130217009M: 100 TecTtoB
c € REF 130617009M: 50 TecToB

MAGLUMI — IgG k aHTUreHy Jo-1 (XJTUA)

HA3HAYEHUE

[laHHbI KOMNNEKT peareHToB NMpeAHa3HayveH Ans NpoBedeHWUs XeMUNIOMUHECLIEHTHOTO MMMYHOaHanu3a in Vvitro ¢ Lenbio KoNM4YeCTBEHHOro onpeaeneHnst aHTuten
knacca IgG k aHTureHy Jo-1 (IgG k Jo-1) B CbIBOPOTKE U Nna3me Yenoseka C MOMOLLbIO aBTOMaTUYECKOro XeMUMIOMUHECLIEHTHOrO MIMMYHOMOMMYeCcKoro aHanusatopa
cepun MAGLUMI (Bknitodast mogenu Maglumi 600, Maglumi 800, Maglumi 1000, Maglumi 2000, Maglumi 2000 Plus, Maglumi 4000 n Maglumi 4000 Plus).

KPATKUE CBEOEHUA U NOACHEHUA

AHTUHYKNeapHble aHTuTena (AHA) — 3To rpynna ayTOMMMYHHbIX aHTuTen, obrnaparowmnx pasHoi cneundUYHOCTbIO WM HanpaBneHHbIX NPOTUB aHTUIEeHOB,
NOKanu3yoLKXCs B KNETOYHbIX SApax. AHTUHYKINeapHble aHTUTeNna MOXHO NOAPa3AenuUTb Ha TPU rPyNMbl: aHTUTENa K aKCTparmpyeMbim saepHbIM aHTureHam (ENA),
aHTUTena K HeaKCcTparupyembiM SAEPHbIM aHTUIEHaM W aHTWTena K aHTUreHam LuuTonnasmbl. AHTUHYKIeapHble aHTuTena npeAcTaBnsioT MHOTOYUCIEHHOE
CEMEeNCTBO ayTOMMMYHHbIX aHTWUTEN, He obnagatowmx ograHocneuququcmro 1 BuAocneumcnyHOCTbI0. VX BbisiBNeHne urpaeT bonbluyio porb B nabopatopHoit
[QVMArHoCTUMKE CUCTEMHBIX ayTOMMMYHHbIX 3a6oreBaHmii™ . CUCTEMHbIe ayTOUMMYHHbIE 3aG0NeBaHNs XapaKTepuUayloTCs BbIPaBbOTKOM OPraHU3MOM aHTUHYKIeapHbIX
aHTuTen. AHTUHYKNEapHble aHTUTENa O4eHb YacTo NPUCYTCTBYIOT B OPraHU3Me MaLUMEHTOB C CUCTEMHLIMU 8yTOUMMYHHbIMIU 3aG0MeBaHNsIMM, TaKUMU KaK CUCTEMHES
kpacHasi Bon4aHka (CKB), cmelwwaHHoe 3aboneBaHune coep,MHMTeanom TkaHu (C3CT), cuHapom Lerpena (CLU), cuctemHas cknepogepmMusi (CC,El), nonummosut (MM),
nepmatomunosnt (OM) n nepBuYHbIN 6GunuapHbiv unppos (MBL)™ >4

Monumnosnt (MM) n agepmatomunosnt (OM) npeacraensioT coBoii aBe (hopMbl @ayTOMMMYHHbIX BOCManuUTENbHbIX MUONATWUA, XapakKTepu3yloLMECs HErHOMHbIM
BOCManeHWem MonepeyHo-nonocaTon Myckynatypbl. K OCHOBHbIM KnuHW4eckum nposieneHnam MM/OM OTHOCATCA M3MEHEHUS! MbILIEYHOW TKaHW, Bbl3BaHHbIE
BOCMANUTEnNbHbLIM NPOLIECCOM, NMPUBOASLLMNE K CUMMETPUYHOW MUAcTeHUK 1 atpocun Mbiwl. MM 1 M moryT 3aTparuBaTth pasnuyHbie opraHbl U CUCTEMbI, OAHAKO
nopaxeHus Koxu xapaktepHbl gns M. MM n OM moryT Bo3HWKaTb B Mio6om BO3pacTe, HO Yalle BbISIBNSIOTCS Yy AeTel B Bo3pacTe OT 5 Ao 14 net u B3pochbixX
B Bo3pacte ot 40 fo 60 net. 3aboneBaeMocTb Cpean XeHLUMH B [iBa pasa Bbllle, YeM cpeamn Myx4uH. Matorenes MM 1 1M nonHocTblo He M3yyeH. CuuTaeTcs, YTo
pasBuUTVE AaHHbIX 3aboneBaHwui MoXer 6bITb CBA3AHO C BUPYCHbIMMW I/IH(*)eKLl,I/IﬂMI/I MMMYHOMOrMYECKUMUN  HapyLLIEHWSIMU, OHKOIOrMYeCKUMM 3abonesaHMamMm1 1
reHeTUYECKOM NPEeAPaCONOoKEeHHOCTb0

AHTUTENa K aHTureny Jo-1 — ato MMO3T- cneundmyeckne aHTMTena, Bnepsble onucaHHble B 1980 r. M3HavanbHO cuuTanocb, YTo aHTUTena K aHtureHy Jo-1
SIBNSIOTCS MApKEpOM TOMbKO BOCMANMTENBHOM MUOMATUW, HO B HACTOSLEE BPEMS WX HanuuMe CBSA3bIBAKOT C OTAENbHbIM 3aGOneBaHWeM, W3BECTHbIM Kak
aHTWUCUHTETa3HbIA CUHAPOM, K CUMNTOMaM KOTOPOTO OTHOCSTCA NNXOpajiKa, MMO3WT, MHTepCTULMANIbHEIS 3aboneaHusa nerkux (M311), Heapo3nBHasA apTponaTus,

«pyKa MexaHuKa» 1 CMHOPOM PeiiHo"®. AHTuTena K aHTureHy Jo-1 pacrnosHaloT pasnnyHble aNuUToMbl rNCTy nn-TPHK cuHTetasbl (Jo-1), Bkmioyas cybbeamHuLpl,

KaTanuaupyloLne cBa3biBaHNe MTMCTUANHA (AMUHOKMCIOTHI) ¢ cooTBeTcTBytowern eMy TPHK npu cuHTese 6enka™

