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BBEAEHME

CucrtemMa reHoB TKaHeBOM CoOBMecTMMOCTM uJenoseka (HLA)
aBnseTcs ogHol wn3 Haumbonee NONMUMOPMHLIX reHeTUYeCKMX CUCTEM,
BbIMOJSIHAOWEN B OpraHmaMe dyenoseka pag dyHkumn. Ob6ecnedumBas
perynauumio  MMMYHHOro  oOTBeTa, cuctemMa HLA  ocywecTBnser
reHeTUYeCKnii KOHTPO/b B3auMMOAENCTBMSA BCEX WMMMYHOKOMMNETEHTHbIX
KNEeTOK OpraHuM3Ma, pacno3HaBaHMe CBOMX M 4UyxXepoAaHbiX (B TOM 4yucne
N3MEHEHHbIX COOCTBEHHbIX) KIETOK, 3anyCK W peanm3aumtd MMMYHHOIO
oTBeTa UM, B uenoMm, obecrnedymBaeT BbDKMBAHWE 4YenoBeKa KakK Buaa B
YC/NIOBMSAX  3K30MEHHOW W 3HAOreHHoM arpeccmn. MHoroobpasume
yKa3aHHbIX @dyHKUuMin obecrneumBaeTcs 0COBEHHOCTSAMM  CTPOEHUS
rNaBHOMO KOMMJIEKCA MMCTOCOBMECTUMOCTU. O4Ha M3 3TUX 0COBEeHHOCTEN
— BbIpa@>XeHHbIN annenbHbll NOAUMOPPU3M KOMMNNeKca reHos HLA.

Komnnekc reHoB HLA KOMMNaKTHO pacnofioXXeH Ha KOPOTKOM
nneye 6 ayTOCOMHOM XpoOMoOcCOMbl M 3aHuMaeT 3500 kwunobas (kb).
B coctaB HLA BXxoauT Tpu rpynmnbl reHOB, KOAMPYOLWME, COOTBETCTBEHHO,
Tpyn rpynnbl 6enKoBbIX NpoayKToB (Moniekysn). Monekynbl rnaBHOMo
KoMmnnekca rucrocoemectumoctu I knacca (A, B, C) npucyTcTBYIOT Ha
MOBEPXHOCTM BCEX TUMOB KNETOK, KPOMEe 3pUTPOLUTOB U KIeToK
Tpodobnacrta, OHM Yy4yacTBYKT B npouecce mnpeseHTauuMnm nenTuaos
MYTaHTHbIX, TPAHCHOPMUPOBAHHbBIX U MHMULMPOBAHHbLIX BUPYCOM KNETOK
CO6CTBEHHOr0 OpraHmsMa, M COOTBETCTBEHHO AanbHeNnwen annMmHaunm
TakMxX KNeTtok. Monekynbl rAaBHOrO KOMMNAeKCa TMCTOCOBMECTUMOCTHU
II knacca (DP, DM, DQ, DR) y4yacTBylOT B Mnpouecce npe3eHTaunm
yyXXepoAHbIX MenTuaoB, Hanpumep 6aKTepuanbHbIX, U COOTBETCTBEHHO B
npouecce pasBuTusA MMMYHHOIO oTBeTa. Takune MONEeKy bl
3KCNPeccupyroTcs JiMWb HEMHOrMMW TUMNAMKU KNEeTOK, BbIMOSIHSOWNMHN
dYHKUMM  aHTUreHnpeacrtasnswowmx  knetok (ANK), a uWMeHHo
B-numdountamm, aKTMBUpPOBaAHHbIMM  T-kKneTtkamu, Makpodaramm,
OEHOPUTHBIMU KNeTKaMu M kKnetkamm JlaHrepraHca. Mosiekysibl F1aBHOro
KoMnnekca rucrocoemectmmoctmn III knacca ABAAKTCA KOMMOHEHTaMM
CUCTEMbI KOMMNIEMEHTa U ApYyruX 6e5KoB, MPUCYTCTBYOWNX B KPOBMU.



HayuyHoe o6ocHOBaHue

feH HLA-DQB1 OTHOCUTCA K TreHaM [MCTOCOBMECTUMOCTHU
yenoseka (HLA) II knacca, obnagaeTt aKCTpeMasbHbIM NONMOPHU3IMOM.
N3BecTHO 6onee 900 annener A[aHHOrO reHa, CrpynnMpoBaHHbIX B
12 rpynn anneneri DQB1 (DQB1*02, *0301, *0302, *0303, *0304,
*0305, *0401/*0402, *0501, *0502/*0504, *0503, *0601, *0602-8).
FeHoTUNMpoBaHne no nokycy DQB1 Ha ypoBHe rpynn annenen
(low resolution, HM3KOe pa3pelieHne) AOCTAaTOYHO ANns 60NbLIMHCTBA
NPUIOXEHUI pe3ynbTaTOB FEHOTMNMPOBAHUS, B YaCTHOCTM UCMNONb3YyEeTCS
Ans noabopa TKaHECOBMECTUMbIX AOHOPA U peunnmeHTa npmn NnepBuYHbIX
TpaHCnaaHTauMsax OpraHoB, Hanpumep nodek. [lokasaHo, 4YTO TaKoW
YPOBEHb TEHOTUMUPOBAHUSA SIBASIETCA A0CTAaTOYHbIM UM COOTBETCTBYET
CTaHgapTaM nepenoBbiX TPAHCMNAHTONOMMYECKMX LEeHTPOB Mupa.

MeanunHckoe o60CcHOBaHME

TpaHcnaaHTaumMs OpraHoB W TKaHewW. [eHoTMnMpoBaHWe no
nokycam DRB1, DQA1 n DQB1 Ha ypoBHe rpynn annenen ncnonb3yercs
Ansa noabopa TKaHeCOBMECTUMbIX AOHOPa W peumnmeHTa Npu nepBuYHbIX
TpaHcnaaHTauMsax opraHos, Ansa noabopa MoTeHUManbHOro AOHOpa npu
POACTBEHHbIX MepecagKkax reMornosTUYEeCKnX CTBOJSIOBLIX KNETOK, a Takxe
ANS NepBUYHOIO CKPUHMHIA NOTEHUMANbHOIO AOHOPa NpU HEPOACTBEHHbIX
nepecagkax reMornosaTu4yeckmnx CTBOSIOBbIX KeTOoK.

PenpoaykTtmeHble npobnembl. Paznuumne cynpyros no sapuaHTam
reHos HLA aBNseTCca OAHUM U3 BaXKHbIX YCNOBUIM YCMELWHOro HacTynneHus
M BblHawmBaHua 6epemMeHHoOCTU. CXOACTBO CynpyroB Mexay coboi no
BapuaHTaM HLA BeA&T K yBeNIM4YEHUI0 BEPOATHOCTU NOABJIEHUS 3apoAbllla
C ABOWMHbIM HabopoM OAWHAKOBbLIX BapWAHTOB reHOB, TO eCcTb HLA-
FOMO3UIoT, YTO ABMsSEeTCA HebnaronpusaTHbIM PakTOpOM, CNeACTBUEM Yero
MOryT 6bITb penpoAyKTUBHbIE NoTepu. Mo3ToMy ANS ANAarHOCTUKN NPUYNH
penpoaAyKTUBHbLIX Heyaad wucrnonb3yoT HLA-TunMpoBaHue Cynpyros,
4YTO6bl YCTAHOBUTbL CXOACTBO MEXAY HUMU NO BapuaHTaMm reHos HLA.




MHCTPYKLUUA

no NpUMEHEHNI0O KOMIJIEKTa peareHToB AJid TMNNpoBaHUA reHa

1.2

1.3

DQB1

HA3HAYEHME

Habop peareHToB HLA-OHK-TEX npeagHasHadeH ans
onpeaeneHns cneym@duyHoCTen rnaBHONO KOMIMJEeKCa TKaHEBOWM
COBMECTMMOCTM  4esioBeKa Ha YypOBHEe T[EeHOB MeToAOM
nosnMepasHoi LenHon peakuum B 6MONOrM4ecKOM MaTepwuarne
yenoseka (nepudepunyeckas KpOBb) C  MCMNOJSIb30BAHMEM
AeTEeKTMPYHOLWNX aMnandurkaTopos.

MonydyeHHble pe3ynbTaTtbl MOryT ObiTb WCNOAb30BaHblI AN
noabopa rMCTOCOBMECTMMOro JAOHOpa npu TpaHcnaaHTaumu
OpraHoB W TKaHel, ANS9 reHeTUYecKoro nporHo3nMpoBaHUSA
MMMYHOOMNOCPEA0BaAHHbIX 3aboneBaHuin " HapyLIeHnn
penpoayKumu

KoMnnekTt peareHToB And TunupoBaHmsa reHa DQB1
npegHasHadeH ANns OAHOBPEMEHHOro onpegeneHus 12 rpynn
annenen reHa DQB1 rnaBHOro KoMMnjekca TKaHeBOM
COBMECTUMOCTU YesioBeka.

