130217012M: 100 TecToB
130617012M: 50 TecToB

REF

q

MAGLUMI — IgG kK Sm-anTUreny (XJ1IKA)

HA3HAYEHUE

[laHHbI KOMNNEKT peareHTOB NpeAHa3HaveH Ans NpoBeAeHUs XeMUMIOMUHECLIEHTHOTO MMMYHOaHanu3a in Vvitro ¢ Lienbio KoNMM4YeCTBEHHOro onpeaeneHnst aHTuten
knacca IgG k Sm-aHTureHy (IgG k Sm-aHTUreHy) B CbIBOPOTKE W NnasMe YernoBeka C MOMOLLbI aBTOMATUHECKOro XeMUMIOMUHECLIEHTHOTO VMMYHOMOrMYecKoro
aHanusatopa cepum MAGLUMI (Bknioyass mopenu Maglumi 600, Maglumi 800, Maglumi 1000, Maglumi 2000, Maglumi 2000 Plus, Maglumi 4000 un
Maglumi 4000 Plus).

KPATKUE CBEOEHWUA U MOACHEHUA

AHTUHYyKNeapHble aHTuTena (AHA) — 3TO rpynna ayTOMMMYHHbIX aHTWTen, obnafallmx pas3HoW CneundUYHOCTbIO WM HamnpaBleHHbIX NPOTUB aHTUIEHOB,
NOKanu3yoLKXCs B KNETOYHbIX SApax. AHTUHYKNeapHble aHTUTeNna MOXHO NOAPa3AenuUTb Ha TPU TPYNMbl: aHTUTENa K aKCTparmpyembim saepHbIM aHTureHam (ENA),
aHTUTena K HeaKCTparupyemblM SIAEPHbIM aHTUreHaMm W aHTuTena K aHTUreHam LuTonnasmbl. AHTUHYKIeapHble aHTUTena npeAcTaBnsioT MHOTOYUCHEHHOE
CEMelCTBO ayTOMMMYHHbIX aHTUTeN, He obnafaloLmx opraHocneLndUIHOCTbIO 1 BuaocneunduyHocTbio. Mx BbisiBNeHWe urpaet 6onbluyto ponb B nabopatopHomn
[QVArHoCTUMKE CUCTEMHbIX ayTOMMMYHHbIX 3a6oreBaHmii™ . CUCTEMHbIe ayTONMMYHHbIE 3a60NeBaHNs XapaKTepuUayIoTCs BbIPaBbOTKOM OPraHU3MOM aHTUHYKIeapHbIX
aHTUTen. AHTUHYKMeapHble aHTUTEeNa 04eHb YacTo NPUCYTCTBYIOT B OpraHM3Me NauueHToB C CUCTEMHbIMY ayTOMMMYHHbIMM 3a60neBaHNsIMY, TaKUMU Kak CUCTeMHast
kpacHasi BonyaHka (CKB), cmelwaHHoe 3aboneBaHune coeamHuTensHon Tkanu (C3CT), cungpom Lerpena (CLU), cuctemHas cknepogepmus (CCA), nonumuosut (MM),
nepmatomunosnt (OM) n nepBUYHbIN GunMapHbIi LMPPo3 (I'IELl)“.

CuctemHas kpacHas BonyaHka (CKB) siBnsieTCsi XpOHWYecKMM BoCManuTeNbHbIM ayTOMMMYHHbIM 3abornieBaHMeM, WMEIOLLMM HECKOSIbKO CTaauii pasBuTust u
nopaxarolum rnaBHbIM 06pa3oM COeAUHUTENbHYIO TKkaHb W PasnuyHble cucTeMbl opraHoB. OCHOBHBIMW KITMHUYECKUMM CUMMNTOMaMK W NokasaTensMu [aHHOro
3aboneBaHVst ABNSAIOTCA MNONOXWUTENbHbIE pe3ynbTaThl CEPONOrMYECcKUX TECTOB Ha aHTUHYKkNeapHble aHTuTena (ANA) U MHOXECTBEHHbIE MOpaXeHWst OpraHoB 1
cuctem. 3aboneBaemocTb CKB no Bcemy Mupy coctaBnsieT ot 4 go 25 cnydaeB Ha 100 000 yenoBek. Yalle Bcero gaHHoe 3aboneBaHue BCTpeyaeTcs B CTpaHax
Adopukun 1 Asuu. B Knutae 3aboneBaemocte CKB Bapbupyetcsi ot 70 go 75 cnyqaes Ha 100 000 yenoBek. 3aboneBaHue B AeCATb pa3 Yalle BCTPEYaeTCs Y KEHLLUMH,
YeM Y MYXUWH, W, Kak NpaBuno, pa3BMBaETCs Y XEHLLMH AeTOPOAHOro Bo3pacTta™ .

