MauneHT:

3akas: Kop naumeHTa: [arta perncrpauuu:
Darta poxaeHus: Bo3spacr: Mon:
nny: Kopg NNY:

NMPEHATANbHbIA CKPUHUHI
LUTpuxkoa: BH.Ne: Matepuan: KpoBb (CbiBOpOTKA)
BepemeHHOCTb (yKazaHO Bpayom/nauMeHTOM npu 3akase):

MapameTp Pesynbrart

MpeHaTanbHbI CKPUHWUHE I TPMMECTpa C pacyeToM pUCKOB B
nporpamme Astraia (cBo6oaHbIl b-XY, PAPP-A)

Pesynbsmam nabopamopHoeo uccredosaHusi He sierisiemcsi OuagHO30M.
Takmuka o6criedosaHusi, Ie4eHuUs nayueHma, uHmeprpemauus pesynbmamoe 1abopamopHbix uccrnedosaHuti onpedensemcs neyauum 8paqom.

CM. npunoxenue 1

KauecTBo uccnegoBaHuin obecneveHo CepTVIq)I/ILI,I/IpOBaHHOﬁ CUCTEMOW MEHEKMEHTA Ka4ecTBa, COOTBeTCTByIOU.leﬁ Tpe6OBaHI/I$IM MeXayHapoaHbIX CTaHOapPTOB:

1ISO 9001:2015 (ceptudmkat cooretcTBusi Ne RU.097A.00402), nevictButeneH go 30.05.2025 r.)
1ISO 15189-2012 (ceptudmkar Ne SIS520822S160, aencremteneH go 22.08.2023)
Good Laboratory Practice (GLP) (ceptudpukat Ne SIS520822S161, nevicteuteneH o 22.08.2023)

WNTOrOBbLIA PE3YNLTAT Bpau KNnna:

Crpanuua 113 3
[lata roToBHOCTU pe3ynbTara:

[NaTa nevatv pesynbTara: Pe3yanaT Bblaan:

nognucb



MauyueHT:

3akas:

Darta poxaeHus:
nny:

Kop naumeHTa: [arta perncrpauuu:
Bo3spacr: Mon:
Kopg NNY:

NMPUNOXEHWUE 1 (yacTb 1): MIPEHATAIbHbIA CKPUHUHT

KpoBb (cbiBOpOTKa)

astraia software gmbh

Adalperostrale 80

astraia
software for women's health
obstetric and gynaecological dz plication

laTta powageHun:
[arta nccnenoeaHna:

MNe naumeHTa:

MaTepuHCKWe XapaKTepUCTUKN U aHaMHe3

3THuueckan rpynna: benan (Eepona, cpeanunil Boctok, cesep Adpuki, naTMHoOaMepWUKaHCKWE GTPaHbI).
KonuuecTeo BepemeHHocTel: 1; npexaespeMeHHee poakl B cpoke 16-30 Hepens: 0; 31-36 Hen: 0; Popakl nocne 37
Henenu: 1.

Cpok GepeMEHHOCTH HA MOMEHT pPOOOB Npu nocnegHei bepemerHocT ==24 Hen: 40 Hen. + 0 gHeiR

Bec marepu: 52,8 kr; Poct: 170,0 em.

KypeHue npu HacToAw el GepemerHocT: HeT; CaxapHuiit anabeT: HeT; XpoHWdeckas rMNepTeHaus: Her,
CucTemMHan kpacHanA sonyanka: HeT; AHTuihocthbonunuoHelid cuHopom: Het; MpeaknaMncua Npu npeabioywen
BepemenHocTi: ga; MwnoTpodnA ¥ HOBOPMKAEHHOIO NpY NpeablaywWen bepemerHocT: HeT; 13 B cemeRHom
aHaMHe3s! HeT.

3auaTtue: ecTecTeeHHOE,

nocnegHAR MeHCTpYaLWa:

Y3U e |-m TpumecTpe

Cpok 6epemenHocTu (CB): 12 Hea. + 4 gHel Bpy4HYyO MAP no ¥3W:  oxrabpa 2023 .
CepaeyHan genaTensHocTs NNoaa onpegenaeTcs

Komquko-TemeqHon paamep (KTP) 60,5 Mm o

TonwuHa BOPOTHUKOBOTD 1,20 Mm

npocTpadcTea (TBIM)

[nuHa uepeMKansHOro kaHana: 37.0 mm

Mapkepbl XxpOMOCOMHOM NaToNorMu Nnoaa:
KocTb Hoca: onpedensercs; [onnnepoMeTpus TPUKYCMMAANEHOro KnanaHa: Hopma.

BroxmMmua MaTepMHCKOW CLIBOPOTKU

MpoBa BaATa: 23 mapra 2023 r., uccnegoeadue nposegeHo: 23 mapra 2023 ..