KoMnnekT peareHTOB MOXeT 6biTb WCMNOMb30BaH B KJWMHUKO-
ANArHOCTUYECKUX NnabopaTopuax MeAUMUMHCKUX YUYpeXAeHUA U
Hay4HO-MCCNenoBaTeNbCKOM NpakTUKe.



XAPAKTEPUCTUKA KOMNNEKTA
MpuUHUMN AeNncTBMUS

NccnegoBaHusa nNpoBOASATCS METOAOM TMOJIMMEPAa3HOM UernHom
peakuun (MLUP). B ocHoBe paboTbl KOMMN/IEKTa peareHToB JIEXUT
npuHumMn amnnupukaunmn AHK metoaom T[MUP. [Mpouecc
amnnamdmKaumm 3aKao4aeTcs B Cepmn NOBTOPSHOWNXCA LNKIOB
TemnepaTtypHon pgeHatypaumm [OHK, omxura npanmepos,
KOMMN/1eMeHTapHbIX cneundunyeckomy yyactky  OHK "
nocneaywoLwen AOCTPOMKM MNOMNMHYKAEOTUAHbLIX Lenen C 3TUx
npanmepos Tag-noanmepason.

B peakumoHHyl cMecb Ana amnandukaumm seegeHbl [JHK-
30HAbI, KaXAablh M3 KOTOPbIX HECE&T (1yopecUueHTHYI0 METKY M
racutenb dnyopecueHummn. lMpu obpasoBaHuMn crneunduyHoro
npoaykta [AOHK-30HA4 paspylwaercsa, AeNCcTBME racutensd Ha
dbnyopecueHTHY0 MeTKy npekpalwaeTcs, 4Yto Beaért K

BO3pacTaHuio YPOBHS dnyopecueHUnN. Konunuectso
pa3pylweHHbIX 30HAOB (@, cneaoBaTesibHO, W YPOBEHb
dnyopecueHunmn) yBenmymnBaeTcs nponopumoHasibHO

KONMN4eCcTBy O6pa3OBaBIJJVIXCF| cnequ)quCKmx aMMJIMKOHOB WU
N3MeEPAETCA Ha KaXXAoM uunkKne aMI'IJ'IVI(bVIKaLI,VIVI.

B HekoTOpble cMecu Ans amnandukaunum BeefeHbl CUrHaibHble
30HA4bI, cogepxalume payopecueHTHble MeTkn Fam mn Hex. Mocne
OKOH4YaHwuA MNMUP npoBoauTCca payH4 TeMnepaTypHOro rnjaasjeHud
aynnekcos, o06pas3oBaHHbIX aMMAMKOHAMWU W CUTHaNbHbIMU
30HAaMu, B pe3yjabTaTe 4Yero M3MeHseTCsd  YpPOBEHb
dbnyopecueHuMn, KOTOpbIN UKCUPYETCS W NpencraBaseTcs
nporpaMmMHbIM obecneyeHmem npubopa B Buae rpaduka. Ecnum
CUTHaAMbHbLIA 30HA4 4YacTM4YHO KomnneMmeHTapeH [OHK-MuweHun,
TemMnepaTtypa nnAaBfeHUMs TakKoro aynnekca 6yaetr Huxke
TemMnepaTypbl NJaBfeHUs Aynaekca B ChydYae MOJHOM
KOMMJIEMEHTAPHOCTM 30HAA. Ha OCHOBaHMKM COBOKYMHbIX AaHHbIX
O MOporoBbIX uUMKNax aMmnaudukauum U TemnepaTypbl
naaBneHUs CUrHanbHbIX 30HAOB MPOBOAUTCA UWHTeprnpeTaums
pe3ynbTaToB aHanusa.

KoMnnekT peareHToB Angd TunuposaHusa reHa DQB1 Bknwouaet
cMecn ana  amnauvdukauuu, cneundudHble ang 12 rpynn
annenen reHa DQB1 (DQB1*02, *0301, *0302, *0303, *0304,
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*0305, *0401/*0402, *0501, *0502/*0504, *0503, *0601,
*0602-8), B cocTaB KOTOpPbIX B TOM 4YuCne BXOAUT BHYTPEHHUN
KOHTpOJIbHbIN 06bpa3ey (BK), npeaHasHauyeHHbI A9 KOHTPOAS
NPOXOXAEHMS NONMMEPA3HON LENHON peakuun.

B cocrtas [OHK-30HO0OB, WCNOMb3YKLWKMUXCA AN09 AeTekuun
cneumndpuyHocten reHa DQB1, BkJtoyeHbl (NyopecueHTHbIe
MeTkn Fam, Hex n Rox. B coctas IHK-30HAa, ncnonb3ytoLerocs
ONs pgeTekumuM  npoaykta  aMnamdukauum  BHYTPEHHEero
KOHTposibHOro o6pasua (BK), Bxoant dayopecueHTHbIN
kpacutenb Cy5 (tabnuua 1). Wcnonb3oBaHME HECKOSbKUX
dNyopecUeHTHbIX Kpacutenen nossonser COKpaTUTb
KONMMYecTBo NpOBUpOK, MOCKOJSIbKY MOSIBASETCS BO3MOXHOCTb
OAHOBpPEMEHHO perncTpuMpoBaTb pe3y/ibTaTbl Pa3HbiX peakuni
amnandukaumm, Nnpoxoasawmnx B ogHon npobupke.

Tabnwuuya 1 - KaHanbl AeTeKuMn NpoAyKTOB aMnandukaumnm

KaHanb! AeTeKunu annenbHbiX BapuaHToB Y BHYTPEHHErO
HasBaHue cmecn KOHTpOJIA

Anst aMnIMduKaLm Fam Hex Rox Cy5 Cy5.5
DQB1-1 03 0401/0402 02 BK -
DQB1-2 05 0601 0602-8 BK -
DQB1-3 - - 0302 nnn 0303 BK -
DQB1-4 - - 0301 nnwn 0304 BK -
DQB1-5 02130015/0M:omz ) ) BK )
DQB1-6 0501 0503 0502/0504 BK -

0N KOHTpONs Ka4yecTeBa NpoBeAeHUs NCCeaoBaHns UCNONb3YOT
KOHTpONbHble o06pa3ubl «K+ DQ FAM» u «K+ DQ HEX»,
npeacrasnsatowme cobom cMecn KIOHNMPOBaAHHbIX YY4AaCTKOB FreHOB
HLA-DQA1 wn HLA-DQB1, BbIiBAsSeMbiX C T[pPUMEHEHNEM
KOMMJieKTa.

NccnepoBaHme C MCnonb30BaHWMEM KOMMJIEKTa peareHToB Ans
TUnuposaHusa reHa DQB1 coctouT mn3 atanoB: BblaeneHune OHK
(npobonoaroTtoska) u MLUP-amMnandunkauns B pexnme peasbHOro
BpEMEHMU.




2.2

2.3

2.4

KoMnnekT peareHTOB paccymMTaH Ha 24 onpenesneHunsl, BKaO4Yas
aHan3 HeM3BECTHbIX 06pa3LOB, MONOXUTENbHbIX KOHTPObHbIX
06pas3uoB 1 oTpMUaTeNbHbIX KOHTPOJbHbIX 06pa3LoB.

CocTaB KOMMEeKTa

KoMnnekTt peareHToB ANns  TunupoBaHmsa reHa DQB1
BblMyCKaeTca B YyHuBepcanbHOM dacoBke (MapKkupyeTca -
¢dacoska U) m BKIOYAET cregyowme KOMMOHEHTbI:

- Cmecun gnsa amnnmdunkaumm:
e DQB1-1 - 1 npobupka (480 mkn);
« DQB1-2 - 1 npobupka (480 mkn);
« DQB1-3 - 1 npobupka (480 mkn);
e DQB1-4 - 1 npobupka (480 mkn);
e DQB1-5 - 1 npobupka (480 mkn);
e DQB1-6 - 1 npobupka (480 mkn);
- nonuMmepasa TexHoTaq MAX - 1 npobupka (72 mkn);
- MNUP-6ydep - 1 npobupka (1,44 mn);
- MUHepanbHoe Macno — 1 npobupka (2,88 mn);

- MONOXUTENbHbIN KOHTPONbHbIN 0bpa3ey, («K+ DQ FAM») -
1 npobupka (100 mkn);

- MONOXUTENbHbIN KOHTPONbHbIN 0bpa3ey («K+ DQ HEX») -
1 npobupka (100 mkn).

Bpemsa npoeeneHus aHanusa (6e3 yyéta npobonoarotoBku) -
oT 2,5 vacos.