Hanuuve aHTuTen k aHTUreHy Jo-1 TeCHO CBS3aHO C MOMUMMO3NTOM U AEPMaTOMUO3UTOM U peaKo BbiSBISETCS npm Apyrux 3aboneBaHNsX COEANHUTENbHOM TKaHW.
MpumepHo B 2040 % cnyyaes pesynsraT UCCNEeOOBaHUA COOEPXaHUS aHTUTEN K aHTureHy Jo-1 y nauneHToB C NOMIMMUO3UTOM OKa3biBAEeTCS MOMOXUTENbHBIM,

KpoMe TOro, y GOMbLUMHCTBA TakUX MauMeHTOB VMEITCS MHTepCTMLManbHble 3aboneBaHns nerkMx n obHapyXvBaloTC MapKepbl YernoBeYeckux J'IeI/IKOLI,VITaprIX
aHTureHoB HLA-DR3 1 HLA-DRw52. Mpun covetaHnm gaHHbIX NPU3HAKOB roBOPAT O cHApoMe «Jo-1 syndrome» (CMHAPOM aHTUTenN K aHTureHy Jo- 1)

NPUHLUUMN NPOBEAEHUA AHAITU3A

AHanus Ha aHTuTena knacca IgG k aHTureHy Jo-1 npeacrasnsieT coboit HeNnPAMON XeMUITIOMUHECLEHTHBIA UMMYHOaHanus.

Mpoba (nMnbo, B COOTBETCTBYIOLIMX CIy4asx, Kanubpatop MNM KOHTPOMb), Oydep M MarHUTHble MUKPOYaCTULbl, MOKPbITble aHTUreHom Jo-1, TLiaTenbHO
nepemeLLVBalOTCS U MHKyOupytoTca npu Temnepatype 37 °C ans oopMMpoBaHMst UMMYHHbIX KOMMNeKcoB. MNocne nHKybauumn BelecTsa, CBA3aHHble C MarHUTHbIMU
MVKpOYacTULaMU, YAEPXMUBAIOTCH B MarHUTHOM More, a HeCBsi3aHHble BELLeCTBa BbIMbIBAOTCSA NPW BbIMOMHEHUW LMKIA NPOMbIBKW. 3aTeM [06aBnsoTCs MbIMHbIE
MOHOKMOHarnbHble aHTutena k IgG yernoBeka, MeyeHble amMUHOBYTUN-3TUN-n3ontoMuHonom (ABEI), u mHKyGupyoTes Ans (hopMUpPOBaHUS CIHOBWY-KOMMMEKCOB.
Mocne ocaxaeHns YacTuL, B MarHUTHOM Mosie HaJoCcafouHas XWUAKOCTb (UNBTPYETCS, a 3aTeM BbINONHAETCA eLle OAMH LMKN NpoMbIBKU. MNocne aTtoro gobasnsoTes
CTapToBble peareHTbl 1 M2 Ana Hayana XeMwunioMWHEeCLEHTHOW peakuun. CBETOBOW CUrHam M3MmepsieTcs B TeyeHue 3 CeKyHA B OTHOCMUTENbHbIX CBETOBbIX
eavHuuax (OCE) npu nomowwm dotoymHoxuTens. MonyyeHHoe konuvectBo OCE nponopuuoHanbHO KOHUeHTpauun aHTuTen knacca IgG k aHtureHy Jo-1 B npobe
(nnbo, B COOTBETCTBYIOLLMX Cry4asx, B kKanvbpaTtope unm KoHTpone).

COCTAB KOMINEKTA

Bxoasiwme B KOMNIEKT MaTepuanb!

100 TectoB 50 TectoB
KoMnoHeHTbI CoctaB (Homep no kaTanory: (Homep no karanory:
130217009M) 130617009M)
MarHuTHble MWKpOYacTWLbl, MOKPbITble aHTUreHom Jo-1; B
ﬂ:?ﬂﬂ:iﬁ"zzia:z:;uuu 6ydepe, cogepxallem Bblunii CbIBOPOTOMHbIN 1 conakoH 1 donakoH
P anbbymuH (BCA) v asug HaTpus (NaNs) (<0,1 %)
Bydep Ansa MarHMTHbIX
MUKpoUacTML Copepxut BCA 1 NaN3; (<0,1 %) 2,8 mn 2,8 mn
Kanu6paTop Hu3kon CopepxuT aHTuTena knacca IgG k aHTureHy Jo-1 B HU3komn 1.0 mMn 1.0 mn
KOHLIeHTpauum KoHueHTpauun, BCA 1 NaN; (<0,1 %) ! !
KanubpaTtop Bbicokom CopepxuT aHTuTena knacca IgG k aHTureHy Jo-1 B BbICOKOIA 1.0 mMn 1.0 mn
KOHUeHTpauuu KoHueHTpauun, BCA 1 NaN3; (<0,1 %) ' '
Bydep Copepxut BCA 1 NaN; (<0,1 %) 18,5 mn 10,0 mn
MbIlWHbIE  MOHOKMOHanbHble aHTUTena k IgG YenoBeka,
MoHoknoHanbHble aHTUTENa, MeyeHble  aMmuHOGYTUR-aTUn-usoniomuHonom  (ABEI); B 235 Mn 12.5 Mn
meueHble ABEI 6ydepe, copepxkallem OGbluMA  CbIBOPOTOUHBLIA  anbOymMuH ’ ’
(BCA) v asug Hatpus (NaNg) (<0,1 %)
Pas6aBsuTtenb Copepxut BCA 1 NaNj; (<0,1 %) 25,0 mn 15,0 mn
CopepxuT aHTuTena knacca IgG k aHTureHy Jo-1 B HU3KOW
Kontponk 1 KoHueHTpauun, BCA 1 NaN3 (<0,1 %) 1.0mn 10mn
CopepxuT aHTuTena knacca IgG k aHTureHy Jo-1 B BbICOKOM
KonTpons 2 KoHueHTpauun, BCA n NaNs (<0,1 %) 1.0mn L.Owmn

MarHuTHble MUKpOYacTULbl MOCTaBNSOTCS B NIMOUNN3MPOBAHHOM COCTOSIHUM, U 13 3TOTO NuodunmsaTa Heob6xoaMMo NpPUroTOBUTL PacTBOp, Ucnonbays bydep ans
MarHUTHbIX MUKpoYacTuL, (CM. pasgen «IoaroToBka MarHUTHBIX MUKPOYACTULL»).

