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BBEOAEHME
HLA-B27 gBnaetcsas ogHUM M3 BapuMaHTOB MOJIEKYJl T/1aBHOIMO KOMMJieKca TKaHeBOM
coBMecTnMmocTn yenoseka (HLA) | knacca, nokyca B. Komnnekc reHos HLA (Human Leukocyte
Antigens, aHTUreHbl JIEMKOUMTOB YeJIOBEKA) pacnosIoKEH Ha KOpPOTKOM njedye 6-0i
XPOMOCOMbI, BKJIlOYAET HEeCKO/IbKO AeCATKOB reHoB, obecneumBamowmx QYyHKUUIO MMMYHHOIO
oTBeTa.
benkoBble npoaykTbl reHoB HLA | knacca (@HTUreHbl) WrparT K/KYEBYH poOJib B
noanep>XXaHNMU reHEeTUYECKOro NMOCTOSHCTBa TKaHeW opraHuM3aMa m obecrnevyeHun yCcToMUMBOCTU
yenoseka K MHdeKUUaM, NpenMyLeCcTBEHHO BUPYCHbIM.
B HekoTOpbIX cny4dasx, B Ccuiay psga npuvumH  (HanpuMmep, Npu  reHeTU4YecKom
npeapacrnonioXXeHHOCTU, CHUXKEHMN CMOCOBHOCTM MMMYHHOW CUCTEMbl K 0BpaTHOM perynsaumnm
MMMYHHbIX peakuuin), HOpManbHblA MMMYHHbLIA OTBET HA HEKOTOpble MWMKPOOPraHU3Mbl
CTQHOBUTCSA NaTO/IOTMYECKUM, ayTOMMMYHHbIM. AYTOMMMYHHbI OTBET HanpasB/ieH MpoTUB
CO6CTBEHHbIX HOpPManbHbIX TKaHEeW OpraHuMaMma, BbI3blBAeT MX MOBPEXAEHWUE U pasBUTUE
ayTOMMMYHHOIO BOCManeHus.
ApKUM MpUMEpPOM, AEMOHCTPUMPYHOLWNMM CBA3b reHoB HLA ¢ pasButmem 3aboneBaHuid,
asnsetca HLA-B27, BapunaHT reHa HLA B nokyce B. YcTaHOB/IEHO, UYTO 3Ta MosieKyna sBNseTcs
«MapKepoM» Lenoro psga BocCnanuTeNbHbiX 3aboneBaHuWit CycTaBoB, KoTopbie 6blnun
obbeanHeHbl B rpynny cepoHeraTMBHbIX cnoHaunoaptTputos (CCA).
3aboneBaHns BkAOYEHHble B rpynny CCA, wuMmewoT obuwme naTtoreHeTndyeckmne
MEeXaHWU3Mbl N pag CXOAHbIX KITMHUKO-PEHTreHO0rM4eckmnx Npm3HaKkos:
—  CepoHeraTMBHOCTb MO peBMatomgHoMy daktopy (PD);
—  ropa)eHue KpecTLOoBO-MoAB3A0WHbIX COYNEHEHNI U MO3BOHOYHWKA;
—  ACUMMETPUYHbLIA apTpUT C MPEeUMMYLLEeCTBEHHbIM MOpPaXXeHMeM CYCTaBOB HMXHUX
KOHEYHOCTEN;

—  CceMelHas npeapacnosioXXEeHHOCTb K pa3BuTUo 3aboneBaHunin;

— TEeHAEHUMS K <«KInHM4eckuM nepekpectam» (''overlap syndrom') 3abonesaHui,
BXOAALWMX B rpynny.

OcobeHHocTblo CCA siBnsieTcs nopa)keHne He TONbKO OMOpHO-ABUraTesibHOro annapaTa,
HO UM ApYrMx OpraHoB W CUCTEM: T[Na3, KOXW, CAU3UCTbIX, cepaua, aopTbl, MOYeK.
MHoroobpasme BHECYCTaBHbIX MPOSIBIEHNIA OTpa)aeT KAuMHu4Yeckmin nonmmopdpumam CCA un
XapakTepusyeT uX Kak 3aboneBaHMS C CUCTEMHbLIM TWUMNOM BOCMNASIEHUS, MPU  KOTOPbIX
MaTosiorMs CycTaBoOB W MO3BOHOYHMKA MOXET B pa3HOe BpeMs BbICTyNaTb B pPas3/IUYHbIX

COYETAHUAX C NOpa>XeHNeEM Apyrmnx opraHoB.
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B rpynny CCA BxoadaT cneaywoume 3abonesaHus:

- WMpmonatnyeckuin aHkmnosupywowmm cnoHamnoaptput (bonesHb bexTepesa);

— MNcopuatnyeckuin apTpuT;

—  PeakTtuBHbIe apTpuThl (CHAOpOM Peintepa);

— DHTeponatuyeckume apTputbl (npu 6onesHax KpoHa, Yunnna, Hecneunduyeckom

SI3BEHHOM KONnTe);

—  OCTpbIl NepeaHnin yBeuT;

—  KOBeHWNbHbIN CNOHAWA0APTPUT;

-  HeanddepeHumpoBaHHble apTponaTuu.

Accouvaums aHkunosumpyrwero cnoHaunmta (6one3Hb bextepeBa) ¢ HLA-B27
ABNSETCA NMPUMEpoM OAHOM M3 Hambonee CUAbHbIX FeHeTU4YeCKMX CBS3el KOMMiekca reHoB
HLA c 6onesHsamum B 06n1actm peBMaToNIornMn. 3Ta reHeTnyeckasa cBs3b 6blia OTKpbITa B Havane
70-x ropoB, korga 6buio o6HapyxeHo, u4To 90-95% naumeHToB C aHKMNO3MPYIOLWMM
cnoHannutom mmenun HLA-B27, B TO BpeMs KakK 4yacTtoTa 3TOro reHa B obwen nonynsymm
coctaBnsieT 8-10%.

B HacToslWwee BpeMs YyCTaHOBAEHO, 4TO Apyrve 6onesnn wu3 rpynnsl CCA umeloT
pa3nyHble, HO 60nee HU3KME, YeM AN aHKUNOo3UPYHoLWero ChoHAMnuTa, accoumauum
HLA-B27. Yactota BCcTpedaemoctTu HLA-B27 y peteli C OBEHWIbHbIM CNOHAWNO0APTPUTOM
coctagnser 80-90%, y 60nbHbIX C peakTMBHbIM apTputoM 60-90%, Yy 60MbHbIX C
HeanddepeHUMpoBaHHbIMKM  apTponatuamMm  50-70%, Yy naumeHToB C MNCOpUATUYECKUM
apTpuToM W 3HTeponaTtudyeckmm aptputoM 50-60%. [Mpy 3TOM YacTtoTa BCTpe4YaeMocTu
HLA-B27 y nauMeHTOB C 3HTeponaTUYEeCKUMU apTpuTaMu Npu Hanuuum nepudepmnyeckmnx
apTpPUMTOB MNpaKTU4YeCcKM He oTan4aetrcs oT o6wenonynsumMoHHOM 4acToTbl. YBenuyeHue
yacTtoTbl BCTpedaemoctu HLA-B27 Habniogaetca TOAbKO Yy NAUMEHTOB MNpU  HanmMuum
cnoHamnuTa/cakpounienTa.

BoisBneHne Mapkepa HLA-B27 B KoMniiekce C agpyrumu  nabopaTtopHbiMKM U
PEHTFEeHO/I0MMYECKUMU UCCNef0BaHUSAMU CYLECTBEHHO MNOBbIWAET BO3MOXHOCTU MOCTAHOBKMU
NMpaBWAbHOIO AMarHo3sa M NporHosa 3aboneBaHuii, OTHOCAWMXCA K rpynne cepoHeraTuBHbIX
CNOHAMN0ApPTPUTOB, OAHAKO OKOHYaTeNlbHbIA AMAarHO3 MOXET MOCTaBuUTb TOSIbKO Bpau
peBMaToNioOrf Ha  OCHOBaHWUM  BCEMl  COBOKYMHOCTU  KJIMHWKO-peHTreHo-nabopaTopHo-
aHaAMHECTUYECKNX AAHHbIX.

lMokasaHUsaMN K HAa3HAYEHUIO aHann3a sBAseTCs:

1. Hannume KAMHMYECKUX CUMATOMOB CMOHAMNOAPTPONaTUii: BoCnanuTenbHble 6011 B

CNnHe, acCCUMMETpU4YHble nepudepuyeckne OonmroapTpuTbl, MPenMyLLECTBEHHO
HMXXHUX KOHEYHOCTEN, SHTE3UTbI U/UIN TEHAOCUHOBUUTLI;
2. Kak pononHuTenbHbln NabopaTOpHbI MoKasaTeflb C LUenbl MNpOrHo3a TAXeCTU

TEYEHUNA CcnoHAM0a prOI'IaTVIﬁ .
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HA3HAYEHMUE

HacTtoswas WHCTpPYKUMS pacnpocTpaHseTcs Ha Habop peareHToB A/ BbISBIEHUS
annena 27 nokyca B rnaeBHoro kKomnnekca rmMcToCOBMECTUMOCTM 4YenioBeka MeToAOoM
MLP B pexume peanbHoro BpemeHn (HLA-B27).