AHAJINTUYECKUNE XAPAKTEPUCTUKHA

3.1 CneundunyHoOCTb aHanm3a
KoMnnekT peareHToB Ans TunmposaHus reHa DQB1 BbiaBnser
cnepywowme rpynnbl annenen reHa DQB1 (DQB1*02, *0301,
*0302, *0303, *0304, *0305, *0401/*0402, *0501,
*0502/*0504, *0503, *0601, *0602-8). MepeueHb
onpegensieMblx annenen npmeeaéH B Tabnuue 2.
B o6pasuax 6uonorvyeckoro wmatepuwana u4enoBeka mnocsne
3aBepLieHuns peakumm amnnmdbmkaumm nporpaMmmHoe
obecneyeHne ana npubopos ATnant!, ATnpanm? n [OT-96
onpeaensieT reHoTUun muccneayemoro obpasua. MHTepnpeTauus
pe3ynbTaToB aHanusa nposoantcsa MO aBTOMaTUYECKMU.
Tabnunua 2 - O6o3HayeHUa annenen n rpynn annenen
Annenu, Bxoaswme B rpynny?
O6o3HayeHune -
annens/rpynnbl HassaHua annenein cornacHo HasBaHua annenen cornacHo
annene HoMeHknaType HLA, npuHsATOi | HOMeHknaTtype HLA, npuHATOM C
no 1 anpensg 2010 r. 1 anpensa 2010 r.
DQB1*02 *0201-*0248 *02:01-*02:48
DQB1*0301 *0301/*03009... *03:01/*03:09...
DQB1*0302 *0302/*0307/*0308... *03:02/*03:07/*03:08...
DQB1*0303 *0303/*0306... *03:03/*03:06...
DQB1*0304 *0304... *03:04...
DQB1*0305 *0305... *03:05...
DQB1*0401/*0402 [¥0401/*0402/*0404-¥0425N  |*04:01/*04:02/*04:04-*04:25N
DQB1*0501 *0501/*0507/*%0511/*0512/  [*05:01/*05:07/*05:11/*%05:12/
*0518... *05:18...
DQB1¥0502/*0504 *83(1)5./_0504/ 0505/*0514/ *832(1)5./..05'04/ 05:05/*05:14/
DQB1*0503 *0503/*0506/*0508-*0510/  [*05:03/*05:06/*05:08-*05:10/
*0513... *05:13...
DQB1*0601 *0601... *06:01...
DQB1*0602-8 *0602-*0610... *06:02-*06:10...

1 — Tonbko Momenun 4S1, 4S2, 551, 552, 651, 6S2.

2 — ToNbko Mogenu 4M1, 4M3, 4M6, 5M1, 5M3, 5M6, 6M1, 6M3, 6M6.
3 - MONHbIN CMMCOK annenen, BXoAAWMNX B rpynny, NpeaocTaBsieTcs no 3anpocy.
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3.2

3.3

YyBCTBUTENBHOCTb aHanusa

KonunuyectBo aHanusunpyemon AHK gosmkHo 6biTb He MeHee 1,0 Hr
Ha aMmInduKauMoHHy npobupky. [pu  wmncnonb3oBaHUKU
MeHblero konuyectsa AHK npousBoauTenb He rapaHTuUpyeT
KOppeKTHY paboTy KoMniekTa.

Ons oueHkM kKonudecTtBa BblaeneHHon [OHK pekoMeHayeTcs
MCMoNb30BaTb KOMMIEKT peareHtoB ans [LUP-amnandunkaumm
reHoMmHol OQHK 4yenoBeka B pexume peanbHOro spemenmn (KBM)
npoussoacrtea OO0 «HIMO AHK-TexHonorus».

MpumeuvaHune - lpu McNonb30BaHUM KOMMEKTa peareHToB AN
TunuposaHusa reHa DQB1 coBMecTHO C KOMMIEKTOM peareHToB AN
TUNUpoBaHus reHa DRB1 MOXHO y4uTbIBaTb pe3yfbTaTbl OnpeaesieHns
KBM, noslyyeHHble Mpu WCrMOJSIb30BaHUN KOMMJIEKTa peareHToB Af1d
TunuposaHusa reda DRB1. Ecnn nonydeHHoe ana KBM 3HayeHwue
Cp 6onee 32,0, onepaTop AO/KEH TPaAKTOBaTb 3TO KaK HEAOCTaTO4YHOE
ansg aHanusa konundectso AHK.

JunarHoctnyeckas cneumdpumyHocTb coctasnseT 100 (98,7 — 100) %.
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MEPbI MPEAOCTOPOXXHOCTH

PaboTta posmxkHa npoBoaAnTbCS B NnabopaTopun, BbIMOHSOWEN
MONEeKYNsSpHO-buonornyeckme MnupP nccnenoBaHmnd
KNIMHMYEeCKoro ™artepuana ¢ cobnigeHneM MeToANYeCKuX
yKa3aHui MY 1.3.2569-09 «OpraHunsaums paboThbl
nabopaTopui, NCMNONb3YHOLWMX MeToAbl amnnndunkaunm
HYKJTEMHOBbIX KMCNOT nNpu paboTe C MaTepuanom, cogepxalinm
MUKpoopraHmambel I-IV rpynn natoreHHocTu», ¢ cobniogeHmnem
CaHUTapHO-3NMAEMUNONOINMYECKNX npasun 7 HOpM
CaHlunH 3.3686-21 «CaHuTapHO-aNMaeMmnonornyeckme
TpeboBaHms no npodunakTuke MHPEKUMNOHHbIX 60ne3Hen»..
Nccnepyemble obpasubl paccMaTpMBalOTCa KakK MoTeHuManbHO-
onacHble.

K paboTe C KOMMJIEKTOM peareHTOB [JAOMYCKaeTCs TOJIbKO
rnepcoHasn, oby4yeHHbI MEeToAaM MOJIEKYNSIPHOMN AMArHOCTUKU Y
npasmnam paboTbl B KIIMHUKO-ANArHOCTUYECKOM nabopaTtopuu.

BoigeneHve AHK cnenyet npoBOAWTb B STaMUMHApPHbIX WKadax ¢
BK/IIOUEHHbIM JlaMUHApHBLIM MNOTOKOM. [loarotoBky K TILUP ¢
MCNO/Ib30BaHMWEM KOMMJIEKTA peareHToB cneayeT NpoBOAUTb B
MLP-6okcax.

MNpu paboTe C KOMMJIEKTaMN peareHToB Npu yaaneHnUn OTXOAO0B
nocne amnndukaumm (Npobupok, cogepxalimx npoaykrbi MLP)
3anpeLlaeTcs OTKPbITUE NPOBUPOK, TaK Kak 3TO MOXET NPUBECTU
K pasbpbi3rMBaHNIO COAEPKNMOrO U KOHTaMMHAUUK NPOAYKTaMu
MUP obopynoBaHus, peareHTOB 1 NabopaToOpHOW 30HbI.

[lo3aTopbl, ncnonb3lyemble Npm paboTe C KOMMAEKTOM, AOAXHbI
6bITb COOTBETCTBYHOLMM obpasom rnoBepeHbl
(B akKpeaMToBaHHbIX labopaTopumsix) U MPOMapKMUpPOBaHbI.

O6paboTky nomeweHnt nNpoBOASAT B COOTBETCTBUM C
TpeboBaHuaMu  CaHlunH 3.3686-21. Bce noBepxHOCTU B
nabopatopun (paboumne cTonbl, WTAaTUBbLI, 060pyAOBaHME 1 Ap.)
eXeAHEeBHO MoABepralT BAaXHOW ybopke C MNpuUMeHeHueM
AE3NHPULMPYIOWNX/MOOLWNX CPeacTB, PpernaMeHTUPOBaHHbIX
CaHUTapHbIMK NMpaBuIamMu.
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Ncnonb3oBaHHble OAHOPa30Bble MpUHaANexXHocTn (Npobupku,
HaKOHEYHMKKN) [OJ/KHbI  cbpacbiBaTbCa B CneymasnbHbIR
KOHTENHEP, coAepXXalnin Ae3nHuumpyowmin pacteop.

Mpn WMCNONb30BaHWMM KOMMJIEKTa peareHToB B  KJIMHMKO-
avarHoctnyeckon nabopatopum obpasyroTca oTxoabl knacca B,
KOTOpble YTWIN3UPYIOTCA B COOTBETCTBMM C TpeboBaHMAMHU
CaHlnH 2.1.3684-21 «CaHunTapHo-anmngemMmonornyeckme
TpeboBaHMSA K COAEPXKAHUIO TEPPUTOPUIN TOPOACKNX U CENbCKUX
rnoceneHun, K BogHbIM 06bekTaM, MUTbLEBOMN BOAE U MUTLEBOMY
BOAOCHabxeHunto, aTtMochepHOMY BO34YyXYy, MOYBaAM, >XWU/bIM

NOMELLEHNSAM, aKcnyaTauum NpON3BOACTBEHHbIX,
0bLLEeCTBEHHbIX MOMELLEHWUW, oOpraHmM3aumMn wn MNpoOBEAEHUIO
CaHUTapHO-MPOTUBO3NUAEMNYECKNX (npodunakTnyeckmnx)
MeponpuATUn»

He ncnonb3oBaTb KOMMNEKT peareHToB:

— NpU  HapYyWeHWU YCNOBUA  TPAHCMOPTUPOBAHUS MU
XpaHeHus;

— TMpW  HECOOTBETCTBUW BHELIHEro BWAa peareHToB,
yKasaHHOro B nacrnopTe K KOMMIEeKTY peareHToB;

—  NPW HapyLLIEeHUM BHYTPEHHEN yNaKoBKMU;
— 1O UCTEYEHUIO CPOKa roAHOCTM KOMMJIEKTA peareHToB.