HeobxoanMmble AoNONHUTENbHbIE MPUHAANEXHOCTHU, He BXOAsALLME B KOMMNIIEKT NOCTaBKu
AHanuzatopbl cepum MAGLUMI:

PeakunoHHbIn Mmoaynb Homep no karanory: 630003

CrapToBble peareHTbl 1 1 2 Homep no karanory: 130299004M
[MPOMBIBOYHBIV KOHLIEHTpaT Homep no karanory: 130299005M
PacTBOp Ans npoBepku CBETOBOrO curHana Homep no karanory: 130299006M

[lononHuTenbHble NPUHAANEXHOCTU 3akasbiBaloTcs y komnanum Shenzhen New Industries Biomedical Engineering Co., Ltd (SNIBE) unu ee oduumanbHbix
npeacTaBuTenen.

KAITMBPOBKA

ObecneyeHvie OTCNEXMBAEMOCTU: AaHHbIA aHanu3 Obin cTaHA4apTU30BaH OTHOCUTENBHO BHYTPEHHEro pedpepeHcHoro craHaapTa komnadum SNIBE.

[MpoBepka kanubpaTopoB AN onpedeneHHbIX aHanu3oB Mo3Bonser nonyyutb 3HaveHne OCE ans koppekTMpOBKWM 3adaHHOW OCHOBHOW KpuBOW. Pesynbratbl
onpeaensioTcsl C MOMOLLbIO KannbpoBOYHOWM KPUBOW, KOTOpasi BbICTPauBaeTCs B Mpouecce ABYXTOYEYHOW KanmbpoBKW, U OCHOBHOW KannbOpOBOYHOWN KPUBOW
(10 KanMBpOBOK), CHMTAHHOW C METKW ANS PaANo4acToTHOW naeHTudmkaumm peareHta (RFID-meTka).
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MoBTOPHYIO Kanmﬁposky pekomMeHgyeTCcAa NpoBOAUTL B CriefyoLlnx cny4dasx:

e [lepen Ha4anoMm 1Cnonb30BaHWA HOBOW NapTUK (peal’eHTOB ANA aHanua3a unn CTapToBbIX peal’eHTOB).

o Kaxayto Hedento n/vnu nepes Hayanom UCNonb30BaHWS HOBOrO KOMMNIEKTa peareHToB (peKomeH,qyeTcn).
e [Nocne npoBegeHnst HEO6Xx0AMMOro 06CNyXMBaAHUSI CUCTEMBI.

o [py BbIxO4e KOHTPOrel 3a paMky YCTaHOBMNEHHOIO Anana3oHa 0XuaaemblX 3Ha4YeHW.

KOHTPOJ1b KAYECTBA

MeproanYHOCTb NPOBEAeHUs NPOLIEAYP KOHTPOIS Ka4yecTBa yYCTaHOBMNEHA HOPMAaTUBHLIMW aKTaMu UMW akKpeAUTaLMOHHbIMY TpeGoBaHUSMM.

BHYTPEHHUIN KOHTPOMNb Ka4yecTBa NpeAHasHayeH Tonbko Ans cucteM MAGLUMI. VHCTPYKUMM MO NPUMEHEHMIO U LieneBble 3Ha4YeHUsi COAepXaTcsl B AOKYMEHTE €O
ceedeHUsIMU O KOHMpoOJsile Kayecmea XeMUSIIOMUHEeCUEHMHO20 UMMYHoso2u4eckoeo aHanusa (XJIMA) Ha codepxaHue awmumen knaccalgG k
aHmuaeHy Jo-1. MNpy uHTepnpeTaLmm pe3ynsTaToB Nofb3oBaTellb AOMKEH OPUEHTUPOBATLCS Ha COBCTBEHHbIE CTaHAAPTHLI U 3HAHUS.

MoppobHas nHopmauns O BBOAE 3HAYEHUI [NSi KOHTPOMsS Ka4yecTBa COAEPXUTCS B MHCTPYKUMSX MO 3KCMIyaTauum aBTOMaTUYECKOro XeMUITIOMUHECLIEHTHOMO
MMMYHOMOrnyeckoro aHanusartopa cepum MAGLUMI.

[insa koHTpons paBoTbl CUCTEMBI U MOCTPOEHUS AUarpamMmm TPEHAO0B HEOBXOAMMO UCMONb30BaTh UMEIOLLMECS Ha PhIHKE MaTepuaribl ANs KOHTpons kavecTsa. MNpasuna
obpalleHnss ¢ npobamu Ans KOHTPOMs KayecTBa aHanorWyHbl NpaBuram, YCTAHOBMIEHHbIM Anst NMpoG nauueHToB. CuuTaeTcs, YTO cucTema (PyHKUMOHUpYeT
YLOBINETBOPUTENBHO, ECNN MOMyYaeMble 3HAYEHWS! KOHLEHTPaLUMN aHanuTa HaxoAsTcs B Npeaenax AoMnyCTUMOrO KOHTPOMLHOMO AuanasoHa, YCTaHOBMEHHOTO ANs
CHCTeMbl, UNK B Npeaenax AvanasoHa, YCTaHOBMEHHOTO KOHKPETHOW nabopaTtopueit B COOTBETCTBUM C HaAmnexallend BHYTPEHHEN CXeMOW KOHTPOMsi KayecTsa.
PesynbraTthl NpoLeayp KOHTPOMs KayecTBa, BbIXOAsLMe 3a Npedensl AuanasoHa OKMAAEMbIX 3HAYEHUI UNW Anana3oHa W3MEpeHUsi, YCTaHOBIMEHHOrO KOHKPETHOM
naGopaTopuei, He BKIOYAOTCS B OTYET. BbinonHuTe cnegyowve 4encTBus:

® Y6enuTech, 4TO He UCTEK CPOK FOAHOCTU MaTepuanos.

e Y6eauTech, 4TO BbINOMHANOCH HEOGXOAMMOE TeXHUYECKoe 0BCnyX1BaHue.

e YBeauTech, 4TO aHanm3 Gbin BbINOMHEH B COOTBETCTBUM CO BCEMW UHCTPYKLIMSIMU.