Habop peareHTtoB HLA-B27 npegHasHadeH Ans BbisiBNeHUs annensa 27 nokyca B
rf1aBHOroO KOMMAEKCa rmcTOCOBMECTUMOCTM YesioBeka MeToa0M MoJiMMepasHoM LienHowM
peakuum B pexume peasibHOro BpeMeHu B OBMOMOrMYecKkoM MaTepuasne desioBeka
(nepndepuryeckas KpoBb) C UCMOJIb30BaHMEM AeTEKTUPYIOLWNX aMNANdUKaTopos.
QOyHKUMOHaNbHOE Ha3HadveHue wu3genus: Habop peareHToB npegHasHadeH Aan4
ncnonb3oBaHMa in vitro ©n  no3gonser BbigBUTb HLA-B27 ©  onpeaenvTb
npeapacrnofsioXXeHHOCTb K  PasBUTUIO  aHKuio3upylowero cnoHamnuta (6onesHb
BexTtepeBa) n peBMatoMaHOro apTpuTa. .

Habop M™MoxeT O6biITb MCNOAb30BaH B KJMHUKO-AMArHOCTMYECKMX nabopaTtopusax

MEeAVLMHCKUX YUYpeXAeHUA U HayUYHO-UCCeA0BaTebCKOW NpaKTUKe.

XAPAKTEPUCTUKA HABOPA

CoctaB Habopa

Habop peareHToB HLA-B27 BbiNyCcKaeTcs B creaylowmx dacoBkax: cTaHAapTHas

(mapkupyeTca — dacoBka S), yHuBepcanbHas (MapkupyeTtcs — acoska U).

B cocTtas Ha6opa peareHToB BXo4AaT cneayrouwme KOMMNOHEHTbI .

REF| R1-H004-23/4 (npo6upku);

a) ®acoska S,

REF| R1-H004-S3/4 (cTpunsi).

- CwMmecb gna amnaudukaummn, 3anedyataHHas napaduHoMm — 48 npobupok unum
6 ctpunos no 8 npobupok (no 20 mMkn);

— PactBop Tag-nonumepasbl — 1 npobupka (500 mkn);

- MwuHepanbHoe Macno — 1 npobupka (1,0 mn);

—  NonoxwuTenbHbI KOHTPOSbHbLIN 06pa3el — 1 npobupka (75 Mkn).

-  Kpblwkn ansa crpunos — 6 wt. (Npu pacdacoBke B CTpUNbl CMecu Ans

amnnangukaummn, 3anedaTtaHHon napaunHoOM).

REF| rR1-H004-N3/4

6) ®acoska U,

- CwMecb gnsa amnnmndukaumm — 1 npobupka (960 mMkn);
- MNUuP-6ydep — 1 npobupka (500 mMkn);

— TMonumepasa TexHoTaq MAX — 1 npobupka (24 Mkn);
—  MwuHepanbHoe Macno — 1 npobupka (1,0 mn)

—  TlonoXuTenbHbI KOHTPObHbLIN 0bpasel, — 1 npobupka (75 MKn).
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2.2  KonnyecTBo aHanM3npyeMbix Npob

Habop peareHToB CTaHAapTHOM W YHUBEpPcCanbHOM acoBKM MpefAHasHauyeH Aand
0A4HOPa30BOro NpMMEHEHNS U paccuuTaH Ha 48 onpeneneHnii, BKIOYas aHanmM3 HEN3BECTHbIX
06pa3LoB, MOMOXUTENbHbIX KOHTPOJSIbHbIX 06pasuoB W  OTPULATENbHbIX KOHTPOJIbHbIX

obpasuos.

2.3 MpuvHUMN MeToAa

MeTtoa: MNonnMmep3Hasa uenHas peakuus C AeTeKunen pesynbTaToB B peXuMme peanbHOro
BPEMEHMU; KaueCTBEHHbIA aHanms.

B ocHoBe paboTbl Habopa peareHToB nexuT NpuHumn amnandukaumn OHK meTtomom
MUP. Mpouecc amnindmkaunum 3akio4yaeTcs B CeEpMU NOBTOPSIOWMXCS LMKIIOB TEMNEpaTypHOM
aAeHatypaumn OHK, omxkura npaiMepoB KOMMJIEMEHTapHbIX cneumdunyeckomy ydactky OHK un
nocneaywLwen A0CTPONKN MONMHYKNEOTUAHbIX Lernen ¢ 3TMX nparnmMepos Tag-noamMmepason.

Ona nosblWeHns 4YyBCTBUTENBLHOCTM W CNeumdUUHOCTM peakuuMnm npeaycMOoTpeHo
NnpUMeEHeHne «ropsiyero crapTa», KoTopblil obecneunMBaeTcs MeTOAMKOM MNPUrOTOBJIEHUS
peakUMOHHOMN CMeCK, COCTOSIWEN M3 ABYX C/0EB, pas3fenéHHbIX MPOC/ONKOW u3 napaduHa.
CMeweHne cnoés M NpeBpalleHne Mx B PpeakUMOHHYK CMeCb MpPOMCXOAUT TOSbKO nocne
nnaeneHns napaduHa, 4YTo UCK/YaeT Hecneundurniecknii oTxur npanmepos Ha AHK-MuweHun
Npu Ha4anbHOM nporpese Npobupku.

B cMecb ana amnnudukaumm BBeaeHbl [OHK-30HAbI, KaXablh U3 KOTOPbIX HECET
dNyopecueHTHYIO MEeTKy M racutenb dnayopecueHunn. lNpu obpasoBaHuu cneunduyHoro
npoaykta [OHK-30HA pa3spywaeTcs, QAencTBMe racutens Ha  (JIyOpeCUEHTHYH MeTKy
npekpawaercs, 4YTo BeAéT K BO3pacTaHMio ypoBHSA  dayopecueHunn. Konmuyectso
pa3pyleHHbiXx 30HAoB (a, cnepoBaTesibHO, W ypoBeHb yopecueHumnn) YBeINYMBaAETCSA
MPOMopLUMOHaNbHO KOMMYECTBY 06pa3oBaBLUMXCS crneumdunuyecknx aMnjinkoHOB U U3MepseTcs
Ha Kaxxaom umkne amnandukaumn.

Habop peareHToB BKJlOYaeT cMecCb AN aMnamdukauum, cneundundHyro ansg annens
HLA-B27 ©n BHYTpPeHHero KOHTposd. B kayecTBe BHYTpPEHHEro KOHTPOJSSA WCMoNb3yeTcs
KOHTPO/Nb B34TMA MaTepuana ana cumcrembl HLA-B27. Nicnonb3oBaHWe BHYTPEHHEro KOHTPOons
nossonsgeTr u3bexaTb JIOXKHOOTpUUATENIbHbIX pe3ynbTaTOB B ClyvYae HenoCTaTOYHOro Ans
aHanusa konu4yectea reHomHol [JHK yenoseka B obpa3sue.

B cocrtas [HK-30HAa, vcnonb3ylowerocs Ans AeTekumu npoaykta amiimndukauum
HLA-B27, BkntoyeHa dnyopecueHTHas MeTka Fam. B coctaB [HK-30HAa, ncnonb3yowerocs
ANs AeTekuum npoaykTa aMmninmdukauum BHYTPEHHEro KOHTPOSSA, BXoAUT (NyopecueHTHbIN
Kpacutenb Hex.