MpuMmeyaHue - KOMONEKT peareHTOB He coAep>XUT MaTepuasioB
6rnonornyeckoro NMPOUCXOXAEHUS, BELLLEecTB, obnanatowmx
KaHLIEpPOreHHbIM, MyTareHHbIM [AeNCTBUEM, a TaKXe BAUSAILWMX Ha
penpoAYKTUBHYIO GYHKUUIO 4enoBeka. [puM  MCNOAb30BaHMKM MO
Ha3HayeHuUto U CcobnoaeHn Mep NpeaoCTOPOXHOCTU  ABASIETCS
6e30nacHbIM.
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5 OBOPYAOBAHWUE N MATEPUAIJDbI

[Onsa npoBeaeHMs nccnenoBaHMs C UCMOSIb30BaHMEM KOMMJEKTa
peareHToB 4Nns TunupoBaHus reHa DQB1 TpebytoTca cnegywowmne
obopynoBaHne 1 MaTepuansbi:

MLUP-6okc;

amnnudukartop aetektupywowmnin (ATnanT*, ATnpaimM® nnu
AT-96 (OO0 «HMO AHK-TexHonorusa»));

MUKpPOLLEHTpUdYyra-BopTeKC;
X0N0ANUNBHUK 6bITOBOM C MOPO3MITIbHOM KaMepon;
npobupkn ogHopa3oBble MaacTuKoBbie 06bEMOM 1,5 Mn;

npobupkn ogHopasoBble nnactumkoBble 06béMoMm 0,2 mn
ans  amnamdukaumMn  UanM - CTpUNoBaHHblE  MpPOBUpPKMU
(cTpunbl) o6bE€MomM 0,2 M ans amnandukaumm;

wTaTue «paboyee Mmecto» Ang npobmpok ob6vémom 1,5 mn;

wTaTMB «paboyee MecTto» Ans npobmpok obvémom 0,2 Mn
WNKN ANS CTPUNOBaHHbIX Npobupok (cTpunos) o6bEMom 0,2 Mn;

[03aTopbl MEXAHUYECKNE UK I1eKTPOHHbIE MepeMeHHOro
06béMa opgHOKaHalbHble CO CMEHHbIMW HAKOHEeYHWKaMu,
no3sonsoLwme otémpatb 06bEMbI XmMakoctn ot 2,0 go 20 MK,
ot 10 o 100 mkn, ot 20 o 200 mkn, ot 100 go 1000 Mk;

OAHOpa30Bble HaKoHeyHWku ¢ punbTpom, ceobogHble OT
PHKa3 n 1HKa3, o6béMmom 20 Mk, 200 mkn 1 1000 Mkn;

0A4HOpa30Bble NepyaTkM MeAuunHcKkMe, 6e3 Tanbka,
TEKCTYPUPOBaHHbIE;

éMKOCTb C Ae3uHduumMpyowmnM pacTBopoM Ans cbpoca
MCNONb30BaHHbIX HAKOHEYHWKOB, MPO6GUMPOK U ApYyrux
pacxoAHbIX MaTepuanos;

KoMnnekT Ana BblaeneHns [AHK w3 6uonormyeckoro
maTepuana (pekomeHayetcs [MPOBA-TC-TEHETUKA wnn
MPOBA-PAMNA-TEHETUKA (000 «HIMO OHK-

4 - Tonbko Mogenu 4S1, 452, 551, 552, 6S1, 6S2.
5 — Tonbko Mozenu 4M1, 4M3, 4M6, 5M1, 5M3, 5M6, 6M1, 6M3, 6M6.
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6.2

6.3

TexHonorns»)).

MporpammHoe obecneyenune ans AETEKTUPYHOLNX
amnnundmkatopos ATnant, ATnpanm n OT-96:

. Bepcus MO He Huxe 7.5.5.23;

. dainn c napameTpamm aHanusa «HLA.ini» (Bepcms He HUXe

«HLA_20131111.ini»).

AHAJIMU3UPYEMbIW MATEPUAN
MaTtepwnan Ana nccnenoBaHus

Ona wccnepoBaHMs UCNONb3YHOT LENbHY Mnepudepunyeckyro
KpOBb YenoBeKa.

B3satne, npenobpaboTky M XpaHeHMe MaTepuana npoBoAsiT B
COOTBETCTBUWN C MHCTPYKLUMEN K KOMMEKTY Aang Bbigenenna JHK
n3 6monornyeckoro matepmana.

B3saTne uenbHom nepudepmnyeckon KpoBwu

B3stne uenbHoOM nepudepuyeckorn KpoBM MpPOBOAUTCS B
BaKyyMHble MnacTukoBble Npobupkn Tuna Vacuette o6bémom
2,0 nam 4,0 mn c pobaBneHHOM B KayecTBe aHTMKoarynasHTa
OVHATPMEBOW CONblD 3TUNeHAMaMuHTeTpaaueTata (34TA) B
KOHEYHOM KOHLUEeHTpaumu 2,0 Mr/mn. B KayecTtse
aHTUKOarynsHTa AOMNycKaeTcsa TakXe MCMofb3oBaHue uuTpaTta
HaTpusa. [na nepemMelmBaHns KPOBU C aHTMKOArynssHTOM nocre
B3ATMS MaTepuana HeobxoauMmMoO nepeBepHyTb Npobupky
2-3 pasa.

BHUMAHME! He ponyckaeTrcsa wucnonb3oBaHue rernapuvHa B
KayecTBe aHTUKOaryfisgHTa.

TpaHcnopTMpoOBaHWE U XpaHEeHWe UCCeayeMoro MaTepmarna

Jonyckaetcss xpaHeHune obpas3uyoB npu TemnepaTtype oT 2 °C
0o 8 °C He 6onee 24 yacoB. B cnyyae HEBO3MOXHOCTU AOCTaBKuU
MaTepunana B nabopaTopuio B TeueHMe CYTOK JonycKaeTcs
OAHOKpaTHOEe  3aMopa)kmBaHue MaTepumana. [onyckaetcs
XpaHeHWe 3aMOpPOXEHHOro MaTepumana npu Temnepartype
OoT MMHYC 18 °C go MuHyc 22 °C He 6onee ogHOro mMecsaua.
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7.2
7.2.1

7.2.2

NMPOBEAEHUWUE AHAJTIN3A
BoigeneHue AHK n3 6uonornyeckoro matepuana

BoigeneHve OHK npoBoasT B COOTBETCTBUM C MHCTPYKUMEN K
MUCMOSIb3YEMOMY  KOMMJIEKTY  peareHtoB. PekomeHayeMble
KoMnaekTbl ans  BblaenenHmss OHK 13 6uonormyeckoro
maTepuana: NPOBA-IC-TEHETUKA v NMPOBA-PAMNA-TEHETUKA.
KomnnekTt MNMPOBA-IC-TEHETUKA pekoMeHAYyeTCs MUCNoab30BaTb
B C/fydae, ecau npegnosaraetcs ASIUMTENIbHOE XpaHeHue
BblgeneHHon OHK (go wectn mecsues). OHK, nonyyeHHyto C
MCMOJZIb30BaHNEM KOMMJ/eKTa MPOBA-PAMNA-TEHETUKA,
cneanyet xpaHuTb He 6onee ogHOroO Mecsua.

MonyyeHHyo OHK TakXke  MOXHO ncnonb3oBaTtb 414
onpeneneHns reHeTnYeckmnx noammopdunusmMos.

O BO3MOXHOCTU UCNOb30BaHUS APYTMX KOMMAEKTOB peareHToB
ana sblgenedns AHK 13 6uonormnyeckoro matepmasna COBMECTHO
C KOMNMEKTOM Ans TunupoBaHus reHa DQB1 MOXHO y3HaTb Yy
npeactaBuUTeNns KOMMaHum.,

He3aBMCMMO OT MCMNO/Ib3YEMOro KoMnaekTa aAng sbiaenenHnsa AHK
OAHOBPEMEHHO C Bblgenenmem OHK n3 nepmndepmnyeckoin Kposwu
Heo6xooMMO MpoBeCcTU u4epe3 BCe 3Tanbl MpobonoaroToBKM
oTpuuaTenbHbIN KOHTPOSbHbLIN obpa3sel (B ero KayectBe MOXHO
ncnonb3osatb GU3NOAOrMYECKM pacTBop B 06bEMe corniacHo
MHCTPYKLMM K KOMIMJIEKTY peareHToB ans BbigeneHuns AHK).

MNMoaroToBKa W nposeaeHUe NoamMMepasHon LenHom peakumm

MpoMapkmpynTe no wectb nNpobupok ana aMmnandukaumm
obbémom 0,2 Mn Ana Kaxaoro aHanusmpyemoro obpasua,
OTpULATENBHOIO KOHTPOJ/bHOro obpa3ua (K-), NonoXnTenbHOro
KOHTponbHOro ob6bpasua «K+ DQ FAM» M NONOXKWUTENbLHOro
KOHTposibHOro obpasua «K+ DQ HEX».

