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CMUCOK COKPALLIEHUI

MHCTPYKLMW UCMOMb3YIOTCS Ceayloline CoKpaleHns n 0603HaueHus:

rno - NporpaMMHoe obecneyeHune

nup - NMonvMMepasHas LenHas peakums

KBM - KOHTPO/b B3TUSA MaTepuana

K+ - MONOXNUTESbHbIA KOHTPOJbHbIA 0bpasel,
K- -

oTpuUaTesNbHbIN KOHTPOJIbHLIN 06pa3el
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BBEAEHUE

BbisicHeHne nona nnoga B NEpBOM — Hadasne BTOPOro TpMMecTpa MOXET NpeaoTBpaTuTb
cyyam poxaeHus 60sbHbIX AeTeln B CeMbsAX C OTArOWEHHOW HacneACTBEHHOCTb. BO3MOXHO
npepbiBaHne 6epeMeHHOCTM MO0 MeAMUMHCKMM MOKasaHuAM Mpuv Hanuuum y poauTenemn
HocuTenbCcTBa reHoB 3aboneBaHW, cuenaeHHbIX C nonoMm (HanpuMmep, reModuausa unm
nporpeccupytowas MbilweyHas guctpodpusa JoweHHa/bekkepa — y MmaTepu). Takxe Bpayy BaxHO
3HaTb NON NJaoAa ANS NPUHSATUS pelleHnst 0 BO3MOXHOCTW FrOPMOHaIbHOM Tepanum 6epeMeHHoN
B CMy4Yae Halnyus y MauuMeHTKU runepaHgporeHnn Haano4vye4yHWKOBOro reHesa (BpOXAEHHas
aucnnasmsa Kopbl HagnodedyHukos, BAKH) wnu apyrux MackKynMHU3UPYIOWKMX SHAOKPUHHBIX
3aboneBaHusX.

OCHOBHbIM METOAOM MpeHaTasibHOro ycTtaHoBneHusa nona byayuwero pebeHka cerogHs
ABNSETCHA YNbTPa3BYyKOBas AMArHOCTMKA, OAHAKO Ha paHHUX Cpokax GepeMeHHOCTU 3TOT MeTo4
He Bcerga KOppekTeH M 4acTo cybbekTuBeH. BbisiBneHue pparmeHTa Y XpOMOCOMbl B KPOBOTOKE

MaTepum C BbICOKOW AOCTOBEPHOCTbIO CBUAETENBLCTBYET O 6epeMEHHOCTVI naoaAoM My>XCKOro nona.

Hay4yHoe o60ocHOBaHue

Moka3aHunAa K NPoOBeAEHMUIO UCCNIef0BaHUA:

Hannune y 6epeMeHHbIX XEHLWMH MaCKYIMHU3UPYHOLWNX 3HAOKPUHHbBIX 3aboneBaHui,
B TOM 4ucCne BPOXAEHHOW AMCHYHKUMM KOpbl HagnodeuHukos (BAKH), ana koppekuwuu
NpoBeAeHUst NEKAPCTBEHHOM Tepanuu.

Mpn BO3MOXHOM HOCUTESNILCTBE XEHLIMHAMN FeHOB reModuanm n agpyrux 3abonesaHui,
CLEMNJIEHHbIX C NOJIOM (YMCTBEHHAs OTCTasIOCTb, CBSA3@aHHas C X-XPOMOCOMOW; mMuoanctpodus;
agpeHonenkoancTtpodus; cmHgpom Anbnoprta; MMMyHoAedUUMUT, CBA3AHHbIN C X-XPOMOCOMOW;
MUrMEHTHbIN PEeTUHUT; rnapouedanms, cBsi3aHHas ¢ X-XpOMOCOMOM; CMHAPOM Jloy; X-CBSI3aHHbIN
MXTNO3), 0cObeHHO ecnn paHee yxe poaunca pebeHok, umerowmin nogobHoe 3abonesaHue.

Mpeanonaraemble HapyLlWweHUs AeTepMMHaULMK nona njaoja no pesynbtatam Y3U.

MpoTuBonokasaHuA K NPpOBEeAEHUIO UCC/IeA0BaHNNA:

1. TpaHcnaHTauns opraHoB U TKaHen oT AOHOpa MYXCKOro nona.

2.  WHBepcus nona ¢ HanuuyveMm Y XpOMOCOMbI y MaTepu (B TOM 4uC/le MO3auyHble
dopmbl).
3. WccnepoBaHne He  pekOMeHAOBaHO nNpu  Cpoke 6epeMeHHOCTM  MeHee

8 3M6pVIOJ'IOFVILIeCKVIX mnm 10 dKYLWEPCKNX HEAENDb, TaK KaK BO3MOXXHO nosiy4yeHune

HEKOPPEKTHbIX Pe3y/ibTaToB.
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1.1

1.2

1.3

1.4

1.5

1.6

1.7

HA3HAYEHMUE

HacTosilwas WHCTpyKUuMs pacnpocTpaHsieTcs Ha Habop peareHToB AS1S BbIsSIB/IEHMS
¢parmeHTa Y XpoMocoMbl nsioga B KpoBu MaTepu MeTtogoM MLP B pexume peanbHOro

BpeMeHu llon nnoaa.

Habop peareHTOoB Ans BbisiBeHMS dparMeHTa Y XpOMOCOMblI Mjioga B KPOBM MaTepu
metogom T[ILUP B pexume peanbHoro BpeMeHW [lon nnoda npeaHasHadeH Ans
obHapyXxeHns MySbTUKOMUIAHOIO parmMeHTa Y XpOMOCOMbI Nioda B KpoBWM HepeMeHHOoM

XXEHLLMHbI METOAOM MOJIMMEPA3HON LIEMHOW peakunn B peXnMe peasbHOro BpeMeHMU.

QOyHKUMOHaNbHOE Ha3Ha4vyeHue: Habop peareHToB npeaHasHayeH Ans ANArHoCTUKU
in vitro (obHapyxeHunsa dparMeHTa Y XpOMOCOMbl Mnjoga B KpOBWM bGepeMeHHOM

XKEHLUWMHbI).
B kauecTBe 6MOSI0rM4ecKkoro MaTepmana Ncnosb3yT nepudepruyecKyto KpoBb.

Habop M™MoxeT ObiTb MWCNOMb30BaH B KAMHMKO-AMArHOCTMYECKUX Jfabopatopusax

MEAMUMHCKUX YYPEXAEHUN U HAyYHO-UCCNeA0BaTeNIbCKON MpaKTUKE.

MoTeHuManbHble NOMb30BATENN: KBAaNIMPULUMPOBAHHbLIN NepcoHan, oby4yeHHbI MeToaaM
MOJIEKYNIAPHOM AMArHOCTUKM W npaBunam paboTbl B  KJIAWMHUKO-AMArHOCTUYECKOMN

nabopatopuu.

MpuMeHATb Ha6op peareHToB CTporo no Ha3Ha4eHWK CcorsiacHo OaHHOM MHCTPYKLUNN

no NpUMEHEHUIO.
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2 XAPAKTEPUCTUKA HABOPA

2.1

CocTaB Habopa peareHToB
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Habop peareHToB [MOn nfoAa BbiNycKalT B CTaHAapTHOM (hacoBKe CO CMecblo ANs

amnnandukaumm B

cTpunax

(mapkupyetca - dacoBka

S, cTpunsbl)

ans amnnmdurkaumm B npobmpkax (Mapkupyetcs — dacoBka S, npobupku).

nminm Co CMEeCbIo

R1-H803-S3/9, ®acoBka S, cTpunbl

o Konuyectso HOMWHanbHbIN
HavMeHoBaHMe KOMMOHEHTOB BHewHU Bng -
npobumpok 06bEM KOMMNOHEHTA
Mpo3payHas 6ecuBeTHas
CMmecb ana aMmnnamdukauum, posp > 12 cTtpunos no 20 mkn
XMAKOCTb N0A4 BOCKOO6pasHbIM
3arne4dyaTaHHas napaguHoM rno 8 npobupok B npobupke
6enbiM cnoem
Mpo3payHas 6ecuBeTHas
PacTteBop Tag-nonnmMepassbl posp H 2 npobunpkn rno 500 mMkn
XKXNAKOCTb
Mpo3payHas 6ecuBeTHas
MuHepanbHoe Macno posp H 2 npobupku no 1,0 mn
BsA3Kas MacNsHMCTas XWAKOCTb
MoNoXNTENbHbIA KOHTPOJIbHbIN Mpo3payHas 6ecuBeTHas
P posp H 1 npobupka 75 Mkn
obpasey XNAKOCTb
KpbIWwKK ang cTpunos 12 wr.