AHTUreH Sm 6bin Has3BaH B YecTb NaumeHTa ¢ CKB no damunum Smith (CmuT). AHTUTENa K SMm-aHTureHy 6binn obHapyxeHbl B 1966 rogy nmmyHoanddysHeim (M)
MeTOZOM C UCMOMb30BaHNEM JKCTpaKTa TUMYCa TeNsT, PaCTBOPEHHOro B HaTpuii-docaTHom BydepHoM pacTBope (BnocrneAcTBUN Takue SKCTPakTbl Bblnv Ha3BaHbI
KCTparvpyemMbiMun saepHeiMu aHtureHamm (ENA)), a Takke nyTeM reMarrmioTuHaumMmn'. Sm-aHTureH, ¢ KOTopbIM CBS3bIBAlOTCA aHTMTENa, COCToUT 13 psaa benkos: B,
B', D, E, F u G — n manbix agepHbix PHK: U1, U2, U4-6 n us®,

AHTuTena k Smith-aHTureHy asnsTcs Hanbonee cneunduyHeim mapkepom CKB. AHTUTEeNna k Sm-aHTUreHy oTcyTCTBYIOT NoyTh y 99 % 340pOBbIX NALMEHTOB
(He cTtpapatowmx CKB), Ho BblpabatbiBatoTcst nuib y 20 % naumeHToB ¢ CKB. [laHHble aHTWTena cBsA3aHbl C nopaxeHuem LieHTpanbHON HEpBHON CUCTEMbI,
GonesHbIo noyek, nbpo3oM Nerkux 1 NeprkapanTom npu CKB, HO He NO3BOMNSIOT CYANTL 06 aKTUBHOCTY 3a6oneBaHus .

NPUHUUMN NPOBEOEHUA AHATIU3A

AHanu3s Ha aHTuTena knacca IgG k Sm-aHTureHy npeacraensieT coboit HenPSIMOoV XeMUIIOMUHECLEHTHBIA UIMMYHOaHanus.

Mpoba (nMbo, B COOTBETCTBYIOLUMX Cryyasx, KanubpaTop WNU KOHTposnb), Oycpep M MarHUTHble MWUKPOYacTULbl, MOKPbITble Sm-aHTUreHoM, TLiaTenbHO
nepemMeLLVBalOTCS U MHKyOupytoTca npu Temnepatype 37 °C ans opMMpoBaHMst UMMYHHbIX KOMMNeKcoB. MNocne nHKybauumn BelecTa, CBA3aHHble C MarHUTHLIMU
MUKpoYacTULaMK, YOepK1BaTCH B MarHUTHOM Mofe, a HeCBA3aHHbIE BELLeCTBa BbIMbIBAIOTCS NMPY BbINOMHEHWN LKA NPOMbIBKU. 3aTeM [00aBns0TCS MbllMHbIE
MOHOKMOHanbHble aHTutena k IgG Yenoseka, mMeyeHble amMHOBYTMN-aTUN-M3ontoMuHonom (ABEI), n nHkybupytoTcs Ans chopMUpOBaHUS C3HABWUY-KOMMMEKCOB.
Mocne ocaxaeHWs YacTuL, B MarHUTHOM fosie HaJocafoyHas XuaKoCcTb UILTPYeTCs, a 3aTeM BbIMOSIHAETCS eLe OAWH LMK NpoMblBkU. Mocne aToro agobaensioTcs
CTapToBble peareHTbl 1 M2 ANs Havana XeMUMIOMUHECLIEHTHOW peakuun. CBETOBOW CUrHam u3MmepsieTcs B TeyeHMe 3 CeKyHA B OTHOCUTESbHbIX CBETOBbIX
eanHuuax (OCE) npu nomowwm dotoymHoxutens. MonyyeHHoe konudectBo OCE nponopumoHanbHo KOHLUEHTpaumu aHTuTen knacca IgG k Sm-aHTureHy B npobe
(nnbo, B COOTBETCTBYIOLLMX Cry4asx, B kKanvbpaTtope unm KoHTpone).

COCTAB KOMMJEKTA

Bxoasiwe B KOMNnekT MaTepuanbl

100 TectoB 50 TecTtoB
KoMnoHeHTbI Cocras (Homep no karanory: (Homep no karanory:
130217012M) 130617012M)
MarHuTHble MMKPOYacTWLbl, MOKPbITbIE SM-aHTUEHOM; B
INnodunmusnpoBaHHble 9 =
6ydepe, cogepxalliem Obluni CbIBOPOTOYHbIV 1 donakoH 1 donakoH
Marh1THLIE MUKpOsacTULILI anbbymuH (BCA) v asng Hatpus (NaNs) (<0,1 %)
Bydep Ansa MarHMTHbIX
MUKpOYACTHLY Copepxut BCA 1 NaN3; (<0,1 %) 2,8 mMn 2,8 mn
KanubpaTtop Hu3kom CopepxuT aHTuTEna knacca IgG k Sm-aHTUreHy B HU3KOW 1.0 Mn 10wmn
KOHLIeHTpauum KoHueHTpauun, BCA 1 NaN; (<0,1 %) ! !
Kanu6paTop Bbicokon CopepxuT aHTMTena knacca IgG k Sm-aHTUreHy B BbICOKOM 1.0 mMn 1.0 mn
KOHLeHTpauuu KoHueHTpauun, BCA 1 NaN; (<0,1 %) ! ’
Bydep Copepxunt BCA 1 NaN; (<0,1 %) 18,5 mn 10,0 mn
MbIlWHBIE MOHOKMOHanbHble aHTuTena k IgG venoseka,
MoHoknoHanbHbIe aHTUTENa, MeyeHble amuHObyTun-atTun-usoniomvHonom (ABEl);, B 235 mn 12.5 mn
MeueHble ABEI bydepe, copepxallem Obl4nii CbIBOPOTOYHBIA anbbymuH ! '
(BCA) v asug HaTpusi (NaNg) (<0,1 %)
Pas6aBuTtennb Copepxut BCA 1 NaNj; (<0,1 %) 25,0 mn 15,0 mn
CopepxuT aHTuTena knacca IgG k Sm-aHTUreHy B HU3KoWM
Kontpons 1 KoHueHTpauun, BCA n NaN3 (<0,1 %) 1.0mn LOwmn
CopepxuT aHTuTena knacca IgG kK Sm-aHTureHy B BbICOKOMN
KonTponk 2 KoHueHTpauun, BCA n NaNj3; (<0,1 %) 1,0mn 10mn