CeobogHan Geta- 51,90 ME/n PerkinElmer DELFIAXpress akemeaneHTHo 1,153 MoM
cyBreauHuua XM

PAPP-A 2,346 ME/n PerkinElmer DELFIAXpress akemeanedtHo 0,924 MoM

PerkinElmer DELFIAXpress

Bbuodmznueckme mapkepbl

MaTouHble apTepui Pl 1,650 akeuwsaneHTHo 0,945 MoM

PacueT puckoe
MNayweHTka NPOUHOPMUPOEaHE O LEN CKPMHHUHIOBOTD TECTa W 43T COrnacke Ha erc NposeaeHue.

FMF Oneparop:

Crpanuua 1 13 2 HanevaraHa 29 mapra 2023r. -

Bpau KNna:
CtpaHuua 2 3 3
ﬂaTa FOTOBHOCTU pe3yrnbTaTa:

[ata nevatu pesynbTara: PeayanaT Bblgan:

noanuck



Darta poxaeHus:

Kop naumeHTa:

Bo3spacr:

NMPUNOXEHMUE 1 (yacTb 2):

astraia - software for women's health

ok

KpoBb (CbiBOpOTKA)

tetric and gyna

ological datab

[arta perncrpauuu:
Mon:
Kopg NNY:

NPEHATAJNbHbIW CKPUHUHI

Cocmontue Eaaoastid puck

Tpucomma 21 1 nag04 1 wa 10084
Tpucomua 18 1 ma 14517 <1 w3 20000
Tpuconua 13 1 n3 4558 <1 w3 20000

MpeaknaMncuA 40 37 Hegens DepemeHHOCTH

3apepwua pocTa nnoaa Ao 37 Heg,

CamonponasoneHee pogsl Ao 34 Hegens
Ba3oBwil pUcK XpoMOCOMHEIX DonezHeil (aHeynnonaAWi} ¥ NNoAa OCHORaH Ha CNeAyowwKx dakTopax.Boapact matepw (30 net).
MHAMBKAYANEHEIR {CKOPDEKTUPOBAHHEIR) PUCK - 3TO PUCK HA MOMEHT NPOBEJEHUA CHPMHUHIE, PACCHUTAHHEIR Ha ocHoBe Ba30BOTo
PMCKE, YNbTPA3EYKOBLIX MAPKEPOE (TONLWWHA BOPOTHWKOBOMD NPOCTREHCTES NNoAa} ¥ GHOXUMWYECKIY MApKEPoB MATEPMHCKOW
ChIBOPOTIH {PAPP-A {acCOUMMPORaHHLIN ¢ BepemeHrocTeED Genok A), free beta-hCG {ceclognan BeTa-cydbednHrua

XOPUCHUIECKOTD TOHALoTPOMMHA)).

1uw3 326
1w 832
1 w3 1875

Mudueudyansteil (cropexkmuposatHell] puck

FacyeT puckoe npesknamncua W 3ajepwka pocTa NNDAE OCHOBSH Ha YYeTE Che yiunx fakTopoE: 4aHHbIe SKYLLEPCKOrD M
COMAaTHHECKOTS aHaMHe3a MaTepH, AONNNEPOMETRNA MATOUHEIX apTepUA W PAPP-A B ChIBOROTKE KROBKM, PWCK CNOHTaHHEX POLOB
A0 34 HEASMNb PACYHTLIBASTCA HA OCHOBE CNEAYIOLLMX NapaMaTROR aKyLIEPCKHIA aHAMHES MATEDW N ANHHA LERKK MATKM.
Buodinanueckine n GHOXMMUYECKUE MELNAHEI MEPKEPOB, NCNONL3OBaHHBIE ANA pacdeTa Maol, ckoppexTUpoOBaHE © Y4ETOM pPRAE
MATEPHHCKNX X3RAKTEPHCTHE, BENIOYAA FTHAHECKYIO NPUHAANEXHOCTE, BEC, POCT, KYPEHWE, METOA 3a4aTVA W NAPUTET.

PacqeT pucka BENONHAETCA ¢ UCNONEICEAHNEM NporpammHore obecnegveHnA FMF-2018 (sepcua 4.4} w 0CHOBaH Ha aHHIX,
NONYYEHHBIX B KPYNHEE MHOTCUEHTPOBLIX NCCNEI0BaHMAX, KeOpAnHnpyemblx Ponaom Mepnunde Mnoga (Fetal Medicine
Foundation, UK Registred Charity 1037166). PacqeT pucika MOXKET CHUTATECS LEACTBUTENLHLIM TOMBKD B CNY4AE SCNKM
yNLTRAsEYKOE0E WCCNEA0BAHWNE ERINONHEHD CNELMANUETON, WMEIOLWUA JeACTEBYKILYID NuyeHanio FMF 1 cBosEpeMEHHD
NPOXCAALWM NPOLELYPY 8YAUTA (KOHTRONA KAYECTEA) PEAYNETATOE M3MEPEHUA (CM. CNNCOK CNELMANWNCTOE HA CAINTE: wWww,

fetalmedicing.org).
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CTpaHuua 2 wa 2 HanevaTana 29 mapta 2023 . -

Crpanuua 3 us 3
[aTa roToBHOCTU pesynbTara:

[ara nevatn pesynbTaTa:

Bpau KNA:

Pe3ynbraTt Bblgan:

noanuck





