130217014M: 100 TecTtoB
130617014M: 50 TecToB
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IgG k aHTUreny SS-B (XJITUA)

MAGLUMI

HA3HAYEHUE

[laHHbI KOMNNEKT peareHTOB NpeAHa3HaveH Ans NpoBedeHUs XeMUNIOMUHECLIEHTHOTO MMMYHOaHanu3a in Vvitro ¢ Lienbio KoNMM4YeCTBEHHOro onpeaeneHnst aHTuten
knacca IgG k aHtureHy SS-B (IgG k SS-B) B cbiBOpoTKE M Mnasme 4enoBeka C MOMOLLbIO aBTOMaTU4ECKOro XeMUMIOMWHECLIEHTHOrO WMMYHOMOrMYecKoro
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, obnafalwolmx pas3HoW CneundUYHOCTbIO W HamnpaBMeHHbIX NPOTUB aHTUIrEHOB,
NOKanu3yloLKXCs B KNETOYHbIX SApax. AHTUHYKNeapHble aHTUTeNna MOXHO NOAPa3AenuUTb Ha TPU TPYNMbl: aHTUTENa K aKCTparmpyembim saepHbIM aHTureHam (ENA),
aHTUTena K HeaKCcTparupyembiM SAEPHbIM aHTUIEHaM W aHTWTena K aHTUreHam LuTonnasmbl. AHTUHYKIeapHble aHTuTena npeAcTaBnsioT MHOTOYUCIEHHOE
CEeMeCTBO ayTOUMMYHHbIX aHTWUTeN, He obnagatowmx O?I'aHOCI'IeLMCbMHHOCTbEO 1 BUaocneumcmnyHOCTbI0. VX BbisiBNeHne urpaeT bonbluyio ponb B nabopatopHoii
[QVMArHoCTUMKE CUCTEMHBIX ayTOMMMYHHbIX 3aBoreBaHmii™ . CUCTEMHbIe ayTONMMYHHbIE 3a60NeBaHNs XapaKTepuUayIoTCs BLIPaBbOTKOM OPraHU3MOM aHTUHYKIeapHbIX
aHTuTen. AHTUHYKNeapHble aHTUTENa O4eHb YacTo MPUCYTCTBYIOT B OPraHU3ME MalUMEHTOB C CUCTEMHLIMU 8yTOUMMYHHbIMU 3a60MeBaHNsMM, TaKUMM Kak CUCTEMHas
kpacHasi Bon4aHka (CKB), cmelwwaHHoe 3aboneBaHune coep,MHMTeanom TkaHu (C3CT), cuHapom Lerpena (CLU), cuctemHas cknepogepmMusi (CC,El), nonumunosut (MM),
nepmatomunosnt (OM) n nepBuYHbIN GunuapHeiv uppos (MbBL)™ 4