Mcnonb3oBaHMe HECKONbKUX (JIYOPECLUEHTHbIX KpacuTenen ro3BosseT COKpaTUTb
KOSINYECTBO MPOBMPOK, MOCKOJIbKY MOSIBASETCS BO3MOXHOCTb O4HOBPEMEHHO PErncTpupoBaTb
pe3ynbTaTbl Pa3HbiX peakuuMin amnandukaummn, Npoxoaawmx B ogHoM npobupke. B tabnunue 1

npeacrtaBneHbl KaHalbl AETEKUMN NPOAYKTOB aMI'IJ'IVICbMKaLI,MM.
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Tabnuua 1 - KaHanbl AeTeKuMn NpoayKTOB aMriandukaumnm

Fam Hex Rox Cy5 Cy5.5

HLA-B27 BK B27 - - -

NccnepoBaHne ¢ wucnonb3oBaHueM Habopa peareHTOB COCTOMT M3 Cneaylwmx 3Tanos:
Bblgenienne [AOHK (npobonoarotoska) wu MUP-amnandwukauma OHK B pexumme peanbHOro
BpeMeHu. Ona nposeaeHus MUP c petekumeinn pe3ynbTaTOB B pPeEXUME peasnibHOro BPEMEHU
ncnonb3ytoT amnnudukaTopbl AeTekTupytowme (000 «HMOO AHK-TexHonorus») ATnanti,
OTnpaim? nnu OT-96.

2.4 BpeMa npoBeneHUs aHanmsa

Ot 1,5 yacos (6e3 yyeTta npobonoaroToBKu).

3 AHANTUTNYECKUNE XAPAKTEPUCTUKWN HABOPA

3.1 CneumdunyHOCTb aHanmnsa
B obpasuax 6uonormvyeckoro Matepuasna uyesnioBeka, coaepxawmx annens HLA-B27 B
rOMO3WUIrOTHOM WAW B FETEPO3UIrOTHOM COCTOSIHWUMU, PErncTpupyeTcs MNoAOXUTENbHbIA pe3ynbTaT
no kaHanam Fam u Hex; npu ycnosumn Cp Hex<32 un ACp = Cp(Fam) — Cp(Hex) meHee 8,0.
Ons obpasuoB 6uonorndeckoro MaTtepuana 4enoBeka, He CcoAaepxXalux annenb
HLA-B27, peructpupyetcsa nnbo oTpuuaTenbHbId pe3ynbTaT no KaHany Fam v NonoXuTenbHbIN
no kaHany Hex (Cp Hex<32), nnbo nonoxutenbHbl pe3ynbTaT No KaHanam Fam mn Hex, npwu

ycnosuu Cp Hex<32 n ACp = Cp(Fam) — Cp(Hex) 6onee 10,0.

3.2 YyBCTBUTENbLHOCTb aHan3a

KonnuectBo  aHanumsmpyemon OHK  pgonxkHo 6bitb He MeHee 1,0Hr Ha
aMnandunKaunoHHyo Npobupky.

Mpn wncnonb3oBaHunM MeHblwero konunyectea AHK (Cp>32,0 Ha kKaHane getekumu
BK (Hex)) npousBoauTenb He rapaHTUpyeT KOppekTHYto paboTy Habopa.
MpumeyaHune — KonnyectBo He MeHee 1,0 Hr Ha amMnNAMPUKaAULMOHHYIO NpobMpPKY
cooTBeTcTBYeT Cp<32,0 Ha kaHane getekumun BK (Hex).

B obpasuax c HegocCcTaTouHbIM Konnm4yectBoM (MeHee 1,0 Hr Ha aMMINPUKALMOHHYIO
npobupky) OHK nocne 3aBepweHns peakumn amnandukaunmm onpenensaeTcs HegoCTOBEPHbIN

pe3ynbTarT.

3.3 AnarHoctnyeckne xapakKTepucTnku

Konnyectso obpasuos N=150

AHanuTu4yeckasa 4yyBcTButenbHocTb (95% AN) 100% (94,1-100%)
AHannTtmndeckas cneunduyHoctb (95% AN) 100% (95,9-100%0)
AnarHoctmnyeckas 4yyBcTBMTENLHOCTL (95% W) 100% (92,9-100%)
OnarHoctmnyeckas cneundunyHoctb (95% AN) 89% (81,2-94,4%)

1 _ tonbko Moaenu 4S1, 4S2, 551, 5S2, 6S1, 6S2.
2 — TonbkO Mojenu 4M1, 4M3, 4M6, 5M1, 5M3, 5M6, 6M1, 6M3, 6M6.

8
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4 MEPbI NTPEAOCTOPOXXHOCTM

Pabota pomkHa npoBoanTbCs B slabopaTtopuu,  BbINOJSIHAKOWEN  MOMEKYASpHO-
6uonornyeckune MUP nccnepoBaHms KIMHUYECKOrO MaTepuana c cobniogeHnemMm MeToanyecknx
yKasaHumii MY 1.3.2569-09 «OpraHusaums paboTbl nabopatopuil, MCNOMb3YHOLWNX MeToAbl
amnnmdumKkaumm  HYKJIEWHOBbIX KMUCIOT npu  pabote €  MaTepumasnoMm, coaepXawmm
MUKpoopraHmambl  I-IV ~ rpynn  natoreHHoctu» wn c  cobnogeHneM  CaHUTapHO-
annagemmonorndyecknx npaswmn CI 1.3.2322-08 «be3onacHoCcTb paboTbl C MMKpPOOPraHM3Mamm
I11-IV rpynn naTtoreHHoctn (onacHoCTM) w BO3byauTensaMm napasuTapHbiXx 6onesHen».
Nccnepyemble ob6pasubl pacCMaTpMBAOTCS KaK MOTeHLUMa bHO-0NacHbIE.

K paboTte c HabopoM peareHTOB AOMYCKAETCH TOJbKO MepcoHas, 0byyeHHbIh MeTodam
MOEKYIAPHON ANArHOCTUKU M NpaBuaaM paboTbl B KIIMHUKO-AMArHoOCTU4ecKon nabopartopum.

MoAroToBKY WM npoBeAeHMe WCCeaoBaHUs C UCMoJfib3oBaHMeM Habopa peareHToB
cneayet nposoanTb B lMNMLP-60Kcax.

Jo3aTtopbl, ucnonblyemble npu pabote ¢ HabopoMm, AO/MKHbI ObiTb COOTBETCTBYHOLWLMM
obpa3omM nosepeHbl (B akkpeanToBaHHbIX N1abopaTtopusix) 1 NMpoMapKMpoOBaHblI.

MoBepxHOCTM paboumx CTONOB, a TakXe MOMELEeHUn, B KOTOopbix nposoautcsa [LUP,
cnepyet obszaTenbHo, [0 W nNocne nposBedeHus paboT, obnydaTtb HakKTepuuuMaHbIMU
obnyyatensiMu B TeyeHne o4HOro vaca.

Mcnonb3oBaHHble 0AHOPA30Bble NMPUHAANEXHOCTU (NPOOUMPKN, HAKOHEUYHWKK) AOJIXKHbI
cbpacbiBaTbCs B EMKOCTb Anst cbpoca MCNOAb30BaHHbIX HAKOHEYHWUKOB, MPOBMPOK U APYrUx
pacxoAHblX MaTepManos.

Mpu mncnonb3oBaHum Habopa B KAMHMKO-AMArHocTuyeckon nabopatopum obpasyroTcs
oTxoAabl knaccoB A n b, kKoTopble KnaccuduumpyroTca U YyTUNM3MPYIOTCA B COOTBETCTBUM C
TpeboBaHmaMM CaHluH 2.1.7.2790-10 «CaHuTapHo-annaeMmosnornyeckne TtpeboBaHma K
obpaleHnto ¢ MeaULMHCKUMM OTXO4aMU>» .

He ncnonb3oBatb Habop peareHTOB:

—  NpuW HapYLEHUN YCNOBWUIA TPAHCNOPTUPOBAHNA U XPaHEHUS ;

— MpM HECOOTBETCTBMW BHELWHEro BWAa peareHToB, YKa3aHHOro B MacnopTte K

Habopy;

—  Mpu HapyLeHUN BHYTPEHHEN YNakoBKN KOMMNOHEHTOB Habopa;

— 0 UCTEYEeHMIO CpoKa rogHoCcTn Habopa.