R1-H803-23/9, ®acoBka S, npo6upku

o KonwnyecTtso HoMuHanbHbIN
HanmeHoBaHMe KOMMNOHEHTOB BHewHU Bna, .
npobumpok 06bEM KOMMNOHEHTA
Mpo3payHas becuBeTHas
CMmecb ana amnnmdukauum, po3p 4 no 20 mMkn
XXNAKOCTb NoAa BOockoobpasHbiM | 96 npobupok
3anevyaTaHHas napaguHoOM B Npobupke
6enbiM C/I0eM
Mpo3payHas 6ecuBeTHas
PactBop Tag-nonnmepassl po3p H 2 npobupku no 500 mMkn
XXNAKOCTb
Mpo3payHas becuBeTHas
MunHepanbHoe Macno posp H 2 npobupkmn rno 1,0 mMn
BA3Kas MacisiHUCTas XWUAKOCTb
MonoXNUTENbHbIN KOHTPObHbIN Mpo3payHas becuBeTHas
P posp H 1 npobupka 75 mMkn
obpaszey XXNAKOCTb

2.2

Bce KOMMNOHEHTHI

OnucaHune peareHToB

Habopa

peareHToB TroOTOBbI

OOMONHUTENbHOM NOAFOTOBKM K pa60Te.

2.3

KonuuecTBo aHanM3npyembix Npo6

K MNpUMEHEHUN U

He TpebytoT

Habop peareHTOoB, BKAO4Yawwmim 96 npobupok, npegHasHadeH Aas o04HOPa3oBOro

NpUMeEHeHNsa U paccuuTaH Ha npoBeaeHune 48 onpeaenennii (He 6onee 46 HensBecTHbIX 06pa3L OB
B ABYX MNOBTOpax KaxAabli, OTpMLATENIbHOMO KOHTPO/bHOro obpasua (B Tpéx noBTOpax) u

MONTIOXUTENTIbHOIO KOHTPO/IbHOIO o6pa3sua).

2.4 MpuHUMN MeTOoAa
Mertoa: MNMonumepasHaa uenHas peakuus (MUP) ¢ getekumen pesynbTaTOB B pexume
peanbHOro BpEMEHW; KauyeCTBEHHbIN MY/IbTUMAEKCHbIN aHanms.

B ocHoBe paboTbl HAboOpoB peareHTOB NeXuT npuHumMn amnandukaumm OAHK metonom
MUP. Mpouecc amnamndmkaumm 3aknoHaeTcs B CepuUM NOBTOPSIOWNXCA LUMKAOB TeMnepaTypHOM
AeHatypauun OHK, oTkura npanMepoB KOMMAEMEHTapHbIX cneundunyveckomy ydvactky OHK wu

nocneayroLwen oCTporike NoOSIMHYKAEOTMAHbIX Lenen C 3Tux npanmepos Tag-noanMmepason.
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Ons noBbIWEHUSA YYBCTBUTESIBHOCTU UM CreuymdUYHOCTM peakunum npeaycMoTpeHO
NMpUMeEHeHNe «ropsyero» crapTa, KoOTopbln obecneuynmBaeTcs METOAMKON MPUrOTOBNEHUS
pEeaKLUMOHHOW CMeCcu, COCTOSIWEN M3 ABYX C/I0EB, pasAenéHHbiX MNPOCNOMKOM M3 napaduHa.
CMeweHne cnoés M rnpeBpalleHne UX B pPeakUMOHHYI CMeCb MNpoOUCXOoAUT TOJIbKO rocie
nnasneHus napaduHa, YTO UCKIYaeT Hecneunduyeckmin oTXUr nparMmepos Ha OHK-muweHw
npwu Ha4YanbHOM nporpese Npobupku.

Habop peareHToB Non naoga BKAOYAET: CMeCb ANS aMnandukaunm, cneundunyHyro ans
onpeaeneHns Hanuuusg MynbTUKONMIHOIro gparmeHTa Y XpoMocoMbl U reHomHon OHK yenoBeka
(KBM). KBM wucnonb3yeTcs ANns aHanM3a KayecTBa BblAeNeHuMs U Mo3BOSSeT onpenennTb,
AOCTaTOYHO M nonydveHHoro konundectea [AHK ana wuccneposaHusi. PacuyéT pe3ynbTaToB
nccnenoBaHMs OCHOBAH Ha OueHKe 3HavyeHun Cp MHAMKATOPHbIX UMKI0B UCCNeAYyEMbIX MULLEHEN.

B peakunoHHy0 cMecb Ans amnandukaumm seegeHbl [HK-30HAbI, Kaxablil N3 KOTOPbIX
HeCc&T dyopecUeHTHYI0 MeTKYy U racutenb dnyopecueHummn. MNpn obpasoBaHmn cneymduyHoro
npoaykta [OHK-30H4 pa3pywaercs, gencrene racutens Ha GNyopecUueHTHYH  MEeTKy
npekpallaeTcs, 4To BeAET K BO3pacTaHUIo YpPOBHA dnyopecueHumn. Konnyectso paspyLUeHHbIX
30HAO0B (@, crnepoBaTeflbHO, WU YpOBeHb (lyopecueHUnn) YBENMYMBAETCS MPOMNOPLNOHANbHO
KONMYyecTBy 06pa3oBaBLUMXCS Ccreunudrnyecknx amrnjankKoOHOB M M3MEPSIETCA Ha KaxXaoMm uukne
amnnmdunkaumnm.

B coctaB AHK-30HAOB, MCNONb3ylOLWMXCA A9 AeTeKUMM MNpoAyKTa aMnandukauum
MYNbTUKOMUIAHOIO parmMeHTa Y XpOMOCOMbI, BK/toYeHa diyopecueHTHas MeTka Fam. B coctas
OHK-30HO0B, MWCNoOAb3ylOWNXCA AN AeTekunmm npoayktoB amnnmdpukaunm KBM, BxoauT
dnyopecueHTHbI KpacuTenb Hex.

Ncnonb3oBaHMe HeCKoNbKUX (NyopecueHTHbIX KpacuTenen no3BOAsieT COKpaTUTb
KONM4ecTBo NpobuMpoK, MOCKOJSIbKY MOSABASETCS BO3MOXXHOCTb OAHOBPEMEHHO perncTtpMpoBaTtb
pe3ynbTaTbl pa3HbIX peakumint amnandukauum, NpoxXoasawmx B ogHon npobupke. B Tabnuue 1
npueBedeHbl KaHanbl AeTekumu npoayktosB amnandwukaumm wn OHK-muweHun, onpepensembie
HabopoM.

Tabnunuya 1 - MNepedyeHb [OHK-muweHen, onpegensieMbix HabopoM, M KaHanoB

AEeTeKUMN NpoAYKTOB aMnandukaumnm

Fam Hex Rox Cy5 Cy5.5

OparMeHT Y XpOMOCOMbI KBM - - -

NccneposaHue ¢ ncnonb3oBaHmeM Habopa peareHTOB COCTOUT M3 CleAyrLWmMX 3Tanos:
BblaeneHmne AHK (npobonoarotoBka) € UCNOSb30BaHMeEM KoMmsiekTa peareHtoB NMPOBA-HK-OET
n MUP-amnandunkaumsa B pexnMe peasibHOro BpEMEHU C NCNOJSIb30BaHMEM Habopa peareHToB [lon
nnoaa.

Ona nposegeHuns TUP ¢ petekuuen pesynbTaTOB B pexXuMMe peanbHOro BpeMeEHMU
ncnonb3ytoT amnnmdukatopbl getektupytowme (000 «HMO AHK-TexHonorusa») «OTnpanm»,

«OTnant n «T-96» co cneuunanbHbIM NPOrpaMMHbIM obecrneyeHnem.

2.5 Bpemsa nposeaeHns aHanmsa (6e3 yyeta npobonoaroToBKK): OT 2 Yacos.
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3 AHAJTUTUYECKME XAPAKTEPUCTUKUN HABOPA

3.1 CneundunyHoCTb aHanusa

B pesynbraTte amnnmndukaumm obpasua detanvHor [OHK, BblaeneHHoOW M3 KpoBM
6epeMeHHOM XeHLWNHbl U He coaepXKallen dparMeHT Y XpOMOCOMbI, AO/MKHbI PermncTpMpoBaTbCs
oTpuuaTesnbHbIM pe3ynbTaT No KaHany Fam, HO NONOXUTENbHbIA No KaHany Hex. B aToM cnydae
noJs njoAa — XeHCKUN.

