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HA3HAYEHME

HacTtoswas WHCTpyKuMsa pacnpocTpaHsetca Ha Habop peareHTOB ans onpeaeneHus
reHeTUYEeCKnx nonmMmMopdusaMoB, aCCOUMMPOBAHHbLIX C HapylweHNaMn pyHKUNIA cepaedHo-
COCYANCTOM CMCTEMbl, METOAOM MONIMMEpPasHON LenHoi peakumn (KapaonoleHeTnka), nanee
Mo TeKCTy Habop peareHToB.

Habop peareHToB KapauoleHeTuMka npegHa3HayeH ANns onpeaesieHUs reHeTu4eckux
noaMMoOpdU3MOB, aCCOLMMPOBAHHbBIX C HapyweHusaMm GYHKUMA cepaedyHOo-CoCyanucTon
CUCTeMbl METOAOM MOoJIMMepasHoN uenHoi peakumu (MLP) B pexxnme peanbHOro BpeMeHun B
npenapatax AHK yenoBeka, nony4YeHHbIX U3 LesbHOM nepmudepnyeckon Kposu.
QOyHKUMOHaNbHOE Ha3HayeHne: Habop peareHTOB NpeaHa3sHa4vyeH Aas AMarHoCTUKM in vitro
(onpepeneHne reHeTMYeCcKUxX noaMMopduM3MOB, aCCOUMMPOBAHHBLIX C HapyLeHUsIMU
dYyHKUMIN cepaedHOo-COCYaANnCTON cuctembl, B npenapaTtax AHK yenoseka, mony4YeHHbIX M3
uensHom nepudepnuyeckon Kposn).

Habop MoxeT 6blTb UMCNOMAb30BaH B  KJMHUKO-AMArHocTMyeckmx nabopaTtopusix
MEeAVLMNHCKUX YYPEXAEHNN N HAYUYHO-UCCNeA0BaTE/IbCKOWN NpaKTUKe.

MpuMeHeHne Habopa peareHTOB He 3aBUCUT OT MONYMASAUMOHHbLIX M AeMorpaduyeckux
acnekToB. [MpoTnBONOKa3aHMn K NMPUMEHEHUIO HET

MoTeHUManbHble MNOMb30BATENN: KBaNM@PUUUPOBAHHbLIA NepcoHan, 0bydeHHblh MeToAaMm
MOSIEKY/IAPHOMA  AMArHOCTMKM W npaBuaaMm paboTbl B KJMHUMKO-AMArHOCTUYECKOM
nabopatopun.

MpyMeHATL Habop peareHToB CTPOro MO Ha3HA4YeHMK0 COrlacHO AAHHOWM WMHCTPYKUMW MO

NPUMEHEHUIO.
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2 XAPAKTEPUCTUKA HABOPA

2.1 CocraB Habopa
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R1-H902-N3/4, KapanolreHeTuka F'mneproHus

HoMMHanbHbIN
. KonuyecTtso .
HanmMmeHoBaHME KOMMOHEHTOB BHewHWn BMA, MPO6MPOK/hNaKOHOB 06BbEM
P P KOMIMOHEHTA

CMmecu ans aMmnnudukaumm:

1. ADD1: 1378 G>T(Gly460Trp) | MPo3payHas becuseTHas 1 npobupka 960 MKN
XNAKOCTb

2. AGT: 704 T>C (Met235Thr) MpospayHas beclpeTHas 1 npo6upka 960 MKN
XNAKOCTb

3. AGT: 521 C>T (Thrl74Met) MpospayHas beclpeTHas 1 npo6upka 960 MKN
XNAKOCTb

4. AGTR1: 1166 A>C |'|p03paL-IHa$| 6eCL|,BeTHaF| 1 |-|p06l,1p|(a 960 MK
KNAKOCTb

5. AGTR2: 1675 G>A |'|p03pat-lHa$| 6eCL|,BeTHaﬂ 1 npoﬁmpKa 960 MK
KNAKOCTb

6. CYP11B2:-344 C>T |'|po3pat-lHa$| 6eCL|,BeTHaF| 1 |-|p06l/|p|(a 960 MK
XNAKOCTb

7. GNB3: 825 C>T |'|p03pat-lHa$| 6eCL|,BeTHaﬂ 1 npoﬁmpKa 960 MK
KNAKOCTb

8. NOS3: -786 T>C |'|p03pa'-IHa9| 6eCL|,BeTHaF| 1 |-|p06l/|p|(a 960 MKN
XNAKOCTb

9. NOS3: 894 G>T (Glu298Asp) Mpo3payHas becuseTHas 1 npobupka 960 MKN
XNAKOCTb
Mpo3payvHas 6ecuBeTHas 1 donakoH 4,32 Mn

MLp-6ydep )KEI,CI,K%CTb ®

Tag-AT-nonumepasa Mpo3pauHas 6ecuseTHas 1 npobupka 216 mMkn
BA3KaA XNAKOCTb
Mpo3payHas 6ecuBeTHas

MuHepanbHOe Macno BA3KasA MacisgHuUCTas 1 dnaxox 8,64 Mr
XNAKOCTb
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R1-H901-N3/4, KapanolreHetuka Tpom6ocdunusa
HOMWHanbHbIN
o Konnyectso ..
HavmeHoBaHMe KOMMOHEHTOB BHewHunn Bug 06béM
npo6upok/dnakoHoB
KOMMOHEHTa

Cmecu ansa amnandukaumn:

1. F2: 20210 G>A |'|p03pal4Ha$| 6ch,BeTHaF| 1 npoﬁmpKa 960 MK
XKUAKOCTb

2. F5: 1691 G=>A (Arg506GIn) MpospayHas beclpeTHas 1 npobupka 960 MKN
XKMAKOCTb

3. F7: 10976 G>A (Arg353GIn) Mpo3payHas becuseTHas 1 npo6upka 960 MKn
XKMAKOCTb

4. F13: G>T (Val34Leu) Mpo3payHas becuseTHas 1 npo6upka 960 MK
XKMAKOCTb

5. EGB: -455 G>A Mpo3payHas 6ecuBeTHas 1 npo6upka 960 MKN
XNAKOCTb

6. ITGA2: 807 C>T (Phe224Phe) Mpo3payHas becuseTHas 1 npobupka 960 MK/
XKUAKOCTb

7. 1TGB3: 1565 T>C (Leu33Pro) MpospayHas becuseTHas 1 npo6upka 960 MK
XNAKOCTb

8. SERPINEL (PAI-1): -675 5G>4G | [po3payHas becupeTHas 1 npo6upka 960 MK
XKMAKOCTb

ALP-6ydep MpospayHasa becuBeTHas 1 dnakoH 3,84 Mn
XKMAKOCTb

Tag-AT-nonMmepasa Mpo3pauHas 6ecuseTHas 1 npobupka 192 mMkn
BSI3Kasi XXUAKOCTb
Mpo3payHas 6ecuseTHas 1 hrakoH 7.68 M

MuHepanbHOe Macno Bsi3Kas MacnsiHUCTas
XNAKOCTb

2.2 KONM4ecTBO aHanmsmpyemblx npob
Habop peareHTOB npeAHasHayeH A1 OJHOPa30BOr0 MPUMEHEHUS M paccyuMTaH Ha
nposeaeHne 48 onpeaeneHuin, BKOYAA aHaln3 HEeU3BECTHbIX 06pasuLoB U OTpULATENbHbIX

KOHTPOJ1bHbIX o6pa3Ll.OB.