MpnmeuaHune - Habop peareHTOB He COAEPXXUT MaTepuanoB 6UONOrMYECKOro MPOUCXOXAEHUS,
BeLleCTB, 06na/:la+ou.|,v1x KaHUEPOreHHbIM, MyTareHHbIM ,CleVICTBVIeM, a TakXxe BAUAOLWNX Ha
peEnpoOAYKTUBHYO QyHKUMIO 4enoBeka. [pn mMcnonb3oBaHWMM MO Ha3HA4YeHUO U cobnwaeHun Mep

NPeAOCTOPOXHOCTUN ABNAETCA 6e3onacHbIM.



HLA-B27 | MHCTpyKuMs No npuMeHeHunio | 196-12 oT 25 uioHs 2021 ? HHK-TEXHDIIUI'HH
5 OBOPYAQOBAHUE N MATEPUAIJIbI

Mpn pabote c HabopoMm peareHTOB TpebylTCca cneaywwmne obopynosaHne u
MaTepuansbl:

e paeTekTUpywmii amnandukatop: OTnant, ATnpanm n AT-96;

e  MUKpOUeHTpudyra-BopTeKkc;

e X0N0AWNbHWUK 6bITOBOW;

e  MpobMpKM aMMINPUKALUNOHHbIE MK CTPUNbI C KPbilWKaMn o6bémom 0,2 Mi;

e Mpobupkn ogHOpa3oBble NNacTukosble 06béMoM 1,5 mn;

e wTatTMB «pabouvee mecto» ana npobupok o06bLEMOM 0,2 MA MAM CTPUMOBAHHbBIX
npobupok o6vémom 0,2 mn;

e  [03aTOpbl MEXaHUYEeCKMe UM D1eKTPOHHble nepeMeHHOro o6bémMa ogHOKaHanbHbIE
nossonswowme otbrupate 06bEMbI XMakoctn ot 2 go 20 Mk, ot 20 go 200 mkn;

e O[HOpa30Bble HAKOHEYHMKW C GUABTPOM ANs NnonyaBTOMaTUYeCKMX A03aTOpos.,
cBobogHblie oT IHKa3 n PHKa3, o6bémom 20 mkn, 200 Mk,

e OAHOpPa30Bble NepyaTKn MeamumHckue, 6e3 Tanbka, TEKCTYPUPOBAHHbIE;

e éEMKOCTb Aans cbpoca MCNOMb30BaHHbIX HAKOHEYHWKOB, MNPOOGUPOK U ApYrux
pacxofHbIX MaTepManos;

e dusnonornyeckunin pacrteop (0,9% NaCl) ctepunbHbIif;

e KoMMAekT ana BbigeneHus OHK mn3 6uonormyeckoro maTtepuana (pekoMmeHayeTcs
MPOBA-IC-TEHETUKA wunu TMPOBA-PATMNA-TEHETUKA npoussoactea OO0 «HIO
OHK-TexHonorusa»).

MporpamMMHoe obecneveHne ans amMnaInduUKaTopoB AeTekTupytowmnx OATnant, ATnpaim

n OT-96:
e Bepcus MO He Huxe 7.5.5.233;

e ini dann «HLA B27.ini» c napameTpamMmu aHanmsa.

6 AHAJIUSNPYEMBDBIE OBPA3LbI

6.1 MaTepuan ang nccnenoBaHums
Ons nccnenoBaHmsa NCNONb3YHOT LebHY0 Nepndepruyeckyto KpoBb YenoBeka.
B3atne, npenobpaboTky M XpaHeHue MaTepumana npoBOASAT B COOTBETCTBMWU C

WHCTPYKLMEN K KOMIJIEKTY peareHToB Ans Bbigenenus AHK ns 6uonormyeckoro matepunana.

6.2 B3datue nepudepnyeckoin Kposu

B3aTne nepudepmnyeckorn KpoBM MNpPOBOAMTCS B BaKyyMHble MIacTUKOBble MpPobuMpku
Tmna Vacuette o6bémom 2,0 wmnm 4,0 mn ¢ pobaBneHHOM B KayecTBe aHTUKOArysasHta
OVNHATPUEBOW CONblD  aTuneHgmammHtTeTpaauetata (3ATA) B KOHEYHOW KOHUEHTpauumu

2,0 Mr/mn. B kauyecTBe aHTMKOAry/siHTa AOMyCKaeTcs TakXe WUCMOoNb30BaHME LMTpaTa HaTpus.

3 — npou3BOAUTENIb PEKOMEHAYET CBOEBpPEMEHHO O06HOBMSTbL MporpaMMHoe obecnedyeHve  Ans
[ETEKTUPYIOLWMX aMNIM@PUKaToOpoB. AKTyaslbHY0 BEPCUIO MPOrpaMMHOro obecnevyeHms MOXHO CKadaTb Ha

cavte komnaHun «HK-TexHonorus»: https://www.dna-technology.ru/poequip/po-dlya-oborudovaniya
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Ona nepemelwnBaHMs KpPOBWM C aHTUKOArynsHTOM MoOCfe B3ATUS MaTepuana Heobxoammo
nepesepHyTb Npobupky 2-3 pasa.

BHUMAHME! He gonyckaeTca Ucrnosib3oBaHWe renapmHa B KayecTtse aHTUKOaryngaHTa.

6.3 TpaHcnopTMpoOBaHWE N XpaHeHWe nccrienyemMoro Matepuana

JonyckaeTcss xpaHeHue obpa3uoB npu Temnepatype ot 2 °C go 8 °C He 6onee
24 yacoB. B cnyuyae HEBO3MOXHOCTM AOCTaBkM MaTepuana B nabopaTtopuio B TeYeHue CyTOK
aonyckaeTtcs OAHOKpaTHOEe  3aMopa)kueaHue MaTepwuana. [lonyckaetca  xpaHeHue
3aMOpOXEeHHOro Matepuana npu Temnepatype oT MuMHyc 18 °C go muHyc 22 °C He 6onee

OAHOIo Mecdua.

7 NMPOBEAEHUE AHAJIN3A

7.1 Boigenenme JHK 13 bnonormyeckoro matepunana

Boigenenme [OHK npoBogsiT B COOTBETCTBUM C WHCTPYKUMEN K WCMNOJIb3YyEMOMY
KOMMJIEKTY peareHToB. PekoMeHagyeMbie KOMMNekTbl ans sbigenenma OHK ns 6unonornyeckoro
maTepuana: NMPOBA-IC-TEHETUKA wnnun NMPOBA-PAMNA-TEHETUKA.

O BO3MOXXHOCTM WCMOJIb30BaHUA APYTrMX KOMMJIEKTOB peareHToB And BblaeneHnsa AHK
n3 buonormyeckoro Matepuasna COBMECTHO C HabopoM peareHToB HLA-B27 MOXHO y3HaTb Y
npeacrtaBuTenst KOMMNaHum.

HezaBMCMMO OT WCMONb3YEMOr0 KOMMJeKTa peareHTtoB pAnsd  BblgeneHmsa OHK
oAHOBpeMeHHO ¢ BblaeneHnem AHK mn3 nepudepnyeckor KpoBn Heob6X0AMMO MPOBECTU 4yepe3
BCe 3Tanbl Npo6onoAroToBKM OTpMUATESNbHbIA KOHTPONbHbIN 0bpa3el (B ero KayecrBe MOXHO
MCNO/b30BaTb CTEPWUIIbHbBIN (DU3MONOrMYECKNIA pacTBOp B 06bEME, YKa3aHHOM B MHCTPYKUUU K

KOMMJIEKTY peareHToB ans BbigeneHns AHK).

7.2 MoarotoBka u nposeaeHune MLUP

7.2.1 TMoaroTtoBka u npoBeaeHune MUP (dacoBka S)

7.2.1.1 MNpomapKkupyinTe no ogHon npobupke co cMecblo Ans amnandukauum, 3anedaTaHHOM
napaguHOM, ANa Kaxaoro muccrieayemoro obpasua, oTpuuaTeslbHOr0 KOHTPOJSIbHOMO
obpa3sua 1 NoAoXKMUTENBHOrO KOHTPOSIbHOrO obpasua.

7.2.1.2 BcTpsixHUTEe nNpobupKy C pactBopoM Tag-nonmmepasbl B TeyeHme 3-5cC w
LUeHTpudyrnpynte B TeyeHme 1-3 ¢ Ha MMKpOLEHTpUdyre-sopTekce.