® BLINoNHUTE aHanu3a NoBTOPHO, UCMONb3ys CBeXMe Npobbl AN KOHTPONS KavecTsa.

® [py HeoBXx0AMMOCTH 0BpaTUTECH 3@ MOMOLLbIO B MECTHYIO CryXBy TEXHUYECKOW NOAAEPKKM UMK K 0thuLmMansHOMY AUCTPUBHLIOTOPY KOMMaHWH.

3ABOP N NOArOTOBKA OBPA3LIOB

o [N NpoBeAEeHVst faHHOTO aHanm3a PeKoMeHAYeTCsl UCMosb30BaTh NPOBEPEHHbIE CTaHAAPTHbIE NPOGUPKM AN 06Pa3LoB UM NPOBUPKN C pasaenuTeNbHbIM renem
(ans o6pa3uoB CbIBOPOTKU kpoBM) nMMbBo npobupku ¢ aHTukoarynsHtom SATA-2K vnu HaTpuit-renapvHoM (ans o6pasuoB nnasmbl). 3a6op KpoBU BbINOMHSAETCA
acenTuyeckmn ¢ cobniofeHnemM yHmBepcanbHbIX Mep NPeAoCTOPOXHOCTM MY BEHENYHKLMN.

® LleHTpudyrmpoBaHne obpasLioB BbINMOMHSAETCS TOMbKO Mocne 3aBeplueHns obpasoBaHWs crycTka kpoBu B npobupke. HekoTopble obpasLibl CbIBOPOTKM KPOBM,
0COBEHHO B3SATbIE Y NaLMEHTOB, MOMyYatoLLMX aHTUKOArynsHTHYO UM TPOMBONIMTUYECKYIO Tepanuio, MOryT AEMOHCTPUPOBATbL NOBbILLEHHOE BPEMSI CBEPTbLIBAHWS.

® [Tpyn BbLIMOSIHEHUN LIEHTPUMYrMpoBaHnst 06pasLoB A0 3aBeplueHUsi o6pa3oBaHWsi CrycTka KpOBWM BO3MOXHO MONyYEHME HEBEpHbIX pesyrnbTaToB aHanusa us-3a
Hanuuus dnbpuHa. ObpasLbl He AOMKHBI coaepaTb pUOPVH 1 Apyre TBepAable YacTuLbl.

e He ncnonb3yiiTe reMonusnpoBaHHble 06pasLibl, a Takke obpasLibl, cogepxallme TBepable YacTuLbl U Gonblloe KONMYeCTBO NMUMNUAO0B MO0 AEMOHCTpUPYOLLVE
npu3Haku MUKpobHoro 3arpsisHeHusi. MpoBepsiite Bce obpasupbl Ha NpeaMeT HanWuus B HUX My3blpbKOB BO3AyXa W yaansiiTe ny3blpbku nepen nposedeHneM
aHanusa Ans nonyvyeHust onTMManbHbIX pesynsTaTos.

® /136eraiiTe MOBTOPHOTO Pa3MOpaXWBaHUS U 3aMopaxuBaHus o6pasuoBs. LiMkn 3amMopo3ku-pasMoposkn o6pasLoB MOXHO MOBTOPSTb TONbko Tpu pasa. [Mocne
pas3mMopaxunBaHus obpasLibl AOMKHbI ObITh TLATENbHO NepeMeLLaHb.

e Ecnn nocne ueHTpudyrmposaHnsi npoba Mokpbinacb NUNUAHBIM CIOEM, ee CreayeT NepeHecTu B KIOBETY AN aHanu3a WU [OMOMHUTENbHYI0 MNpo6upky.
Heobxoanmo cneautb 3a Tem, Y4To6bl NpU NepeHoce O4ULLEHHO NPo6bl MONeKynbl MMMUAOB HE NMONanu B KIOBETY UM NPOBUpPKY.

® AHanums no6bix Npob (KOHTponen unv obpasLoB, B3ATLIX Y NaLMEHTOB) JOMKEH ObiTb BLINMOMHEH B Te4eHMe 3 YacoB nocne 3arpy3ku npobel B cuctemy MAGLUMI.
3a 6onee nogpobHoON MHOPMaLMen o xpaHeHUn Npob B annapate obpallaniTech B CEPBUCHBIN LEHTp komnaHum SNIBE.

o [locne oTAeneHns 3puTpoLMTOB, CTYCTKOB KPOBM UMW CenapupytoLLero renst npobbl MOXHO XpaHWUTb [0 7 CyTOK npu Temneparype ot 2 ao 8 °C.

® B 3aMOpPOXEHHOM COCTOSIHAM Npobbl MOXHO XpaHWTb A0 3 MecsueB npu Temnepatype -20 °C unu Huxke. Mocne xpaHeHus Npobbl HEOOXOAMMO TLLATENbHO
nepemMeLlaTb nepea MCNonb3oBaHNEM (C MOMOLLbIO BOPTEKCa).

e [lepen TPaHCMOPTUPOBKON peKoMeHAyeTCst OTAeNUTb 06pasLbl OT CenapupyloLLEro rens, 3pUTPOLIMTOB UMM CrycTKOB KpoBW. [pu TpaHcnopTupoBke obpasLioB
ynakoBka W MapKMpoBKa [AOMMKHbl COOTBETCTBOBaTb TPebGOBaHWSIM HaUMOHaNbHbIX U MEXAYHAPOAHbIX HOPMAaTWBHBIX [JOKYMEHTOB, perynupytoLL M
TPaHCMOPTUPOBKY KIMHUYECKMX 06pa3LioB N MHAULIMPOBaHHbIX BellecTB. O6pasLbl He06X0AMMO TPaHCNOPTUPOBATL B 3aMOPOXEHHOM COCTOSHUN.

o [1ns npoBeAeHVs OQHOro aHanusa Ha aHTuTena knacca IgG k aHtureny Jo-1 Tpebyetcs npoba o6bemom 10 Mkn.

NPEQYNPEXAEHMUA U MEPbI MPEAOCTOPOXHOCTU ANA NONb30OBATENEN

L[]

o [1ns AMarHoCTUKM in vitro.

e CrieflyiiTe BCEM WHCTPYKUMSIM Ha BKnafbllle BHYTPW ynakoBku. [Mpu HecobriopeHun mioBbiXx MHCTPYKUMA Ha NUCTKe-BKNafbille TOYHOCTb U HaAeXHOCTb
pesynbTaToB aHanu3a Henb3as rapaHTMpoBaTh.