2.3 [lpuvHuUun MeToaa

MeTopa: nonnmepasHasa uenHas peakuus C AeTeKuuen pesynbTaToB B pexume peasbHoro
BpPEMEHU; aHa/ M3 KPUBbIX MJaB/IEHNS, KAYeCTBEHHbI aHanms.

MpuHuMN MeToaa OCHOBaAH Ha MWCNoONb30OBaHMM npouecca amnambukaumm [OHK,
3aK/ovalolWencs B MOBTOPSAKLWMXCS UMKIaX TemnepaTtypHol geHaTtypaumn [OHK, oTxura
MpamMMepoB C KOMIJIEMEHTAPHbIMW MNOCAEA0BATENbHOCTAMM U MoCAeaylowen AOCTPONKU
MONIMHYKIEOTUAHbIX Llernen ¢ 3TUMX nparnmMepos Tag-nonmmepason.

Ona  nNoBbIWEHUS YYBCTBUTENIBHOCTM M cneunduyHOCTM peakuuMnm npeaycMoTpeHo
NpUMeHeHne «ropsyero» crapta. Fopsaumin ctapt obecneunsBaeTca METOAMKON MCMNONb30BaHMA Tag-
nonnmepasbl, 610kMpoBaHHON aHTUTenamMu. CrapT MoMMEpPasHOW LEnHOW peakunm nponcxoauTt
TONbKO Npu TeMnepaTypHoOK Auccoumaumm KoMmniaekca Tag-noanmepasbl M aHTUTEN, YTO UCKIOYaeT
Hecneundunyecknini oTKNr npanmepoB Ha JHK-MuweHn npu Ha4yanbHOM Nporpese Npobupku.

B cMecb gns aMmnnndgukaunm BBeAeHbl CUrHanbHblie 30HAbI, coAgepIKalune gayopecueHTHble

MeTkn Fam n Hex, Ha Kaxxabin BapuWaHT onpeaensaemMoro reHeTn4eckoro I'IO}'IMMOpCbMBMa.
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Mocne okoH4daHusa MLP npoBoaMTCs payHA TeMnepaTypHOro niaB/€HUs CUrHanbHbIX 30HA4OB, B
pe3ynbTaTe Yero U3MeHsieTcs ypoBeHb fiyopecueHLmMn, KOTOPbIA PUKCUPYETCS N NpeacTaBseTcs
nporpaMmMHbIiM obecrne4vyeHmem npubopa B Buae rpaduka. Ecnm curHanbHbll 30HA YaCTUYHO
KoMmnnemeHtapeH JHK-MuweHn, TeMnepaTypa ero niaasneHnsa 6yaet oTamMyaTbCs OT TeMnepaTypbl
NnaBNeHUs MOJIHOCTbIO KOMMJIEMEHTAPHOro 30HA4a. Ha OCHOBaHMWM TeMmnepaTypbl MNJjaBneHus
CUTrHasIbHbIX 30HA0B NPOBOANTCS MHTEpPNpeTauns pesynbTaToB aHanmsa.

B coctaB cmecen pna amnavdukaummn, cneundundHbiX A8 KaXAoro reHeTnyeckoro
nonvMopdusMa, BKIOYEHa cuctema ansa amnnmdbukaumm dparmeHta reHomHon OHK yenoseka,
KOTOpasi MNO3BOASIET KOHTpPO/AMpoBaTb KonmyectBo [AHK B aMmnandukaunmoHHon npobupke wu
WCKJII0YUTb OLWNBKM FreHOTUNUPOBAHUS.

Cuctema gns amnnmdwukaumm reHomHom [OHK yenoseka skiatouaeT OHK-30HA4, KOTOpbLIN
cogepxut dnyopecueHTHyto MeTky (Cy5) wn racutenb dnayopecueHumn. MNpu obpasosaHumn
cneunduryHoro npoaykta AHK-30HA pa3pyluaeTcs, AeACTBME racuTens Ha hyopeCcUeHTHY0 MeTKY
npekpallaeTcs, 4YTo BeAET K BO3pacCTaHW YPoOBHSA (hyopecueHunn. KonmyectBo paspyLUeHHbIX
3o0HgoB (a, cnegoBaTeNnbHO, U YypoBeHb ayopecueHumMn) BoO3pacTaeT MNponopLmMoHanbHO
KONIMYeCcTBy 06pa3oBaBLUNXCHA cCneumdrnuecknx aMniMKoHOB M M3MEPSETCS Ha KaXAoM uMKne
amnnmdunkaumnm.

Habop peareHtoB KapawnoleHeTuka BKOYAET cMecu Ans amnandukauum, cneumdunyHble
ONS KaXKAoro reHeTnyeckoro nonnMopguiama. Mcnonb3oBaHue TpEX hIyoOpeCUEHTHbIX KpacuTenemn
Nno3BosiSeT OAHOBPEMEHHO OMnpeaensaTb ABa anjens n oueHuBaTb KONMYecTBo reHomHom OHK B
OAHOM Npobupke.

Ncnonb3oBaHMe HECKONbKMX (pAyopecueHTHbIX KpacuTener MNO3BONSET COKpaTUTb
KOIMYeCcTBO MNpOobUpPOK, MOCKOSIbKY MOSBNAETCS BO3MOXHOCTb OAHOBPEMEHHO pPerncrpupoBaTb
pe3ynbTaTbl pa3HbIX peakuuMin amnnmdukaumm, nNpoxoaawmx B ogHon npobupke. B Tabnuue 1
npeacTaBneHbl KaHasnbl AeTeKunM NpoayKTOB aMmnandukauun.

WccneposaHne ¢ wucnonb3oBaHmeM Habopa peareHToB KapauoleHeTMka COCTOUT U3
cnepywowmx 3TanosB: BblgeneHme [OHK (npobonoagrotoeska) u MMUP-amnandukauma [OHK ¢

JAeTeKUMnen pesyibTaToB B PeXNME peasibHOro BPEMEHMU.
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Tabnuuya 1- KaHanbl geTtekuum annenbHbiX BapMaHTOB U BHYTPEHHEINO KOHTPO/A
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MonuMopdunsm (HanMeHoBaHME CMecuU Fam Hex Rox Cy5 Cy5.5
Ans amnnmdukaumm)
KomnnekTt KapanoleHeTunka TpoMmbodunins
F2: 20210 G=A G A - BK -
F5: 1691 G>A (Arg506GIn) G A - BK -
F7: 10976 G>A (Arg353GIn) G A - BK -
F13: G>T (Val34Leu) G T - BK -
FGB: -455 G=>A G A - BK -
ITGA2: 807 C>T (Phe224 Phe) c T - BK -
ITGB3: 1565 T=>C (Leu33Pro) T C - BK -
SERPINE1 (PAI-1): -675 5G>4G 5G 4G - BK -
KomnnekTt KapanoleHeTuka N'mnepToHma
ADD1: 1378 G>T (Gly460Trp) G T - BK -
AGT: 704 T=>C (Met235Thr) T C - BK -
AGT: 521 C>T (Thrl74Met) C T - BK -
AGTR1: 1166 A=>C A C - BK -
AGTR2: 1675 G=>A G A - BK -
CYP11B2: -344 C>T C T - BK -
GNB3: 825 C>T C T - BK -
NOS3: -786 T=C C T - BK -
NOS3: 894 G=>T (Glu298Asp) G T - BK -