7.2.1.3 BHecuTe B Kaxayl npobupky, He noBpexaas cion napaduHa, no 10 Mk pacTeopa
Tag-nonmMmepasbl.

7.2.1.4 [Janee BbINONHUTE NYHKTbI 7.2.3 — 7.2.9.

7.2.2 ToaroTtoBka u nposegeHune MUP (dpacoska U)

7.2.2.1 MNpomapkupyinte Heobxogmmoe KonM4ecTBO Npobupok ans amnavdukaumm o6bEMoM
0,2 mn (N0 OAHOM ANnsa Kaxaoro uccnegyemoro obpasua, oAHy ANS NONOXKUTENBHOrO
KOHTPONbHOro obpasua, 0AHy AN OTpuUaTenbHOro KOHTPOsibHOro obpasua).

7.2.2.2 BcTpsaAxHuTe npobupky cO cMecbld And aMmnamdukauum B TedeHue 3-5C wu
LeHTpUdyrnpymnTe B Te4eHme 1-3 ¢ Ha MUKpOLIEHTpUdyre-sopTekce.

7.2.2.3 BHecuTe B NpoMapKknpoBaHHble Npobupku no 20 MkA cMecun Ans aMmnandukaumm.
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7.2.2.4 BctpaxHute npobupku c MUP-6ydepom n nonumepason TexHoTaq MAX B TeueHue

3-5 C 1 ueHTpudyrmpyiite B TedeHmne 1-3 ¢ Ha MUKpoOLUEHTPUdYyre-BopTeKce.

BHUMAHME! lMonumepasy TexHoTag MAX HeobX0AMMO BbIHUMATb M3 MOPO3WUSILHOW KaMepbl

HenocpeaCcTtBeHHO nNepen Ucnosib30BaHNEM.

7.2.2.5 MpurotoBbTe cMechb MNLP-6ydepa c nonnmepason TexHoTaq MAX.

BHUMAHME! Cwmecb [MLUP-6ydepa n nonuMmepasbl TexHoTaq MAX HeobXxoaMMO roTOBUTb

HENOCPeACTBEHHO Nepea NCMNoJIb30BaHNEM.

CMewanTe B oTAeNbHOM npobupke:

e 10x(N+1) mkn MUP-6ydepa;

e 0,5x(N+1) mkn nonnmepasbl TexHoTaq MAX,
roe N — Konnm4ecTBo MpPOMapKMpoBaHHbIX MPobupok ¢ yyétom K+ n K-.
Hanpumep, Heob6xoanMo NpoaHannsnposaTtb NATb 06pa3uoB.
Mpomapkupynte cemb npobupok (NaTb AN uccriegyembix obpasuos, ogHa ansa K+,
oaHa ans K-). MpurotosbTe cMmechb lUP-6ydepa n nonumepasbl TexHoTaq MAX ans
BocbMu (7+1) npobupok, T.e. 80 mkn TMUP-6ydepa nnwc 4,0 MkN nosmmepassbl
TexHoTaq MAX.

7.2.2.6 BcTpaxHuTe NpobupKy C MOSy4YeHHOW CMeCbio B TedeHue 3-5 C 1 ueHTpudyrupymnte B

TeyeHune 1-3 C Ha MUKpOLLEHTpUdYyre-BopTeKCE.

7.2.2.7 [JobaBbTe B Kaxaylt Mpobupky co cMecbto ans amnandukaumm no 10 mkn cmecu

MLP-6ydepa c nonmmepason TexHoTaq MAX.

BHUMAHME! [ocne pobasneHuna cmecm [MUP-b6ydepa n nonumepasbl TexHoTaq MAX B

npobmpkn co cMecamm ans amnamdukaunmm HeobxoaMMO B TedeHuMe ABYX 4YacCoB BbIMOMHUTb
MyHKTbl 7.2.3 — 7.2.9.

7.2.3

7.2.4

7.2.5

7.2.6

7.2.7
7.2.8

BHecuTe B Kaxkayto nNpobupky no ogHoi kanse (okono 20 MK) MMHepanbHOro macna.
3aKkpomnTe KpbllWwKK Npobmnpok.

Ona npepoTtBpawleHUs KOHTaMMHauuu cneayet nepe BHeceHuem [OHK oTKpbiBaThb
KPbILWKY TOMbKO TOM nNpobupku, B KOTOpYyk OyaeT BHOCUTbCA [AaHHbIA obpasey, u
3aKpbiBaTb €& nepen BHeceHueMm crneayrouwero. [Npenapatel OHK cneayet BHOCUTBb
HaKOHEeYHMKaMKn C pUIbTPOM.

BHecnTe, He nospexpasd cnon napaduHa, no 5,0 Mk BblgeneHHoOro u3 obpasuos
npenapata AHK B cooTBeTCTBYIOWME NPOBUPKN ANS nccneayeMmbix o6pasuos.

BHecnTe, He noBpexgas cnoi napaduHa, 5,0 MKN MONOXUTENbHOrO0 KOHTPOSbHOMO
ob6pasua B NpobupKy MapKUpoBaHHY «K+>».

BHecuTe, He noBpexaas cnoi napadwuHa, 5,0 MKn OTpMUATENbHOrNO KOHTPOJIbHOMO
obpasua, npowealwero atan BbigeneHmsa AHK, B npobupky, MapkMpoBaHHYy0 «K—».
LleHTpndyrnpynte npobmpkm B TeyeHne 1-3 ¢ Ha MMKPOLLEHTpUdYyre-sopTeKce.
YcTtaHoBMTE BCe nMpobupkm B 610K AeTekTupylowero aMmnandukartopa. PekomeHayeTtcs

pacrnosiaratb NpobuUpKM No LeHTpy TepMobiioka.
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7.2.9
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3anycTtute nporpaMMHoe obecrnedeHmne RealTime_PCR, BbibepuTe onepaTtopa, Bbibepute
pexum «PaboTta c npubopom». MNpu nepsom nposeaeHun [MLUP 3arpysumte ini dann
«HLA_B27.ini» (7.3). MNpu nocnepywwmx noctaHoBkax aobaBbTe B NPOTOKONA TecT
«HLA _B27» (7.4), yKaxuTe KOINYeCTBO U maeHTudmnkatopbl o6pa3suoB, B TOM 4yucne
OTpULATENbHOIO U MOJIOXUTENBHOIO KOHTPOJIbHbIX 06pa3uoB, OTMETbTE pacnosioXeHue
npobupok Ha MaTpuue TepMmobnoka B COOTBETCTBMM C WX YycTaHoBkon (7.2.8) un
«HLA_B27» B OKHe

nposeamnte TUP. [Mpun BblibOpe TecTta «3anycKk nporpamMmmsbl

aMmnndukaumMmn» Ao/mkHa oTobpaxaTbCcs Nporpamma, npuBeaeHHas B Tabnuue 2.

Tabnuuya 2 -MNporpaMmMa amMnaMoukauum ana AETEKTUPYHOLWMX aMnandukaTopos

OTnant, OTnpanm n AT-96

Pexxunm
N© o Yncno
6 TemnepaTtypa, °C MUH C ONTUYECKNX Twn 6noka
JloKa LMKNOB 2
N3MepeHumn
80,0 0 30
1 94,0 1 30 1 Hukn
94,0 0 30
2 64,0 0 15 S \a Huien
94,0 0 10
s 64,0 0 15 45 v Huien
4 | 94,0 | o | 5 ] 1 | | Lukn
5 | 10,0 | .. | .. | XpaHenue | | XpaHeHue
BHMUMAHME! Tlpn wucnonb3osBaHWW Apyrux amnandukaTopos HeobxXxoAMMO  YTOYHUTb

nporpamMMy aMmnaudukaumm y npeacraButens KOMNnaHum.

8.1

8.2

8.3

PEFMCTPALUA PE3SYJIbTATOB AMINJTUPUKALIN

Pernctpauma pesynbtatos [ILP

nporpamMMHOro obecrneyeHus, NOCTaB/ISIEMOro C AETEKTUPYHOLWNM aMNINDUKATOPOM.

OCYLLEeCTBNSIETCS aBTOMATMYECKM C  MOMOLLbIO
Jetekuma M yuyéT pe3ynbTaTOB OCYLLECTBAAIOTCS AETEKTUMPYHOLWMM aMnanduKaTopom
aBTOMaTUYECKM.

AHanu3 NpoBoAUTCS MPOrpaMMHbIM obecrneyeHnem.