Cungpom LerpeHa (CLLU) sBnsieTcs XpoHUYECKUM BOCNANUTENbHbIM ayTOMMMYHHbIM 3ab0neBaHeM, XapaKkTepusyloLnMcs HapylleHueMm paboTbl 3K30KPUHHbBIX
xenes. OCHOBHbIMU cuMNTOMaMu cuHapoma LllerpeHa sBnsoTCA CyxocTb rnas (kcepodTanbMus) U CyxoCTb NOMOCTU pTa (KCepoCTOMUS), BOHUKAIOLLME B pesyrnbraTe
NOpaXeHUs CMEe3HbIX U CMOHHBIX xene3. MoryT 6biTb Takke NopaxeHbl W Apyrue enesbl U OpraHbl, YTO NPUBOAUT K MOBPEXAEHUIO MHOXECTBEHHbIX CUCTEM
opraHuama. MepBuyHblii cuHapom LerpeHa siBnsietca 3aGoneBaHueM, pacnpocTpaHeHHbIM Mo Bcemy Mupy. CornacHo umetowmMcst AaHHbiM, B Kutae vactota
naHHoro 3aboneBaHusi Bapbupyetcs oT 0,3 go 0,7 %, a ero pacnpocTpaHEeHHOCTb Cpean NOXWUIOoro HaceneHusi coctaensieT 3—4 %. 3aboneBaHve 3ameTHO Yalle
BCTPEYAETCS Y XEHLUMH, YEM Y MYXUMH, — COOTHOLLEHME BOMbHbBIX XEHLMH U MYXUUH Bapbmp¥emﬂ ot 20:1 go 9:1. MNMepBuyHLIN cuHapom LllerpeHa B 0CHOBHOM
BO3HUWKaeT y B3pocnbix B Bo3pacTe oT 40 go 50 nert, ogHako Moxet BCTpeyaTbecs 1 y Aeteit CuctemMHasn kpacHas BonyaHka (CKB) ABNsSieTcs XpOHUYECKUM
BOCNanNUTENbHbLIM ayTOMMMYHHbIM 3a60rieBaHNeM, UMEIOLLIMM HECKOSbKO CTafauin pasBuTus n nopamarou.mlvl rnaBHbIM 06Pa30M COEANHUTENBHYIO TKaHb M PasfnyHble
cucteMbl opraHoB. OCHOBHbLIMMW KITMHUYECKUMU CUMNTOMAaMM U NMOKa3aTensMmn AaHHOro 3aboneBaHns SBNSIOTCA NOMOXUTENbHbIE Pe3ynbTaTbl CEPONOrM4ecknx TeCToB
Ha aHTuHykneapHble aHTutena (ANA) 1 MHOXeCTBEeHHble NopaXeHus opraHoB 1 cuctem. 3aboneBaemocTb CKB no Bcemy mupy coctasnsieT ot 4 o 25 cnyvaeB Ha
100 000 yenoBek. Yale Bcero gaHHoe 3aboneBaHne BcTpevaeTcsi B cTpaHax Adpuku n Asun. B Knutae 3aboneeaemocts CKB Bapbupyetcs oT 70 o 75 cnyvaeB Ha
100 000 yenosek. 3aboneBaHne B 4eCATb pa3 Yallle BCTPEYAETCS Y XKEHLUMH, YEM Y MY>XKUMH, U, KaK NPaBuno, pasBUBAETCS Y XKEHLLMH AeTOpPoAHOro Bo3pacta ™.
AHTUTENa K aHTUreHy SS-B ABNsOTCA cepornormyeckm Mapkepom nepsuyHoro cuHapoma LllerpeHa u yaue Bcero (B 40-95 % cnyyaes) o6HapyXvBalOTCH UMEHHO
npu HanuyMu faHHoro 3aboneBaHus. [laHHble aHTUTeNa Takke OGHapy)KVIBa}OTCﬂ npy Hanu4uM Apyrux ayToMMMYHHbIX 3ab6oneBaHWi, OCNIOXHEHHbBIX BTOPUYHbBIM
cuHgpomom LerpeHa, rmaeHeiM o6pa3om npu CKB (B 5-35 %cnyqaes) 0 Kak npaewno, aHTutena k aHtureHy SS-B y nauuerToB ¢ CLU BeipabaTbiBatoTcA BMecTe
aHTMTenamu Kk SS-A, Toraa Kak nocrnefgHue MoryT NpUCYTCTBOBaTb B OPraHvW3Me NauueHTa v Npu Hanmuum Opyrux ayTouMMYHHbIX 3abonesaHuii. Takum obpasom,
aHTUTEna K aHTureHy SS-B obnaparoT Gonbluen cneuncryHOCTbIo, YeM aHTuTena k SS-A, npu avarHoctuke CLU. AHTuTena k aHTureHy SS-A n SS-B aBnstotcs
Havnbonee pacnpoCTpaHEeHHbIMU CeposiormyeckuMn Mapkepamu ans auarHoctuku CLU, a nonoxuTtenbHble pesynbraTbl TakMX TECTOB CYMTAOTCS OOHUM U3
[OMarHoCTUYeckux kputepueB 3aboneBaHusi. AHTUreH SS-B npeactaBnsieT coboit choconpoTenH ¢ MorekynsipHol maccol 48 kla, nony4mBlwMiA Ha3BaHve La,
KOTOPBIV rMaBHbIM 06pa3oM MokanuayeTcs B KNeTouHbIx sapax. PocdonporenH La coctomt 13 408 ammHokmcnot. OCHOBHbIMM annTonamu aHTureHa SS-B cumtatotcst
Tpn obnactm — 1-107, 111-242 un 346-408 aMVHOKUCMOTHbIE ocrarku, B bonbluMHCTBE cnyvaeB La BbicTynaeT B KayecTBe (hakTopa TpaHCKpunIuuu Ans
PHK-nonumepasasi |il, a Takke UrpaeT BaxHyto porb B TpaHckpunumm PHK™

NPUHLUWUN NPOBEOEHNA AHAJTU3A

AHanus Ha aHTUTena knacca IgG k aHTureHy SS-B npefcraBnser co6oi HenpsMON XeMUMIOMUHECLIEHTHBIA UMMYHOaHanms.