2.4 Bpemsa npoBeaeHus aHanmsa (6e3 y4éta npobonoarotoBkn):2 vaca.

3 AHAJINTUYECKME XAPAKTEPUCTUKHA

3.1 CneundunyHOCTb
B obpasuax O6uonornyeckoro maTtepuana 4esioBeka, rMoc/ie 3aBeplieHus peakumm

aMI'I}'Il/I(bMKaLI,MM AOJIKEH onpeaenaTbCd reHoTunn nccneayemoro 06pa3u.a.

3.2 YyBCTBUTENBLHOCTb

Konnuectso aHanmsmpyemon OAHK nonxHoO 6biTb He MeHee 1,0 Hr Ha aMNAMPUKALUNOHHYIO
npobupky. Mpun ucnonb3oBaHWM MeHblUero konuyectsa OHK npousBoauTeENnb He rapaHTUpyeT
aZiekBaTHY0 paboTy KOMMIEKTOB.

B o6pasuax ¢ HepocTaToO4yHbIM KonmyectBoM [JHK nocne 3aBepueHuns peakuum
amnnmduKkaunm permncTpupyeTcss COMHUTENbHbIM pe3ynbTarT.
MpumeuyaHue — [Ona oueHKM Konu4yecTBa BblaeneHHon AHK pekomeHAyeTcsi MCMONb30BaTb KOMMIEKT
peareHTOB AN KOHTpons B3ATUA MaTepuana Metogom [LUP (KBM), npowussoactsa OO0 «HMN® AOHK-

TexHonorus».
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4 MEPbI MPEAOCTOPOXXXHOCTH

Obwme TpeboBaHus 6e30MacHOCTM K HabopaM peareHTOB ANl AMArHOCTUKM in vitro - B
cootBeTcTBMM € TOCT I1SO 14971-2011.

OpraHusauma pabotbl [LP-nabopatopun, ob6opyaosBaHne w MaTepuanbl  LOSKHbI
cooTBeTcTBOBaTb TpeboBaHmsaAM TOCT P 52905-2007, meTtoamyeckmx ykasaHuii MY 1.3.2569-09
«OpraHmsauunsa paboTtbl nabopaTopuii, MCNONb3YOWMX MeToAbl aMmIN@UKaALUUN HYKIEUHOBbIX
KnucnoT, npu paboTte ¢ MatepmanoM, CoaepXxawmM MMKpoopraHnsmel I-IV rpynn naToreHHoCT», u
CaHuTapHo-anugemMnonornyeckmum npaswmnam  CIM 1.3.2322-08 «besonacHoctb paboTbl C
MUKpoopraHmamamm III-IV rpynn natoreHHocTn (onmacHOCTM) M BO36yauTensiMm napasmTapHbIX
6onesHen», CIM 1.2.036-95 «[llopsgok yuyeTa, XpaHeHus, nepegayYn M TPaAHCMOPTUPOBAHMS
MMKpoopraHnaMos I-IV rpynn naToreHHoCcTmn».

Nccneayembie 06pasubl paccMaTpuBatoTCA Kak noTeHuManbHO-0MNacHbIE.

Mpn paboTte c MukpoopraHmsamamm I-IV rpynn naTtoreHHoCcTn BbIGOp TuNa 3alMUTHOro
KocTioma (pabouer ogexabl M CpeacTB MHAMBMAYANbHOW 3awWMTbl) MPOBOAUTCA B CTPOroM
cootBeTcTBMM € CI1 1.3.2322-08.

Mpwn paboTe cneayeT HageBaTb OAHOPA30BbLIE NepyaTky 6e3 TanbkKa.

Ha cTtaausx npurotoBneHnst peakuMoOHHOM cMecu Heo6Xo4MMO NCMOb30BaTb TO/IbKO HOBbIE
HaKOHEYHUKN N Npobupku.

He ponyckaeTtcs NCnosib3oBaHUe O4HNX M TEX Xe HAaKOHEYHUKOB Npun 06paboTke pa3nyHbIX
o6pa3uos.

Boigenenne OHK cneayeT npoBoauTb B 6okcax Huonornyeckorn 6esonacHoctn II knacca.
MoaroTtoBky K MLP ¢ ncnonbsoBaHneMm Habopa peareHTOB BO3MOXHO npoBoauTb B ML P-60kcax.

[na npepotepalleHns KoOHTaMmHauuu stansl BoiageneHnsa AHK wn MNLUP cneayet nposoanTb B
pasaesibHblX MOMELWEHUSX WM TwaTeNbHO W30/IMPOBaHHbIX 30HAX, CHabXeHHbIX KOMMJjeKTamu
rnoslyaBTOMaTU4YECKUX [03aTopoB, xanatamu, CTEKNSAHHOMN nocyaom 7 Mpo4YnMHm
MPUHAAEXHOCTAMMU.

Bce nabopatopHoe o6opyaoBaHue, B TOM 4ucne p[o3aTopbl, WTaTMBbl, nabopatopHas
nocyaa, xanatbl, ronoBHble yb6opbl M MNp., @ TakXke pacTBOpbl peareHTOB AOJIXKHbl 6bITb CTPOro
CTauMOHapHbLIMU. 3arpeLaeTca ux nepemMeLleHmne 3 o4HOro NoMeLleHus B Apyroe.

MoBepxHoCTN pabounx CTONOB, a TaKXe NoMeLWeHUn, B KOTopbix nposoauTca MNUP, cnegyet
obpabaTtbiBaTth 6akTepuumgHbiMKu obnyyaTensMm A0 M nocne nposedeHus paboT B TeyeHue
OAHOro 4yaca.

BHUMAHME! Ypanate oTtxoabl ¢ npoayktamu [LUP HeobxogMMo TONbKO B 3aKpbiTOM BuAae.
He ponyckaetcs oTKpbiBaTb Npobupkn nocne amnnmdukaumm (MY 1.3.2569-09).

Xnmnyeckasa nocyga v obopyaoBaHuMe, KOTOpble MUCMNOMb3yloTcs npu pabote ¢ Habopowm,
OO/KHbI 6bITb COOTBETCTBYOLWMM 06pa3oM MapKMpoBaHbl N XPaHUTbLCS OTAENbHO.