MarHuTHble MUKpOYaCTULbl NOCTaBNAKTCA B ﬂMOCbI/IJ'IMSI/IpOBaHHOM COCTOSAHUU, N U3 ITOTO nmocbmnmsaTa HeOﬁXO,ElI/IMO NPUroToBUTbL PacTBOp, UCNONb3yA 6yq)ep ana
MarHUTHbIX MUKpo4acTuL, (CM. pasgen «nO,ElFOTOBKa MarHUTHbIX MI/IKpOHaCTI/ILl»).

Heob6xoaumbie gononHUTenbHbIE NpUHaAnNeXxHocTu, He BXoAasAlue B KOMNJIEKT NOCTaBKU

AHanumsartopbl cepum MAGLUMI:

PeakuvoHHbI Moaynb Homep no karanory: 630003

CrapToBble peareHTbl 1 1 2 Homep no karanory: 130299004M

[POMBIBOYHBIV KOHLEHTpaT Homep no karanory: 130299005M

PacTtBop onsa npoeepku CBETOBOro curHana Homep no karanory: 130299006M

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

KAIMTUBPOBKA

ObecneyeHvie OTCNEXMBAEMOCTU: AaHHbIA aHanu3 Obin cTaHA4apTU30BaH OTHOCUTENBHO BHYTPEHHero pedepeHcHoro craHaapTa komnadum SNIBE.

MpoBepka kanMbpaTopoB ANs ONpeAeneHHbIX aHanu3oB no3sossieT nonyynTb 3HaveHne OCE ansi KOppekTMPOBKM 3aJaHHOW OCHOBHOW KpMBOW. PesynbraTbl
onpeaensoTcs C MOMOLLBI0 KanvMbpoBOYHON KPUBOW, KOTOpas BbICTpauBaeTCs B NpoLecce ABYXTOYEYHOW KanmbpoBKW, M OCHOBHOW KannbBpOBOYHOW KpuBOW
(10 kanMbpoBOK), CYUTAHHON C METKM ANS paaMo4acToTHOW naeHTudunkaummn 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. MHCTPYKUMM MO NPUMEHEHMIO U LieNeBble 3HaYEHUs1 COAePXaTcsl B AOKYMEHTE €O
ceedeHUsIMU O KOHMpoJsle Kayecmea XeMUSIIOMUHEeCUEHMHO20 UMMYHoso2u4eckoeo aHanusa (XJIMA) Ha codepxaHue awmumen knaccalgG k
Sm-aHmueaeHy. MNpn UHTepnpeTaLmun pe3ynsTaToB NoNb3oBaTerNb AOMKEH OPUEHTUPOBATLCS HA COBCTBEHHbIE CTaHAAPThI U 3HAHUS.

Moppo6Has nHopmaums o BBOAE 3HAYEHUI [N KOHTPOMsS Ka4yecTBa COAEPXUTCS B MHCTPYKUMSX MO 3KCMIyaTauunm aBTOMaTUYECKOro XeMUITIOMUHECLIEHTHOMO
MMMYHOMOrnyeckoro aHanusartopa cepum MAGLUMI.

[insa koHTpons paBoTbl CUCTEMbI M MOCTPOEHUSA AUarpamMm TPeHA0B HEOBX0AMMO MCMONb30BaTh MMEIOLLMECS Ha PbiHKE MaTepuarbl s KOHTporns kavecTsa. MNpasuna
obpalleHnss ¢ npobamu Ans KOHTPOMs KayecTBa aHanorWyHbl NpaBuram, YCTAHOBMIEHHbIM Anst NMpoG nauueHToB. CuuTaeTcs, YTO cucTema (PyHKUMOHMpYeT
YOBMNETBOPUTENLHO, ECMN MOMyYaeMble 3HAaYEHWUS! KOHLEHTPaLMM aHanuTa HaxoAsaTcs B npeaenax AoMyCTUMOrO KOHTPOMbHOMO AuanasoHa, YCTaHOBMEHHOro Ans
CHCTeMbl, UNM B Npeaenax AvanasoHa, YCTaHOBMEHHOTO KOHKPETHOW nabopaTtopueit B COOTBETCTBUM C HaAmnexallen BHYTPEHHEN CXEMOW KOHTPOMS KayecTsa.
PesynbraTthl NpoLEeAyp KOHTPOMS KayecTBa, BbIXOAsLMe 3a Npedensl AuanasoHa OKMAAEMbIX 3HAYEHUI UNW Anana3oHa W3MEpeHUsi, YCTaHOBIMEHHOTO KOHKPETHOM
naGopaTopuei, He BKIOYAOTCS B OTYET. BbinonHuTe cneayowme 4encTBus:

® Y6enuTech, 4TO He UCTEK CPOK FOAHOCTU MaTepuanos.

e Y6enuTech, YTO BbINOMHANOCH HEOGXOAMMOE TEXHUYECKoe 0BCy)XUBaHMe.

e YBeauTech, 4To aHanu3 Gbin BbINOMHEH B COOTBETCTBUM CO BCEMU UHCTPYKLIMSIMU.