Mpoba (nnMbo, B COOTBETCTBYIOLIMX Cryyasix, kanubpatop MNM KOHTPOINb), Oydep W MarHUTHble MUKPOYaCTMLbI, MOKPbITble aHTUreHom SS-B, TwatensHo
nepemMeLLVBaloTCs U MHKYBUpytoTca npu Temnepatype 37 °C ans hopMMpoBaHnst UMMYHHbIX KOMMNeKcoB. MNocne nHkybaumy BellecTBa, CBA3aHHbIE C MarHUTHBIMU
MUKpOYacTULaMU, YAEPXMBAIOTCH B MarHUTHOM More, a HeCBsi3aHHble BELLeCTBa BbIMbIBAOTCSA NPY BbIMOMHEHUW LKA NPOMbIBKW. 3aTeM 406aBnstoTCsA MbllMHbIE
MOHOKMOHanbHble aHTutena k IgG Yenoseka, MeyeHble amMHOBYTMN-aTUN-M3ontoMuHonom (ABEI), n nHky6upytoTca Ans hopMUpOBaHUS CIHABWY-KOMMMEKCOB.
Mocne ocaxaeHWs YacTuL, B MarHUTHOM Nosie HafocaAouHas XUAKOCTb UMbTPYeTCs, a 3aTeM BbINOMHAETCH eLle OAMH LMK NPpoMbIBKK. [Nocne aToro gobaensioTes
CTapToBble peareHTbl 1 M2 Ana Hayana XeMWunioMUHEeCLEHTHOW peakuun. CBETOBOW cWUrHanm M3MepsieTcs B TeyeHue 3 CeKyHA B OTHOCMUTENbHbIX CBETOBbIX
eanHuuax (OCE) npu nomowmn dotoymHoxmtens. MonyyeHHoe konuvectso OCE nponopumoHanbHo KOHLeHTpauuy aHTuTen knacca IgG k aHTureHy SS-B B npoGe
(nn6o, B COOTBETCTBYIOLLIMX CyYasix, B kanubpatope unu KoHTpone).

COCTAB KOMIMJIEKTA

Bxoasiwe B KOMNNekT MaTepuanbl

100 TectoB 50 TecToB
KoMnoHeHTbI CocraB (Homep no karanory: (Homep no karanory:
130217014M) 130617014M)
MarHuTHble MUKPOYacTULbl, NOKPbITbIE aHTUreHom SS-B; B
ﬂ:?ﬁﬁ::f:zgﬁazz:ﬁuuu 6ydepe, cofepxaliem Gblunin CbIBOPOTOYHbIN 1 donakoH 1 chnakoH
P anbbymuH (BCA) v asug HaTpus (NaNs) (<0,1 %)
Bydep Ansa MarHMTHbIX
MUKpOMacTULy Copepxut BCA 1 NaNj3; (<0,1 %) 2,8 mMn 2,8 mMn
KanubpaTtop Hu3kom CopepxuT aHTuTENa knacca IgG k aHTureHy SS-B B HU3koMN 1.0 mMn 1.0 mMn
KOHLeHTpauuu KoHueHTpauun, BCA 1 NaNj (<0,1 %) ' '
Kanu6paTop Bbicokon CopepxuT aHTuTena knacca IgG k aHTureHy SS-B B 1.0 mn 1.0 Mn
KOHLIeHTpauum BbICOKOM koHLeHTpauun, BCA n NaNj3 (<0,1 %) ! ’
Bydep CopepxuT BCA 1 NaN3; (<0,1 %) 18,5 mn 10,0 mn
MbIlWWHbIE MOHOKNOHanbHble aHTUTena Kk IgG venoseka,
MoHoknoHanbHble aHTUTENa, MeyeHble  aMuHOBYTUN-aTUn-u3oniomuHonom (ABEI);, B 235 mn 12.5 mn
MeueHble ABEI bydepe, copepxallem Obl4WIA CbIBOPOTOYHbIA anbbymuH ! '
(BCA) v a3ng HaTpus (NaNs) (<0,1 %)
Pas6aBuTtennb Copepxut BCA 1 NaNj3; (<0,1 %) 25,0 mn 15,0 mn
CopepxuT aHTuTena knacca IgG k aHTureHy SS-B B HU3kom
Kontponk 1 KoHueHTpauun, BCA 1 NaN;3; (<0,1 %) 1,0 mn 1,0 mn
CopepxuT aHTMTena knacca IgG k aHTureHy SS-B B
KonTpons 2 BbICOKOMN KoHUeHTpaumun, BCA n NaN; (<0,1 %) 10 wmn 10 wmn

MarHuTHbIE YacTWLpbl MOCTABNSIOTCA B NMOMUIU3MPOBAHHOM COCTOSIHUM, M M3 3TOro nuodunmsata HeobxoAMMO MPUrOTOBUTL PacTBop, ucrnonb3ays Bydep ans
MarHuTHbIX MUKpoYacTuL, (CM. pasgen «IoaroToBka MarHUTHBIX MUKPOYACTULL»).