Ha rpaduke 6yaetr otobpa)keHa 3aBMCMMOCTb (JlyopecLueHUnM OT HOMepa uumkna anas

Kaxkxgon npobupku B TepMobnioke. B Tabnnue cnpasa 6yaet nokasaH naeHtudmkaTop obpasua,

MHAWKATOpPHbIN umkn (Cp).
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9.1

9.2

:‘ AHK-TEXHONOrus

MpuMep Bblgaun pesynbTaToB NpUGOPOM:

Pexum  Hactpoitkn  Momowe

7 | HANMS DMTVHECKIE M3MEDEHII ‘

lMpoTokon \grﬁ RealTime_PCR

MNpoTokon: OnepaTop: Hara: Pesynetatel | Cramicmaka

KonmerTapuit: = . Fam Hex | KauecteeHHeii
N2 | Mpenmagmkatop Cp Cp e
Tun aHanuza: KauecTeeHHEIR - E~H | ag @ g: Dﬁ | {23 D6paseu_1(HL..)
F5 | O6pazeu 2{HL..) 271 -
MeTon: leomeTpuuecki (Cp) - @ Fam - =) K+{HL.) 303 285 _
— F10 K{HL...) HA

35500 | [ELEENER -

5000

4500

4000

3500
=
i;co:)-
5
o
2 2500
=]
=
1=
& 2000

1500

1000

500

0]
-500 T T T T T T T T T T
5 10 15 0 15 30 35 40 45 50
Homep unkna

{ ~*§- LWkana I [ A‘“ﬂ*i* On ] x=262y=1054 [FlLog_Y = Mirma = Maprep I “jc Pesxumil npocmoTpa ABHHED

YYET U UHTEPMNPETALMUSA PE3YJIbTATOB PEAKLIUUN

YYéT pe3ynbTaToB peaKkLumMn OCYLLECTBISIETCS aBTOMATMYECKN C MOMOLLbIO NPOrpaMMHOro
obecneyeHunss, NOCTaBNAEMOro C AETEKTUPYIOWNUM aMNAndUKaTOpPOM.

NHTepnpeTauunsa pesynbTaToB ANs Kaxaoro obpasua npoBoAnUTCS C YYETOM 3HaveHun Cp
no kaHany cneumdukn (kaHan Fam) W BHyTpeHHero KoHTpons (kaHan Hex) B

COOTBETCTBUU C Tabnuuen 3.

Ta6bnuua 3 — BblUMCIEHMSA U UHTEpNpeTaLumMn pe3ybTaToB UCCeA0BaHNs

Pe3ynbTaT no PesynbTaT no e as T
KaHany Fam KaHany Hex ACp = Cp (Fam) — Cp (Hex) e_v? npraTg
Cp (Fam) Cp (Hex) pesy
Cp ykasaH Cp<32* meHee 8,0 annenb HLA-B27
obHapyxeH
<
CP yi@san Cp=32 bonee 10,0 annens HLA-B27
Cp He yka3aH Cp<32 HE yuuTblBaeTcs He 06HapyeH
Cp ykasaH Cp=<32 8,0 - 10,0 pesynbTaT 5
COMHUTEJIbHbIN
Cp ykasaH/He Cp He ykasaH He y4yuTbiBaeTcs peaynuTaT
ykasaH Cp>32,0 He y4yuTbiBaeTcsa HEAOCTOBEPHI

* - COOTBETCTBYET KONMYecTBy aHanusupyemoit HK 6onee 1,0 HF Ha aMNAMDUKALMOHHYIO NPOBUPKY

14
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9.3 B cny4yae noslydyeHuss COMHUTENbHOro pe3ysbTaTa HeobxoanMo MOBTOPUTbL NpoBeAeHUEe
noanMepasHoi LenHOW peakumu pnas pgaHHoro obpasua. MNpu NOBTOPHOM MNOAYyYEHUU
TaKoro e pesynbTaTa cneayet NoOBTOpUTb NpobonoaroToBky u nposeaeHue MUP ans
naHHoro obpasua
Ecnu OHK nonyyeHa npu WUCMNONb30OBaHWW KOMMNEKTa peareHToB A4 BblAeNeHUs

MPOBA-PAMNA-TEHETUKA n 3HayeHne ACp = Cp (Fam) - Cp (Hex) yknaabiBaeTcs B npegensl

oTr 8,0 no 10,0 cnepyeT pa3BecTy nonydyeHHbin npenapat OHK B 10 pa3 crepunbHOM

AVMCTMANMpoBaHHOM Bodoh. [lpu 3TOM HeobxoaMMO y4yecTb, 4YTO nokasaHue <«Cp Hex»

n3MeHnTCcsa. B gaHHOM cnydae ans obpasua AOCTOBepHbIM HEobXoAMMO cuYMTaTb TOJSIbKO TOT

pesynbTaT, ans kotoporo Cp Hex<35,0.

9.4 B cny4ae noJlyyeHus HeaoCcToBepHoro pesynbtata Tpebyerca nmbo noBTopHoE
BblaeneHme JHK n nocraHoska MUP, nmbo noBTopHOE B3sSiTME KIIMHUYECKOro Matepuana
(BbIMONHAETCA NocneaoBaTeNbHO).

HepoctoBepHbin pe3yabTaT MoXeT ObiTb CBsi3aH C NPUCYTCTBUMEM WHIMOUTOPOB B
npenapate [AHK, nonyyeHHOM W3 KJ/IMHMYECKOrO MaTepuasia; HEBEpPHbIM BbIMOJIHEHUEM
NpoToKONa aHanm3a; HecobnogeHMEM TeMNEPaTypPHOro pexuMa amnamdunkaumm n ap.

9.5 B NonoXuTenbHOM KOHTPONbHOM obpasue Ao/KeEH onpenensaTbcs annens HLA-B27. Mpu
noay4YeHUM oTpuLaTENbHOro0 WKW HEeAOCTOBEPHOro pesynbTata A8 MNOS0XUTENbHOro
KOHTposibHOro  obpa3sua pe3ynbTaTbl BCEM  MOCTAHOBOYHOMW  CEPUM  CuyMUTalOT
HeaoCTOBepHbIMM. B 3TOM cnydyae TpebyeTcs MOBTOpHash MOCTaHOBKa aMnnmdukaumm
BCel naptuu obpasuos.

9.6 [ns oOTpuuUATENbHOro KOHTpO/AbHOro obpasua AgomkeH 6O6bITb  3adumKcMpoBaH
HEeAOCTOBEPHbIM pe3ynbTat. [py nonyyvyeHuu Apyrux 3HavyeHun pesynbTaTbl BCEWU
NOCTAHOBOYHOW CepuM CUYMTAKT HedoCcToBepHbiMM. B 3ToM cnyyae Heobxoammo

npoeegeHme cneunmanbHbIX MEpOI'IpVIFITVIVI Ana yctpaHeHus BO3MOXHOW KOHTaMuHaunm.

10 TPAHCNMOPTUPOBAHUE, XPAHEHUE N SKCIJIYATALNA

10.1 TpaHcnopTupoBaHue

10.1.1 TpaHcnopTMpoBaHue Habopa OCYyLLEeCTBASAIOT BCEMU BUAAMW KPbITOrO TpaHcnopTa npu
TemnepaTypax, COOTBETCTBYIOLWMX YCOBUAM XpPaHEHUS KOMMOHEHTOB, BXOASALWMX B
coctas Habopa.

10.1.2 Habopbl peareHTOB, TPaHCNOPTUPOBaHHble C HapyLeHWeM TeMnepaTypHOro pexuma,

NMpUMEHEHNIO HE noanexar.

10.2 XpaHeHue

10.2.1 KoMnoHeHTbl Habopa (3a wuckn4deHneMm nonmMmepasbl TexHoTaq MAX) cneayet
XpaHuTb npu TemnepaTtype ot 2 °C ao 8 °C B Te4yeHune BCero cpoka rogHoctu Habopa.
Monumepasy TexHoTaq MAX — npu TemnepaTtype oT MuUHyC 18 °C o MuHyc 22 °C B
TeyeHue BCero Cpoka rogHoctu Habopa. Cmecn ang amnamdukauum cneayet XpaHuTb

B 3aWMLLEHHOM OT CBETa MecTe B Te4YeHMe BCero cpoka roagHocTm Ha6opa.
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Habopbl peareHToB, XpaHWUBLUMECS C HapyLEeHWEM perslaMeHTUPOBAHHOIO peXuMa,
NMPMMEHEHUI0 He noanexar.
YKasaHusg no akcrnayaTtauumm

Habop po/mkeH nNpUMEHATbCA COrjlacHO AEWUCTBYIOWEN Bepcuu  yTBepXXAEHHOWN

MHCTPYKUMM MO NpUMEeHeHuto. 19 nony4vyeHums HaaéXHbiX pes3ynbTaToB Heobxoanmmo

cTporoe cobntogeHne MHCTPYKUMM No npuMmeHeHuto Habopa.