Hanpumep, Heobxoammo npoaHanusaupoBaTb NATb 06pas3uoB.
HyxHo npomapkumpoBatb 30 npobupok Ana wuccneayembix
obpasuos n 18 npobupok ana «K-», «K+ DQ FAM» n «K+ DQ
HEX». Obwee konnyectso Npobupok — 48.

BcTpsaxHuTe npobupkn co cMmecamm ansa amnavdukaumn B
TeyeHne 3-5C wn ueHTpudyrnpymte B TedeHume 1-3 C Ha
MUKpOLLEeHTpUdyre-sopTeKkce.
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7.2.3

7.2.4

7.2.5

7.2.6

7.2.7

BHecnTte B nNpoMapkuMpoBaHHble npobupkn no 20 MKnN
COOTBETCTBYHOLWEN cMecn ansa amMmnandukaumm (COOTBETCTBEHHO
MapKupoBke B Npobupky 1 BHecuTe cMecb DQB1-1, B npobupky 2 -
cMecb DQB1-2 n 1.4.).

BcTtpsaxHute npobupku c¢ [UP-6ydbepom u© nonmmepason
TexHoTaq MAX B TeyeHune 3-5 C U LEHTPUDYIUPYITE B TEUEHME
1-3 ¢ Ha MukpoueHTpudyre-sopTekce.

BHUMAHME! Monumepasy TexHoTag MAX Heobxoammo
BblHUMATb W3 MOPO3U/bLHOW KaMepbl HENocpeACTBEHHO nepea
WUCMOJSIb30BaHMEM.

MpuroTtoBbTe cMechb MNLUP-6ydepa C noaMMepasomn
TexHoTaq MAX. CmelwlanTe B OTAEbHON Npobupke:

e 10 x (N+1) mkn NUP-6ydepa;
e 0,5 x (N+1) mkn nonumMmepasbl TexHoTaq MAX,

roe N - KOAMYeCcTBO MPOMapKUpOBAHHLIX NPpobUMPOK C yU4ETOM
«K-», «K+ DQ FAM» n «K+ DQ HEX».

Hanpumep, HeobxoauMo npoaHanu3mpoBaTb NsATb 06pas3uos,
«K-», «K+ DQ FAM» n «K+ DQ HEX». lNpoMapkupoBaHHbIX
npobmpok - 48. HyxHo npurotoButb cmecb [LP-6ydepa un
nonumepasbl TexHoTaq MAX ans 49 (48+1) npobupok, T.e.
490 mkn MNUP-6ydepa + 24,5 mkn nonmMmepasbl TexHoTaqg MAX.

BcTpsaxHuTe npobupky co cMmecbto MNLP-6ydepa n nonnmepassbl
TexHoTag MAX B TeyeHune 3-5 c U LUEHTPUDYTUPYITE B TEUEHME
1-3 ¢ Ha MukpoueHTpudyre-sopTekce.

BHUMAHMUE! CmMecb MNuUP-6ydepa 7 rnonvMmepassbl
TexHoTag MAX HeobxooMMO FroTOBMUTbL HEMOCPEACTBEHHO Mepea
MUCMNOJSIb30BaHUEM.

[JobaBbTe B Kaxayt npobupky co cmecbio ans amnandukaumm
no 10 mkn cmecu MUP-6ydepa n nonnumepasbl TexHoTaqg MAX.

BHUMAHME! Tlocne pobasneHnsa cmecn [LUP-6ydepa wu
nonumepasbl TexHoTaq MAX B npobupku co cMecaMu Ans
amnnmdmkaumm HeobxoaMMo B TEUEHNE ABYX YacCOB BbIMOJHUTb
7.2.8-7.2.13.
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7.2.8

7.2.9

7.2.10

7.2.11

7.2.12

7.2.13

[JobaBbTe B Kaxayto npobupky no oaHon kanne (okoso 20 Mki)
MMUHEepasibHOro Macna. 3aKkpomTe KpblWKKN Npobnpoxk.

Ons  npepoTeBpalleHMs  KOHTaMMHauuMm  cneayet  nepej
BHeceHneM [HK oTKpbiBaTb KPbIWKKW TOAbKO Tex NMpobupok, B
KoTopble 6yaeT BHOCUTbLCS AaHHbI obpa3el, M 3aKpbiBaTb UX
nepen BHeceHueM cnegywouwero. [penapatel OHK cnepyet
BHOCUTb HaKOHEYHMKaMUN C PUIbTPOM.

BHecnTe B cooTBeTCTBYKOWME NpPoBMPKM AN UCCeayeMbIX
obpasuoB (6 wT. Ana kaxgoro obpasuya) no 5,0 Mkn
BblAesieHHoro n3 obpasuos npenaparta AHK.

BHecute B npobupkun, MapkumposaHHble «K-», no 5,0 Mkn
oTpuUaTeNbHOr0 KOHTPOSIbHOrNO obpa3sua, npoweawero 3Tan
Bblgaenenms [OHK. BHecuTte B nNpobupkK, MapKUpOBaHHbIE
«K+ DQ FAM», no 5,0 MKA NOAOXWUTENbHOr0 KOHTPOJSIbHOMO
obpasua «K+ DQ FAM». BHecuTe B NpobupkM, MapKUpOBaHHbIE
«K+ DQ HEX», no 5,0 MK/ MNOMOXWUTENbHOr0O KOHTPOJSIbHOIO
obpaszua «K+ DQ HEX».

UeHTpundyrmnpyinte npobmpkm Ha MUKpOLEHTpUdYyre-BopTeKkce B
TeyeHne 1-3 c.

YctaHoBuTEe BCce npobupkn B 6NOK  OETEKTUPYIOLLEro
amnnudukaTopa. PekoMmeHayeTcs pacnonaraTtb npobupku no
LeHTpy Tepmobnoka.

3anyctute nporpaMMHoe obecrieyeHne RealTime_PCR B pexum
«PaboTta c npubopom». lNMpun nepsom nposeaeHun MLUP 3arpysute
dann «HLA.ini» (7.3). Janee un npu nocneayowmnx NoCTaHOBKax
nobasbTe B npoTtokon Tect «DQB1» (7.4), ykaxute KONMM4ectso
n naeHtTudukatopbl 06pasuoB, B TOM 4ucae oTpuuaTenbHbIX U
NOSTOXUTENbHbIX KOHTPOJIbHbIX obpasuos, OTMEeTbTE
pacrnofnoxeHuve npobupok Ha MaTpuue Tepmobnoka B
COOTBETCTBUM C UX yCTaHoBKoOM (7.4.6) n nposeaute MLP.

BHUMAHME! Bepcusa ini danina pomkHa ObiTb He Huxe
«HLA_20131111.ini».

Mpn BbiGope Tecta «DQB1l» B OKHe <«3anyck nporpammbl
amnnudbukaummn» OOJIKHa oTobpaxaTtbcs nporpamMma,
npuseaéHHasa B Tabnuue 3.
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Tabnuua 3 - lMporpamma amnnndukaunm ans AeTEKTUPYIO-
wmx amnampukatopos ATnant, ATnpanm n AT-96

Ne Yuncno Pexmm
§ TemnepaTtypa, °C |MUH| C onTuyeckux| At,°C Tun 6noka
6noka LMKNOB o
nU3MepeHunm
80,0 2 | 00
1 94,0 5 | 00 1 Huen
94,0 0 |30
2 64,0 0 | 15 > v Lnkn
94,0 0 | 10
3 64,0 0o 15| * v Lnkn
4 94,0 o5 1 ] | | Lukn
5 25,0 0 | 30 1 Unkn
«KpuBas
6 25,0 0 15 50 v 1,0 °C naasfeHns»,
At=1 °C; TkoH=75 °C
7 10,0 | .. | .. [XpaHeHue] | | XpaHeHwe
7.3 3arpy3ka Tecta «DQB1» gns getekTupytowmx aMnamdpunkaTopos
Npwu NepBol NOCTaHOBKE Ha AaHHOM KOMMblOTepe.
BHMUMAHME!
1. Bepcusa Tecta «DQB1» gomxHa 6biTb He HMXke 1.8.
2. Bepcusa NO He Huxe 7.5.5.23.
MpumeyvaHune - [Ona uWANKOCTPaAUM  HacTosIWEN WHCTPYKUUK
MCMNOMb30BaHbl CKPUHLIOTLI Bepcun 7.9.5.15.
Tect «DQB1» (dann «HLA.ini») ans npubopoB [ATnawnt,
OTnpanm  n  OT-96 npepocTtaBnseTcsas  nNpousBoAUTENIEM
KoMmniekTa. Ero ycraHoBky B nporpammy RealTime_PCR
HeobxoaMMo NpousBoaAMTb B pexuMme «Pabota ¢ npubopom» B
cneayouleMm rnopsake:
7.3.1  OtkpouTe nporpammHoe obecriedyeHue RealTime_PCR, Bbibepute

onepaTopa, KoTopbln 6yaeT paboTtaTb C KOMMNJIEKTOM peareHToB
ans TunupoBaHmsa reHa DQB1, Bbibepute pexum «Pabota c
npnéopom».

18




7.3.2

7.3.3

7.3.4

Mpn pobaBneHnn HOBOro onepatopa Heob6xoAMMO cCo3aaTb Wn
BblbpaTb pabouylo AMpeKTopuio Ans coxpaHeHuma danna ¢
pe3ynbTaTaMu.