Heo6xoanMble AononHUTENbHbIE NPUHAANEXHOCTU, He BXoAALME B KOMMNIEKT NOCTaBKN
Ananuszartopbl cepun MAGLUMI:

PeakuvoHHbI Moaynb Homep no karanory: 630003

CrapToBble peareHTbl 1 1 2 Homep no karanory: 130299004M

[MPOMbIBOYHBI KOHLIEHTpaT Homep no karanory: 130299005M

PacTtBop onsa npoeepku CBETOBOro curHana Homep no karanory: 130299006M

[ononHuTenbHble MPUYHAANEXHOCTN 3akasbiBalTcs y komnaHum Shenzhen New Industries Biomedical Engineering Co., Ltd (SNIBE) vnu ee odwuumanbHbix
npeacTaBuTenen.

147 Anti-SS-B 19G-ru, V1.1, 2018-09 1/4



KAITUBPOBKA

ObecneveHne OTCNEXMBAEMOCTU: JaHHbI aHanu3 6bin CTaHAapTU30BaH OTHOCUTENbHO BHYTPEHHEro pedepeHcHoro ctaHgapta komnanum SNIBE.

MpoBepka kanubpaTopoB Ansi onpedeneHHbIX aHanu3oB MO3BONsieT nonyynTb 3HaveHne OCE ans KOppeKTUPOBKW 3aJaHHON OCHOBHOW KpWBOW. PesynbraTthbl
onpeaensioTcsi C MOMOLLbIO KannbpOBOYHOW KPUBOW, KOTOpasi BbICTPauBaeTCs B MPOLECCe [ABYXTOYEYHOW KanubpoBKM, M OCHOBHOWM KanMbpOBOYHOW KPUBOM
(10 kanMbpoBOK), CYUTAHHON C METKM ANs paaMo4acToTHOW naeHTudunkaummn peareHta (RFID-metka).

MoBTOpPHYO KanMBpPOBKY pekoMeHAYyeTCS MPOBOAUTL B CMEAYIOLLMX Cryyasix:

o [lepe Ha4anom 1cnonb3oBaHWs HOBOW NapTUM (peareHToB AN aHanusa unn CTapToBbIX PeareHToB).

e Kaxxayto Hegento n/vunu nepeq, Ha4anom MCnonb3oBaHWs HOBOTO KOMMEKTa peareHToB (pekoMeHayeTCs).

e [locne nposeeHUs Heobxoanmoro o6ecnyXMBaHUsA CUCTEMbI.

® [Ipu BbIXOAEe KOHTPOMEN 3a pamMKn YCTAHOBINEHHOTO AvanasoHa oXuaaemblX 3Ha4YEHWIA.

KOHTPOJ1b KAYECTBA

MepuoanyHocTb NpoBeAeHUs npoLieayp KOHTPOMS Ka4yecTBa YCTaHOBNEeHa HOPMAaTVBHBLIMW akTaMu UNW akkpeauTaLMOHHbIMK TpeGoBaHMsaMM.

BHYTpeHHWiA KOHTPONb kavecTBa NpeaHa3HayeH Tonbko Ans cucteMm MAGLUMI. VIHCTpyKUMM MO NPUMEHEHMIO W LieneBble 3Ha4YeHWst CoaepXaTtcsl B JOKyMeHTe co
ceedeHUsIMU O KOHMpoOJle Kayecmea XeMUJSIIOMUHEeCUEeHMHO20 UMMYHoJslocu4yecko2o aHanusa (XJIMA) Ha codepxaHue awmumen knaccalgG k
aHmuzeHy SS-B. Npu nHTepnpeTaumnn peaynsTaTtoB Nofb3oBaTterb JOMKEH OPUEHTUPOBATLCS HAa COBCTBEHHbIE CTaHAapThl U 3HAHUS.

MoapobHas MHdopMaumna O BBOAE 3HAYEHWUI NS KOHTPONA KayecTBa COAEPXKUTCS B MHCTPYKUMSX MO SKCMnyaTauum aBTOMAaTU4YeCcKOro XeMUMiOMUHECLLEHTHOro
MMMYHOMorn4eckoro aHanusatopa cepun MAGLUMI.

[insi KOHTPONs paboTbl CUCTEMBI U MOCTPOEHUS AnarpamMmm TPeHA0B HEOOXOAMMO UCMOb30BaTh MMEIOLLIMECS Ha PbiHKe MaTepuaribl 41st KOHTPOns kadecTsa. MNpasuna
obpalleHns ¢ npobamu Ans KOHTPOMSA KavyecTBa aHamnorMyHbl npaBunam, YCTaHOBMEHHbIM Ans nNpob nauueHToB. CuyuTaetcsi, 4To cuctema YHKUMOHMpYeT
YAOBMNETBOPUTENbBHO, €CNN MoSyYaeMble 3HaYeHUs! KOHLIGHTPaLUM aHanuTa HaxoAsTcst B npedenax AonyCTUMOrO KOHTPONbHOMO Ananas3oHa, yCTaHOBMEeHHOro Anst
CUCTEMBI, UNW B Mpefenax AvanasoHa, YCTaHOBIIEHHOTO KOHKPETHOW nabopatopueil B COOTBETCTBUM C HaAnexallend BHYTPEHHel CXeMOW KOHTPOMsi KavecTsa.
PeaynbraThl npoueayp KOHTPOMs kavyecTBa, BbIXOAsILME 3a npedenbl AnanasoHa oXuaaeMbliX 3HaYEHWd UNn AnanasoHa U3MEpeHUsi, YCTaHOBIIEHHOMO KOHKPETHO
nabopaTopuei, He BKMOYaloTCs B OTYET. BbinonHuTe cnegytowue AeicTBus:

® Y6eauTech, YTO HE UCTEK CPOK FOAHOCTU MaTepuaros.

e Y6eauTech, YTO BbINOMHANOCL HEOBXOANMOE TeXHUYeckoe obenyxmBaHme.

® Y6eauTech, YTo aHanu3 6bin BbINOMHEH B COOTBETCTBIN CO BCEMU MHCTPYKLIMAMMU.

® BbiNonH1Te aHanua NoBTOPHO, UCMOSb3ysA CBEXMWe Npobbl Ans KOHTPONSA KayecTsa.

® [pn Heo6XxoAMMOCTN 06paTUTECh 3@ MOMOLLIbIO B MECTHYIO CIyX0Y TEXHUYECKOW NOAAEPXKKM UK K opuLMansHOMY AUCTPUGHIOTOPY KOMMaHUK.

3ABOP N NOArOTOBKA OBPA3LIOB

o [Ina NnpoBeAeHVst AaHHOTO aHanm3a pekoMeHAyeTCs UCMONb30BaTh NPOBEPeHHbIe CTaHAaPTHbIE NPOGUPKK Ans 06pa3LoB U NPoBUPKK C pasaenuTenbHbIM renem
(ans obpasLoB CbIBOPOTKM KPOBM) NGO Npobupku ¢ aHTukoarynsaHtom SATA-2K unu HaTpuii-renapuHom (Ans obpasuoB nnasmbl). 3abop KpoBW BbINOMHSAETCA
acenTn4ecku ¢ cobnogeHnem yHmBepcanbHbiX Mep NpeaoCTOPOXHOCTU MPY BEHEMYHKLMM.

® LleHTpudyrmpoBaHne obpa3sLioB BbIMOMHSETCS TONMbKO Mocne 3aBeplueHns obpasoBaHus crycTka kpoBu B npobupke. HekoTopble obpasiibl CbIBOPOTKM KPOBM,
0COBEHHO B35iTble Y NaLMEHTOB, MOMYyYatoLLMX aHTUKOArynsHTHYO UM TPOMGONIMTUYECKYIO Tepanuio, MOryT AEMOHCTPUPOBATL NOBbILLEHHOE BPEMSI CBEPTLIBAHWS.

® [Tpyn BbINOMHEHUN LeHTpUdyrMpoBaHus o6pasLoB A0 3aBeplueHUs obpa3oBaHWst CrycTka KPOBWM BO3MOXHO MONyYeHWe HeBepHbIX pesynbTaToB aHanusa us-3a

Hanuuus dnbpuHa. ObpasLibl He AOMKHBI coaepaTb pUOPVH 1 Apyrie TBepAable YacTuLbl.

He ncnonbayiite remonmanpoBaHHble 06pasLbl, a Takke obpasLibl, coaepxallve TBepable YacTulbl Unu 6onblioe KOMMYEeCTBO NMUNMAOB NGO AEMOHCTPUPYIOLLME

NpusHakn MUKpobHoro 3arpsisaHeHus. NpoeepsiTe Bce obpasuibl Ha NMPeAMET HanMuns B HUX My3blPbKOB BO3AyXa W yAansiTe Nysbipbkv nepen npoBedeHVeM

aHanusa Ans nonyvyeHnst onTUMarnbHbIX PesynsTaToB.

M3beraiiTe NOBTOPHOro pasMopaxuvBaHWUs W 3aMopaxuBaHus o6pasuoB. Liukn 3aMoposku-pa3mMoposku o6pasLioB MOXHO MOBTOPSATbL TONMbkO Tpu pasa. lNMocne

pas3mMopaxunBaHus obpasLibl AOMKHbI ObITh TLATENbHO NepeMeLLaHb.

Ecnn nocne ueHTpudyrnpoBaHus npoba nokpbinack NWNUMAHBIM COEM, ee CreayeT MepeHecT B KIOBETY ANt aHanu3a UM [OMOMHUTENbHYI0 MPOGMpKy.

Heobxoavmo cneauts 3a TeM, YTOObI NpK NepeHoce OYMLLEHHON NPOObI MOMEKYIbl NMUNWAOB He Nonanu B KIOBETY UMK NPOBUPKY.