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

® [py HeoBxoaAMMOCTH 06paTUTECH 3@ MOMOLLbIO B MECTHYIO CMyXBY TEXHUYECKO NOAAEPXKKM UMK K 0PULManbHOMY ANCTPUBHLIOTOPY KOMMAHWM.

3ABOP N NOArOTOBKA OBPA3LIOB

o [N NpoBeAEeHVst faHHOTO aHanm3a PeKoMeHAYeTCsl UCMosb30BaTh NPOBEPEHHbIE CTaHAAPTHbIE NPOGUPKM AN 06pa3LoB UM NPOBUPKN C pasaenuTenbHbIM renem
(ans o6pa3uoB CbIBOPOTKM kpoBuW) nMMbo npobupku ¢ aHTukoarynsHtom SATA-2K vnu HaTpuit-renapvHoM (ans o6pasuoB nnasmbl). 3abop KpoBU BbINOMHSAETCA
acenTuyeckmn ¢ cobniofeHnemM yHmBepcanbHbIX Mep NPeAoCTOPOXHOCTM MY BEHENYHKLMN.

® LleHTpudyrmpoBaHne obpasLioB BbLIMOMHSETCS TONMbKO Mocne 3aBeplueHns obpasoBaHWs crycTka kpoBu B npobupke. HekoTopble obpasLibl CbIBOPOTKM KPOBM,
0COBEHHO B35ATbIE Y NaLMEHTOB, MOMYyYatoLLMX aHTUKOArynsHTHYO UM TPOMBONMTUYECKYIO Tepanuio, MOryT AEMOHCTPUPOBATbL NOBbILLEHHOE BPEMSI CBEPTLIBAHWS.

® [Tpyn BbLINOSIHEHUN LIEHTPUdYrMpoBaHust 06pasLoB [0 3aBeplueHUsi 06pa3oBaHWsi CrycTka KpOBWM BO3MOXHO MONyYEHME HEBEpHbIX pesyrnbTaToB aHanusa us-3a
Hanuuus dnbpuHa. ObpasLbl He AOMKHBI coaepaTb pUOPVH 1 Apyrve TBepAable YacTuLbl.

e He ncnonb3yiiTe reMonusnpoBaHHble 06pasLibl, a Takke 0bpasLpl, coaepxallme TBepable YacTuLbl Mnn BomnbLLOe KONMMYEeCTBO NMNUAOB NMBO AeMOHCTpUpYoLLe
npu3Haku MUKpobHoro 3arpsisHeHusi. MpoBepsiite Bce obpasupbl Ha NpeaMeT Hanuuus B HUX My3bipbKOB BO3AyXa W yaansiiTe ny3blpbku nepen nposedeHneM
aHanusa Ans nonyvyeHust onTUMarnbHbIX Pe3ynsTaToB.

® /136eraiiTe MOBTOPHOTO Pa3MOpaXxvBaHUS U 3aMopaxuBaHus obpasuos. LiMkn 3amMopo3ku-pasMoposkn o6pasLoB MOXHO MOBTOPSTb TONbko Tpu pasa. [Mocne
pas3mMopaxunBaHus o0bpasLibl AOMKHbI ObITh TLATENbHO NepeMeLLaHb.

e Ecnn nocne ueHTpudyrmposaHmsi npoba Mokpbinacb MUNUAHLIM CrOEM, ee criedyeT NepeHecTV B KIOBETY ANS aHanmaa WM [OMNOMHWUTENbHYI NpoBUpKY.
Heobxoanmo cneautb 3a Tem, Y4Tobbl NpU NepeHoce O4ULLEHHO NPo6bl MONeKynbl MMMUAOB HE NMONanu B KIOBETY U NPOBUpPKY.

® AHanums no6bix Npob (KOHTponen unm obpasLoB, B3ATLIX Y NALMEHTOB) AOMKeH ObiThb BBIMONHEH B Te4eHWe 3 YacoB nocne 3arpy3ku npobel B cuctemy MAGLUMI.
3a 6onee nogpobHoON MHMOPMaLMen o xpaHeHUn Npob B annapate obpalyaniTech B CEpBUCHBIN LEHTp komnaHum SNIBE.

o [locne oTAeneHns 3puTpoLMTOB, CTYCTKOB KPOBM UMW CenapupyoLLero rens npobbl MOXHO XpaHWTb A0 7 CyTOK npu Temnepatype ot 2 ao 8 °C.

® B 3aMOpPOXEHHOM COCTOSIHAM Npo6bl 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 peKOMeHAYyeTCst OTAeNnUTb 06paslbl OT cenapupyloLero rensi, SpUTPOLIMTOB WM CryCTKOB KpoBW. [Mpn TpaHCnopTupoBke o6pasLos
ynakoBka W MapKupoBKa [AOMMKHbl COOTBETCTBOBaTb TPebBOBaHWSIM HaUMOHaNbHbIX U MEXAYHAPOAHbIX HOPMAaTWBHBIX [OKYMEHTOB, perynupytoLm
TPaHCMOPTMPOBKY KIMHUYECKMX 06pa3LioB 1 MHMLMPOBaHHbIX BellecTB. O6pasLbl HeobXxoAMMO TPaHCNOPTMPOBATL B 3aMOPOXEHHOM COCTOSHUN.

o [Ins npoBeAeHVs OQHOrO aHanmn3a Ha aHTuTena knacca IgG k Sm-aHTureHy Tpebyetcsi npoba o6bemom 10 MKr.