Mcnonb3oBaHHble OAHOPA30Bble MNPUMHAANEXHOCTM (MPOBUPKKN, HAKOHEYHMKW) AO0SKHbI

cbpacbiBaTbCs B CneunanbHblii KOHTEMHEP, coaep Kawmii Ae3nHPUUnpyowmn pacteop.
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Bce nosepxHocTn B nabopatopuu (paboume cTonbl, wTaTmeBbl, obopyaoBaHue U Ap.)

eXeaQHEBHO noaBeprarT BN1AXKHOM y6op|<e C NpUMEHEHUNEM ,D,eBMHdJMLI,MDYFOLLIMX/MO}OLLI,MX CpeacTs,

pernameHTUpOBaHHbIX CaHMTapHbIMK Npasunamu CI1 1.3.2322-08.

MpuMeyaHne —Habop peareHTOB He COAEPXKUT MaTEPUANOB 6MONOrMYECKOro NPONCXOXAEHMUS, BELLECTB,

06/1aaaloWnX KaHLEeporeHHbIM, MyTareHHbIM AeMNCTBMEM, @ TaKXKe BAUSIOWMX Ha penpoayKTUBHYIO YHKLMIO

YyenoBeka.

Mpy wncnonb3oBaHWUM MO HA3HAYEHUD W cobntoaeHumn Mep nNpeaoCTOPOXHOCTU ABNAETCA

6e3onacHbIM.

5 OBOPYAQOBAHME U MATEPUAIJIbI

Mpn paboTe c KOMMNIEKTaMN peareHToB TpebyloTca cneaytowme ob6opyaoBaHne U MaTepuansbl:

MuP-6okc;

amnnudunkaTop aetektupywowun (OATnant! OATnpanm? unum AOT-96 (000 «HMO AHK-
TexHonorus»));

MUKpPOLEHTPpUdYyra-BopTeKc;

XONoAMNbHUK BbITOBOW;

MOpPO3UJIbHUK BbITOBON;

npobupkun nnactnkoeblie o6vémom 1,5 mn;

npobmpkun nnacTtukosble 06v€MoM 0,2 MN ans amnamdukaumm;

wraTtme «paboyee Mecto» Ansd npobupok o6vémom 1,5 mn, Hanpumep, OO0 «HMO AHK-
TexHonorusa», Poccms, nam aHanorm4yHbIn;

wTaTnB «pabouee MecTo» Ans Npobmpok o6vEMoM 0,2 MN MK ANst CTPUNOBaHHbBIX NPOBUpoK
o6vémom 0,2 mn, HanpuMmep, OO0 «HIMO OAHK-TexHonorusa», Poccus, nnn aHanormyHbIn;
[03aTopbl MexaHM4YecKmne WM 3neKTPOHHble OAHOKaHaNnbHble C NepeMeHHbiM 06bEMOM,
nossonsowme otbnupatb 06v€mMbl Xxmakoctn 0,5-20 mkn, 20-200 mkn, 200-1000 MKn;
0AHOpPa30Bble HAKOHEYHUKM C @UALTPOM 4S9 NOoJyaBTOMaAaTUYECKNX [O03aTOpOB,
cBoboaHbie oT PHKa3 n 1HKa3, o6béMom 20 Mk, 200 Mkn, 1000 mMkn;

04HOpa30Bble nepyaTkn MeguUnHCKne, 6e3 TanbKa, TEKCTYPUPOBAHHbIE;

€MKOCTb C Ae3MH(MUUNPYIOLWMM pacTBOPOM Anst c6poca MCrnosib30BaHHbIX HAKOHEYHUNKOB,

I'IpO6MpOK N Apyrnx pacxogHblX MaTepmnanoB.

Ons B3aTMSa 1 NnpeaobpaboTkm MaTtepuana ans mccnenosanms m solgenedns AHK:

KOMMAeKT peareHToB Ansa sbliaeneHna OHK (pekomeHayetca NMPOBA-IC-TEHETUKA vnu
MPOBA-PANNA-TEHETUKA npounssoactesa OO0 «HIMO OHK-TexHonorns»);

ueHTpudyra ana mukponpobmupok, ¢ RCF He Huxe 16 000 x g (Hanpumep, Eppendorf
Centrifuge 5424 wnn aHanornyHas);

TepMocTaT TBEpPAOTENbHbIN, NogaepXXusamwmnn temnepatypy 50 °C;

BaKyyMHble njacTmkosble npobupku Tvna Vacuette ¢ D4TA.

MporpamMHoe obecrnedeHne ansg aMmnandunkaTopos getektupyowmx OTnant, ATnpanm n OT-96:

Bepcusa MO He Huxe 7.3.5.573;

ini dalinbl ¢ napameTpamMn aHanusa «Thrombophilia.ini» n «Hypertension.inix».

1 — Tonbko Mogenu 4S1, 4S2, 5S1, 552, 6S1, 6S2.

2 — Tonbko Mogenu 4M1, 4M3, 4M6, 5M1, 5M3, 5M6, 6M1, 6M3, 6M6.

3 — npon3BOANTENb PEKOMEHAYET CBOEBPEMEHHO O6HOBNATL MPOrpaMMHoe obecneveHne ANs AeTEKTUPYIOLLUX
amnandunkaTopoB. AKTyasllbHYIO BEPCUIO NMPOrpaMMHOro obecrnedeHuUss MOXHO CKayaTb Ha canTe KOMMaHwuu
«OQHK-TexHonorma»: https://www.dna-technology.ru/poequip/po-dlya-oborudovaniya
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6 AHAJIUSNPYEMBbLIE OBPA3LbI

6.1 MaTepuan ang nccnenoBaHus

Ons nccnenoBaHMsa UCNONb3YHOT LEeNbHY0 Nepudeprnyeckyto KpoBb YenoBeka.

B3aTne, npenobpaboTky M XxpaHeHMe MaTtepuana nNpoBoAsAT B COOTBETCTBMM C MHCTPYKLMEN
K KOMMieKkTy ans Bblaenenms AHK n3 bunonormuyeckoro matepuana.
6.2 B3daTne uenbHOM nepudeprnyeckon KpoBmu

B3aTne uenbHoOM nepudepmnyeckon KpoBM MNpPOBOAMTCA B BaKyyMHble MA1aCTUKOBbIE
npobmpkn Tnna Vacuette o6vémom 2,0 nnm 4,0 mn ¢ gobaBneHHOM B KauyecTBe aHTUKOarysisHTa
CONbI0 3TWUNeHAnaMmHTeTpaaueTata (34TA) B KOHeYHOW KoHueHTpauunm 2,0 mr/mn. B kauvecTtse
aHTMKOArynsaHTa AonycKaeTcs TakXe UCNoJsib30BaHue uuTpaTa HaTpus. [na nepemMelBaHms KpoBm
C aHTMKOArynsHToM nocne B3saTUa MaTepmana HeobxoanMo nepeBepHYTb Npobupky 2-3 pasa.

BHMUMAHME! He gonyckaeTcst UCrosib30BaHMe renapmHa B KayecTBe aHTUKOarynsHra.

6.3 TpaHcnopTUpoOBaHMe N XpaHeHue nuccrenyeMmoro Mmatepmana

JonyckaeTcst xpaHeHne obpa3uos npu TemnepaType oT 2 °C go 8 °C He 6onee 24 yacos.