B pesynbTate amnandwukaumm obpasua detanbHoh AHK, copepxawen dparmeHT Y
XPOMOCOMbI, AOIXXHbI PErmcTPMpoOBaTbLCA MNONOXKUTESbHbIE pe3ynbTaTbhl N0 KaHanam Fam mn Hex.
B 3TOM cnydae non nnoga — My>XCKOMW.

NHTepnpeTaumsa pe3ynbTaToB aHanmM3a nMpoBOAMTCA aBTOMATUYECKM C  MOMOLLbIO

nporpaMmMHoro obecrneyeHus K npnbopy (cM. npuioxeHue 1).

3.2 YHyBCTBUTENbHOCTb @aHanusa
YyBCTBMTENbHOCTb Habopa Npu MCMoOMb30BaHMM KOMMAEKTa peareHToB AN1S BblAeNeHUs
detanbHo OHK m3 kpoBu maTepu MPOBA-HK-OET coctasnsder 150 konuin reHomHon [OHK
(cymmapHon OHK matepu v nnoga) B 1,0 mn nccnegyemoro obpasua naasmbl KpoBwu.
Konuuectso aHanusmpyemoin cymmapHonm [AHK wmatepu wn nnoga A[OMKHO 6biTb
He MeHee 0,1 HF Ha aMNINPUKALMOHHYKD NpobUpKy, 4YTO MNPUBAN3UTENBHO COOTBETCTBYET
Cp<35,0 Ha kaHane petekumn KBM (Hex). Mpu ncnonb3oBaHMM MeHbliero konudectsa AHK

(Cp>35,0 Ha kaHane aetekumn KBM) 6yayT nony4yeHbl HEAOCTOBEPHbIE pe3ynbTaThl.

3.3 AvarHocTnyeckme xapakTepucTnkm
OnarHoctnyeckas yysctButenbHocTb 100 % (92-100) %.

OnarHocTtuyeckas cneymduyHoctb 100 % (90-100) %.

4 MEPbI NPEAOCTOPOXXHOCTHU

Pabota pomkHa npoBoauTbCa B slabopaTtopuu, BbIMOSHAKOLWEN  MOJIEKYNSAPHO-
6uonornyeckmne MLP nccnenoBaHnss KNIMHMYECKOro Matepuana c cobnogeHneM MeToauyveckmx
yKasaHmii MY 1.3.2569-09 «Opranumsaumsa paboTtbl nabopatopuii, MCNONb3YHOWMUX METOAbI
amMnanduKaunmm  HYKNEMHOBBIX  KUCIOT, npu pabote C MaTepumanoMm, coaepxawmm
MuUKpoopraHmambl I-IV rpynn natoreHHocTtu», TpeboBaHuin [OCT P 52905 «Jlabopatopumu
MeamumnHckume. TpeboBaHusa 6e30nacHOCTU» U C cobnoaeHneM CaHUTapHO-3MNAEMNONOMNYECKUX
npasun CI 1.3.2322-08 «be3sonacHoctb paboTel C MukpoopraHuamamu III-IV  rpynn
natoreHHocTn (onacHocTn) wn Bo3byautenamm napasuTapHbix 6onesHen», CI11.2.036-95
«lMopagok yyeTa, XpaHeHUs, nepefadn U TPaHCNOPTUPOBaAHMA MUKpoopraHmsmoB I-IV rpynn
natoreHHocTmn». iccnegyemble o06pa3sLbl pacCMaTpUBaOTCA Kak NoTeHuUuasibHO-0NacHbIE.

K pabote c HabopoM peareHTOB AOMYyCKAeTCH TOMbKO MNepcoHan, 0by4yeHHbln MeToaam

MOJ'IeKYJ'IFIpHOl\/'I ANarHoOCTnK1 n npasuiam pa60'rb| B KJIMHWMKO-AMArHOCTUYECKOMN na6opaTopMM.
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Mpn pabote ¢ MukpoopraHuamamm I-IV rpynn naTtoreHHoCTM BblI6Op TMMa 3alUUTHOro
KocTioma (pabouer ogexabl M CpeacTB WMHAMBMAYASIbHOW 3alMTbl) NPOBOAUTCS B CTPOroOM
cootBetcTBMM C CIMT 1.3.2322-08 wn onpeaensieTcs BuaoM Bo3byamTensa, pabouen 30HOM,
OCHalleHneM ee 6okcamun 6uonorndeckor 6e3o0nacHoOCTU.

Ncnonb3oBaTb TO/IbKO HOBblE HAKOHEYHUKN N NPOBUPKMU.

3kcTtpakumnto AHK cneagyeT npoBoanTh B 60kcax 6uonornyeckoin 6esaonacHoctu II knacca.
MpurotoBneHne peakuMoOHHON CMecu BO3MOXHO nposoauTb B MNLIP-6okcax.

Otan MUP B peanbHOM BpeMeHW creayeT MpPoBOAUTb B MNOMeLleHMn, CHabXeHHOM
KOMMJIeKTaMn MonyaBTOMAaTUYECKMX WM aBTOMATMYECKMX [03aTOpPOB, XasaTtamu W MNpo4vYnMu
NPUHALEXHOCTAMM.

Bce nabopartopHoe obopyaoBaHuMe, B TOM 4ucCne A03aTopbl, WTaTmMBbI, slabopaTopHas
nocyaa, xanatbl, rofoBHble y6opbl M Mp., @ TakXe pacTBOpbl peareHToB AO/IXKHbl 6bITb CTPOro
CTauMoHapHbIMKU. 3anpeLllaeTcsa nx nepeMeLleHme n3 o4HOro NoOMeLLeHns B Apyroe.

[o3aTopbl AOMKHbI 6bITb COOTBETCTBYHOLWMM 06pa3oM nosepeHbl (B aKKpeAUTOBAHHbIX
nabopaTtopusix) n npoMapKMpoBaHblI.

MoBepxHOCTM paboumx CTONOB, @ TaKXe MOMELLeHUI, B KoTopbix nposoantcsa [MLUP,
cnepyet obasatenbHo, A0 M nocne npoBeaeHuss paboT, obnyyatb 6HakTepuunaHbIMU
obnyyatensMm B TedeHme 30 MUHYT.

Ncnonb3oBaHHble 04HOpPa30Bble MPUHAANEXHOCTU (NPOBUPKN, HAKOHEYHUKKN) AONXKHbI
cbpacbiBaTbCa B creunanbHbii KOHTENHep, coaepXaluii Ae3MHUUMPYOLWWA pacTBop. YaanaTb
oTxoabl ¢ npoayktamu MLUP HeobxoanMo ToNbKO B 3aKpbITOM Buae. He gonyckaeTcs oTKpbiBaTb
npobmpku nocne amnandukauum (MY 1.3.2569-09).

Bce nosepxHocTn B nabopatopum (paboume ctonbl, WTaTtMBbl, obopyaoBaHue 1 ap.)
eXeAHEeBHO noaBepralT BfAaxHon ybopke C npuMeHeHueM Ae3nHMOULMPYOLWKNX/MOOLWKMX
CpeAcTB, pernamMeHTUpPOBaHHbLIX cCaHUTapHbIMK npasunamu CIl 1.3.2322-08.

Mpn mncnonb3oBaHmn Habopa B KIMHMKO-AMArHoctnyeckon nabopatopmm obpasytoTcs
oTXoAbl knaccoB A u b, KOTOpble KNacCUPUUUPYIOTCAS U YTUAM3UMPYIOTCA B COOTBETCTBUMU
c TpeboBanusamMm CaHlmH 2.1.7.2790-10 «CaHuTapHOo-anungemumosiornyeckne TtpeboBaHms K
obpaleHnto ¢ MeAULMHCKUMM OTXOA4aMU>» .

He monyckaeTtca Mcnonb3oBaTb HAabop peareHToB:

NPV HapyLUEHUN YCNOBUIA TPAHCMOPTUPOBAHMS U XpaHEHWUS;

Mpy HECOOTBETCTBUWN BHELLHErO BMAA peareHToB, YKasaHHOro B nacrnopTe K Habopy;

NPV HapyLEeHUN BHYTPEHHE YNaKOBKN KOMMOHEHTOB Habopa;

no NCTe4yeHmtio Cpoka rogHoCTu.