NPEQYNPEXAEHMUA U MEPbI MPEOQOCTOPOXHOCTU 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 6esonacHocTn

o BHUMAHME! Vicnonb3oBaHune 3Toro npogykTa nogpa3yMeBaeT BbINOMHEHWE ONpeaerneHHbIX AeUCTBUA ¢ obpa3uaMu GUoNorMyeckux maTepuanoB 4YenoBeka.
PekomeHpyeTcs cumtath Bce Guonornyeckne matepuiansl YENOBEYECKOro NPOUCXOXAEHWSA NOTEHLMANbHbIMU UCTOYHUKaMKU MHADEKUUA 1 obpallatbCs ¢ HUMK B
cooTBeTCcTBUM € TpeGoBaHusMu pasgdena 29 Ceoga deaepanbHbix HopMaTuBHbIX aktoB CLUA (CFR), yacte 1910.1030 «Occupational exposure to bloodborne
pathogens» (KoHTakT c nepeaarolMMUCst C KPOBbIO MaTOreHHbIMM MUKpoOopraHuamMamu Ha pabodem MecTe). MNMpu obpalieHnn ¢ MHPUUMPOBAHHLIMA 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 Matepuarnbl, UCNOMb3yeMble AMS NPOBeAEHWst 9TOro aHanm3a, AOIKHbI CYMTaTLCS MOTEHLMANbHO MHAULIMPOBaHHLIMMN
maTepuanamu. VIx yTunusaums AormkHa oCcyLLeCTBRSTLCS B COOTBETCTBUM C NPaBUMaMu, YCTaHOBMEHHLIMU B KOHKPETHOM MEAWLIMHCKOM yYpexaeHun. YTunusaums
BCEX MaTepunarnoB AOSHKHA OCYLLECTBNATLCS ¢ cobniofeHneM Bcex Haanexalumx npoueayp n Mmep 6e3onacHoOCTV B COOTBETCTBUM C AENCTBYIOLLMMI HOPMATUBHbBIMU
TpeboBaHMsMU.

® OTOT NPOAYKT COAEPXUT asug, HaTpus. YTUNU3aLms CoaepXX1MOro 1 Bcex eMKOCTel AOIKHa OCYLLEeCTBNATLCA ¢ COBnoeHneM BCcex COOTBETCTBYIOLLUMX MECTHBbIX,
pervioHanbHbIX ¥ HaLMOHasbHbIX HOPMaTUBHbIX TPeBoBaHMIA.

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

Mepbl npeAOCTOPOXXHOCTN NpU paboTe ¢ peareHTamu

® He ncnonb3yiiTe KOMMNEKT peareHToB MO UCTEYEHUN CPOKa rOAHOCTU.

® KOMMOHEHTbI pa3HbiX KOMMIEKTOB peareHToB N 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.

® V/IHCTPYKLUMM MO PacTBOPEHWMI0 U CMELUMBAHWMIO MarHUTHbIX MWUKPOYacTWL, COAEepXaTcs B pasdenax AaHHOro NWUCTKa-BKMaablla, MOCBSILLEHHbIX MOAroToBke
MarHWTHbIX MUKPOYaCTUL, M NMOATOTOBKE PeaKTUBOB.

® Bo n3bexaHue 3arpsisHeHusi npu paboTe ¢ KOMNeKTamy peareHToB 1 npo6amu NCMonb3yiTe YNCTbIe nepyaTky.

o Co BpemMeHeM Mpu BbICbIXaHUW XWAKOCTW, NonasLuein Ha MembpaHy dnakoHa, obpasyeTtcs HaneT. O6bIYHO OH NpeAcTaBnsieT cobow KpMcTanmbl Conen n He BNUAET
Ha 3 EeKTUBHOCTb aHanusa.

o Nogpo6Hoe onuncaHne Mep NpeaoCTOPOXKHOCTH, KOTopble HeobxoamMmo cobnogaTte Npu AKCMyaTaumMn CUCTEMbI, COAEPXKUTCS B UHAOPMaLMK No obecnyxuBaHuio,
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 Te4YeHne KoToporo obpaseL, coxpaHseT CTabunbHOCTb, COCTaBnseET
6 Hegenb.

e XpaHeHue B annapare: MUHUManbHbIA CPOK, B TE4EHUe KOToporo obpaseL, coxpaHsieT CTabunbHOCTb, COCTaBNSAET 4 Hedenw.

o [1ns MakcMmanbHOro CoxpaHeHWsi CBOVCTB peareHToB nocre 3aBepLueHust paboyero AHS pekoMeHAyeTcsl MoMeLLaTb OTKPbITbIe KOMMMEKTbI B XONOAUIbHUK. Ecnn
KOHTPOMU HaxoAsATCs B Npeaenax AnanasoHa OXuAAeMblX 3HAYEHUIA, MOXHO MCMONb30BaTb KOMMMEKTbl peareHTOB MoCie BCKPbITUS YMakoBKWA UMK 3arpysku B
CMCTEMY MO UCTEYEHNN YCTAHOBINEHHbBIX CPOKOB.