AHanu3 nobbix Npob (KoHTponen nnu o6pasLoB, B3ATbIX Yy NALMEHTOB) AOMKEH ObiTb BbIMOMHEH B Te4eHUe 3 yacoB nocne 3arpy3ku npobbl B cuctemy MAGLUMI.

3a Gonee noapobHol MHdopMaLmelt 0 XxpaHeHUn Npob B annapaTe obpallanTecs B CepBUCHbIN LeHTp komnaHum SNIBE.

Mocne oTAeneHns apuMTPOLMTOB, CryCTKOB KPOBM MW CenapupytoLLero renst npobbl MOXHO XpaHUTb [0 7 CyTOK Npu Temnepatype ot 2 Ao 8 °C.

B 3aMopoxeHHOM COCTOSiHMM NpPobbl MOXHO XpaHuTb A0 3 MecsiueB npu Temnepartype -20 °C unu Hwke. MNocne xpaHeHWst NpoObl HEOBXOAMMO TLLATENbHO

nepemMellaTb Nepea MCnonb3oBaHWeM (C MOMOLLIbIO BOPTeKca).

Mepea TpaHCMOPTUPOBKOW pekOMeHAyeTcs oTAenuTb obpasLibl OT cenapupyloLLero rensi, dpUTPOLIMTOB UIM CrycTKOB KpoBu. [pu TpaHcnopTMpoBke 06pasLios

ynakoBka W MapKupoBKa [AOMMKHbl COOTBETCTBOBaTb TPebGOBaHWSIM HaUMOHaNbHbIX W MEXAYHAPOAHbIX HOPMAaTWMBHBIX [OKYMEHTOB, perynupytoLm

TPaHCMOPTUPOBKY KIMHUYECKMX 06pa3LioB U MHULMPOBaHHbIX BellecTB. OBpasLbl He06X0AMMO TPaHCNOPTUPOBATL B 3aMOPOXKEHHOM COCTOSIHUN.

o [1ns npoBeAeHVs OQHOro aHanmnsa Ha aHTuTena knacca IgG k aHtureHy SS-B Tpebyetca npoba o6bemom 10 mkn.

NPEQYNPEXAEHUA U MEPbI MPEOQOCTOPOXHOCTU ANA NONb30OBATENEN

[

o [1ns AMarHoCTUKM in vitro.

e CrieflyiiTe BCeM WHCTPYKUMSIM Ha BKnafbllle BHYTPW ynakoBku. [Mpu HecobniogeHun mioBbiX WHCTPYKUMA Ha NUCTKe-BKNafbille TOYHOCTb U HaAeXHOCTb
pesynbTaToB aHanu3a Henb3as rapaHTMpoBaTh.

Mepb! no o6ecneyeHuto 6ezonacHocTn

o BHUMAHME! Vicnonb3oBaHune 3Toro npogykTa nogpasyMeBaeT BbINOMHEHWE ONpeAerneHHbIX AeUCTBUIA ¢ obpa3uaMu GUonorMyeckux maTepuanoB 4YenoBeka.
PekomeHayeTcs cuntath Bce Guonornyeckne matepuarbl YENOBEYECKOTO MPOUCXOXAEHUS NOTEHLMANbHBIMU UCTOYHUKaMU MHADEKLMIA 1 obpallaTbCsl ¢ HAMU B
COOTBETCTBUM C TpeboBaHusiMu pasfena 29 Ceoga denepanbHbix HopMaTuBHbix aktoB CLUA (CFR), yacte 1910.1030 «Occupational exposure to bloodborne
pathogens» (KoHTakT c nepeaaroLMMUCst C KPOBbIO MaTOreHHbIMM MUKpOOopraHuamMamu Ha pabodem MecTe). MNpu obpalieHnn ¢ MHPUUMPOBAHHLIMA UK
noTeHUManbHO MHAULMPOBaHHLIMKW MaTepuanamu Heobxogumo cobniogatb Mepbl Mo obecneveHnto 2-ro ypoBHs Guonoruyeckoit 6esonacHocT unu apyrue
aHanornyHble npoueaypbl No obecneveHnto 6e3onacHoOCTy.

e Bce npoGbl, Guonoruyeckme peareHTbl U Matepuarnsl, UCMOMNb3yeMble AfA NPOBEAEeHUs 3TOro aHanusa, [OIKHbl CYUTATbCs MOTEHLManbHO MHULMPOBAHHBIMU
matepuanamu. VX yTunusaums AormkHa oCyLLEeCTBMSATLCS B COOTBETCTBUM C NPaBUaMu, YyCTaHOBMEHHBIMU B KOHKPETHOM MEAMLIMHCKOM YYpexaeHun. YTunusaums
BCEX MaTepnarnoB AOSHKHA OCYLLECTBATLCS C cobniofeHneM Bcex Haanexalumx npoueayp n Mmep 6e3onacHoOCTV B COOTBETCTBUM C AENCTBYIOLLMMI HOPMATUBHbBIMU
TpeboBaHMAMU.