6.4 BobigeneHne AHK

Boigenenme OHK npoBoasT B COOTBETCTBUM C WMHCTPYKUMEN K WCMNOAb3YEMOMY Habopy
peareHToB. PekomeHayeMmble Habopbl (KOMMONekTbl) Ana BbigeneHnsa AHK u3 6uonormyeckoro
maTepuana: NMPOBA-IC-TEHETUKA n MNMPOBA-PANNA-TEHETUKA. KomnnekT MPOBA-IC-TEHETUKA
peKkoMeHAYyeTCS MWCMNoNb30BaTb B CAyyae, ecnu npeanosiaraercs  AUTeNbHOe XpaHeHwue
BbigeneHHon OHK (no 6 mecsues). OHK, nonydeHHy C mcnonb3oBaHueM komnnekta MPOBA-

PAMNAO-FEHETUKA, cneayeTt xpaHuTb He 6onee ogHoro mMecsiua.

BHUMAHME! OpHoBpeMeHHO ¢ BblaeneHunem [OHK un3 nepudepunueckon KpoBm HeobxoamMmo
MpoOBECTU 4yepe3 Bce 3Tanbl NpobonoAroTOBKM OTPMUATENbHbIA KOHTPOJIbHbLIN 0bpa3el (B ero
KayeCcTBe MOXHO UCMOJIb30BaTb OM3MONTOrMYECKNIA pacTBOp B 06bEME, YKa3aHHOM B MHCTPYKLUUMK K

Habopy peareHToB Ans Bbigenenms QHK).
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7 NMPOBEAEHUE AHAJIN3A

BHUMAHME! lNpu npoBeaeHnn Bcex Nocaeayowmx 4encTBuin cneayet nsberatb BO34eNCTBUS

NPSIMbIX COMTHEYHbIX JlyYeil Ha NpobMpKM CO CMecblo ANns amnamdukaumm!

7.1.1 Tlpomapkupynte Heobxoammoe KonmM4ecTso Npobupok aAns aMmnandukaumm ob6vémom 0,2 Mn
(konunyecTBo aHanusmMpyembix 06pasuoB + npobupka AnS OTpULATENbHOMO KOHTPOILHOIO
obpasua «K-», yMHOXEHHOEe Ha  KONMYECTBO  OnpedensieMblX  reHeTU4ecKux
nonnMopgn3MoB).

7.1.2 BcTpaxHuTe npobupku co cMecamum ana  amnandukaumm B TedeHume 3-5cek u
LeHTpudyrmpymnTe B Te4eHme 1-3 cek Ha MUKpoOLEeHTpudyre-sopTekce.

7.1.3 BHecuTe B npoMapkupoBaHHble Mnpobupkm no 20 MKA COOTBETCTBYKOLWEN CMecu Ans
amnandukaummn (onsa Kaxxgoro nonmMmopdurama oTae/bHbIM HAKOHEYHUKOM).

7.1.4 BcrpsaxHute npobupkn c MNUP-6ydepom n Taqg-AT-nonmmepason B TeveHme 3-5 cek wu
LeHTpudyrnpynTte B TedyeHne 1-3 cek Ha MMKpOLEHTpUdyre-eopTeKce.

BHUMAHME! Tag-AT-nonnMmepasy cneayer 4oCTaBaTb M3 MOPO3UIbHOM KaMepbl HeENoCpeACTBEHHO

nepea UCNosib3oBaHUEM.

7.1.5 TMpurotoBbTe B OTAENbHOM Npobupke cMmeck MUP-6ydepa n Tag-AT-nonnmepasbl. CMellalite
B OTAeNnbHON npobupke:

e 10x(N+1) mkn NuUP-6ydepa;
e 0,5%(N+1) mkn Tag-AT-nonmMMmepassil,
rae N — KOIM4YecTBO NpoMapKUpoBaHHbIX NPpObMPOK € 3anacoM Ha oaMH obpasel.

7.1.6 3akponTe KpbIWKY MNpobupkKn, BCTpsaxHUTe npobupky B TedyeHnme 3-5cek #
LeHTpndyrnpymnTe B TedeHme 1-3 cek Ha MUKpOLEeHTpudyre-sopTekce.

BHUMAHME! Cmech MNMLUP-6ydepa n Tag-AT-nonmmepasbl HE06X04ANMO rOTOBUTb HENOCPEACTBEHHO

nepes VUCnosib3oBaHMeM, CMeCb XPaHEHUIO HE MOAIEXMNT.

7.1.7 [obaBbTe B Kaxayl npobupky co cMmecbto ans amnandwukaumm no 10 mkn cmecu TMLUP-
6ydepa n Tag-AT-nonmmepassol.

7.1.8 [obaBbTe B Kaxayt npobupky no ogHon kanne (okono 20 MKA) MMHEpanbHOro Mmacna.
3aKkpoliTe KpbIWKK Npobmpok.

7.1.9 BcTpsaxHuTe npobupku c uccneayembiMmm obpasuamMmm u KOHTpOAbHbIMK 06pa3suamm B Te4eHune
3-5 cek n ueHTpudyrupyrite B TeueHme 1-3 cek Ha MUKpoLeHTpudyre-sopTeKkce.

BHUMAHME! [ns npenoTBpalleHNs KOHTaMUHauMK cneayet nepen BHeceHuem JHK oTkpbiBaTb

KPbILWKWN TONBbKO TeX Npobupok, B KOTOpble ByaeT BHOCUTbLCSA AaHHbIA obpasel, M 3aKkpbiBaTb MX

nepes BHeceHueM cneaytouwlero. lMpenapatbl AHK 1 KOHTposbHble 06pasubl creayeT BHOCUTb

HaKOHEeYHWKaMKn C pUIbTPOM.

7.1.10 BHecuTe B COOTBeTCTBYHOWME Npobupkn p[ns wuccnegyemblx obpasuos no 5,0 MKN
BblaesieHHoro n3 obpasuos npenaparta AHK. B npobupky «K—» OHK He BHOcuTCS.

7.1.11 BHecuTe B NpobupkKy, NpoMapKMpoBaHHY «K—», 5,0 MK OTpuUaTEeNbHOr0O KOHTPOJIbHOro
ob6pasua, npoweawero 3Tan eBbigenenms OHK.

7.1.12 3akponTte Kpbiwkn nOpobupok. LeHTpudyrmpynte npobupkm Ha MUKpoUeHTpudyre-

BOpTEKCe B TeyeHue 1-3 cek.
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7.1.13 YcTaHoBUTe BCe Npobupkn B 610K ageTekTUpytowero aMmnandukatopa.