Mepbi no o6ecne4vyeHuto 6e3onacHocTn

o BHUMAHME! Vicnonb3oBaHune 3Toro npogykTa noapasyMeBaeT BbINOMHEHWE ONpeAerneHHbIX AeUCTBUIA ¢ obpa3uaMu GUoNorMyeckux maTepuanoB 4YenoBeka.
PekomeHayeTcs cumtath Bce Guonornyeckne matepuiansl YENOBEYECKOro NPOUCXOXAEHWUS NOTEHLMANbHbIMU UCTOYHUKaMKU MHADEKLMIA 1 obpallatbCsa ¢ HAMK B
cooTBeTCcTBUM € TpeGoBaHusMu pasgdena 29 Ceoga deaepanbHbix HopMaTuBHbIX aktoB CLUA (CFR), yacte 1910.1030 «Occupational exposure to bloodborne
pathogens» (KoHTakT C nepeaaroLlMMUCst C KPOBbIO MaTOreHHbIMM MUKpoOopraHuamMamu Ha pabodem MecTe). [Mpu obpalleHun ¢ MHPUUMPOBAHHBIMU UMK
noTeHUManbHO WHAULMPOBaHHLIMW MaTepuanamu Heobxogumo cobniogatb Mepbl Mo obecneveHnto 2-ro ypoBHs Guonoruyeckoit GesonacHocT unu apyrue
aHanornyHble npoueaypbl No obecneveHuto 6e3onacHoOCTy.

e Bce npo6ebl, Guonorndeckne peareHTbl M Matepuansl, UCNONb3yeMble ANS NPOBeAEeHUst 3TOro aHanmusa, AOSKHbI CYMTATbCS MOTeHUManbHO MHMULMPOBaHHBIMU
maTepuanamu. VIx yTunusaums AormkHa ocyLLeCTBRSTLCS B COOTBETCTBUM C NPaBUamMu, YCTaHOBMEHHLIMU B KOHKPETHOM MEAMLIMHCKOM yYpexaeHun. YTunusaums
BCEX MaTepnaroB AOSHKHA OCYLLECTBATLCS C CobniofeHneM BCex Haanexalumx npoueayp n Mmep 6e3o0nacHoOCTV B COOTBETCTBUM C AENCTBYIOLLMMU HOPMATUBHbLIMU
TpeboBaHMsMU.

® OTOT NPOAYKT COAEPXUT asug, HaTpus. YTUNU3aLms CoaepXX1MOro 1 Bcex eMKOCTel AOIKHa OCYLLECTBNATLCA ¢ COBNofeHneM BCex COOTBETCTBYIOLLMX MECTHBbIX,
pervioHanbHbIX ¥ HaLMOHasbHbIX HOPMaTUBHbIX TPeBoBaHMIA.

o Heobxogmmas nHdbopmaums cogepxuTcsa B nacnoptax 6e3onacHocTy, KOTopble NPeAOCTaBAAOTCS MO 3anpocy.

Mepbl npeAOCTOPOXXHOCTN NpU paboTe ¢ peareHTamu

® He ncrnonb3yiiTe KOMMNEKT peareHToB MO UCTEYEHNI CPOKa FTOAHOCTY.

® KOMMOHEHTbI pa3HbiX KOMMIEKTOB peareHToB UIN peareHTbl U3 pasHbiX NapTuii He SIBNSIOTCA B3aMMO3aMeHSeMbIMU.

o Nepen nepBoii 3arpy3koi KOMMMEKTa peareHToB B CUCTEMY HEOOXOAMMO MPUroTOBWUTL PacTBOP U3 Nuodunmaarta, CoAepXallero MarHUTHble MUKpoYacTuLbl, U
nepemMeLlaTb ero Ans pecycneHanpoBaH1st MarHUTHbIX MUKPOYaCTULL.

® VIHCTPYKLUMM MO PacTBOPEHWIO U CMELUMBAHWMIO MarHUTHbIX MMUKPOYacTUL, cofepxatcsi B pasaenax AaHHOTO NUCTKa-BKMaablla, MOCBSILLEHHbIX MOAroToBke
MarHWTHbIX MUKPOYaCTUL, M NMOATOTOBKE PeaKTUBOB.

e Bo n3bexaHue 3arpsisHeHusi npu paboTe ¢ KoMNekTamu peareHToB 1 npo6amu NCMonb3yiTe YNCTbIe nepyaTku.

o Co BpemMeHeM Mpy BbICbIXaHUW XWAKOCTH, NonasLuen Ha MembpaHy dnakoHa, obpasyetcsi HaneT. OBbIYHO OH NpeacTaBnseT coboi KpUCTanmbl Conen u He BNMSIET
Ha 3 EeKTUBHOCTb aHanusa.

o [Nogpo6Hoe onuncaHne Mep NpeaoCTOPOXKHOCTH, KOTopble HeobxoamMmo cobnogaTte Npu AKCMyaTaLuum CUCTEMbI, COAEPXUTCA B MHGOPMaLMK Mo 06CnyXnBaHuio,
npenoctasnsemon komnanuen SNIBE.

ycnoBua XPAHEHUA N CTABUJIbHOCTb

o [0 BCKPbITMSI yNakoBKW: XpaHUTb Npu Temnepatype oT 2 Ao 8 °C fo ucTeveHns cpoka rogHoCTH.

e [locne BCKPbITUA YNakoBKW XpaHWTb npu Temnepatype oT 2 Ao 8 °C: MMHMManbHbIA CPOK, B Te4YeHMe KoToporo obpasel, coxpaHsieT cTabunbHOCTb, COCTaBmnseT
6 Hegenb.

e XpaHeHue B annapare: MUHUManbHbIA CPOK, B TE4EHUe KOToporo obpaseL, coxpaHsieT cTabunbHOCTb, COCTaBMSAET 4 Hedenw.

o [1ns MakcMmanbHOro CoXpaHeHusi CBOVWCTB peareHToB Mnocre 3aBepLueHust paboyero AHS pekoMeHAyeTCcsl MoMeLLaTb OTKPbITbIE KOMMEKTbI B XONoAubHUK. Ecnn
KOHTPOMU HaxoAsATCs B NpeAenax AnanasoHa OXuAAeMblX 3HAYEHUA, MOXHO WCMONb30BaTb KOMMMEKTbl peareHTOB MoCcie BCKPbITUS YMakoBKWA UMK 3arpysku B
CMCTEMY MO UCTEYEHNN YCTAHOBIIEHHbIX CPOKOB.