® OTOT NPOAYKT COAEPXMUT a3nf HaTpusi. YTUnmaauus CoOAepXXMMOro 1 BCEX eMKOCTEN AOMKHa OCYyLLECTBSTLCS C CObnogeHneM Bcex COOTBETCTBYIOLLMX MECTHBIX,
permoHanbHbIX U HaLMOHabHbIX HOPMaTUBHbLIX TPEGOBaHUIA.

o Heobxogmmas nHbopmaums cogepxuTcsa B nacnoptax 6e3onacHocTy, KOTopble NPeAoCTaBAOTCSA MO 3anpocy.

Mepb! NpeaocTOpOXHOCTU NpK paboTe ¢ peareHTaMn

® He ncrnonb3yiiTe KOMMNEKT peareHToB MO UCTEYEHUN CPOKa rOAHOCTU.

® KOMMOHEHTbI pa3HbiX KOMMIEKTOB peareHToB N peareHTbl U3 pasHblX NapTuii He SIBNSIOTCA B3aMMO3aMeHSeMbIMU.

o Nepen nepBoii 3arpy3koi KOMMMEKTa peareHToB B CUCTEMY HEOOXOAMMO MPUroTOBUTL PacTBOP U3 Nuodunmaarta, CoAepXallero MarHUTHble MUKpoYacTuLbl, U
nepemeLuath €ro Ans pecycrneHaMpoBaHns MarHUTHBIX MUKPOYaCTHL.

® VIHCTPYKUMU MO PacTBOPEHWMIO U CMELUMBAHMIO MarHUTHbIX MMUKPOYacTWL, COAepXaTcs B pasfdenax AaHHOro NucTKa-BKMnaablla, MOCBSILLEHHbIX MOAroToBKe
MarHWTHbIX MUKPOYaCTUL, M NMOATOTOBKE PeaKTUBOB.

® Bo n3bexaHue 3arpsisHeHusi npu paboTe ¢ KOMNeKTaMu peareHToB 1 Nnpobamu NCMosb3yinTe YACTbIE NepyaTku.

o Co BpemeHeM Mpu BbICbIXaHUW XUAKOCTU, NonasLuei Ha membpaHy dnakoHa, obpasyeTtcst HaneT. O6bIYHO OH NpeacTaBnsAeT cobon KpucTansbl Conen u He BNMAET
Ha 3 HEeKTMBHOCTL aHanuaa.

o Nogpo6Hoe onuncaHne Mep NpeaoCTOPOXHOCTH, KOTOopble HeobxoaMmo cobnogate Npu AKCMNyaTauum CUCTEMBI, COAEPXUTCS B MHGOPMaLMK No oB6CnyxuBaHuo,
npenoctasnsemon komnanuen SNIBE.

ycnoBua XPAHEHUA N CTABUJIbHOCTb

o [0 BCKPbITMSI yNakoBKW: XpaHUTb Npu Temnepatype oT 2 Ao 8 °C fo ucTe4eHns Cpoka rogHoCTH.

e [locne BCKPbITUA YNakoBKW XpaHWTb npu Temnepatype oT 2 ao 8 °C: MMHMManbHbIA CPOK, B Te4eHne KoToporo obpasel, coxpaHseT CTabunbHOCTb, COCTaBnseT
6 Hegenb.

e XpaHeHue B annapare: MUHUManbHbIA CPOK, B TEYEHNE KOTOPOro obpaseL, CoxpaHseT cTabunbHOCTb, COCTaBNAET 4 Hegenu.

o [1ns MakcMmanbHOro CoxpaHeHusi CBOVWCTB peareHToB Mnocre 3aBepLueHust paboyero AHS pekoMeHAyeTcsl MoMeLLaTb OTKPbITbIE KOMMMEKTbI B XONOoAUNbHUK. Ecnn
KOHTPOMU HaxoAsATCs B Npeaenax AnanasoHa OXuAAeMblX 3HAYEHUA, MOXHO WCMONb30BaTb KOMMMEKTbl peareHTOB MOoCne BCKPbITUS YNakoBKU WNW 3arpysku B
cMCTeMY MO UCTEYEHUN YCTAHOBIEHHbBIX CPOKOB.