MpuMmeyaHne - Habop peareHTOB He COAEPXMUT MATEPUASIOB BUOOrMUYECKOro MPOUCXOXAEHUS,
BELLEeCTB, 0611a4a0WMNX KaHLEPOreHHbIM, MyTareHHbIM eMCTBUEM, @ TaKXKe BIIMAIOLWNX Ha PENPOAYKTUBHYIO
dbyHKUMIO Yenoseka. Mpu MCNob30BaHMM MO HAa3HAYEHUIO U COBMIOAEHNN MEP NPEAOCTOPOXHOCTU ABASAETCA

6e3o0nacHbIM.
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5 OBOPYAOBAHUE U MATEPUAJDbI

Mpwn paboTe c Habopom peareHToB TpebytoTCca cneayrowme obopyaoBaHue U MaTepuanbi:
. MLP-60kKc;

o amMnnandukatop aetektupylowmin («ATnpanm»t, «ATnant?» unn «[4T-96» nNpou3BoACTBa
000 «HMO AHK-TexHonorus»);

. MUKpoUeHTpudyra-BopTekc, Hanpmmep, BioSan, JlaTBmsa nnm aHanormyHas;

. X0NoAnNbHUK 6biIToBOM CTUHON, Poccmsa nnm aHanorn4dHbiin;

o wTaTtne «paboyee mecto» ansa npobupok o6vémoM 0,2 MA naun Ans CTpunoBaHHbIX Npobupok

o06bEmomM 0,2 M, OO0 «HIMO AHK-TexHonorns», Poccns nan aHanorudHble;

. [03aTopbl MeXaHWYeCKUe WM 3SNeKTPOHHble nepeMeHHoro o6béMa oAHOKaHasbHble
CO CMEHHbIMM HaKOHEYHMKaMK, nos3sonswme otbnpatb 06beMbl XMAKOCTU OT 2 o 20 MKA,
oT 20 po 200 wmkn, ot 200 po 1000 wmkn, Hanpumep, Eppendorf, epmaHusa wnu
aHanornyHole;

° 0AHOpPa30Bble HaKOHEUYHUKU C DdMNbTPOM Ans ao3atopoB, cBoboaHbie oT PHKa3 n AHKas,
obbémom 20 mkn, 200 mkn, 1000 mkn, Hanpumep, Axygen, CLUA nnv aHanormnyHele;

. 04HOpa30Bble NMepyaTkm MeguUnHCKne, 6e3 Tanbka, TEKCTYPUPOBAHHbLIE;

. €MKOCTb C Ae3nHUUMPYIOWMM pacTBOpoOM A/ cbpoca MCNOAb30BaHHbIX HAKOHEYHUKOB,
NpobUpoK 1 ApPYyrux pacxofHbIX MaTepuasnos;

Onsa B3aTnsa n npenobpaboTkn matepuana ansa mcciegosaHus m ebigenedmsa OHK:

. 6okc buonornyeckoin 6esonacHoctu II knacca;

. KOMMAEKT peareHToB Ans BblaeneHunsa getansHon AHK 3 kposu matepu (MPOBA-HK-OET
npoussoacTea OO0 «HK-TexHonorna TC»);

. ueHTpudyra ana npobmpok obvémom 4,5 mn, ¢ RCF He Hmxe 1150 x g, Hanpumep,
ueHTpundyra EBA 20 Hettich (3461g nnm 6000 06/MUH);

. ueHTpudyra ans npobupok obvémom 1,5 mn, ¢ RCF He Hmxe 17000 x g, Hanpumep,
ueHTpudyra HERAEUS picol7 (17000 g nnm 13300 06/MuH);

o TepMocCTaT TBEpAOTENbHbIN, NOoAAEPXXUBAKOLWNA TeMnepaTypy oT 65 °C go 98 °C;

. BaKyyMHble MacTMKoBble Npobmnpkn Tmna Vacuette ¢ 4TA.

MporpamMMHoe obecneueHne Ansg AeTEeKTUPYIOLWMX aMNANGPUKaTOPOB:
o Bepcus MO He Huxe 7.7.5.233;
. dann c napameTpamu aHanusa «Gender.ini».

! - Tonbko Mogenun 4M1, 4M3, 4M6, 5M1, 5M3, 5M6, 6M1, 6M3, 6M6

2 - Tonbko mMogenu 4S1, 4S2, 551, 552, 6S1, 652

3 - npou3BOAMUTENb pPEKOMEHAYEeT CBOEBPeMeHHO O6HOBMATbL MporpaMMHoe obecrieyeHue AN
OeTeKTUpyrLwux amnamdukaTopoB. MocnegHol pekoMeHayeMmyk Bepcuto MO MOXHO ckadaTb Ha calite
koMnaHun «QHK-TexHonorusa»: https://www.dna-technology.ru/poequip/po-dlya-oborudovaniya
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6 AHAJTIUSNPYEMbIE OBPA3Lbl

6.1 MaTepuanbl An9 nccnenoBaHms

Ana nccnepoBaHMsa UCNONB3YIOT LENbHY0 nepm¢epmquKym KpOBb 4€sioBEKaA.

BHUMAHME! Cpok  6epeMeHHOCTM naumeHTKn  OO0JIXKEH COCTaBNATb He MeHee
8 saMmbpunonornyecknx mam 10 akywepckux Heaenb.

B3AaTne yenbHo nepudepmnuecKkon KpoBmu

Heobxoanmbin 06bem kpoBu coctasnseT 4,0 - 4,5 M. B3sTme uenbHOM nepmndepmnyeckon
KpOBM MPOBOAUTCS B BaKyyMHble MaacTUKoBbie npobupku Tuna Vacuette obbémom 4,5 mn ¢
nobaBneHHOM B KayecTBe aHTUKOarynsHTa AWMHaTPUEBOW CONbIO 3TWIEeHAMaMUHTEeTpaaueTaTa
(24TA) B KOHEYHOW KoHUeHTpauuu 2,0 mr/mn. [nsg nepeMelnBaHns KpOBU C aHTUKOAryasiHTOM
nocne B3aTUa MaTepuasna HeobxoanMMO nepeBepHyYTb Npobupky 2-3 pasa.

BHUMAHME! He ponyckaeTcs WCMoOSb3OBaHMe renapuvHa W uUuTpaTa HaTpud B KadecTse

AHTUKOAryngdaHTa.

6.2 TpaHCNopTUPOBKa N XpaHeHue nccaegyemMoro Matepuana

PekoMeHayeTcs HayaTb 06paboTKy KpOBW B NepBble ABa Yaca nocsne ee B3ATus.

B cnyyae HEBO3MOXHOCTM npoBeaeHuss 06paboTkm KpoBM B TedyeHue 2 4acos
AonyckaeTtcs eé xpaHeHue npu Temnepatype ot 18 °C go 25 °C He 6onee 4-8 yacos.

6.3 Mony4yeHne nnasmbl KPOBU

LleHTpudyrnpynte npobupkmn ¢ kposbto npu 1000 - 2000 x g B TeueHne 20 MMUH Npwu
KOMHaTHOW TemMnepaType oT 18 °C go 25 °C.

MpoMapkunpymnTe Heobxoammoe KonmuyecTso Npobmpok o6EMomM 1,5 mn (ABe 415 Kaxaoro
nccneagyemoro obpasua).

He 3ageBast HUXHIOK (KNETOYHY0) dpakumio, oTbepmTe aBTOMAaTUYECKUM A03aTOPOM MO
900 Mkn BepxHen dpakumm (NnasMa) n nepeHecuTe B ABe NPOMAPKMPOBAHHbIE NPOBUPKMY.

BHUMAHME! [ns sbigenenns OHK ncnonb3yeTtcs Tonbko ogHa npobupka! Bropas npobupka
MOXeT 6bITb 3aMopoXXeHa nNpu MUHYC 20 °C nnm HMxXe, Npun HeobxoaMMOCTMN, NCNONb3YyeTCcsa AN
noBTOpHOro BbigeneHna AHK.

[lo Hayana BbiaeneHnst NpobupKKM C NAA3MOM MOryT XpaHUTbLCS Npu TemnepaType oT 4 °C
0o 8 °C B TeyeHune 8 4yacos.