® XpaHuTe peareHTbl B BEPTVKaNIbHOM MOMOXEHWUN, YTOObI 06neryntb pecycneHanpoBaHne MarHMTHbIX MAKpOYacTuL,.

e He noagepraiitTe BO30ENCTBUIO NPSIMbIX COMHEYHBIX NyYen.

NMPOLEOYPA AHAITU3A

NoaroToBka MarHUTHbLIX MUKpOYacTUL,

o MarHuTHble MMKpOYaCTMLbl MOCTABASIIOTCS B NIMOMUIN3UPOBAHHOM COCTOSIHUN. Heo6XxoaMMO 0CTOPOXHO BCKPbITh OrakoH ¢ NMOGUNN3NPOBAHHBIMU MarHUTHBIMU
MUKpoYacTULaMMN U NPUroTOBUTL PacTBOP, UCNONb3ys Bydep Ans MarHUTHbIX MUKpOYaCcTUL,.

® BbiaepxuTe NpUroToBNEHHbIN PacTBOP C MarHUTHBIMW MUKpoYacTuLaMm B TedeHne 10—15 MuHyT.

o OcTOopoXHO B36oNTalTe ONakoH KPyroBbIMU ABUXEHUAMU ANs obecneveHns roMoreHHoOCT! nuodunuaata. He pekoMeHayeTcs CUNMbHO BCTPAXMBATb nakoH BO
n3bexaHne obpasoBaHns NeHbl.
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e [lepeHecute pactBop € MUKpOYacTUUamMu B MPOBUPKY AN MarHUTHBIX MUKPOYAcTUL, W TMOMECTUTe ee B aBTOMATUYECKUA XeMUIIOMUHECLIEHTHbIN
VMMYyHOMOrnyeckuin aHanusartop cepum MAGLUMI.

o [ocne Ncnonb30BaHNA KOMMIEKTbl peareHToB, BKIOYaloLme B cebs pacTBOPbI C MarHWTHBIMW MUKpOYacTMLamu, CleayeT XpaHUTb Npu TemnepaType ot 2 Ao 8 °C
B BEPTUKANbHOM MOSIOXEHUN.

MNoarortoska peareHTOoB

e PecycneHavpoBaHne MarHUTHbIX MUKPOYACTUL, BbIMOMTHAETCA aBTOMATMYECKW MOCre YCreLHo 3arpy3kvu KoOMMIeKkTa peareHToB, YTo obecneyvBaer obpasoBaHue
NOSHOCTBIO FOMOrEHHON B3BECK YacTUL, 10 MX UCTMONb30BaHNS.

e [InA Haanexallero BbIMOMIHEHUS aHanu3oB HeoBXOAWMO CTPOro CrefoBaTb WHCTPYKLUMAM, W3MOXEHHbIM B PYKOBOACTBE MO 3KCMMyaTauuy aBTOMaTMYecKoro
XEMUIIOMUHECLIEHTHOTO MMMYHOSOrMYeckoro aHanusatopa cepum MAGLUMI. Kaxabii napameTp uccnegosaHus onpegensietcs ¢ nomollbto RFID-meTkn,
pPacrnonoXeHHOW Ha KOMMNMekTe peareHToB. [lOMonHWTeNbHas WHMOPMAaUMst COAEPXWUTCA B WMHCTPYKUMAX MO 3KCMiyaTauum  aBTOMAaTU4eckoro
XEMUMOMUHECLIEHTHOrO MIMMYHOIOMMYecKoro aHanmaaTtopa cepun MAGLUMI.

PA3BEJEHUE

Mpo6bl, KOHUEHTPaLUWs KOTOPbIX MPEeBbILAET BEPXHUIA Npeaen AuanasoHa WM3MEepeHWi, pa3BoasiTCs aBTOMAaTMYECKM C MOMOLLbIO aHanusaTopa Wiu BpyYHYHO.
PekomeHnyeMoe cooTHoLeHWe Ans pa3sedeHust Npob C Mcronb3oBaHWeM pasbaBuTens Wnu CbiBOPOTKWU/MNa3Mbl KPOBM YerioBeka, He codepxallen aHTutena
knacca IgG k aHTureny Jo-1, coctaensert 1:9.

Mocne pa3BefeHNs Bpy4HY YMHOXaWTe pesynbraT Ha ko3adhduUMEHT pasBefeHus [Mocrne pasBedeHUs C MOMOLLbIO aHanu3atopa nporpamMHoe obecneveHve
aHanusaTopa aBTOMaTUYECKU YUUTLIBAET pa3BeeHne Npu pacyeTe KOHLEHTpaLumum npo6sbi.

NS BbINOMHEHWSI aBTOMaTUYECKOro pa3BefeHnst Heo6X0AMMO 3aAaTb COOTBETCTBYIOLLME HACTPOMKM C MOMOLLIO NOMb30BaTENbCKOrO NporpamMMHoro obecneyeHmst
aBTOMATUYECKOTO XEMUITIOMUHECLIEHTHOTO MMMYHOMOrMYeckoro aHanusatopa cepun MAGLUMI. JononHutensHas MHGOPMaLWs COOEPXUTCS B UHCTPYKLMSX MO
QKCMnyaTauum aBTOMaTUYEeCKOro XeMUnioOMUHECLIEHTHOTO MMMYHOIOTUYeCKoro aHanmaatopa cepun MAGLUMI.

Xyk-adpchekt

Mpu ncnonb3oBaHuK aHanuaa Ha aHTUTena knacca IgG k aHTureHy Jo-1 Ansa nNpob, cogepxalumx AaHHble aHTUTena B KOHUEHTpauumn Ao 4 000 YE/Mn, xyk-apdekT He
Habnioaancs.

OrPAHMYEHNMA

[ns nonyvyeHns 4OCTOBEPHbIX PE3YNbLTaTOB aHanu3bl AOMKHbI MPOBOAUTLCS KBANUGULMPOBAHHLIMY CeLmManucTaMmm B TO4HOM COOTBETCTBUU C UHCTPYKLMSIMU.
BapaxeHve 6akTepusMu Unn TepMoMHaKTMBaLMSA NPo6 MOXET NOBNUATL Ha pe3ynbTaTbl aHanm3oB.