B MeHio «Tect» Bblbepute 3aknagky <«KonupoBaTb rpynnbi
TECTOB>.

DralmepR T o | E
Pexwm | Tecr | Hacrpoin  Momouss
m‘ $°W““p°“"”?°"""" NS \ ) HosesA npotoxon (7 Omcpems mrbocmevpawm
@ Konmpoesrs rpynmmtecros |
" Homep rpovoxona: 0 . Vs Oneparops Dara
|
T | Kousmass | @ 9| o | @[ @]~ L= Voot @Mymwrecy
L3 Mmmlﬂl Tecr | b J J J Dotasum
[+] B e
M Dofasm rect
(< Dosaeum coony

B nesoi nonoeuHe okHa <«KonupoBaTb rpynnbl TecTroB»
Bblbepute CcTpoky <«u3 *.ini danna», otkponTe ini dann
«HLA.ini».

B npaBoin nonosmHe okHa <«KonwupoBaTb rpynnbl TecTtoB»

BblbepnTe onepaTtopa, B AUPEKTOPUID KOTOPOMY Heobxoammo
ckonmpoBaTb TecT «DQB1».

@ KonupoeaTs rpynnel TecTos = @
us “ini daina - NabopanT 1 -
DaA1 v2.1 HLA_B27
i DQE1 vig
DRE1 w21
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7.3.5

7.4
7.4.1

7.4.2

BbibepuTe TeCT Ans KonmpoBaHus. HaxxMmnTte KHOMKY B, nocne
yero BbIbpaHHbIN TECT MOSIBUTCHA B NpaBOM NOJSIOBUHE OKHa.

& Konwposats rpynnel Tectos = @
us “ini paina - NatopanT 1/ -
DQA1 v21 HLA_B27
J DAET via DQB1 vig
DRE1 V21

[+]

Tenepb ¢ Tectom «DQB1» MoxeT pabotaTb onepaTop, A1A
KOTOporo 6bla1 CKoNMpoBaH TecT.

ExxegHeBHas pabota c Tectom «DQB1»

OTkpomnTe nporpamMMHoe obecneyeHne RealTime_PCR, Bbibepute
onepaTopa, Ans KoToporo konuposanun Tect (7.3.4), Bbibepute
pexum «PaboTta c npubopom».

Haxmute kHonky «[]o6aBnTb TECT>.

- T - ~
0 =S5
?R,“ et s swesne oBollonge. sore. S

Pexoms  Tecr Hacrpoian  Momows

f'bovo-wn kwm«wwmmm ‘ ) Hossd rporoxon (25 Omeperms 3 Npocmomp aaea

Homep rporoxona: 0 Q Vima Onepatops: Dama
Ton | Kowmpase | @ | @ (0 [ @[ @ - (S oot @Mymmrecd
Elmlﬂl Tect l'“;‘“‘b‘ NN n-J R-J M‘IMJ ) LDotemmy

= ST F
=1 e Dobaowm cpony
= - Yzamms CTpoKy i
= X Owcnim rpoTaxon ~
| O Omverem secrove i i
= 1lz2]3|s|s|s|[7]s]s]w|nuli
= A
| B
= c
— )
=il £
| T
— G
— H
| | ferosanomerve
= I Mopraok sanomerss [
— o Npvmersms Omeera
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7.4.3

7.4.4

BbibepuTe n3 cnucka tect «<DQB1».

@ foBaente TecT / @
Tect: ) DQB1 vig l:] Bre TecTel -
DQB1 v18
Onmcanme: ALA B27 L
TN aHaMM3a: HLA D
1. OBpasus:
Kommecteo: 1[5 (x6) 1
3HaYEHUA CTEHAAPTOE W3 ADYTOro MPOTOKONa
0 - 1
[ Hofasure ] [ Ok ] [ Ommena ]

YKaxunTe KONMMUYecTBO uccneayemolx obpasuoB (oTpuuaTenbHble

KOHTpPOJibHble 06pa3ubl

cneayeT ykKasbiBaTb Kak o06pa3subl),

HaXXMUTE KHOMNKY «OK».

@ Jobasute Tect @
Tect: iH DQB1 viE w Bee TecTh -
Onucanue: HL -

Tun aHanza: HL& DO
1. O6pasus:
Kommuectso: © = (x6) 1
3HaYeHWA CTAHAAPTOE W3 APYTOro NPoToKONa
0 = 1
[ HoGseuTe ] [ Ok ] [ Omvera
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7.4.5 YkaxuTte naeHTudukaTopbl Nnpobmpok.

| | B Wvnopr mMynmeac!l
e | Vaermgucarop Alffecr | @ Fam & Hex - Rox @05 Loasums

a1 Ofpassull DB 0 0401/0402 02 BK P T — ®mw nocne
| 2 05 0601 06028 BK =

0302una
a3 e 0303 BK Popuar
— © OB

0305w

N ° 0401/0402 - - B
2| & 0501 0503 0502/0504 BK
a1|7 | Ofpaseu2  DAB1 [ 040170402 02 BK
i 05 0801 05028 BK

0302unn
a9 - 0303 BK

0301 wna
a0 10 E 0300 BK
an| 11 e - - BK
a2 12 0501 0503 0502/0504 BK
21|13 Ofpaseu?  DQBI 0 040170402 02 BK
e |1 05 0801 06028 BK AsTosanonHerme
& |15 - 0302 ma BK &} Mopraok sanon-erns
= 0301 Ceobe

i

2|16 e 0301 BK

7.4.6 OTMeTbTe pacrnofsioXXeHue npobmpok Ha maTpuue Tepmobrioka B
COOTBETCTBUU C UX yCTaHOBKOM (Mpu OWMOBOYHOM 3aMNOIHEHUU
MPOTOKOMI@ HaXMuUTe KHOMKM «O4YnCTuUTb nosie MaTpuubl» -

x YUCTHTE NoAE FMATPKLUEI

nnn «O4YncTnTb NMPpOTOKOJ1>»
-

M «lMNopsanoK 3anosiIHEHNS» — 4 ).

| x CyrcTTe NpoToKon |

+| [ Wvnopr | [BMynsmarect
te| Maswmowarop | Teor | @Fam & Hex - Rox @05 Motaswms
At| 1 Ofpaseut  DQBI [ 040170402 [ Bk T —— rocne
o2 05 0801 06028 £ =
0302
S 107 BK Popmar
— © OBt
o « : T S
0305
e ° 040170402 - - =
il 6 0501 0503 | D502/0504 £ 8 w|n|n
Gi|7  Ofpasew? DB ® 040170402 02 B
k] 05 0801 06028 BK
0302w
a9 T0s B
0301
|10 - - T304 B
| 0
O 0401/0402 . . B y.
o2 |12 0501 0503 D5020504 B
E2[13  OSpaseu 3  DABI [ 040170402 02 B¢
= [ 0801 06028 £ e none T
030270
@ |15 - - 0302 BK =
0301
w2 |16 - - 1304 B
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7.4.7

7.4.8

Ecnun TepMO6J'IOK HE 3aNoJ/IHEH MOJIHOCTbIO, PEKOMEHAYETCA

yCTaHaBaMBaTb Npobupku NO UEeHTpy Tepmobnoka Aans
pPaBHOMEPHOro NpwXXnMa NpobMpPOK HarpeBalLen KpbILKOWN
TepMoboka.
1|2|3|4|s5|6]7]|8]|9|10|n]i
A
= S—
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HaxxmMnte KHOMKY «[IpMMEHUTL» B MNPaBOM HWXHEM YIr/ly OKHa
«lMpoTokon».
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7.4.9

7.4.10

HaxMunTe KHOMKY «3anyck NporpamMmmbl» B NMPaBOM HUXHEM Yy
OKHa.

Ykaxute umsa danna M OUPEKTOPUIO Ha KoMMbikoTepe Ans
CoXpaHeHus danna c pesynbTaTamMu (N0 yMon4daHuio 6yaer
npeasioxXeHo coxpaHutb dann B pabouyo AMpekToputo
BblbpaHHOro onepatopa (7.3.1)).

PETNCTPALUNMA PE3YJ/IbTATOB AMIVINOUKALIUN

Perunctpaumns pesynbtaTtos NUP ocywecTBnsaeTcs aBToMaTMyecku
C MOMOLWbIO NporpaMMHOro obecneyeHusi, MNOCTaBASAEMOro C
OETEKTUPYOLWMM aMNINdUKaToOpoM.

Nocne OKOHYaHMA nporpaMMmbl aMnaMdUKaAUMM Ha 3KpaHe
MOSIBUTCSA COOTBETCTBYOWEe MHMOPMauMoHHOe coobuieHne wu
OyneT npeanoXxeHo nepenTtn K aHanusy pesynbratoB (n. 4.6
vactn 1 («Pabota c npubopom») PykoBoacTBa No aKCnayaTaumm
Ana aMnamduKaTopoB AeTeKTMpyrLWwmMx). AHanu3 npoBoaAUTCH
nporpaMMHbIM obecneyeHmnem.