Mpu nnaHupoBaHumn BbigeneHns detHK Ha cneayrownn aeHb UM no3xe, Npobupku c
naasmMon Heo6xoaMMO 3aMOpPO3UTb NpU MUHYC 20 °C uam HMXe. 3aMOpOXeHHas naa3Ma MoxeT
XpaHuUTbCcs He 6onee 3 Mecsaues. lMepen HayanoMm BblAeneHWs MO OAHOM Npobupke KaXkaoro
obpasua Heo6xXoANMMO pa3MopoO3UTb NMPU KOMHATHOW TeMnepaType.

11
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7 NMPOBEAEHUE AHAJTU3A

7.1 Boligenenmne AHK 13 6mMonormyeckoro matepuana
Bbligenenne JHK npoBoasiT B COOTBETCTBUM C MHCTPYKLUMNEN K UCMOSIb3YEMOMY KOMIMIEKTY

peareHTtoB NMPOBA-HK-®ET, npoussoactea OO0 «[HK-TexHonoruns TC», Poccus.

BHUMAHME! lNpn ncnonb3oBaHun Habopos ansg Bbigenenns detAHK apyrux npoussogutenei,
MOryT 6bITb NOMyYeHbl HEKOPPEKTHbIE pe3ynbTaThl.

OanHoBpeMeHHO ¢ BblaeneHmem OHK n3 nepudepmnyeckoin KpoBM HeobxoamMmMo nMpoBecTu
yepes BCe aTanbl Npo60NoAroTOBKM OTpULATENbHbBIA KOHTPO/bHbIN 0bpa3sel, BXOAALWMIA B COCTaB
KOMMJIEKTa peareHToB Ans BblaeneHus detanbHon OHK m3 kposm matepu (MPOBA-HK-OET),

B 06bEeMe CorlacHO MHCTpPYKUMK K Habopy peareHToB ans BbigeneHus AHK.
7.2 MoarotoBka u nposegeHune MLP

BHUMAHME! Tak kak d¢etanbHaa [AOHK Haxoautca B KpoBM 6epeMeHHOM >XEHWMUWHbl B
MUWHUMaNbHOM KOMM4YecTBe, aHanum3 Kaxaoro obpasua AHK HeobxoamMmMo npoBoanTb B AybnsX.

B NnpoTMBHOM cny4dae MoryT 6biTb MONyYeHbl HEKOPPEKTHbIE pe3ysbTaThl.

BHUMAHME! lNpn npoBeaneHun BCcex Nocneaylowmnx AeNCcTBU cnepyeT usberatb BO3AenCTBUS

NPAMbIX COMHEYHbIX Nly4Yel Ha NPOBUPKK CO CMechkio Ans amnanbukaumm!

7.2.1 TlpomapkupynTe no nBe npobupku CTpunoB (Mau no ABe OTAesbHble npobupku) co
cMecsMM  Ans  amnandukaumm  Ana  Kaxaoro wuccneayemoro obpasua, oaHy And
NOSIOXUTENBHOIO0 KOHTPOSIbHOro obpasua (K+), n Tpu Ana oTpmuaTenibHOro KOHTPObHOMO
obpasua (K-).

Hanpumep: HeobxoauMMmo npoaHanumsmMpoBaTb ABa obpasua. Hy>XHO npomMapkupoBaTtb
BOCEMb MPOBUPOK — 4YeTbipe Ansd uccnegyembix obpasuos, oaHy ans K+ u tpu ana K-

(cM. Tabnuuy 2).

Tabnuuya 2 - MNpuMep MapKMpoBKKn Npobupok ans nposeaenms MLP

O6pazey 1 Mpobupkn 1 - 2

Ob6pasey 2 Mpobupkn 3 - 4
K+ Mpobupka 5
K- Mpobupkn 6 - 8

7.2.2 BcTpssxHuTe npobupky C pacTBopoM Tag-nonumepasbl B TeyeHne 3-5cek u

LeHTpUdyrnpyinTe B TedyeHne 1-3 cek Ha MUKpoUeHTpudyre-sopTeKkce.

7.2.3 BHecuTe B npoMapKuMpoBaHHble NpobupkM, He mnoBpexaas cnoi napaduHa, no 10 Mkn

pacteBopa Tag-nonnMepassbl.

7.2.4 BHecuTe B NpoMapKkumpoBaHHbie NMpobupkn no ogHon kanne (npubnusuntenbHo 20 MKn)

MWHEPaNbHOro Macsa. 3aKponTe KPbILWKK CTPUTMOB UK NPOoBUpPOK.

7.2.5 BcTtpsaxHuTe npobupkun ¢ nony4yeHHbiMn npenapatamu JHK n KOHTpoabHbIMM 06pa3uamn B

TeuyeHune 3-5 cek 1 LeHTpudyrmpyiite B TedueHne 1-3 cek Ha MUKPOLIEHTpUdYyre-BopTeKce.

12
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7.2.6

7.2.7

7.2.8

7.2.9

Ons npepoTepalleHmsa KOHTaMUHauum cnegyet nepes BHeceHneM IHK oTKpbIBaTb KPbILWKY
TONbKO TOro cTpuna (MAM TONbKO TOM NpobupKK), B KOTOPbIN ByaeT BHOCUTLCS AAHHbLIN
obpasel, v 3akpbiBaTb €€ nepen BHeceHueMm cneaytowero. Mpenapatel AHK cneayet

BHOCUTb HAKOHEYHUKaMK C d)VI}'IprOM.

BHecuTe, He noBpexaas cnon napadmHa no 5,0 Mk BblAENEHHOrO M3 06pasLoB
npenapaTta AHK B cooTBeTCTBYOLWME NPOBUPKN ANS UccrieayeMblx obpasuos (2 wT. ans

Kaxgoro obpasua). B npobupkn MmapknpoBaHHble K+ n K- 1HK He BHOCuKTCA.

BHecuTe, He noBpexpas cnon napadwuHa no 5,0 MK MNONOXUTENbHOrO KOHTPOJbHOMO
obpa3ua B npobupky, MapknpoBaHHyto K+. BHecuTe, He noBpexaas cnoi napaduHa no
5 MKN oTpuuUaTenbHOro KOHTPOJSIbHOrO obpa3ua, npoweawero 3Tan Bbigenenms OHK

B Npobupku, MapkmpoBaHHble K- (Bcero 3 wrT.).

3akponTte Kpbiwkn cTtpunoB (npobupok). LUeHTpudyrmpynte crpunbl (Npobupku)

B TeyeHue 1-3 cek Ha MUKpoueHTpudyre-soprTekce.

7.2.10 YcTtaHoBuTe BCe cTpunbl (Npobunpkn) B 6/10K AeTeKTMpyowero amnamdunkartopa.

7.2.11 3anyctute nporpammHoe obecneueHme RealTime_PCR, B pexunme «Pabota ¢ npubopom»,

3arpy3ute ¢dann "Gender.ini", pobaBbTe B NpoTOKO TECT «Gender», yKaXuTe KOJIMYecTBO
n unaeHtTudbukatopol o06pasyoB, OTMeTbTe pacrnonoxeHuve npobuMpok Ha w™aTpuue
TepMobn0OKa B COOTBETCTBUM C UX yCTaHoBKoW (cM. n. 7.2.8) v nposeauTte TLUP. Mpun
Bbibope Tecta «Gender» B OKHe <«3anyck nporpaMMbl aMnandukaumm» AOKHA

oTobpaxaTbcs nporpamMmma, npueenéHHas B Tabnuue 3.

BHUMAHME! lNpu ncnonb3oBaHnu gpyrux amnandukaTtopos Heob6xoaANMO YTOYHUTb NporpaMMy
amnandumkaummn y npeacrasutens komnanmm «AHK-TexHonorms».

Tabnuuya 3 - MporpaMmma amnamdukaumm ana getekTupyrmwmx amnandukatopoB «4TnanT»,
«ATnpanm» n «4T-96»

[0}
N® Temnepatypa, °C MUH C Yuncno umkios Pexum OnTqu,CKMX Tun 6noka
6noka NU3MepeHumn

80 0 30

1 1 Uwnkn
94 1 30
94 0 30

2 5 Uwnkn
64 0 15 \
94 0 10

3 45 Lnkn
64 0 15 '

4 94 0 5 1 Uwnkn

5 10! XpaHeHue XpaHeHue

TecTbl (ini dannbl) gng npubopos «ATnpanM», «ATnant» n «AT-96» npenocTaBnsaoOTCs

npousBoanTeNieM Habopa peareHToB.