7.1.14 3anyctute nporpammHoe obecneveHue RealTime_PCR B pexume «Pabota ¢ npubopom».
Mpn nepsom nposeaeHun [LP 3arpy3suTte ini ¢ann c COOTBETCTBYKOLWMM Ha3BaHWEM
(«Thrombophilia.ini», «Hypertension.ini»). Janee u nNpu nocneaywwmx nNOCTaHOBKaX
AobaBbTe B NPOTOKO/T COOTBETCTBYHOLMNE TECTbl UAN UCMOb3YNTE MHOMOTECTOBLIN PexXum,
yKaXuTe KOANYeCcTBO W uaeHTMdukaTopbl 06pa3uoB, B TOM 4ucC/e OTpuuUATENbHbIX
KOHTPO/SbHbIX 06pa3uoB, OTMETbTE pacnosioXXeHue npobupok Ha MaTpuue TepMmobrioka B
COOTBETCTBUM C UX YCTaHOBKOW (cM. 7.1.13) n nposeguTte MLP.

Mpn BbIbOpe Tecta B OKHE «3anyck mnporpammbl amnandukaumm» A0XKHa
oTobpa)kaTbCsl NporpaMma, npuBenéHHasa B Tabnuue 2.

MpumeyaHune - Tun NPOBUPKM ANA OTPULATENbHbIX KOHTPO/IbHbIX 06pasLOB cnefyeT yKasbiBaTb Kak

«Obpazeuy.

BHUMAHME! PacnonoxeHune npobmpok Ha MaTtpuue TepMobioKka A0/IKHO CTPOro COOTBETCTBOBATL

nopsiAaKy YyCTaHoBKM npobupok B 650ke. N8 MHOMOTECTOBOrO pexuMma MnopsaoK YCTaHOBKMU

Npo6uMpoK AOSIKEH CTPOro COOTBETCTBOBATb MNOC/IeA0BaTEIbHOCTM TECTOB B rpynre.

Tabnuya 2 - Pexum amnandukaumn gnsa geTektupyrowmnx amnandukatopos AT-322,
OTnant, ATnpanm 1 AT-96

Bpems Yncno Pexxum
N2 6noka | TemnepaTtypa onTuyeckmx | At, °C Tun 6noka
MWH C LIMKII0B Z
N3MepEeHUI
80 °C 2 0
1 1 LUnkn
94 °C 5 00
5 94 °C 0] 30 5 U
WK
67 °C 0 15 v
3 94 °C 0 05 45 I
WK
67 °C 0 15 v
4 25 °C 0 30 1 Uwnkn
«Kpusas
° o niaaBreHns»,
5 25 °C 0 15 50 % 1,0 °C At=1 °C:
Tron=75 °C
6 10 °C XpaHeHune XpaHeHue
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8 PETNCTPALUMA PE3SYJIbTATOB AMITJTTIUOUKALIA

Perncrpauus pesynbtatoB MLUP ocyulecTBasieTcss aBTOMaTUYECKM C MOMOLLbIO MPOrpamMMHOro
obecneyeHuns, NOCTaBASEMOro C AETEKTUPYIOWNUM aMNNNDUKATOPOM.

Ha rpaduke 6yanet otobpaxeHa 3aBUCMMOCTb DyopecLUeHUMN OT TEMMNEpPaTypbl NNaBAeHus
Ans Kkaxxaon npobupku B Tepmobnoke. B Tabnuue cnpaBa 6yaeT nokasaH naeHtudukaTop obpasua,
HasBaHWE BbIABASAEMOro nonMMopdusMa W pesynbTaT reHOTUNMPOBaHUA Kaxaoro obpasua.

Mo pe3ynbTaTaM aHanM3a MOXHO copMMpOBaThb M pacneyaTaTb OTYET.

9 YYET PE3YJIbTATOB PEAKLIN

9.1 Y4éT pe3ysbTaToOB peakuMu OCYLLeCcTBAsSeTCd aBTOMAaTMYeCKM C MOMOLLbIO MPOrpaMMHOro
obecneyeHnsa, NOCTaBNSEMOro C aMnNINPUKaTOPOM AETEKTUPYIOLLMM.

Ona Bcex o6pa3uoB nporpamMma uUKcMpyeT pesynbtaT ammindukaumm reHomHonm [AHK
yenoseka (BK). Ons koppekTHoM paboTbl Habopa peareHTOB KOAMYECTBO aHanusupyemon OHK
AO/KHO 6bITb HE MeHee 1,0 Hr Ha aMnandUKaumMoHHy Npobupky, uto cooTteBetcTeyet Cp < 32,0.
9.2 B obpasuax, npoweawwunx MLP, n coaepxawmx AOCTAaTOYHOE AJ1S1 KOPPEKTHOro aHanmsa

konnyectBo AHK, nporpamma onpegensieT reHotun wuccnegyemoro obpasua, KOTopbli

oTobpaxéH B Tabnuue B rpade «MonmmMopdumam».

9.3 lMporpamMMa onpegensieT HeAOCTOBEPHbIM pe3ynbTaT B CNeAYoWmMX CrydasX:
e and obpasuos, He npoweawmnx MLUP;
e ansa obpa3uoB C HEAOCTAaTOYHbIM Ansa aHanm3a konmdectsoM AHK (mMeHee 1,0 Hr Ha
amnangukaumoHHyto npobupky, Cp>32,0 Ha kaHane getekunun BK);
e MpWU 3HAYUTENbHbIX OT/INYMUAX MOSYYEHHON TeMnepaTypbl MAaBAeHUs MNpoOAYKTOB
amnnmdumKkaumm ot 3agaHHOMN.
B cnyyae nony4yeHns HeAOCTOBEPHOro pe3ysbTata Tpebyerca noBTopHoe nposeaeHue MMLP
Cc umerowmmca npenapatom OHK, nubo nosTtopHoe BbiaeneHne AOHK mn nocraHoska MUP, nnbo

NMOBTOPHOE B3ATUE KINMHNYECKOIo MaTepknasa (BbII'IO}'IHFIETCﬂ I'IOCJ'Ieﬂ,OBaTeJ'IbHO).

9.4 [na oTpuUaTesNbHbIX KOHTPOJIbHbIX 06pa3uoB nporpamMma (GUKCUPYET HeAOCTOBEPHbIN
pesysbTarT.
Mpy NONYYEHUM MONOXKUTENBHOIO 3HAYeHUsa (onpedesieHne reHoTuna) B OTpULIATENbHOM
KOHTPOJIbHOM 06pasLe pe3ysbTaTbl BCEN NOCTAHOBOYHOM CEPUN CYMUTAIOT HEIOCTOBEPHbLIMU. B 3TOM
cyyae HeobxoaMMO MPOBEAEHWE CMELManbHbIX MEPOMNPUATUIA ANS YCTPAHEHUS BO3MOXHOWM

KOHTaMUHauunu.
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10 TPAHCNMOPTUPOBAHME, XPAHEHUE N SKCNNYATALUA

10.1 TpaHcnopTupoBaHue

10.1.1 TpaHcnopTupoBaHMe Habopa peareHTOB OCYLECTB/ISOT BCEMU BUAAMUN KPbITOrO TPaHCMopTa
npu TeMnepaTypax, COOTBETCTBYWOLWMUX YCIOBUAM XPaHEHUA KOMMJIEKTOB peareHTos,

BXOAALWMX B cocTtaB Habopa.