Ha rpaduke 6yaer otobpa)keHa 3aBUCMMOCTb diyopecueHunm
OT HoMepa unkna (pexum PCR) nnuv ot TeMnepaTypbl NaaBieHns
(pexxum MC) ans kaxaoh npobupku B Tepmobnoke. B tabnuue
cnpasa oyanet nokasaH naeHTudmnkaTop obpasua,
nHamMKaTopHbIr umkn (Cp) ana cneumduyeckoro npoaykta un BK,
pe3ynbTaT no Kaxaomy obpa3suy (KayeCTBEHHbIM aHanus uau
aHanu3 KpuBbIX MNMaBfeHUs ANS Kaxaoh npobupku n reHoTun
Ans obpasua).

Mo pesynbTataM aHanusa MOxHO chopMmpoBaTh M pacrnedaTtaTtb
oTuyerT.

Ons co3gaHua nabopaTopHOro oTyeTa HeobxoAMMO HaxaTb
KHOMKY «OT4YéT» .

Ona nonyyeHns 6naHka oTBeTa HeobXxoAMMO  HaxaTb

|

KHOMKy «bnaHk oTBeTa»
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Fexum  Hacrpoiikn

Towoms

I T — ‘

£ RealTime_PCR

MpoTokon: OnepaTop: DNata PesynbTams! | Kowsas nnasnerws | BK |
KommeTapwit =
Ne Vccneaopatine Co | Pesymorar |
Tecm DQB1 - S-dBRB BE - B 1_20_REP DGB1 ~0301.70502/0504
Meton: dF/dT - @ Fm ~ A3 ER n 0303 - o
- "l 0307w 0304
250 1.26
0 ] D302|'|:n|:|0303
150 [ 0301 i 0304
100 127
T s B 0302 mn 0303
5 =
. - 0301 unum
50 128
0302w 0303 -
5 B3 - -
oo 0301 una 0304
5 B10) = 0301
200 [ |Craauearue kpyu. [ |-dF/dT 129 DQB1 “02,"0602-8 ‘
2 H 35 @ ; 0w M e 7 =) 0302 v 0303 - .
Temnepatypa, ° C = =
[ b whane | [Asiotuon]  x-263y-200 Flea ¥ Efewn [ Naocen
HLA_DQ, HLA_DRB
fara
Homep npobupkn Jlaronn
@.WU.0. nayvenTa
MNen
Boapact WHcopmayms o naGopatopuu
Oprannsayus
Bpau
Mpumeyarne
Waentucdukatop obpasya: |_28
Ne HassaHue nccnefoBaHua PesynbTatel
1 DaB1 ‘0301,"0502/°0504

Weccnenosakue BuinonHun:

fara:
Moanucs:
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9.2

9.3

YYET PE3YJ/IbTATOB PEAKLUMN

YUéT 1 MHTepnpeTauusa pesysbTaToB peakLun OCYLLECTBSAOTCS
aBTOMAaTMUYeCKM C TMOMOLWbIO MpOrpaMMHoOro obecnevyeHus,
NOCTaBNSAEMOro C AETEKTUPYIOLNM aMNInbUKaTOpPOM.

CneundunuyHoctu reHa HLA DQB1 ana kaxaoro obpasua
BbIUMCNAOTCA MporpaMMHbIM obecnevyeHMeM aBTOMaTU4YeCKU C
y4yeToM pe3ynibTaToB Mo Kaxzaorh npobupke ans atoro obpasua.

Pe3ynbTaT No Ka)xaoh amMnandukauMoHHOW npobupke AaHHOro
obpasua He gBnserca reHotunom obpasuya. Pe3synbTaTr
reHoTMNMpPOBaHUSA YKasaH B BepxHen rpade Tabnumubl cnpasa
paaoM ¢ naeHtTudmkaTopom obpasua.

PesyneTaTel | K. pHESA NNSENEHMA I

s
M2 McocneqoeaHue Cp Pesynerar
o3 DOBT 0302, "0602-8

A1

05

0B01 -
B1 0B0Z-3
0B02-8 309

EE 29.7

o1 0302 W 0303 331 030z

BK 293
0301 i 0304 g
BK 0.1
0205 W 0401/0402 °
EK 300
0501
0503
0502/0504 =
EK 301

D1

E1

Fi

Ha npuBegeHHOM npumepe ana obpasua CO03, onpenenéd
WUTOroBbIN pe3ynbTaT reHoTunuposaHusa: DQB1*0302, *0602-8.

BHUMAHME! B cnyyae nonyyeHMss roMO3MroTHOrO reHoTtuna,
AN JOCTOBEPHOCTU PEeKOMeHAYeTCs MOBTOPUTb WMCCnefoBaHue
M3 TOro xe npenapata AHK.
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9.4

B cnydyae nonyyeHuss HeAOCTOBEPHbIX WAW COMHUTENbHbIX
pe3ynbTaTOB FeHOTUNUPOBaAHUS («?» unM «HA») Heobxoammo
nmbo noeTopHOe nposBegeHue MLUP ¢ nmerowmmcs npenapaTtom
OHK, nnb6o nosTopHoe BbiaeneHme AHK n noctaHoBka lMUP ans
aTOoro obpasuya, AuMbo NOBTOPHOE B3ATUE KIIMHUYECKOrO
MaTepuana y nauveHTa (BbINMOJIHAETCA MocnenoBaTeNbHO).

MpunmeuvaHune - [Ona oOueHKM Konm4yectBa BblageneHHon [OHK
peKkoMeHAyeTCs WUCMonb30BaTb KOMMAEKT peareHToB ana  [LP-
amnandukaumm reHomHonm [OHK yenoBeka B pexuMe peasibHOro
BpeMeHu (KBM).

9.5 ,D,J'IFI oTpnuaTeNbHbIX N MOTOXUTENbHbIX KOHTPOJIbHbIX o6pa3u,0|3
OOMKHbI 6bITb MNOSTyYEHbI pe3ybTaThbl, YKa3aHHble B Tabnuue 4.
Tabnwuuya 4 - Pe3ynbTatbl reHotunupoBaHusa <«K-»,
«K+ DQ FAM» n «K+ DQ HEX»

PesynbTtaT
WNaoeHTndmkaTop Ne PesyneTar no cneunduxe no BK n PesynbTat
nasrieHve
obpasua npo6upkun reHoTUNMpoBaHusa
FAM HEX ROX Cy5
DQB1-1 Cp He Cp He Cp He Cp ykasaH _
yKasaH yKasaH yKasaH BK
DQB1-2 Cp He Cp He Cp He Cp ykasaH R
yKasaH yKasaH yKasaH BK
_ R R Cp He Cp ykasaH
DQB1-3 yKazaH BK Het )
_ R R Cp He Cp ykasaH
DQB1-4 yKasan BK Het
_ Cp He R R Cp ykasaH _
DQB1-5 yKasaH BK
DQB1-6 Cp He Cp He Cp He Cp ykasaH R
yKasaH yKasaH yKasaH BK
DQB1-1 Cp ykasaH | Cp ykasaH Cp ykasaH Cp ykasaH R
03 0401/0402 02 BK
_ Cp ykasaH | Cp ykasaH Cp ykasaH Cp ykasaH B
DQB1-2 05 0601 0602-8 BK
DQB1-3 - - Cp ykasan | P [t 0302
?
K+ DQ FAM DQB1-4 - - Cp ykasaH cp \ngsaH 0304 :
Cp ykasaH
DQB1-5 | 0305 wm ; ; cp yxasan ;
0401/0402
DQB1-6 Cp ykasaH | Cp ykasaH Cp ykasaH Cp ykasaH R
0501 0503 0502/0504 BK
DQB1-1 Cp ykasaH | Cp ykasaH Cp ykasaH Cp ykasaH R
03 0401/0402 02 BK
_ Cp ykasaH | Cp ykasaH | Cp ykasaH Cp ykasaH R
PQB1-2 05 0601 0602-8 BK
DQB1-3 - - Cp ykazan | PYXE3H | 0302,0303
?
K+ DQHEX | po1-4 - - Cp ykazan | P @32 0301 '
Cp ykasaH
DQB1-5 | 0305 unm - - Cp ‘g‘zaa” -
0401/0402
DQB1-6 Cp ykasaH | Cp ykasaH Cp ykasaH Cp ykasaH B
0501 0503 0502/0504 BK
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9.6

9.7

10

10.1
10.1.1

10.1.2

10.2
10.2.1

10.2.2

10.2.3

Mpy NonyyeHMn ANS MNOSIOXUTENbHbIX KOHTPOJIbHbIX 06pa3LoB
oTpuuaTenbHbIX 3HA4YeHUl, He YyKalaHHbIX B Tabnuue 4,
pe3ynbTaThl BCEWN MOCTaHOBOYHOM cepumn cumTaloT
HeAoCTOBepHbIMWU. B 3TOM cny4yae TpebyeTcs noBTOpHas
rMnocTaHoBKa aMnndukaLummn Bcen naptum obpasLos.