1 - nonyckaeTcsa XpaHeHue npu Temnepatype 25 °C
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8 PETMCTPALMA PE3YJIbTATOB AMITJTIMOUKALIUAN

8.1 Perncrtpauus curHana dbnyopecueHumMn NpoBoamMTcs NpnMbopoM aBTOMaTu4eckn BO BpeMs
amnnmdunkaumnm.

8.2 Jetekunsa n y4yéT pe3yNbTaTOB OCYLECTBAATCA aMMIndUKaATOPOM AETEKTUPYOLWMM
aBTOMATUYECKMU.

8.3 Mocne okOHYaHMs NMporpaMMbl aMmnaMduUKaumMm Ha 3KpaHe MOSIBUTCS COOTBETCTBYHOLLEE

MH(OpMaUnOHHOe cooblieHne n byaeT NpeanoXeHo nepenTn K aHanmly pes3ysbTaTos.

AHanus npoBoAMTCA aBTOMATUYECKN NPOrpaMMHbIM obecneyeHunem.

8.4 Ha rpacdumke 6yaet otobpa)keHa 3aBUCMMOCTb (pbiyopecLeHUnm oT HoOMepa LUMKa no BCcem
MCNOSIb3YEMbIM KaHanaM Ans Kaxaom npobmpkn B Tepmobnoke. B Tabnuuye cnpasa byaer
rnokasaH uaeHTudukatop obpasua, MHANKATOPHbIE UMKAbI NO ABYM KaHanam (Cp) u
pe3ynbTaT nccneaoBaHms no Aybnsm.

MpuMep Bblaaun pe3ynbTaToB NpUGOpPoOM:

Tin anarssa Geander ~rs-d2BP BID = & Dépaseu_1 MNom o - Myxcxod
EparMeHT Yopomooomes | 335 +
i r - [ -
Merox eomeinecod (o) [+) eo.0e &) o o
pparmenT Yopomocoses | 332 »
150 | N ~ @@e oo | & KEM 301 .
Ofipazey 2 Mon nnoga - xoesc
3000 gs| oo T Y Spomocoen - -
l KEM U3 .
1300 B EOETMENT Y XPOMOCIME = =
HEM M4 *
B Dfpacsen 3 flan nnoga - xevscros
g7 pparmeHt ¥ xpomMocied - -
| KEM 314 +
i B8 SOETMEHT Y ADOMODIME - -
il KEM 08 .
1900
500
0
5 i 15 i % L kL 40 1 5
Homep unEna

Mo pe3ynbTaTaM aHann3a MOXHO ChOPMMpPOBATL M pacrneyvyaTaTb OTYET.
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9.2

9.3

9.4

9.5

9.6

YYET PE3Y/IbTATOB MLP

YUéT n unHTepnpetaums pesynbTaTOB peakunn OCYLLEeCTBNSEeTCA aBTOMaTU4YeCKU C
noMoLbto nporpaMmMHOro OﬁECI‘IG‘-IeHMFI, nocTtaB/IAEMOro C AETEKTUPYHOLWNM

aMnNAMduUKaTopomM.

PesynbTaT wuccnenoBaHuss Ans  Kaxaoro obpasua onpegensieTcd  NporpaMmMHbIM
obecneyeHneM aBToMaTMYECKN C YYETOM 3HaYeHun Cp no kaHany Fam (cneumdunyecknii
dparmeHT Y XpoMocoMbl) 1 no kaHany Hex (KBM) B coBokynHOCTK no aybnsm ans atoro

obpasua (cM. MpunoxeHune 1).

B o6pasuax, npoweawux MUP v copgepxawmx poctatodHoe konudectso AHK, ans
KOTOPbIX MONly4YeHbl KOPpeKTHble 3HadyeHus Cp, nporpamma onpenensieT reHoTun
nccneayemoro obpasua, Kotopbii oTobpaxéH B Tabnuue B rpade «PesynbtaT». B aTOM

Ccny4yae BblAAETCA 3aK/Ilo4eHNe No pe3ysibTataM UccnenoBaHuA.

B cnyyae mHoronnogHown 6epeMeHHOCTM pe3ybTaT NCCNeA0BaHUS <Moo Naoga — XXEHCKUN»

6y/ZleT 03Ha4aTb, YTO BCE MJIOAbl XXEHCKOro Noja, a Pe3ynbTaT «Mos MaoAa — MY>XCKOn» -

yTO XOTSa 6bl OAMH NA0A MYXCKOro nosa.

Ona obpa3uoB ¢ HeAOCTATOYHbIM A4S aHanusa konmyectsoMm AHK (Cp>35,0 Ha kaHane
aetekunm KBM), HekoppeKTHbIMK 3HauYeHusasMmn Cp, nnm Npu HeCcoBnageHnm pe3ynbTaToB
no ayébnam, nporpamMmma onpegenset COMHUTENbHbIE UIN HEAOCTOBEpPHble pe3ynbTaThbl, B
rpacde "Pesynbrart" 6yaeT ykasaHO cOOTBETCTBEHHO "?" wunu "HA". B 3aTOM cnydyae
TpebyeTca noBTOpHOe npoBedeHue TUP ¢ wumerowummcs npenapatom [AHK, nubo
nosTopHoe BbigeneHne JHK n noctaHoska lMLUP, nn6o noBTOpHOE B3STUE KIAMHUYECKOIO

MaTepuana (BbII'IOJ'IHFIeTCH nocne,qosaTeano).

Onga oTpuuaTtenbHOro M MNOMOXUTENbHOMO0 KOHTPOJbHbIX O6pa3LI,OB OO/MKHbI  6bITb

NMoJ1y4dY€Hbl pe3ynibTaTbl, NMPUBEAEHHDbIE B Tabnuue 4.

Tabnuuya 4 - Pe3synbTaTbl UCccnenoBaHmnsa ana oTpyuuaTenbHbIX U MOSTOXUTENbHbBIX KOHTPOSbHbIX

obpa3uos
BbibpaHHbIN hnyopodop
BHeceHHbI MaTepuan
Fam (dparMeHT Y XpoMOCOMbI) Hex (KBM)
«K+» Cp <35 Cp <35
) Cp He yKasaH Cp He ykasaH
«K-» (3 nosTopa) mnn >39 mnn >39

9.7

9.8

Mpn nonyyeHnn Ans  OTpUUATENIbHOrO  KOHTPOSIBHOrO obpasua pes3y/bTaTos,
OTIMYAIOLWMXCS OT 3HAaYEHUIN, YKa3aHHbIX B Tabauue 4, pe3ynbTaTtbl BCEM NOCTAHOBOYHOM
cepum cuymTaloT HeaoCTOBEpPHbIMM. B 3TOM cnyyae HeobxoauMMO npoBeAeHue

cneyunanbHbIX MepOI'IpVIFITMM Ansa ycrpaHeHua BO3MOXXHOW KOHTaMMHaUMMN.

Mpn  nonyyeHun  ANs  MNOJIOKUTENBHOrO  KOHTPONbHOrO  obpasua  3HAYeHuW,
OTNINYAOWMXCS OT 3Ha4YeHMul, yKasaHHblXx B Tabnuue 4, TpebyeTca MOBTOPHas

rnocTtaHoBKka amMnandukaumm Bcen naptnm obpasuos.

15



Mon nnoga | WHcTpykums no npumeHenmio | 355-7 ot 22 anpens 2024 roaa

Hwxe npeacrasBfieHbl BapnaHTbl pe3ynbTaTOB UCCefoBaHUA U 6naHkn oTBeTa:

O6pasel 4, pe3ynbTaT uccnenoBaHus «lon nioga — XEeHCKUns.,

M= Wcocnepoeanwne Cp Pesynetar
Oopazeyu_4 MNon nnopa - xeHcHAi
co thparmMeHT Y XpoMOoCoMb -
KBM 330
" hparmMeHT Y XpoMOoCoMb -
KEM 334

BnaHk oTtBeTal

? AHK-TEXHONOrua

Oata

Homep npobupku
®.M.0. naumenTa
Mon

Bospact
Opranusaumns
Bpau
Mpyumeyanve

Wpentudwvkatop obpasya: Obpasey_4

I'IpeHaTan bHaA OWArHOCTHUKA.

Mon nnoaa.