® XpaHuTe peareHTbl B BEPTMKaNIbHOM MOMOXEHWN, YTOObI 0Bnerynts pecycneHanpoBaHne MarHUTHbIX MAKPOYacTuL,.

e He noagepraiiTe BO3OENCTBUIO NPSIMbIX COMHEYHBIX NMyYen.

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 [epeHecute pactBoOp C MUKpOYacTULaGMW B MPOBUPKY AN MarHUTHbIX MUKPOYAcTUL, W MOMECTUTE €e B aBTOMATUYECKUN XEeMWMIOMUHECLEHTHbIA
VMMYyHOMOrnyeckuin aHanusartop cepum MAGLUMI.

o [ocne Ncnonb30BaHNA KOMMIEKTbl peareHToB, BKIoYaloLme B cebs pacTBOPbI C MarHWTHBIMW MUKpPOYacTULamMu, creayeT XpaHuTb Npu Temnepatype ot 2 Ao 8 °C
B BEPTUKANbHOM MOMOXEHUN.

MNoarortoska peareHTOoB

e PecycneHavpoBaHne MarHUTHbIX MUKPOYACTUL, BbIMOMTHAETCA aBTOMATUYECKW MOCrie YCreLlHo 3arpy3ku KOMMIekTa peareHToB, YTo obecneyvBaer obpasoBaHue
NOSHOCTBIO FOMOTrEHHON B3BECK YacTUL, 0 UX UCMONb30BaHNS.

e [InA Haanexallero BbIMOMIHEHUS aHanu3oB HeoBXOAWMO CTPOro CrefoBaTb WHCTPYKLUMAM, W3MOXEHHbIM B PYKOBOACTBE MO 3KCMMyaTauuy aBTOMaTMYecKoro
XEMUIIOMUHECLIEHTHOTO MMMYHOSOrMYeckoro aHanusatopa cepum MAGLUMI. Kaxabii napameTtp uccnefosaHus onpegensercs ¢ nomoulbio RFID-metkn,
pPacrnonoXeHHOW Ha KOMMNMekTe peareHToB. [lOMonHWTeNnbHas WHMOPMAaUMst COAEPXWUTCA B WMHCTPYKUMAX MO 3KCMiyaTauum  aBTOMAaTU4eckoro
XEMUMOMUHECLIEHTHOrO MIMMYHOIOMMYecKoro aHanmaaTtopa cepun MAGLUMI.

PA3BEJEHUE

Mpo6bl, KOHUEHTPaLWs KOTOPbIX MPEeBbIlLAeT BEpPXHUMA Npeaen AuanasoHa M3MEpPeHWid, pa3BoasTCs aBTOMAaTMYECKM C MOMOLLbIO aHanusaTopa Wiu BpYyYHYHO.
PekomeHayeMoe cooTHoLWeHWe Ans pa3sedeHus npob c Mcrnonb3oBaHWeM pasbaBuTens Wnu CbiBOPOTKW/MNa3Mbl KPOBM YerioBeka, He copdepxallen aHTutena
knacca IgG k Sm-aHTureHy, cocrasnset 1:9.

Mocne pasBegeHWsl BPyYHyld YMHOXaWTe pe3ynbraT Ha KoadduumeHT pasBeaeHusi. Nocrne pasBedeHUs C MOMOLLbIO aHanu3atopa nporpammHoe obecnevyeHve
aHanusaTopa aBTOMaTUYECKU YYUTLIBAET pa3BeeHne Npu pacyeTe KOHLEHTpauum npobbl.

[ins BbINOMHEHWSI aBTOMaTUYECKOro pa3BefeHns HeobXoAMMO 3a4aTb COOTBETCTBYIOLLME HACTPOMKM C NMOMOLLbIO MOMb30BATENbCKOroO NporpaMMHoOro obecneveHus
aBTOMATUYECKOTO XEMUITIOMUHECLEHTHOTO UMMYHOMOrMYeckoro aHanusatopa cepun MAGLUMI. JononHutensHasi MHGOPMaLWs COQEPXKUTCS B MHCTPYKUMSIX MO
QKCMnyaTauum aBTOMaTUYECKOro XeMUNIOMUHECLIEHTHOTO MMMYHOIOrMYeckoro aHanmaatopa cepun MAGLUMI.

Xyk-adpchekt

Mpu ncnonb3oBaHWM aHanusa Ha aHTUTena knacca IgG k Sm-aHTuUreHy Ans Npo6, cogepXallux AaHHble aHTUTeNa B KOHLUeHTpauun fo 4 000 YE/mn, xyk-acpdpekT He
Habnioaancs.

OrPAHMYEHNMA

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

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

PesynkTaThl aHan“3oB BbipaXatloTcsl B KONUYECTBEHHOM BuAe. [narHo3 He oIkeH ObiTb OCHOBaH Ha pesyrnbTaTe O4HOrO aHann3a — pelleHne OOMKHO BbIHOCUTLCS
BPaAYOM C Y4ETOM BCEX UMEIOLLUXCS MEOULMHCKMX (KITMHUYECKMX) JaHHbIX.

PV NPUHSATAN pPeLLEHNI OTHOCUTENBHO NEYEHUs CreayeT YUnTbIBaTb BCE OBCTOATENBCTBA KOHKPETHOW CUTYyaLUK.