Mocne BCKPbITUS YNAaKOBKW KOMMOHEHTbl Habopa cneayetr XpaHWTb Npu Crefyrowwmx

YyCoBUAX:

e KOMMOHeHTbl Habopa (3a wuckaw4veHMeM nonumepasbl TexHoTaq MAX) cnepyer
XpaHUTb Npun TemnepaTtype oT 2 °C ago 8 °C B TeueHMe BCero cpoka roaHocCTu
Habopa;

e CMecu gns amMnaudukaumu cinegyeT XxpaHuTb Npu Temnepatype ot 2 °C go 8 °C B
3alMLWEHHOM OT CBETa MecTe B TeYeHWe BCero cpoka rogHoctn Habopa;

e nonumepasy TexHoTaq MAX — npu Temnepatype oT MuHyc 18 °C go muHyc 22 °C
B TeUeHme BCero cpoka rogHoctu Habopa.

Ha60pb| C NCTEKWNM CPOKOM rogHOCTU NMPUMEHEHNIO HE NoAnexat.

YKA3AHUA NO YTUITU3ALNN

Habopbl C UCTEKLIMM CPOKOM FrOAHOCTU U HEUCNOJIb30BaHHbIE peaKTUBbl YTUIM3UPYIOT B
COOTBETCTBUU c TpeboBaHMAMM CaHlnH 2.1.7.2790-10 «CaHunTapHo-
anuaeMunonormyeckune tpebosaHus K obpalleHno ¢ MeANLMHCKMMIU OTXO4aMU>».

HenpurogHble Ana vcnonb3oBaHus Habopbl peareHTOB, ynakoBka Habopa peareHTOB
(npobupkn, dnakoHbl, MNONMUITUIEHOBbIE MNakKeTbl C 3aMKOM W KOPO6KM M3 KapToHa)

OTHOCUTCH K O0TX0A4aM Kjiacca A U yTUAU3NpyeTcs C 6bITOBbIMM OTXOAAMMU.

FAPAHTUN N3TOTOBUTENA

MpeonpusaTne-mM3roToBMTENb  FapaHTUPYeT  cooTBeTCcTBMEe Habopa  TpeboBaHusM
TEXHUYECKUX YCNOBUI Npu CcobAAEHUM YCNOBUI TPAHCNOPTUPOBAHUS, XpPaHEHUs u
NPUMEHEHUS1, YCTAaHOBNEHHbIX TEXHNYECKMMN YCITOBUSIMN.

Cpok rogHocTn Habopa — 12 wMecaueB npu cobnwogeHnn BCex  YCI0BUN

TPaHCMOPTMPOBAHUS, XPAHEHUS M IKCMyaTauum.

PEMOHT U TEXHUYECKOE OBCJ1Y)KXUBAHME

Habop peareHTOB npeAHasHayeH Afs O4HOPA30BOro MCMOJSIb30BaHUS M HE MOANEXUT

TEXHUYECKOMY 06CNY>KMBAHUIO N TEKYLLEMY PEMOHTY.
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14 CUMBO/J1bl, UCMNOJIb3YEMbLIE MPU MAPKVUPOBKE HABOPA
Tonbko ANg in vitro AMarHOCTUKMU m{l [aTa npousBoacTBa
J’ TeMnepaTypHbIli AManasoH [j}_l ﬁgﬂﬁgﬁg;mwgcmymmo no
W Konuuectso onpegeneHui KaTanoxHbli HOMep
g FoaeH no d Agpec npoussoauTens
2| Mo penyecaeren somneicrane
15 MEPEYEHb NPUMEHAEMbIX HALLMOHAJIbHbIX CTAHOAAPTOB
FOCT 2.105-95 O6wume TpeboBaHMS K TEKCTOBbIM AOKYMEHTaM.
FOCT ISO 14971-2011 U3penusa MeauUMHCKMe. [lpuMeHeHue MeHeaXMeHTa pucka K
MEeAVULNHCKUM U34ennsam.
FOCT P 15.309-98 Cuctema pa3paboTkM M NOCTAaHOBKM NpPoOAyKLMM Ha MpOU3BOACTBO.
UcnbiTaHma 1 npuémka BbinyckaeMor Nnpoaykumm. OCHOBHbIE MONOXEHUS.
FOCT P 51088-2013 MeauuMHCKME wn3genusa ANns AMAarHOCTUKWM WH BUTPO. PeareHThl,
Habopbl peareHTOB, TeCT-CUCTEMbl, KOHTPOJibHble MaTepuanbl, NuTaTeNbHble Cpefbl.
TpeboBaHnsa K U3genusaMm u NoAAepXuBatoen JOKyMeHTaumu.
FOCT P 51352-2013 MeanumHCKMe wspenusa AN AOWMarHoCTUKM UH BUTPO. MeTtoabl
NCMbITaHUNA.
FOCT P 53022.3-2008 TpeboBaHus K  KayeCTBY  K/IAWMHUYECKMX  NabopaTopHbIX
nccnegosanuii. Y.3. lMNMpaBuia oueHKU KIMHMYECKON MHPOPMaATUBHOCTM NnabopaTopHbIX
TecToB.
MOCT P NCO 18113-1-2015 MeanumHckme usgenusa A AWArHoCcTMKM  in vitro.
MHdopmaums, npegocrtasnsieMass marotosmtenem (Mapkumposka). Yactb 1. TepMuHbI,
onpeneneHus n obwune TpebosaHus.
FOCT P NCO 18113-2-2015 MeguuMHCKMEe u3genus AnAsg  AUMArHoCcTUKKM - in vitro.
NHdopmauunsa, npenocraBnseMas M3rotosutenem (Mapkmposka). Hactb 2. PeareHTbl aAns
AVarHoCTUKM in vitro Ans npodecCcuoHanbHOro NpUMeEHeHUs.
OCT P NCO 23640-2015 N3penns MeauUMHCKUE Ans AMarHocTukum in vitro. OueHka
CTabunbHOCTU peareHToB AN ANArHOCTUKM in vitro.
FOCT P NCO 15223-1-2014 U3pgenua wMeanumHckme. CUMBOSbI, MNPUMEHSIEMblEe MNpu
MapKUpOBaHUM Ha MeAMLMHCKUX WU3Jenuax, 3STUKeTKax UM B COMNpOBOAUTENbHOMU
AoKyMeHTauumn. Y.1. OcHoBHble TpeboBaHMS.
FOCT P 52905-2007 (MCO 15190:2003) JlabopaTtopun  MeanmumHckme.  TpeboBaHus
6e3onacHoCTH.
n pnMmedaHmne -— YKaszaHHble BbiWwe CTaHAapThl 6binn ,D,eVICTBytOLU,MMVI Ha MOMEHT YyTBEPXAEHUA

WHCTPYKLMM MO MpuUMeHeHuto. B panbHelweMm, npyv MOAb30BaHUMM [AOKYMEHTOM, LenecoobpasHo

NnpoBEPUTDb OEeNCTBME CChIMOYHbIX HOPMATUBHbIX AOKYMEHTOB Ha TEKyu.lMVI MOMeHT. Ecnnm ccbinoyHbii

OOKYMEHT 3aMeHEéH WIn U3MeHEH, TO Npu MNpPpUMEHEHUU HACTOosLWero AOKYMeHTa criefyeT MNoJfib30BaTbCs

3aMEHEHHbIM (M3MEHEHHbIM) AOKYMEHTOM.
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16 AAPEC ANSA OBPALLEHHA

Mpon3BoACTBO HabopoB peareHTOB UMeeT CepTUPULMPOBAHHYI CUCTEMY MEHEAXMEHTA
KayecTBa M COOTBETCTBYET TpeboBaHUSAM CTaHZapTa CUCTEM MeHeA)XMeHTa kadectBa 1SO 9001
B obnactm paspaboTka, npom3BOACTBO M npogaxa IVD peareHtoB u npubopoB ans
MEeANLMHCKON  MONEKyNSpHO-TeHeTUYeCcKon  AMarHOCTUKM u  apyroro  sabopaTopHOro
npumeHeHnsa wn EN ISO 13485 B o6bnactu paspabotka, npouM3BOACTBO M npogdaxa IVD
peareHTOB 1 NpnbopoB A MeANLMHCKON MONEKYNSPHO-FreHeTUUYeCKON ANarHOCTUKH.
MpoussoaunTenb: O6WeCTBO C OrpaHNYEeHHOM OTBETCTBEHHOCTbIO «[HK-TexHonorns TC»,

000 «[HK-TexHonorusa TC», Poccus.