WHcopmayua o nabopatopum

HasBaHwne nccnegoBaHusa

PesynbTaTt

MHTepnpeTauus pesynbTaTa

BrisieneHue cparmeHTta Y
XPOMOCOMBI

He BbisiBneH

Mon nnoaa - eHCKUA.

McecnegosaHue BoINONHWUA:

BHumanue: [laHHoe uccneqoBaHue npoBoguTCcA NpKW CPpoKe SepemeHHocm Bbonee 8 Hepenb.

Mognucek:

1 - ana cpoka 6epemMeHHOCTM 6osiee 8 aM6puonornyeckux unm 10 akylwepckux Heaenb
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O6paseuy 3, pe3ynbTaT nccnenoBanmsa «lMon nioga — MyXCKom».

M= WcocnenoeaHue Cp ‘ Pesynetar
Ofpazeu_3 Mon nnopa - MysccKo
en parMeHT Y xpomocomMbl | 327 +
KBM 336 +
- parmeHT Y xpomocomel | 325 +
KEM 32 +

BnaHk otBeTtal

HPEHaTaﬂ bHaA OWUarHOCTUKA.

Mon nnopa.

Oata

Homep npobupku

®.N.0. naymenTa

Mon

BoapacT WHcbopmaLus o nabopaTtopum
Opranunsaums

Bpau

Mpumeuarne

NoenTudmkaTop obpasya: Obpasey_3

HasBaHue uccnenoBaHus PesynbTar WHTepnpeTauua pesynbTaTa

Beisenexune gparmenTa Y

BeineneH Mon nNoAa - MyCKon.
XPOMOCOMBI

BHyumaHue: [aHHoe uccnegoBaHne NpoBoaMTCA Npu cpoke BepemeHHocT Bonee 8 Hegens.

Lara:
Mccne,qoaaHne BeINONHWN: |-|0,E|.I'II-'10bI

1 - ana cpoka 6epemMeHHOCTM 6osiee 8 aM6puonornyeckux unm 10 akylwepckux Heaenb
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10

10.1
10.1.1

10.1.2

10.2
10.2.1

10.2.2

10.2.3

10.3
10.3.1

10.3.2

TPAHCNMOPTUPOBAHUE, XPAHEHUE N SKCIMJIYATALNA

TpaHcnopTMpoBaHue

TpaHcnopTMpoBaHWe Habopa OCyLEeCTBASIOT B TEpPMOKOHTElHepax, coAepXalimx
XNafo3/ieMEHTbl, BCEMM  BMAAMM  KPbITOrO  TpaHcrnopTa npu  TeMmnepaTtypax,
COOTBETCTBYHOLUUX YCNIOBUSIM XPaHEHUSI KOMMOHEHTOB, BXOASILMX B COCTaB Habopa.
Habopbl peareHTOB, TpaHCMOPTMPOBaHHbIE C HapyLlIEHVWEM TeMMepaTypHOro pexuma,

NMPUMEHEHUNIO HE NMoANEXaT.

XpaHeHue

Habop peareHTOB cneayeT XpaHUTb B TEYEHWE BCEro Cpoka rogHoCTU NMpu TemnepaType
oT 2 °C go 8 °C B X0n10AUNbHbIX KaMepax Win B X0a04UNbHUKaX.

Cmecu gnsa amnandukaummn cnegyer XpaHuTb B 3allMWEHHOM OT CBeTa MecTe B TedeHune
BCEro cpoka rogHocTn Habopa.

Habopbl peareHTOB, XpaHMBLUMECS C HapyLEeHMeM pernaMeHTUPOBaHHOIO pexuma,

NMPpUMEHEHNIO HE noanexar.

YKaszaHusa no akcnsyaTtaumm

Habop ponxeH nNpUMEHATbCA COrlacHO AEUCTBYIOWENA BEPCUM  YTBEPXAEHHOM

MHCTPYKLMUM NO MPUMEHEHMUIO.

lMocne BCKPbITMS YyNakKOBKM KOMMOHEHTbl Habopa cneayeT XpaHUTb MpU CrieayroLwwmx

YyCNoBuAX:

— KOMMOHEeHTbl Habopa cneayeT XpaHWTb B TeYeHWe BCEero Cpoka rogHOCTU npu
TemnepaTtype oT 2 °C go 8 °C B X0104AUNbHbLIX KaMepax UM B Xo0NnoaunbHUKaX;

- cMecu ang aMmnaumdukaumum cnenyet XpaHuTb B 3alUMLIEHHOM OT CBeTa MecCTe

B TedeHme BCero cpoka rogHoctm Habopa.
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11

11.1

11.2

11.3

11.4

YKA3AHUA NO YTUWIN3ALNN

Ha6opb|, npuwegumne B HeENpuUrogHoCTtb, B TOM 4ucne, B CBA3N C UCTEYEHUNEM CpPOKa
roAHOCTM W HEeWUCnosib3OBaHHble peaKTUBbl, OTHOCATCA K knaccy b mn nognexar
yTnnndaumm B COOTBETCTBUU C Tpe6OBaHMHMVI B COOTBETCTBUN C TDE6OBaHVI$|MVI
CaHluH 2.1.7.2790-10 n MY 1.3.2569-09.

Mpn mncnonb3oBaHMn Habopa B KAMHMKO-AMArHoctuyeckon nabopatopum obpasytoTcs
oTX0A4bl knaccos A n b, KoTopble KNaccMpuunpyoTCa U YTUIN3UPYIOTCS B COOTBETCTBUMU
C TpeboBaHMaMMU CaHlunH 2.1.7.2790-10 «CaHuTapHo-anunaemMmonormyeckue

TpGGOBaHMﬂ K 06pau.|,eHmo C MEANLIMHCKNMWN OTXOAaMU>.

Bxogswme B cocTas Ha60pa peareHToB >XunaKme KOMMOHEHTbI, npueauine B
HenpumurogHoCTtb, nepeg CcIMBOM B KaHaan3auuko [AO0JIKHbI 6bITb npeaBapuUTesibHO

pa3basneHbl Bogon 1:100.

YnakoBka Habopa peareHToB (nepBuyHasa: Npobupku, GNakoHbl U BHELWHSA: NaKeThbl
MOSINSTUIEHOBLIE C 3aMKOM W KOPOOKW KApTOHHbIE) MOCAe WCMNOoSb30BaHMUS MO

Ha3Ha4YeHM, OTHOCUTCS K OTX04aM Knacca A v yTUnmsmnpyeTtcs C 6bITOBBIMM OTXO4AMWN.

BHMUMAHME! B cnyvyae BCKpbITUS ynakoBku Habopa B 60OKCe oOHa OTHOCUTCH K OTXOAaM

knacca b u noanexuT ytunmsaumm B COOTBETCTBUU C TpeboBaHuamu CaHluH 2.1.7.2790-10 u
MY 1.3.2569-09.

12

12.1

12.2

13

FAPAHTUN N3TOTOBUTENA

lMpeonpuaTMe-mn3rotToeBuTeNb rapaHTUpyeT COOTBETCTBUE Ha6opa Tp86OBaHM9|M
TEXHUYECKUNX YCﬂOBMVI npwu cobnoaeHumn YCJ'IOBMVI TPAHCMOPTUPOBAHUA, XPaHEHUA U

NpUMEHEHNA, YCTAHOBTIEHHbIX TEXHNYECKNMUN YCITOBUAMMN.

Cpok rogHocTM Habopa - 12 MecsueB npu cobnogeHunm BCeEX  YCI0BUIA

TPAHCMOPTUPOBAHUA, XPaHEHNA N SKCNJ1yaTauunn.