AHanu3s npob nauMeHToB, CoAepXaLLuX YeroBevecke aHTUMbILWMHbIE aHTuTena (HAMA), MoXeT AaBaTb NOXHO NOBLILLEHHBIE MW NOXHO NOHWKEHHbIE pe3ynbTaThl.
HecMmoTpsi Ha fo6GaBneHve BELECTB, HEATPanNU3YyOLWNX YenoBeyeckne aHTUMbILWLKHbIE aHTUTena (HAMA), oueHb BbiCOKasi KOHLEHTpaLMs 3TUX aHTUTEN B CbIBOPOTKE
KPOBM B HEKOTOPbIX CIlydasix MOXeT NOBNUSATL Ha pe3ynsTaTbl aHanmnsos.

PE3YIbTATbI

BbluncneHue pesynstaTtoB

AHanmaatop aBTOMaTU4YeCKU PacCHUTLIBAET 3HaYeHWe KOHLEeHTpauun aHTuTen knacca IgG k Sm-aHTureHy B kaxzow npobe ¢ MOMOLLbIO ABYXTOYEYHOW OCHOBHOW
KanMbpoBOYHOM KPUBOW, KOTOPasi CTPOUTCS B MpoLecce kanvbpoBku. Pesynbrathl BbipaxatoTtcs B YE/Mn. [lononHuTenbHas MHhopMaums CoaepXuTcs B MHCTPYKLMSAX
o aKcnnyatauny aBToMaTM4ecKkoro XeMUNioMMHECLLEHTHOrO UMMYHOMOrM4yeckoro aHanusatopa cepun MAGLUMI.

WHTepnpeTauus pesynbtaTtoB

OnTMmanbHOe NoporoBoe 3Ha4YeHWe Ans aHanuaa Ha aHTuTena knacca IgG k Sm-aHTureHy 6bino NonyYeHo nyTem nccnegoBaHns obpasLoBs, B3ATLIX Yy 88 nauneHToB
C NoATBEPXXAEHHON CUCTEMHON KpacHou BonyaHkon (CKB), 63 nauneHToB ¢ Apyriumu 3a6oneBaHusMu 1 253 npakTUYeCKu 340POBbIX NaLNEHTOB.

® 3HaveHns KOHLEeHTpaumn aHTuten knacca IgG k Sm-aHTureny <20,0 YE/mMn cnepgyeT cuntaTb oTpuuaTternbHbIM pes3ynsTaToM.

o 3HaveHust KOHUEeHTpaummn aHTuten knacca IgG k Sm-aHTureHy 220,0 YE/Mn cneayeT cuntaTtb NONOXUTENbHBIM Pe3ynbTaToM.

Pe3ynkraTthl, NonyYeHHble B pasHbix nabopaTopusix, MOryT oTnMYaThCs. OTU pasnmumns MoryT 6biTb 06YCNOBNEHbl UHAMBUAYANBHBIMU OCOGEHHOCTAMM NaLUEHTOB 1
ucnonb3yemMblMy MeTogamu aHanusa. MNpu HeobxoaMMocTH kaxaas nabopaTopusi JOMKHA YCTAHOBUTL CBOW pedpepeHCHbIN AnanasoH.

SKCIMNYATALUUOHHbIE XAPAKTEPUCTUKU

MNpeun3noHHoCTb

[MpeunsnoHHOCTb aHanuaa Ha aHTuTena knacca IgG k Sm-aHTureHy onpeaensnacb B COOTBETCTBUM C NpoLeAypoW, onucaHHow B npotokone EP5-A2 UHctutyTa
KIMHUYeCKUX 1 nabopatopHbix cTaHaapToB (CLSI). [1Ba KOHTPOMbHLIX MaTepuana u Tpu nyna obpasLoB CbIBOPOTKM KPOBY YeNoBeKa, COAepXallux aHanuT B pasHow
KOHLIEHTPaLMK, UCCIeAoBanuch B ABYX NapanmnenbHbIX He3aBUCUMbIX aHanmn3ax exeaHeBHO B TedeHne 20 aHew. PesyneraTtel B 0606LeHHOM BUae NpeacTaBneHsl B
Tabnuue Hmxe.

B npenenax cepun Mexay cepusimu Bcero
Mpoba C(rijeEA;“iﬁ_Ie) ?Naf%%';e CraHpapTHoe CraHpapTHoe CraHpapTHoe
- OTKINOHEHMne KB (%) OTKINOHEHMne KB (%) OTKINOHEHMne KB (%)
(SD) (YE/mn) (SD) (YE/mn) (SD) (YE/mn)
Myn o6pasuos
CBIBOPOTKM KpOBM 1 5,002 0,195 3,90 0,196 3,92 0,277 5,54
Myn obpa3uos
CHIBOPOTKY KDOBY 2 49,899 1,172 2,35 1,753 3,51 2,108 4,22
Myn obpasuos
CLIBOPOTKM KDOBM 3 200,270 3,677 1,84 4,336 2,17 5,686 2,84
KoHTponb 1 10,038 0,302 3,01 0,316 3,15 0,438 4,36
KoHTponb 2 99,907 2,171 2,17 1,400 1,40 2,583 2,59

Mpepen xonocToi Npo6bi (LoB)
Mpenen xonoctol Npobbl ANst aHanM3a Ha aHTuTena k Sm-aHtureHy coctasnsiet 0,500 YE/mn.