Appec npousBogutena: 000 «[HK-TexHonornsa TC», Poccusa, 117246, r. MockBa, Hay4dHbin
npoesg, a. 20, cTp. 4.

Mecto npomsBoacTBa: OO0 «[HK-TexHonormss TC», Poccusa, 117246, r. MockBa, HayuHbin
npoesg, a. 20, ctp.4.

Yno/JIHOMOUYEHHbIN NpeacTaBuTeNb NpousBoauTens: O6LEecTBO C OrpaHUYEeHHON
OTBETCTBEHHOCTbIO «Hay4Ho-npounssoacTBeHHOEe 06beanHeHne JHK-TexHonornsa»

000 «HINO OHK-TexHonorusa», Poccus.

Appec: 142281, Mockosckast 06s1., r. [poTBMHO, yN. XXenesHogopoxHas, 4. 20.

Ten/dakc: +7(4967) 31-06-70, E-mail: protvino@dna-technology.ru

Peknamaumm no BompocamM kKadecTtBa Habopa peareHTtoB HLA-B27 cnefyeTt HanpasisTb
no agpecy: 000 «[AHK-TexHonorna», 117587, Poccus, r. Mocksa,
BH. Tep. . MyHuumMnaneHbli okpyr YeptaHoBo CeBepHoe, wW. Bapwasckoe, 4. 125X, k.5,
3Tax 1, noM. 12, Ten./dakc +7 (495) 640-17-71, www.dna-technology.ru
Cnyxba KIMEHTCKON NOALAEPKKMN:
8-800-200-75-15 (3BOHOK no Poccnm 6ecnnaTHbii),
+7(495) 640-16-93 (ansa ctpaH CHI n 3apybexbs, 3BOHOK MNaTHbIN),

E-mail: hotline@dna-technology.ru

Homep: 196-12
2021-06-25
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000 «[HK-TexHonorus»
117587, Poccusg, r. MockBa, BH. Tep. r. MyHMUMNanbHbIM okpyr YepTtaHoBo CeBepHoeE,
w. Bapwasckoe, 4. 125X, k. 5, atax 1, nom. 12
Ten./dakc +7 (495) 640-17-71
Cnyx6a KNMeHTCKOM NoAAEPXKKU:
8-800-200-75-15 (3BOHOK No Poccmn 6ecnnaTtHbIin)
+7 (495) 640-16-93 (ansa ctpaH CHI n 3apybexbs, 3BOHOK MAaTHbIN)

E-mail: hotline@dna-technology.ru



https://docviewer.yandex.ru/r.xml?sk=y13d050ade61b0b0738185d75fab00160&url=mailto%3Ahotline%40dna-technology.ru

	1 НАЗНАЧЕНИЕ
	1.1 Настоящая инструкция распространяется на набор реагентов для выявления аллеля 27 локуса В главного комплекса гистосовместимости человека методом ПЦР в режиме реального времени (HLA-B27).
	1.2 Набор реагентов HLA-B27 предназначен для выявления аллеля 27 локуса В главного комплекса гистосовместимости человека методом полимеразной цепной реакции в режиме реального времени в биологическом материале человека (периферическая кровь) с использ...
	1.3 Функциональное назначение изделия: Набор реагентов предназначен для использования in vitro и позволяет выявить HLA-B27 и определить предрасположенность к развитию анкилозирующего спондилита (болезнь Бехтерева) и ревматоидного артрита. .
	1.4 Набор может быть использован в клинико-диагностических лабораториях медицинских учреждений и научно-исследовательской практике.
	2.2 Количество анализируемых проб
	Набор реагентов стандартной и универсальной фасовки предназначен для одноразового применения и рассчитан на 48 определений, включая анализ неизвестных образцов, положительных контрольных образцов и отрицательных контрольных образцов.
	2.3 Принцип метода
	3.1 Специфичность анализа

	4 МЕРЫ ПРЕДОСТОРОЖНОСТИ
	Примечание - Набор реагентов не содержит материалов биологического происхождения, веществ, обладающих канцерогенным, мутагенным действием, а также влияющих на репродуктивную функцию человека. При использовании по назначению и соблюдении мер предосторо...
	5 ОБОРУДОВАНИЕ И МАТЕРИАЛЫ
	7.1 Выделение ДНК из биологического материала
	7.2 Подготовка и проведение ПЦР

	8 РЕГИСТРАЦИЯ РЕЗУЛЬТАТОВ АМПЛИФИКАЦИИ
	9 УЧЁТ И ИНТЕРПРЕТАЦИЯ РЕЗУЛЬТАТОВ РЕАКЦИИ
	10 ТРАНСПОРТИРОВАНИЕ, ХРАНЕНИЕ И ЭКСПЛУАТАЦИЯ
	10.1 Транспортирование
	10.1.1 Транспортирование набора осуществляют всеми видами крытого транспорта при температурах, соответствующих условиям хранения компонентов, входящих в состав набора.
	10.1.2 Наборы реагентов, транспортированные с нарушением температурного режима, применению не подлежат.
	10.2 Хранение
	10.2.1 Компоненты набора (за исключением полимеразы ТехноTaq MAX) следует хранить при температуре от 2  С до 8  С в течение всего срока годности набора. Полимеразу ТехноTaq MAX – при температуре от минус 18  С до минус 22  С в течение всего срока годн...
	10.2.2 Наборы реагентов, хранившиеся с нарушением регламентированного режима, применению не подлежат.
	10.3 Указания по эксплуатации
	10.3.1 Набор должен применяться согласно действующей версии утверждённой инструкции по применению. Для получения надёжных результатов необходимо строгое соблюдение инструкции по применению набора.
	10.3.2 После вскрытия упаковки компоненты набора следует хранить при следующих условиях:
	 компоненты набора (за исключением полимеразы ТехноTaq MAX) следует хранить при температуре от 2  С до 8  С в течение всего срока годности набора;
	 смеси для амплификации следует хранить при температуре от 2  С до 8  С в защищённом от света месте в течение всего срока годности набора;
	 полимеразу ТехноTaq MAX – при температуре от минус 18  С до минус 22  С в течение всего срока годности набора.
	10.3.3 Наборы с истекшим сроком годности применению не подлежат.

	11 УКАЗАНИЯ ПО УТИЛИЗАЦИИ
	11.1 Наборы с истекшим сроком годности и неиспользованные реактивы утилизируют в соответствии с требованиями СанПиН 2.1.7.2790-10 «Санитарно-эпидемиологические требования к обращению с медицинскими отходами».
	11.2 Непригодные для использования наборы реагентов, упаковка набора реагентов (пробирки, флаконы, полиэтиленовые пакеты с замком и коробки из картона) относится к отходам класса А и утилизируется с бытовыми отходами.
	12 ГАРАНТИИ ИЗГОТОВИТЕЛЯ
	12.1 Предприятие-изготовитель гарантирует соответствие набора требованиям технических условий при соблюдении условий транспортирования, хранения и применения, установленных техническими условиями.
	12.2 Срок годности набора – 12 месяцев при соблюдении всех условий транспортирования, хранения и эксплуатации.

	13 РЕМОНТ И ТЕХНИЧЕСКОЕ ОБСЛУЖИВАНИЕ
	14  СИМВОЛЫ, ИСПОЛЬЗУЕМЫЕ ПРИ МАРКИРОВКЕ НАБОРА
	15 ПЕРЕЧЕНЬ ПРИМЕНЯЕМЫХ НАЦИОНАЛЬНЫХ СТАНДАРТОВ
	16 АДРЕС ДЛЯ ОБРАЩЕНИЯ