PesynbraThl aHanusa, HaxoAsLWMecs B Npeaenax Avanas’oHa OXuAaemblX 3HAYEHWN, He UCKIYaloT BEPOSTHOCTU Hanuuus 3aboneBaHusi, NOSTOMY UX criegyeT
VHTEPNpPeTMPOBaThb C y4ETOM O6LLEN KIMHUYECKOW KapTUHbI U pe3ynsTaToB APYTX AMarHOCTUYECKMX Npoueayp.

PesynkTaThl aHan“3oB BbipaXatoTcsl B KONUYECTBEHHOM BuAe. [narHo3 He oIkeH ObiTb OCHOBaH Ha pesyrnbTaTe OfHOrO aHanu3a — pelleHne OOMKHO BbIHOCUTLCS
BPaAYOM C Y4ETOM BCEX UMEIOLLUXCS MEOULMHCKMX (KITMHUYECKMX) JaHHbIX.

PV NPUHSATAN pPeLLEHNI OTHOCUTENBHO NEYEHUs CrEAYeT YUUTbIBaTb BCE OBCTOATENBCTBA KOHKPETHOW CUTYyaLUK.

AHanus npob nauneHToB, CoaepXaLLuX YeroBevecke aHTUMbILWMHbIE aHTuTena (HAMA), MoXeT AaBaTb NOXHO NOBLILLEHHBIE MW NOXHO NOHWKEHHbIE pe3ynbraThl.
HecMmoTpsi Ha foGaBneHve BELECTB, HENTPanNU3YyLWMNX YenoBeyeckne aHTUMbILWKHbIE aHTUTena (HAMA), oueHb BbiCOKasi KOHLIEHTpaLMs 3TUX aHTUTEN B CbIBOPOTKE
KPOBM B HEKOTOPbIX CIlydasix MOXeT NOBNUSATL Ha pe3ynsTaTbl aHanmnsos.

PE3YIbTATbI

BbluncneHue pesynstaTtoB

AHanmaatop aBTOMaTU4YeCky pacCcyMTbIBAeT 3HaYeHVe KOHLEeHTpauun aHTuten knacca IgG k aHTureHy Jo-1 B kaxaol npobe ¢ MoMOLLbio ABYXTOYEYHOW OCHOBHOW
KanMbpoBOYHOM KPMBOW, KOTOPasi CTPOUTCS B MpoLecce kanvbpoBku. Pesynbratsl BoipaxatoTcs B YE/Mn. [lononHuTensHas MHhopMaums CoaepXUTcs B MHCTPYKLMSAX
no aKcrnnyaTauum aBToMaTM4ecKoro XeMUniOMMHECLLIEHTHOrO MUMMYHOIOTMYeCcKoro aHanuaatopa cepun MAGLUMI.

WHTepnpeTauus pesynbtaTtoB

OnTMManbHOe NOpOroBoe 3HayeHWe [AnA aHanv3a Ha aHTuTena knacca I[gG k aHTureHy Jo-1 Obino monmyyeHo nyTeM uccrnefoBaHusi obpasuoB, B3ATbIX Y
79 nauneHTOB C MOATBePXAeHHbIM nonumunosutom (MM) n aepmatommosnTom (AM), 63 naumeHToB C ApyrMmy 3aboneBaHnsaMU n 253 NpakTUHYeCcKU 340POBbIX
naumeHToB.

e 3HaveHus KOHUEeHTpaummn aHTuTen knacca IgG k aHTureny Jo-1 <20,0 YE/mMn cnefyet cuutaTth oTpyUUaTenbHbIM pesynsTaToMm.

e 3HayeHus KOHUeHTpaummn aHTuten knacca IgG k aHtureny Jo-1 220,0 YE/mMn cnefyeT cuntaTb NONOXUTENbHLIM Pe3ynbTaToM.

Peaynerathl, NonyyeHHble B pasHbix labopaTopusix, MOryT oTnmyatbes. ATW pa3nuumns MoryT BbiTb 06yCnoBneHbl MHAMBUAYaNbHLIMU OCOBEHHOCTSMW NaLUEHTOB U
ncnonb3yemMblMy MeTogamu aHanuaa. MNpu HeobxoaMMocTH Kaxaas nabopaTopusi JOMKHA YCTAHOBUTbL CBON pedpepeHCHbIN AnanasoH.

SKCIMNMYATALUUOHHbIE XAPAKTEPUCTUKH

MNpeun3noHHoCcTb

MpeuunsnmoHHOCTb aHanusa Ha aHTuTena knacca IgG k aHTureHy Jo-1 onpegensinacb B COOTBETCTBMM C NpoLeaypoW, onucaHHon B npotokone EP5-A2 UHctutyTa
KIMHUYeCKUX 1 nabopaTtopHbix cTaHaapToB (CLSI). [1Ba KOHTPOMbHLIX MaTepuana u Tpu nyna obpasLoB CbIBOPOTKM KPOBY YeNoBeKa, CoAepXallux aHanuT B pasHow
KOHL|EHTpaLMK, UCCreAoBanuch B ABYX NapanmnenbHbIX He3aBUCUMbIX aHann3ax exxeaHeBHO B TeveHne 20 aHew. PeayneraTtel B 0606LeHHOM BUae NpeacTaBneHsl B
Tabnuue Hmxe.

B npenenax cepun Mexay cepusimu Bcero
Mpoba C{;ﬁgﬁ\'ﬁ_ﬁ ?“aj%%?e CraHpapTHoe CraHpapTHoe CraHpapTHoe
- OTKINOHEHMne KB (%) OTKINOHEHne KB (%) OTKINOHEHne KB (%)
(SD) (YE/mn) (SD) (YE/mn) (SD) (YE/mn)
Myn o6pasuos
CbIBOPOTKY KPOBY 1 5,027 0,198 3,94 0,201 4,00 0,282 5,61
Myn obpa3uos
CIBOPOTKY KPOBM 2 49,974 1,323 2,65 1,340 2,68 1,883 3,77
Myn o6pasuos
CIBOPOTKM KDOBM 3 200,184 3,509 1,75 2,397 1,20 4,250 2,12
KoHTponb 1 10,030 0,319 3,18 0,322 3,21 0,453 4,52
KoHTponb 2 100,232 2,065 2,06 2,118 2,11 2,958 2,95

MuHMManbHasA KOHLEHTpauusa ANA XxonocToi npo6bbl (LoB)
Mpenen xonocTor Npo6bl ANsi aHanu3a Ha aHTuTena k aHTureHy Jo-1 coctaensiet 0,500 YE/mn.