10.1.2 Habopbl peareHToB, TPAHCMOPTUPOBAHHbIE C HapyLIEHUMEM TEMMEPATYPHOro pexuma,

NpUMEHeHUIo He noanexar.
10.2 XpaHeHue

10.2.1 Cmecn ana amnandukauumn, MLP-6ydep m MMHepanbHOe Macno cienyet XpaHuTb B
XONOAWIBHUKE UM XONOoAUNBbHOM Kamepe npu Temnepatype ot 2 °C go 8 °C B TeueHue

BCEro Cpoka roAHoOCTM Habopa peareHToB.

10.2.2 Taq-AT-nonumepasy crnefyeT XpaHuUTb B MOPO3U/IbHOW KaMepe nNpu TemnepaTtype OT MUHYC

18 °C no MuHycC 22 °C B TeueHMe BCEro cpoka roaHocTn Habopa peareHTOB.

10.2.3 Habopbl peareHToOB, XpaHUBLUMECS C HAPYLLUEHNEM pPEer1aMeHTUPOBAHHOIO peXnMa, a Takxe

C UCTEKLWNM CPOKOM roAHOCTU, MPUMEHEHUIO HE MOANEeXarT.
10.3 YkasaHud no 3kcrsiyataumu

10.3.1 Habop peareHTOB A0JI)KEH MPUMEHSATbLCS COrflaCcHO AEMUCTBYHOWEN BEpCUMU YTBEPXKAEHHOM

MHCTPYKLMN MO NPUMEHEHMUIO.

10.4 [ns noflydeHus HaZleXXHbIX Pe3y/bTaTOB HEO6X0AMMO CTporoe coboaeHne MHCTPYKLUNK Mo
npuMeHeHuto Habopa.llocne BCKPbITUS YNaKOBKN KOMMOHEHTbI Habopa peareHToB cneayet

XpaHUTb Npn cneayrwmnx ycinoBuax:

e cMecu ana amnnudukaumm, MNLUP-6ydep n MMHepanbHOe Macno crieayeT XpaHuTb B
X0JIOANNBHUKE WX XONOAWIbHOM Kamepe npu TemnepaTtype oT 2 °C go 8 °C B TeueHume
BCEro Cpoka rogHocTn Habopa peareHToB;

e Taqg-AT-nonuMmepasy creayeT XpaHUTb B MOPO3W/IbHOM KaMepe npu TemnepaType
OT MMHYC 18 °C go MMHyc 22 °C B TeyeHne BCero Cpoka rogHoCcTn Habopa peareHToB;

e CMecuM Ansg amMnanduKkauum cneayet XpaHUTb B XOSOAMSIbHUKE WU XOJIOAUNBbHOM
Kamepe npu temnepatype ot 2 °C go 8 °C B 3aWMWEHHOM OT CBETA MecCcTe B TedyeHue
BCEro Cpoka rogHocTn Habopa peareHToB

10.5 Ha6opb| peareHToB C UCTEKLWMUM CPOKOM roaHoOCT NpUMEHEHNIO HE MNMOoAJIEXAT.
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YKA3AHUA MO YTUIN3ALUNU

Habopbl, Nnpuweawne B HENPUIro4HOCTb, B TOM YNC/IE B CBS3N C NCTEYEHMEM CPOKa MOAHOCTH
M HEWCnonb30BaHHble peaKTUBbl, OTHOCATCA K knaccy b wu nognexar yTtunmsauum B
cooTBeTcTBMU € TpeboBaHmsaMm CaHlluH 2.1.7.2790-10 n MY 1.3.2569-09.

Mpy wncnonb3oBaHMM Habopa peareHTOB B KAWMHWKO-AMArHoctMdeckonm nabopatopum
obpa3sylTcsa oTxoabl knaccoB A n b, KOTOpble KIacCU@UUUPYIOTCS U YTUIN3UPYIOTCS B
cooTBeTCcTBUM C TpeboBaHmamm CanlnH 2.1.7.2790-10.

YnakoBka Habopa peareHToB (nepBu4Hasi: nNpobupku, dnakoHbl M BHEWHSSA: NaKeTbl
NOAN3TUIEHOBbIE C 3aMKOM M KOPOHKM KapTOHHbIE) MOC/e NCNOJ/Ib30BaHUS MO Ha3Ha4YeHuio,

OTHOCUTCS K OTX0A4aM Knacca A un YTUNN3UNPYETCA C 6bITOBbIMM OTXOAAMMN.

FAPAHTUN N3TOTOBUTENA

MpeaonpusiTue-M3rotToBuTENlb  FApaHTMpPYeT  COOTBeTCTBMEe  Habopa  TpeboBaHWsIM
TEXHUYECKNX YC/IOBMA Npu cobNOAEHMN YCNIOBUMM TPaHCMOPTUPOBAHMUS, XpaHeHUsl W

NpUMEHEHUA, YCTAHOBJIEHHbIX TEXHNYECKUMU YCITOBUAMN.

Cpok rogHoctn Habopa — 6 MecsiueB npu cobnoaeHnn BCexX YCNOBUIA TPpaHCMOPTUPOBaHMUS,

XpaHEeHNA N sKCnayaTaunn.

PEMOHT N TEXHUYECKOE OBCJ1Y)KXNUBAHUE

Ha6op peareHTOB npegHa3HayeH AN OAHOPA30BOro WCMOMIb30BAHUA M He MNOoANEXUT

TEXHNYECKOMY 06CY>KMBAHUIO N TEKYLLEMY PEMOHTY.

14

CUMBOJ1bl, NCMNOJIb3YEMbIE MPN MAPKUPOBKE HABOPA

VD MeaunumnHckoe nsgenve ans [:E] ObpaTtuTecb K MHCTPYKUMM MO
ONArHOoCTUKM in vitro NnpUMeHeHno
TeMnepaTypHbIii AMana3oH KaTanoxHblit HoMep
Konn4yecTtBo TecTtoB d ALpec usrotosuTens
FofeH 4o e He ponyckaeTtcs Bo3aencreme

COJTHEYHOIO CBETa

| [g] |®9| €|~

Cepus Habopa . He ctepunbHO

[aTa nsrotosneHus OaHopasoBoe UCMofib30BaHMe
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15 MNEPEYEHb NPUMEHAEMbIX HALUMOHANTIbHbLIX CTAHAAPTOB

FOCT 2.105-95 O6bwume TpeboBaHMS K TEKCTOBbIM AOKYMEHTaM.

FOCT ISO 14971-2011 U3penusa MeanuMHCKUe. TIpUMMeHeHue MeHeaXXMeHTa pucka K
MeAVULNHCKUM U3Lennsam.

FOCT P 15.309-98 Cuctema pa3paboTkm M MNOCTAHOBKM MNpPOAYKUMM Ha MPOM3BOACTBO.
UcnbiTaHnsa 1 npuémka BbinyckaemMon npoaykumm. OCHOBHbIE MONOXEHUS.

