlpakHeTe aByKpaTHO BbpXy NankaTa Input (BXxogHn gaHHW) n BbBegeTe
NOEHTUOUKALNMOHHNTE faHHW 3a AOCTbHM 0 Hes.

6. [JaHHWTE 3a U3MNbJIHABaHE Ha CeKBEeHMpaHeTo Ca M36p0€HI/1 C MM€eHa Ha nanku,

CbOTBETCTBALLM Ha MMEHa Ha U3MbJIHABaHUA Ha CEKBEHUPaHe.
B. MI3TpuinTe nnun cbagamte pesepBHO KoMmne Ha obpaboTeHnTe Nanku 3a
CeKBeHupaHe.

2. 3a faHHK, CbXpaHABaHW Ha oTganeyeHo NAS:
YBepeTe ce, ye NAS 3a oThaneyeHo CbxpaHeHue 1 ioKkanHaTa MallnHa ca B
e[lHa 1 cbla Mpexa.
MonyyeTe goCTbN A0 NankaTa Ha 0ThaneyeHoTO YCTPONCTBO. N3nckeaT ce
noeHTUGUKaLUNoOHHM faHHn 3a goctbn oT T agMuHUCTpaTOpa.

a. [laHHWTe 3a n3nb/HABaHe Ha CEKBEHNPAHETO ca M36poeH|/| C MMeHa Ha narnku,

CBHOTBETCTBALLM Ha UMEHa Ha U3MbJIHABAHNA Ha CEKBEHUPAHE.
6. MI3TpuiiTe UM cb3panTe pe3epBHO Konne Ha 06paboTeHNTe Narnku 3a
CeKBEHUpaHe.
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CucTteMHM Npobnemu

Mpo6bnem

CoodTyepbT He
MOXe fa ce
cTapTupa.

Heobxoammo e
Bb3CTaHOBABaHEe
Ha 6a3aTa gaHHW.

OTkputo €
OTKJ/IOHEHMe Ha
cucTtemara.

AnapmarTa Ha
RAID KoHTponepa
ce aKTuBumpa.

MpenopbuynuTenHo aencreue

AKO Ce OTKPUAT rpeLku npm ctapTmpare Ha VeriSeq NIPT Assay Software,
BMECTO eKpaHa 3a B/iM3aHe ce NosiBABa Pe3toMe Ha BCUYKM FPELLKMU.
CBbpXxeTe ce c oThena 3a TexHndyecka nogapbikka Ha lllumina, 3a ga
CbHobLKNTE 3a N3BPOEHNTE IrPELLKU.

AKO e Heo6X04MMO Bb3CTaHOBsIBaHE Ha pe3epBHO Konne Ha 6a3a faHHu,
CBbPXEeTe ce C NosieBM CEPBU3EH NHXeHep Ha lllumina.

KoraTo ce oTkpue cucteMHo oTknoHeHune, VeriSeq NIPT Assay Software
Beue He 06bpaboTBa KOMYHUKaLMA OT APYITM CUCTEMHM KOMMOHEHTH.
AAMVHUCTPATOPBLT MOXE Aa Bb3CTaHOBU HOpMasnHaTa paboTa Ha
cucTemarTa, crnef KaTo e BAsi3fna B CbCTOSAHUE Ha OTKPUTO OTKNOHEHME.

AOMVHUCTPATOPBT MOXe Aa u3bepe 6yToHa Server alarm (Anapma Ha
CbpBbpa) B pasgena Server Status (CbcTOsAHME Ha CbpBbpa) Ha TabnoTo
Ha VeriSeq NIPT Assay Software, 3a ga 3arnywmv anapmara

Ha KOHTponepa. AKO HaTUCHeTe TO3M BYTOH, CBbpPXKETE ce C oTheNa 3a
TexHnyecka nogapbixka Ha lllumina 3a AONBbAHUTENHA MOMOLL,.

TecToBe 3a 06paboTKa Ha AaHHU

MNpenBapuUTeNHO NHCTaNMpaHuTe Ha6op|/| OT faHHU Ha JlokaneH CbpBbp N03BONABAT ONepaTUBHO
TeCTBaHe Ha CbpBbpa N MeXaHN3Ma 3a aHaJln3.

TecTBaHe Ha CbpBbpa

To3n TecT cuMynMpa n3nbiHABaHE Ha CeKBEHUpaHe, 0KaTO CUMYnpa reHepupaHe Ha pes3ynTaTu oT
aHanms, 6e3 BCbLHOCT Aa cTapTupa NMUHUATa 3a aHanus. 3anbaHeTe To3mn TECT, 3a Aa Ce yBepuTe, ye
JlokaneH cbpBbp PaboTu NPaBUIIHO U Ye Ce reHepmupaT OTYETU U N3BECTUS MO UMEN.
MpoAbmXNTENHOCT: MNpPUbAUsnTenHo 3 — 4 MUHYTH.