MNpepen o6HapyxeHus (LoD)
Mpenen o6HapyxeHWst Ans aHanu3a Ha aHTuTena knacca IgG k aHtureHy Jo-1 coctasnsiet 1,00 YE/mn.

Mpepen konuyecTBeHHOro onpeaeneHus (LoQ)
Onpepnensercs kak KOHUEeHTpaums aHTuTen knacca IgG k aHTureHy Jo-1, kotopasi MoXeT 6biTe n3mepeHa ¢ KB 20 % ansi cepum aHanu3os. MNpeaen KonnyecTBEHHOro
onpefeneHuns Ans aHanuaa Ha aHTutena knacca IgG k aHtureHy Jo-1 cocraensiet 1,50 YE/mn.

[Anana3oH nsmepeHus
Ot 0,500 no 400 YE/mMn (onpepensieTcs npeaenbHbIMW 3HAYeHUsIMK 1S XONocTol Npobbl 1 BEPXHUM NPEAEenoM OCHOBHOM KPUBOW). 3HayeHust HWxe npenena
xonocTol npo6bl onpeaensitotcs kak <0,500 YE/mn. 3HaueHusi, NpeBblLLatoLLMe BepXHUA Npeaen Avanas3oHa uaMepeHui, onpeaenstoTcs kak >400 YE/mn.

JInHenHoCTL

JIMHeHbIN ArMana3oH u3MepeHus Ans aToro aHanusa coctasnsiet oT 1,00 go 400 YE/mn Ha ocHoBaHMM UccrneaoBaHus!, BbINOMHEHHOrO B COOTBETCTBMM C MPOTOKONOM
EP6-A WHCcTUTyTa KnuHUYeckux n nabopaTopHbix cTaHgaptoB (CLSI). OeBAtb nNpo6 ¢ 0AMHAKOBbIM pacnpefeneHneM KOHUeHTpauun Obinu nomyyeHbl nyTem
CMeLUVBaHNsA CbIBOPOTOMHOW Mpobbl, cogepxallen aHTutena knacca IgG k aHTureHy Jo-1 B koHueHTpauuu 440 YE/mn, ¢ o6pasuoM CbiBOPOTKM, COAepXalium
aHTuTena knacca IgG k aHTtureHy Jo-1 B koHueHTpaumu 1,00 YE/mn. CpegHee 3HayeHne cteneHmn n3sneveHusi npobel Bapbupoanock ot 90 go 110 %.

AHanuTuyeckas cneummyHOCTb

CneumnduyHoCTb aHanu3a onpepensnack nytem gobaeneHus aHtuten knacca IgG k pubocomanbHomy Genky P (400 YE/mn), komnnekcy nRNP/Sm (400 YE/mn),
aHTureHy Scl-70 (400 YE/mn), Sm-aHtureHy (400 YE/mn), aHTureHy SS-A (400 YE/mn), aHTureHy SS-B (400 YE/mn) u ueHtpomepam (400 YE/mn) k ABym obpasuam
CbIBOPOTKM, coAepallmm aHTutena knacca IgG k aHtureHy Jo-1 B koHueHTpaumm 10,0 n 100 YE/Mn cooTBeTcTBEHHO. He 6bIno BbISIBNIEHO MHTepdepeHLnn.
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KnuHuyeckasn 4yBCTBUTENBLHOCTL

KnuHnyeckas 4yBCTBMTENbHOCTb onpefensnacb Ans 48 obpasuos, B3ATbIX y MaUWEHTOB C MOATBEPXAEHHbIM nonumuosuTom (MM) n gepmatomumosutom (OM).

PacyeTHast knMHu4eckast YyBcTBUTENbHOCTb cocTaBmna 31,3%.

Kateropusi o6pasuos

AHnTuTena knacca IgG k aHtureHy Jo-1 (XIMANA)

Kon-Bo

MonoxuTenbHbI

YyscTBUTENBHOCTD (%)

MonumMunosunt/gepmaTomMmosnt

48

15

31,3

KnuHuyeckas cneumdunyHocTb

KnuHunyeckas cneumndnyHoCTb onpeaensnack aAns 159 06pasuos, B3ATbIX Y 36 NaUMeHTOB ¢ ApyruMuM 3a6orneBaHnsaMmu (CUCTEMHas KpacHas BornyaHka, CMellaHHoe
3aboreBaHne CoeanHNUTENBHON TKaHW, CHAPOM LLierpeHa, cUCTEMHas CKIepoaepMus, MEPBUYHBINA BUNMaPHBLIN LMPPO3, PEBMATOUAHBLIN apTpuT) 1 123 NpakTuyeckn

300pOBbIX NauMeHToB. PacyeTHas KnMHMYeckas cneunduyHoctb coctasuna 99,4%.

AHnTuTena knacca IgG k aHTureHy Jo-1 (XIVA)
Kareropusi o6pasuoB
Kon-so OTpuuatenbHbIn CneumndnyHocTb (%)

O6pa3ubl, NONy4YeHHble Y NALUEHTOB C APYTMMU
3aboneBaHUsAMMU 36 35 97.2

O6pas3sLibl, MONy4YeHHbIe Y NPaKTUYECKM 300POBbIX
NALMEHTOB 123 123 100
Bcero 159 158 99,4

HAoreHHas uHTepcepeHuUns

Hanuyne nepevmcneHHbIX Hke BeLLeCTB B KOHLEHTpaLuW, He NpeBbIlatowen ykadaHHbIX 3HaYeHI, He BNUSIET Ha pesynbraTbl 4aHHOro aHanuaa:

® Bunmpy6uH 40 mr/an
o [eMorno6uH 1000 mr/gn
o Tpurnuuepuabl 2000 mr/gn
o PeBmartovgHble paktopel 500 ME/mMn
o HAMA 40 Hr/mn
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