FOCT P 51088-2013 MeanuMHCKMe wu3genusa nns AOWMarHoCTUKM WH BUTPO. PeareHTsdl,
Habopbl peareHTOB, TeCT-CUCTEMbl, KOHTPOJibHble MaTepuanbl, nuTaTesibHble Ccpeabl.
TpeboBaHnsa K U3genusaMm u NoAaepXxuBatoen JOKyMeHTaumu.

FOCT P 51352-2013 MegnumHckue wusgenus Ansd AWarHoCTMKM  WH  BUTPO. MeToabl
NCNbITaHUNA.

FOCT P 53022.3-2008 TpeboBaHus K Ka4yecTBy KJTMHUYECKNX nabopaTtopHbIX
nccnegosanuii. Y.3. lMpaBuia OUEHKM KAMHMYECKOW WHGOpMaTMBHOCTU NabopaTopHbIX
TecToB.

FOCT P NCO 18113-1-2015 MeaunumHckme  wmsgenusa AN AMArHOCTUKKM  in vitro.
NHdbopmauunsa, npepoctasnsieMas w3rotoButeneMm (MapkumpoBka). Yactb 1. TepMuHbI,
onpeaeneHns n obwme TpeboBaHus.

FOCT P NCO 18113-2-2015 MeanumHckme  wmsgenusa AN OMArHOCTUKKM  in vitro.
NHdbopmMauunsa, npenocrtaBnsgeMas mMs3rotosutenem (Mapkuposka). Yactb 2. PeareHTbl ans
AVAarHoCTUKM in vitro Ansg npodeccuoHanbHOro NpMMeHeHns.

FOCT P NCO 23640-2015 N3pennsa MeanUMHCKUE ANSa AUMarHocTukM in  vitro. OueHka
CTabunbHOCTU peareHToB AN ANArHOCTUKM in vitro.

FOCT P NCO 15223-1-2014 U3penua MeauumHckme. CUMBOAbI, MpPUMEHSEeMble  Mpu
MapKUpOBaHUM Ha MeAMLUMHCKUX Un3Jenuax, 3STUKEeTKax W B CONpOBOAUTENbHOM
AoKyMeHTauun. Y.1. OcHoBHble TpeboBaHMUS.

FOCT P 52905-2007 (MCO 15190:2003) JlabopaTtopuu MeAUUMHCKNeE. TpeboBaHus

6e3omnacHoCTu.

MpuMeyaHMe — YKasaHHble Bbille cTaHAapTbl 6bI1M AEACTBYIOLMMN Ha MOMEHT YTBEPXAEHUS UHCTPYKLUUU
no npuMeHeHuto. B panbHeKllweM, Npyv MNofb30BaHWUW AOKYMEHTOM, Lenecoobpa3Ho MpoBepuTb AencTeue
CCbINIOYHbIX HOPMATWMBHbIX [AOKYMEHTOB Ha TeKyLMI MOMEHT. ECAM CCbIIOYHbI AOKYMEHT 3aMeHEH uaun
M3MEeHEH, TO NpU NPUMEHEHUM HACTOSILLEro AOKYMeHTa cliefyeT Nnofib30BaTbCs 3aMEHEHHbIM (M3MEHEHHbIM)

[OKYMEHTOM.
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.:‘ AHK-TEXHONOrusa

KapavoleHeruka | WHCTpYKUMA NO NPpUMEHEHUI0 | 574-2 ot 06 ceHTA6psa 2021

16 AAPEC ANSA OBPALLEHHA

Mpon3soacTBO HAaboOpOB peareHTOB MMeeT CepTUPULUPOBAHHYIO CUCTEMY MEHE)XMEHTa
KayecTBa W COOTBETCTBYeT TpeboBaHMSAM CTaHAapTa CUCTEM MeHedXXMeHTa KadectBa 1SO 9001 B
obnactn paspaboTkun, NponsBoACTBa U nNpoaaxu IVD peareHTOB U NpnbOpOB ASs1 MONEKYNSPHO-
reHeTM4YeCcKom ANarHoCTUKM M apyroro nabopatopHoro npmmeHeHmsa n EN 1SO 13485 B obnactu
pa3paboTku, npousBoAaCTBa M nNpodaxu IVD peareHToB M npubopoB ANns MONeKynsipHo-
reHeTMYeCKOn AMarHOCTUKMN.

MpoussoanTennb: O6wWecTBO C OrpaHNYEHHOW OTBETCTBEHHOCTbIO <«HayuHo-lponssoacTBEHHOE

O6beamHeHne [OHK-TexHonorus», 000 «HMO [AOHK-TexHonorus» (O6wecTtBO C OrpaHM4YeHHOM

OTBETCTBEHHOCTLIO), Poccus.

Appec npousBogutena: OO0 «HMO AOHK-TexHonorus», 142281, Mockosckas 06n., r. MpoTBuHO,

yn. XenesHogopoxHas, 4. 20.

MecTto npousBoAacTBa:

Koa narotoButens ykasaH Ha 3TukeTke (CM. nocnegHwow undpy B cepmm Habopa):

1) 000 «HMNO  OHK-TexHonorusa»: Poccus, 142281, MockoBckas 06. r. MpoTBuHO,
yn. XenesHogopoxHas, 4. 20.

2) 000 «OHK-TexHonorua TC»: Poccus, 117246, r. Mocksa, Hay4Hbit npoe3g, 4. 20, cTp.4.

Peknamaumm no BonpocaM KadectBa Habopa peareHTOB ANA onpeaeneHust reHeTUYeCcKmnx
NnoAMMOp@U3MOB, acCOLUMMPOBAHHbLIX C HapyleHUsSMU DYHKUMIA cepaedHO-COCYANCTON CUCTEMBI,
MeToAOM nosnMepasHor uenHon peakuum (KapauoleHeTuka), cneayeT HanpasnsATb MO aApecy:
000 «[AHK-TexHonorusa», 117587, Poccusa, r. MockBa, BH. Tep. r. MYHMUMNANbHbIA OKPYr

YepTaHoBo CeBepHoe, wW. Bapwasckoe, a. 125X, k. 5, atax 1, nom. 12,
Ten./dakc +7 (495) 640-17-71,
www.dna-technology.ru

Cnyxba KITMEHTCKON NOAAEPKKMN:
8-800-200-75-15 (3BOHOK no Poccnm 6ecnnaTHbii),
+7(495) 640-16-93 (ansa ctpaH CHI n 3apybexbs, 3BOHOK NiaTHbIN),

E-mail: hotline@dna-technology.ru

18


http://www.dna-technology.ru/




000 «AHK-TexHonormns»
117587, Poccus, r. MockBa,
BH. Tep. . MyHMUMNanbHbI OKpyr YeptaHoBo CeBepHoe,
w. Bapwasckoe, a. 125X, k. 5, atax 1, nom. 12
Ten./dakc +7 (495) 640-17-71
Cnyxb6a KIIMEHTCKOM NOAAEPKKN:
8-800-200-75-15 (ans Poccun, 3BoHOK 6ecnnaTHbli)
+7 (495) 640-16-93 (ana ctpaH CHI n 3apybexbs, 3BOHOK MaaTHbIN)
E-mail: hotline@dna-technology.ru
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