Mpoueaypa

1. OTBOpeTe 3afafeHaTa OUPEKTOPUS 3a BbBEXJaHe 1 crief ToBa oTBOpeTe nankaTa TestingData.

2. HanpaBeTe Konue Ha egHa OT cregHUTe nankn, KOUTO MOXeTe la HaMepuTe B nankara

TestingData:

* 3apaHHu NextSeq: 170725_NB551052_0252_AH5SKGJBGX9_Copy_Analysis_Workflow.
* 3apaHHu NextSeqDx: 180911_NDX550152_0014_AXXXXXXXDX_Copy_Analysis_Workflow.

OokymeHT N2 1000000067940 v09
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3. TlpenmMeHyBanTe KONMETO B Nanka CbeC cyPuke _XXX. XXX npefcrasBnsasa nocnegoBaTesieH Homep
Ha NPoBHOTO N3NbNHABaHe. Hanpumep, ako _002 cbliecTByBa B NankaTta, MpeuMeHyBanTe HOBOTO
konwue Ha _003.

4. TlpemMecTeTe NnpenmMeHyBaHaTa narka BbB BXOLHaTa narka.

M3vakainTe 3 -5 MUHYTH, 3a [a 3aBbPLUN U3MbJIHABAHETO. YBEpETE Ce, Ye Cca NoJTyYeHU cnegHuTe
N3BECTUA NO UMENST:

a. AHanu3bT Ha N3NbMHABAHETO Ha CEKBEHWpPaAHeTO e cTapTupaH
b. leHepupaH oTyeT NIPT 3a n3nbnHABaHe Ha CEKBeHUpPaHe.
6. CBbpXeTe oTYeTUTE C MMETO Ha CEKBEHUpaHeTo, 3ajafeHo 3a nankara.

7. BwusxogHaTa nanka otBopeTe nankaTta TestData_NS_CopyWorkflow nnun TestData_NDx_
CopyWorkflow 1 noTbpceTe eguH OT CregHnUTe 0TYeTH:

* 3a NextSeq: TestData_NS_CopyWorkflow_C_TestData_NS_CopyWorkflow_PoolC_H5KGJBGX9_
nipt_report_YYYYMMDD_HHMMSS.tab.

* 3a NextSeqDx: TestData_NDx_CopyWorkflow_C_TestData_NDx_CopyWorkflow_PoolC_
XXXXXXXDX_nipt_report_YYYYMMDD_HHMMSS.tab.
OuakBaHMAT pasMep Ha ¢anna e npubnusntenHo 7,1 Kb.

8. [lpemecTeTe TECTOBOTO U3MbJIHABAHE Ha CEKBEHUPaHe B nankaTta TestingData. Taau npakTuka
rnomara fia ce ynpas/isiBa KOMKO MbTU Ce U3MbJIHABA TECTbLT 3a CEKBEHMpPaHe.

3ABEJIE)KKA  MoxeTe fa nstpueTte cTapu KOnus Ha TecToBu dannoBse, 3a fa ocBobogmTe MACTO.

U3nbnHeHne Ha gaHHN OT TeCT C NbJIEH aHaNu3

Tosn TeCT n3nbrHABa Mb/eH aHanus. M3nbfHeTe TO3M TECT, aKo CbPBbPBLT He yCrnee aa
obpaboTu/aHannsmpa AaHHU UK ako U3Teye BpeMeTO 3a U34yakBaHe. [poaAbKUTENHOCT:
MNpubnusmntenHo 4 -5 vaca.

Mpouepypa

1. OTBOpeTe 3afafieHaTa AMPEKTOPUS 3a BbBEXAaHe 1 0TBopeTe nankaTta TestingData.

2. [penmMeHyBanTe cnegHata nanka, kato gobasute cypmkc _000: 180911_NDX550152_0014_
AXXXXXXXDX_FullRun.
CyduKCHT cb3gaBa yHMKANHO UMe 3a BCAKO U3MbJIHABaHE Ha CEKBEHMpPaHe. AKO M3NbAHABAHETO
BeYye nMa cypukc, NpenMeHyBanTe nankaTta, KaTo YBesiM4mTe Yyncniopata CTOMHOCT Ha cydumkca c 1.

[MpemMecTeTe NpeMMeHyBaHaTa narnka BbB BXogHaTa nanka.

4. WsyakanTe okosno 4 -5 yaca, 3a fja 3aBbpLUM aHaNN3bT. YBeEpeTe ce, Ye ca NoJIyYeHU criegHuTe
M3BEeCTNA NO UMENn:

a. AHanusbT Ha U3MbJIHABAHETO Ha CeKBEeHUpaHeTOo e CTapTupaH

b. TeHepupaH oTyeT NIPT 3a n3nbfHABaHE Ha CEKBEHUpPaAHe.

OokymeHT N2 1000000067940 v09 17
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5. CBbpXxeTe 0TYETUTE C UMETO Ha CEKBEHUpPAHETO, 3a[a4eH0 3a nankarTa.