MNpenen o6HapyxeHus (LoD)
Mpenen o6HapyxeHuss Ans aHanu3a Ha aHTuTena knacca IlgG k Sm-aHTureHy coctasnsiet 1,00 YE/mn.

Mpepen konuyecTBeHHOro onpeaeneHus (LoQ)
OnpepensieTcsi Kak KOHLUEHTpauus aHTuTen knacca IgG k Sm-aHTureHy, kotopasi MoXeT 6biTb 3mepeHa ¢ KB 20 % Ans cepumn aHanu3os. MNpeaen Konu4ecTBeHHOro
onpeneneHusl 4ns aHanuaa Ha aHTuTena knacca IlgG k Sm-aHTureHy coctaensiet 1,50 YE/mn.

[Anana3oH usmepeHus
Ot 0,500 go 400 YE/mMn (onpepensieTca npeaenbHbIMU 3HAaYEeHUSIMU [ XONOCTON Npobbl M BEPXHUM MpenenioM OCHOBHOM KPWBOW). 3HauyeHus Hwke npegena
xonocTou npo6bl onpeaensitotcs kak <0,500 YE/mn. 3HaueHusi, NpeBblLLatoLLMe BepXHUA Npeaen AvanasoHa uamMmepeHui, onpeaenstotcs kak >400 YE/mn.

JInHeHOCTL

JIMHeHbIN ArMana3oH u3MepeHus Ans 3Toro aHanusa coctasnsiet ot 1,00 go 400 YE/mn Ha ocHoBaHMM UccrneaoBaHus!, BbINOMHEHHOrO B COOTBETCTBMM C MPOTOKONOM
EP6-A WHCcTUTyTa KnuHUYeckux v nabopaTopHbix cTaHgaptoB (CLSI). OeBAte npo6 ¢ 0OAMHAKOBBIM pacnpefeneHneM KOHUEHTpauun Obinu nomyyeHbl nyTem
CMeLLMBaHusi CbIBOPOTOYHOW Npobbl, cofepxallei aHtutena knacca IgG k Sm-aHTureHy B KoHueHTpauuu 440 YE/Mn, ¢ o6paslom CbiBOPOTKW, COAepXalium
aHTuTena knacca IgG k Sm-aHTureHy B koHueHTpauun 1,00 YE/mn. CpegHee 3HadeHne cteneHmn n3sneveHusi npobbl Bapbupoanock ot 90 go 110 %.

AHanuTuyeckas cneumuryHoOCTb

CneumnduyHoCTb aHanusa onpegensnacb nytem gobasneHust aHTuten knacca IgG k pubocomansHomy Genky P (400 YE/mn), komnnekcy nRNP/Sm (400 YE/mn),
aHTureHy Scl-70 (400 YE/mn), aHTureHy SS-A (400 YE/mn), aHtureHy SS-B (400 YE/mn), aHtureHy Jo-1 (400 YE/mn) n ueHtpomepam (400 YE/mn) k oBym o6pasuam
CbIBOPOTKU, coaepxalum aHtutena knacca IgG k Sm-aHTtureny B koHueHTpaummn 10,0 n 100 YE/mMn cooTBeTcTBEHHO. He 6bIno BbISBNEHO MHTEpdEpeHLmn.
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KnuHuyeckasn 4yBCTBUTENBLHOCTL

KnuHnyeckas 4yBCTBUTENbHOCTL Oonpefensnack Ans 77 o6pa3uoB, B3ATbIX Y MAUMEHTOB C MOATBEPXOEHHOW CUCTEMHOW KpacHow BondvaHkoun (CKB). PacyetHas

KINMHMYecKas YyBCTBUTENbHOCTb cocTaBuna 23,4 %.

AHnTuTena knacca IgG k Sm-aHtureny (XNANA)

Kateropus obpasLos
Kon-Bo

MonoxuTenbHbI

YyscTBUTENBHOCTD (%)

CucTeMHas kpacHasi BonyaHka 77

18

23,4

KnuHuyeckas cneumdunyHocTb

Knunnyeckas cneuudmyHocTb onpegensnacb ans 211 o6pasuos, B3sATbIX y NauneHToB 6e3 CKB, Bknovasi 59 naumeHToB ¢ Apyrumu 3aboneBaHvsMu (CMeLLaHHoe

3aboneBaHne coeaunHWUTENbHOW TkaHW, cuHapom Llerpena,

CUCTeMHaAa CcKrnepogepmua,

152 npakTnyeckn 340poBbIX NauMeHToB. PacyeTHas KnmHuyeckas cneunduyHocTb coctasmna 99,5 %.

nonMMMO3NT UNU  AepMaToOMMUO3NT, PEeBMaTONAHbLIN aprwr) n

AnTutena knacca IgG k Sm-anTureny (XINAA)
Kareropusi o6pasuoB
Kon-so OTpuuatenbHbIn CneumndnyHocTb (%)

O6pa3ubl, NONy4YeHHble Y NALUEHTOB C APYTMMU
3aboneBaHUsAMMU 59 58 98.3

O6pas3sLbl, MONy4YeHHbIE Y NPaKTUYECKM 3[00POBbLIX
NALMEHTOB 152 152 100
Bcero 211 210 99,5

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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[onyctumbli TemnepaTypHbIv AnanasoH
(Temneparypa xpaHeHus — ot 2 ao 8 °C)
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