PEMOHT N TEXHUYECKOE OBCJ1Y)XUBAHUE

Ha60p peareHToB npeagHasHayeH A1 04AHOPAa30BOro UCMNoOJ1Ib30BaHUA U HE MNOANEXUT

TEXHNYECKOMY O6C}'IY)KVIBaHVII-O N TEKYLLEMY PEMOHTY.
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14 CNMBO/J1bl, NCNOJIb3YEMbIE NP MAPKNPOBKE HABOPA

} AHK-TEXHONOrua

IVD

MeaouunHckoe nsgenne ans AMarHocTmkuy in vitro

TeMnepaTypHbIn AManasoH

KonnyecTtBo TecTtoB

{
N/
2

lopeH no

LOT

Cepus Habopa

[aTta narotoBneHus

e

O6paTnTeCch K MHCTPYKLUM MO NPUMEHEHMIO

M

RE

KaTanoxHbin HoMep

E

Aapec usrotoeutens

/,
N
I\

N
7

He ponyckaeTcs BO3J€elCTBME CONHEYHOro CBeTa

He ctepunbHO

® B

OaHopasoBoe UCnosib3oBaHme
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15 MNEPEYEHb NPUMEHSAEMbIX HALLUOHAJIbHbIX CTAHOAAPTOB
FOCT 2.105-95 O6wume TpeboBaHMS K TEKCTOBbIM AOKYMEHTaM.
FOCT ISO 14971-2011 U3penusa ™MeavuuHckune. [puMeHeHne MeHeaXXMeHTa pucka K
MeAVULNHCKUM U3LeNnnsam.
FOCT P 15.309-98 Cucrtema pa3paboTkm M MNOCTAHOBKW MpPOAYKLMM Ha NPOW3BOACTBO.
UcnbiTaHnsa 1 npuémka BbinyckaemMon npoaykumm. OCHOBHbIE MOIOXEHUS.
FOCT P 51088-2013 MeanumHcKkmne wmsgenusa Ans AUAarHOCTUKWM WH BUTPO. PeareHThl,
Habopbl peareHTOB, TeCT-CUCTEMbl, KOHTPOJIbHble MaTepuasnbl, NuUTaTesbHble cpeabl.
TpeboBaHnsa K U3genusaMm u NoAAepXuBatolen JOKyMeHTaumu.
FOCT P 51352-2013 MegunumHckne wnspenusa An9 A[UMAarHoCTUKKM WMH  BUTPO. MeToabl
NCNbITaHUNA.
FOCT P 53022.3-2008 TpeboBaHus K KayecTBy KITMHNUYECKNX nabopaTopHbIX
nccnegosanmii. Y.3. lMpaBuia oUEHKN KAMHUYECKON MHGMOPMATUBHOCTM NabopaTopHbIX
TecToB.
FOCT P NCO 18113-1-2015 MeauuuHckue  usgenusa  AnS  AWMArHOCTUKKM  in vitro.
NHdopmaumnsa, npenocrasnsemass usrorosutenem (Mapkuposka). Yactb 1. TepMuHbl,
onpeaeneHns n obwme TpeboBaHus.
FOCT P NCO 18113-2-2015 MeanunHckme wusgenns  And  AMArHOCTUKKM  in  vitro.
NHdopmauunsa, npegocrasnseMas nsrotosmteneMm (MapkumpoBska). Yactb 2. PeareHTbl Ans
AVarHocTuku in vitro Ansg npodeccnoHanbHOro NpUMMeEHeHus.
FOCT P NCO 23640-2015 N3penua MeauUMHCKME ANns AnarHoctukum in vitro. OueHka
CTabunbHOCTN peareHToB AN ANArHOCTMKM in vitro.
FOCT P NCO 15223-1-2014 U3penua ™MeanmuuHckue. CUMBOJbI, MNPUMEHSIEMbIE  MpU
MapKMpoBaHMW Ha MeAMLUMHCKMX WU3LeNuax, 3TUKeTKax W B  COMpOBOAUTEsNbHOM
AoKyMeHTauun. Y.1. OcHoBHble TpeboBaHMS.
FOCT P 52905-2007 (MCO 15190:2003) JlabopaTopuu MeAUUMHCKME. TpeboBaHus
6e3onacHoCTH.

anMeanMe - YKasaHHble BbllWe CTaHAapThl 6bln ,CleVICTBYI-OLLJ,MMVI Ha MOMEHT YTBEPXAEHUA

WHCTPYKLMW MO NMpUMEHeHuto. B fanbHeliweM, Npyv Noib30BaHUM AOKYMEHTOM, Lienecoobpa3Ho NpoBeEpUTb

AeNCcTBMe CCbITOYHbIX HOPMATUBHbIX AOKYMEHTOB Ha TEKYLUUIA MOMEHT. ECn CCbINOYHbIA AOKYMEHT 3aMeHéH

UNM U3MEeHEH, TO npun npuMeHeHUM HacTodAlWwero AOKYMEHTa CneagyeTr nosib30BaTbCA 3aMeHEHHbIM

(M3MEHEHHbIM) AOKYMEHTOM.

21



Mon nnoga | WHcTpykums no npumeHenmio | 355-7 ot 22 anpens 2024 roaa } AHK-TEXHONOruga

16 ALOPEC ONAA OBPALLEHUA

MpoussoacTeo HabopoB peareHTOB MMeEET CePTUDOMLMUPOBAHHYIO CUCTEMY MEHEAXXMEHTa
KayecTBa W COOTBETCTBYeT TpeboBaHMSAM CTaHAapTa CUCTEM MeHeaXMeHTa KadectBa ISO
9001:2008 B obnactn paspaboTkm, nNpomssoacTBa u npogaxun IVD peareHToB 1 npubopos ans
MeAVLWHCKON MOSIeKyNspHO-reHeTM4eCKon ANarHoCTUKKN 1 Apyroro nabopaTopHOro NpMMeHeHus
n EN ISO 13485:2012 B obnactn paspaboTku, npomssoactBa u npogaxu IVD peareHToB u

Npu6opoB AN MEAULMHCKOW MONIEKYNSAPHO-reHETUYECKOM ANArHOCTUKM.

MpousBoauTenb: O6WeECTBO C OrpaHMYeHHOM OTBETCTBEHHOCTbIO «AHK-TexHonorns TC»;
000 «[HK-TexHonoruna TC», Poccus.

Anpec npomssoautensn: 000 «HK-TexHonorna TC», Poccusa, 117246, r. MockBa,

HayuHbin npoesn, 4. 20, cTp. 4.

MecTto npoumsBoactBa: OO0 «AHK-TexHonorna TC», Poccus, 117246, r. MockBa,

HayuHbin npoesg, 4. 20, cTp.4.

Peknamauumm no Bonpocam kayectsa Habopa peareHToB Mon nnoaa, cneayeTt HanpasnsaTb
no aagpecy: 000 «OAHK-TexHonorus», 117587, Poccus, r. MockBa, BH. Tep. . MyHULUMNANbHbIN
oKpyr YeptaHoBo CeBepHoe, w. Bapwasckoe, pa.125X, k.5, 3taxl1l, nom. 12,
Ten./dakc +7 (495) 640-17-71, www.dna-technology.ru
Cnyxb6a knueHTckol noaaepxkn: 8 (800) 200-75-15 (3BoHOK no Poccum becnnaTtHbiit),

E-mail: hotline@dna-technology.ru
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MpunoxeHmne 1 (cnpaso4yHoe)

MpuHUMNDbI BLIYUCIEHUSA U UHTEpNpeTauun pe3ysbTaToB UccsieqoBaHusA

nporpaMmMHbIM obecneueHuemM

BHMUMAHME! AHanu3 nNpoBOANTCS NporpaMMHbIM obecriedeHnemM aBToOMaTU4eCcKU. MI3N0XKeHHble
B AJAHHOM MPUNOXKEHUU NPUHLNMBI BbIYMNCNEHNS PE3YNbTaTOB HOCAT MHPOPMATUBHBIN XapaKTep 1

He npeaHa3Ha4deHbl 419 NpoBEAEHNA NONb30BaTENAMN CaMOCTOATENIbHbIX PaCYETOB.

PacyéT pesynbTaTOB MCCNEA0BaHUS OCHOBAH Ha OLeHKe 3Ha4YeHuMn Cp vHAMKATOPHbIX

LUMKNOB nccnegyembix MULLEHEN.

MPUHUMNbI UHTEPNPETALUM pe3yNbTaToOB UCCNea0BaHuUS

3HaueHue Cp PesynbTat 3HaueHue Cp PesynbTat WHTepnpeTaums
no KkaHany Fam no KkaHasny Fam no KaHany Hex no KaHany Hex pesynbTata
Cp <35 + Cp <35 + Mon nnoaa - My>CcKown

Cp He ykasaH*

- Cp <35 + Mon nnoaa - XXeHCcKui
wnn >37 P A

NMpnMmeyvyaHue — Pe3ynbtathl B Ay6nsax Ans Kaxxaoro obpasua A0/HKHbI cOBNajaTh Ka4eCTBEHHO
(Hanu4uMe nnmn oTCyTCTBME curHana daopecueHumn B MHTepBanax Cp, yKasaHHbIX B Tabnuue).

Homep 355-7
2024-04-22
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