6. BwunsxopgHaTa nanka oteBopeTe nankaTa TestData_NDx_FullRun n npoBepeTe 3a cnegHus oTyerT:
TestData_NDx_FullRun_C_TestData_NDx_FullRun_PoolC_XXXXXXXDX_nipt_report_YYYYMMDD_
HHMMSS.tab.

OuakBaHVAT pa3Mep Ha danna e npudnuamtenHo 7,1 Kb.

7. TlpemMecTeTe TeCTOBOTO U3MbJIHABaHE Ha CEKBEHUpPaHe B nankara TestingData.

OokymeHT N2 1000000067940 v09 118
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N3TOUHMLM N cNpaBoYHa nnTepaTypa

CnepgHaTta AOKyMeHTaumMs e 4OCTbIMHa 3a U3TernsHe oT yebcainTa Ha lllumina.

Pecypc

OnucaHue

JinctoBka 3a VeriSeq NIPT Onpepensa npoaykTa v npefHasHayeHNeTo N NpefocTass

Solution v2 (gokymeHT N

1000000078751)

PbKOBOACTBO Ha onepaTopa
3a Microlab® STAR Line, [] Ha

HEen3npaBHOCTW.

AOKYMeHT Ha Hamilton 624668 3a paboTa ¢ TeyHocTn Hamilton Mircolab STAR.

WHCTPYKLMK 3a ynoTpeba 1 npoLenypu 3a oTCTpaHsiBaHe Ha

MpepocTaBsa MHPOpMaLMA 3a eKcnoaTauma U NogapbXKKa U
TeXHUYeCKU crneymdukaLmm 3a aBToMaTUIUPaAHUA UHCTPYMEHT

MoceTteTe VeriSeq NIPT Solution v2 cTpaHuLMTe 3a NoaapbXKKa Ha yebcanTa Ha lllumina 3a gocTtbn 4o
OOKYMEeHTauus, usternsiHe Ha copTyep, OHNanH oby4yeHne 1 4YeCcTo 3afaBaHM BbMNPOCH.

CbKpalleHnsd

CbKpauieHue
BCL
CE-IVD

cfDNA
DNA
DNS
FASTQ

FF
FIFO
iFACT

LIMS
LLR
MAC
NAS

OdeduHuunsn

®ann c obosHavyaBaHe Ha 6asu

EBponencka MapkMpoBKa 3a CbOTBETCTBME 3a in Vitro AnarHoCcTUYeH
npoayKT

besknetb4yHa JHK

[e30KCMpUBOHYKNENHOBa KUCENNHA

CucTema c MMe Ha O OMENH

TekcToBo-6asunpaH ¢pannos ¢popmMaT 3a CbXpaHEHNE Ha N3XOAHU OaHHU OT
WHCTPYMEHTUTE 3a CEKBEHMpPaAHe

deTanHa ppakymn

MbpBUST BNS3BS N3/1M3a NPHB

NHAMBUAYaNIeH TECT 3a JOBEPUTENIHOCT 3a GpeTasHa aHeyniongus
MHTepHeT NpoToKon

JTabopaTopHa cucTemMa 3a yrnpasneHune Ha MHpopMaLmaTa
CbOTHOLLEHMS Ha NIorapuTMUYHO Npaegonogobre

KoHTpO Ha fOCTbM A0 HOoCUTenN

CB'bp3aHO KbM Mpe>XXa MACTO 3a CbXpaHeHue

OokymeHT N2 1000000067940 v09
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CbKpalleHue
NES

NGS

NIPT

NTC

NTP

PF

KK

Regex

SCA
SDS
SHA1
SSL

OeduHuunsn

HewunskntoueHn MecTa

CekBeHMpaHe OT criefBallo NOKoeHne
HenHBasnBHO NpeHaTanHo TecTBaHe
No Template Control

[MpoToKON 32 MPEXOBO BpeMe

dunTHP 32 NpeMnHaBaHe

KauecTBeH KOHTpOs

PerynapeH unspas. lNopeguua oT CUMBOSIN, KOUTO MOraT fa ce nanonssat
OT airOPNTMIN 3a CbBMNageHe Ha HN30Be 3a NpoBepKa Ha gaHHUTe.

AHeynnongma Ha nonoBmuTE XpPOMO30MU
MHpopMaLMoHHM NucToBe 3a 6e3onacHoCT
ANropmTbM 3a 3awWmTeH xew 1

3alnTEH COKETEH CoWn

TexHndyecka nomMmoly

3a TexHMYecKa NoMoLL, Ce CBbPXXeTe C OTAeNa 3a TeXHMYecKa noagpbxka Ha lllumina.

Yeb canT:
Nwmenn:

www.illumina.com
techsupport@illumina.com

MHbopMaLmoHHM nucToBe 3a 6e3onacHocT (UJ1Bb) — HannyHKM Ha yeb calTa Ha lllumina Ha agpec
support.illumina.com/sds.html.

JoKyMeHTaLuua Ha NpoAYyKTa — HannyHa 3a usternsHe ot support.illumina.com.

[OokymeHT N2 1000000067940 v09
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