Mpn Nofy4YeHUM Ans OTPULATENbHOrNO KOHTPOJSIbHOrO o6pasua
MONMIOXKMUTENbHbIX 3HAYeHWIH, He YyKasaHHblIX B Tabnuue 4,
pes3ysbTaTbl BCeMn NOCTaHOBOYHOW cepumn cumTaloT
HeloCToBepHbIMK. B 3TOM cnyyae Heob6xoAuMMO MNpoBeAeHue
crneunanbHbiX  MeponpuaTUn  ANsS  YCTPaHEHUS BO3MOXHOW
KOHTaMMUHaLUW.

TPAHCNMOPTUPOBAHUE, XPAHEHUE N 3KCNNYATAUUA
KOMMJIEKTA

TpaHcnopTupoBaHue

TpaHCnopTMpOBaHME KOMIMJIEKTA OCYLLECTB/IAT BCEMU BUAAMMU
KpbITOrO TpaHcnopTa MNpu TemnepaTypax, COOTBETCTBYHLUNX
YCNOBUSIM  XpaHEHUS KOMMOHEHTOB, BXOAALWMX B COCTaB
KOMIMJIEKTa.

MpumMmeyaHmne - [lonyckaeTcsd TpaHCNOpPTUPOBKA KOMMJeKTa
peareHToB Ha Nbay He 6onee 72 yacos.

KoMniekTbl peareHToB, TPaHCMOPTUPOBaHHbIE C HapyLleHWeM
TeMnepaTypHOro pexunMa, NpMMEHEeHUIo He noanexar.

XpaHeHune

KoMmnnekT  peareHToB, 3a WCK/IOYEHMEM  nosuMmepassbl
TexHoTaq MAX, cnepyetr XpaHuUTb B TeUyeHuMe BCero cpoka
rogHocTn npu Temnepatype oT 2 °C no 8 °C B X0n04WUSbHbIX
Kamepax unm B XonoAnSbHUKAX.

Monnmepasy TexHoTaq MAX crnefyeT XpaHUTb NMpu TeMnepaTtype
OT MUHYC 18 °C go MuHyc 22 °C B MOpPO3W/IbHbLIX KaMepax B
TeyeHue BCero cpoka rogHoCTM KoMnnekTa.

Cmecn gnsa amnnndukaunm cnegyeTt XpaHUTb B 3aWMWEHHOM OT
CBeTa MecTe B TeYeHMe BCero Ccpoka roAHOCTU KOMMeKTa rnpu
TemnepaTtype oT 2 °C go 8 °C B X0N0AUSIbHbIX KaMepax uUau B
XonoanabHUKax.

28



10.2.4

10.3
10.3.1

10.3.2

10.3.3

11
11.2

12.2

KOMMMekTbl  peareHToB, XpaHWUBLUMECS C  HapYLUEHWEM
pernamMeHTMpPoOBaHHOIO pexunMa, NpUMEHEHNI0 He noanexar.

YKaszaHusg no skcrnsyataumm

KoMnnekT peareHTOB  AO/DKEH  MPUMEHSATbCS  COrlacHo
OENCTBYOWEN  BepcMM  YTBEPXAEHHOW  MHCTPYKUMM MO
npUMeHeHutlo. s  nonyyeHuss  HaAEXHbIX  pe3ynbTaToB
HeobxoAnMo CcTporoe cobntoAeHNe NHCTPYKLMKU NO NPUMEHEHMIO
KOMMJ1eKTa.

Mocne BCKPbITUS YMaKOBKW KOMMOHEHTbI KOMMJEKTa creayet
XPaHUTb NpU CleayLwmx yCloBuax:

- KOMMOHEHTbl KOMMJIEKTA, 3a WCKAKYEeHWEeM nonnMepassbl
TexHoTaq MAX, crnenyeTr XpaHUTb B TeyeHue BCEero cpoka
rogHocTu npu Temnepatype oT 2 °C go 8 °C B X0n104AUNbHbIX
Kamepax unm B XonoaunnbHUKax;

- nonnMmepasy TexHoTaq MAX cneayeT XxpaHuUTb Npu TeMnepa-
Type oT MnHycC 18 °C o MmnHyc 22 °C B MOPO3UJIbHbIX KaMe-
pax B Te4YeHne BCero cpoka rogHOCTU KOMMNJeKTa

- cMecHn angd aMI'IJ'IVId)VIKaLJ,VIVI cneayeT XpaHntb B 3aLLI,VILLl,éHHOM
OT CBETa MecTe B TeYeHmne BCero Cpoka rogHOCTU KOMMNeKTa
npu Temnepatype 2 °C go 8 °C B X0/04U/bHbLIX KaMepax
nnn B XxonogmiabHUKax.

KoMnnekTbl C MWCTEKLWUM CPOKOM TroagHOCTM MNpPUMEHEHUIO
He noanexar.

YKA3AHUA MO YTUIN3ALMN

Mpn WMCNONb30BaHWM KOMMJIEKTAa peareHToB B  KJAWMHUKO-
AnarHoctnyeckon nabopatopuu obpasyoTcs oTxoAabl knacca B,
KOTOpble YTUIM3UPYKTCS B COOTBETCTBMM C TpeboBaHMSAMMU
CaHlnH 2.1.3684-21 n MY 1.3.2569-09.

KoMmnnekTbl peareHToB, npuwleawne B HENpUrogHOCTb, B TOM
yncrne B CBSAASM C WUCTEYEHMEM CpoKa [rOoAHOCTW, noanexar
yTUnmM3auunm B COoTBeTCTBMM C TpeboBaHnamm CanluH 2.1.3684-
21.
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12 FAPAHTUN N3rOTOBUTENA

12.1 MpeanpusaTne-mn3roToBUTENb rapaHTupyert COOTBETCTBME
KOMMJIeKTa peareHToB TpeboBaHMAM TEXHUYECKUX YC/TIOBUN MpwU
cobnogeHnn  ycnoBuiA  TPaHCMOPTUPOBAHWUSA, XpPaHEHUS U
3KCnayaTaumm, YCTaHOBMIEHHbIX TEXHUYECKUMN YCOBUAMN,

12.2 CpoK rogHoCTM KOMMNJeKTa peareHToB - 12 Mecsues npu
cobnoaeHnmn Bcex YC/I0BUMA TPaHCNOPTUPOBAHUSA, XPaHEHUs wu
aKcnayaTaumm.

Mo BompocaM, KacalwwWMMCA KavecTBa KOMMJEKTa peareHToB A4
TunmpoBaHusa reHa DQB1, cneayet obpawartbcs cneayet obpawaTbcs B
CNy>x6y KJIMEHTCKON NOALEPKKMN.

Cnyxb6a KNMeHTCKOM NoAaepPXKN:

8-800-200-75-15 (ana Poccun, 3BOHOK 6ecnnaTHbIn),

+7 (495) 640-16-93 (ans ctpaH CHI 1 3apy6exbs, 3BOHOK MAATHbIN).
E-mail: hotline@dna-technology.ru, www.dna-technology.ru

Aapec npoussBoauTens:

000 «HMO AHK-TexHonorusa», Poccusa, 142281, MockoBckass o61acTb,
r. MpoTBuHO, yn. XenesHogopoxHas, 4. 20

MecTOo npousBoacCTBa:

Koa narotoesmtens ykasaH Ha aTukeTke (CM. NocneaHto umdpy B ce-
pUX KOMMNEKTA)
1. OO0 «HMNO AHK-TexHonorusa», Poccusa, 142281, MockoBckast 06-

nacTb,
r. MpoTtBuHO, yn. XenesHogopoxHas, 4. 20

2. 000 «[HK-TexHonorusa TC», Poccus, 117246, r. Mocksa,
HayuHbllh npoe3g, 4. 20, cTp.4
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MpunoxeHue A

CUMBO/bI, UCMOJIb3yEMble NMPU MapKUPOBKE KOMMJIEKTA

MeaonuymHckoe nspenve Ang agmarHo-

IVD CTUKM in vitro
Mpenen Temnepatypsbl
(TemnepaTypHbIA gnanasoH)
Conep>kMMoro AocrtatoyHo Ans nposeje-
HUSA N TeCToB
(KonuyecTtso onpeaeneHuni)

g Mcnonb3oBaTb 40

Koa naptum (kog cepumn Habopa)
LOT

O6paTuTtechb K MHCTPYKLMN MO NpuMe-

mﬂ [JdaTa unsrotosneHus

HEHWIO

REF Homep no kaTtanory

I MN3rotosutenb

He ponyckaTb BO3AENCTBUE COJTHEY-

-
—
AR HOro CBeTa
Homep: 206-8
2023-01-23
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000 «AHK-TexHonormns»
117587, Poccus, r. MockBa,
BH. Tep. . MyHUUMnanbHbI OKpyr YeptaHoBo CeBepHoe,
w. Bapwasckoe, a. 125X, k. 5, atax 1, nom. 12
Ten./dakc +7 (495) 640-17-71
Cnyx6a KNMeHTCKOM NoanepXKu:
8-800-200-75-15 (ansa Poccun, 3BOHOK 6ecnniaTHbIN)
+7 (495) 640-16-93 (anga ctpaH CHI u 3apybexbsi, 3BOHOK NAATHbIN)
E-mail: hotline@dna-technology.ru