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

e He noagepraiitTe BO30ENCTBUIO MNPSIMbIX COMHEYHBIX NMy4en.
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NPOLIEOYPA AHANU3A

MNoaroToBka MarHUTHBLIX MUKpOYacTUL,

® MarHuTHble MUKPOYaCTMLbl MOCTABASIOTCS B IMOMUIN3NPOBAHHOM COCTOSAHUN. Heo6xoaMMo OCTOPOXHO BCKPbITh (OMakoH ¢ NMOGUNN3NPOBAHHBIMU MArHUTHBIMU
MUKpO4aCcTULLIAMU 1 NPUrOTOBUTL PacTBOP, NCNOMb3ysa Bydep ANa MarHUTHLIX MAKPOYACTHL,.

o BblaepuTe NpuroToBnNEHHbIV PacTBOP C MarHUTHbIMU MUKpodacTuuamm B TedeHne 10-15 MuHyT.

o OcTOpOXHO B36oNTalTe ONakoH KPyroBbIMU ABMXEHUAMU ANs obecneveHns roMOreHHOCT! nuodunmaara. He pekoMeHayeTcs CUMbHO BCTPAXMBaTb (priakoH BO
n3bexxaHne o6pa3oBaHNsA NeHbl.

® [lepeHecuTe pacTBOp C MuUKpoyacTMLaMU B NPoBUPKY ANA MarHUTHbIX MWKPOYacTUL, WM MOMEecTUTe ee B aBTOMATWUYECKUA XEeMWUMIOMUHECLIEHTHbI
VMMYyHONOrnyeckuin aHanusartop cepum MAGLUMI.

o [locne “cnonb3oBaHNA KOMMIEKTbl peareHToB, BKIOYaloLme B cebs pacTBOPbI C MarHUTHBIMM MUKpoYacTULamMu, criedyeT XpaHuTb Npu Temnepatype ot 2 Ao 8 °C
B BEPTUKANbHOM MOMIOXEHUN.

MNoaroTtoBka peareHTOB

® PecycneHavpoBaHne MarHUTHbIX MUKPOYACTUL, BbIMOMTHAETCA aBTOMATMYECKW MOCre YCreLlHo 3arpy3ku KoOMrekTa peareHToB, YTo obecnevvBaer obpasosBaHue
NOMHOCTbLIO FOMOTrEHHON B3BECU YacTUL, A0 MX UCMONb30BaHMSA.

o [Ins Hagnexallero BbIMOMHEHUS aHanu3oB HeobXOAMMO CTPOro crefoBaTb WHCTPYKUMSM, U3MNOXEHHbIM B PYKOBOACTBE MO 9KCMMyaTauMu aBTOMAaTM4eCcKoro
XEMUITIOMUHECLIEHTHOTO MMMYHOSOrMYeckoro aHanusatopa cepum MAGLUMI. Kaxabii napameTp uccnefosaHus onpegensietcss ¢ nomolybto RFID-meTkn,
pacrnonoXeHHOW Ha KOMMNMekTe peareHToB. [lononHuWTenbHas WHMOPMaUMs COOEePXWUTCA B MHCTPYKUMAX MO 3KChnyaTauuum  aBTOMaTu4eckoro
XEMUMOMUHECLIEHTHOrO MMMYHOIOrMYeCcKoro aHanmaaTtopa cepun MAGLUMI.

PA3BELNEHUE

Mpo6bl, KOHUEHTPaLWs KOTOPbIX MPEeBbILAET BEPXHUIA Npeaen AuanasoHa M3MepeHuid, pas3BoAsTCs aBTOMAaTMYECKM C MOMOLLbIO aHanusaTopa Uiu BpyYHYHO.
PekomeHnyeMoe cooTHoLWeHWe Ans pa3sedeHus npob C Mcronb3oBaHWeM pasbaBuTens Wnu CbiBOPOTKW/MNa3Mbl KPOBW YerioBeka, He copepxallen aHTutena
knacca IgG k aHTureHy SS-B, cocrasnsiet 1:9.

Mocne pasBegeHWsl BpyYHyld YMHOXaWTe pesynbraT Ha KoadduumeHT pasBegeHusi. MNocrne pasBedeHUs C MOMOLLbIO aHanusatopa nporpammHoe obecnevyeHve
aHanusaTopa aBTOMaTUYECKWN YUUTbIBAET pa3BedeHne Npu pacyeTe KOHLeHTpauum npobbl.

[N BbINOMHEHWSI aBTOMaTUYECKOro pa3BefeHnst HeobX0AMMO 3a4aTb COOTBETCTBYIOLLME HACTPOMKM C NMOMOLLbIO MOMb30BaTENbCKOrO NporpaMMHOro obecneveHus
aBTOMATUYECKOTO XEMUITIOMUHECLEHTHOTO MMMYHOMOrMYeckoro aHanusatopa cepun MAGLUMI. JononHutensHas MHGOPMaLWs COOEPXUTCS B UHCTPYKLMSIX MO
3KCMnyaTauum aBTOMaTUYECKOro XeMUNIOMUHECLIEHTHOTO MMMYHOIOTMYeckoro aHanmaartopa cepun MAGLUMI.

Xyk-adpchekt

Mpu ncnonb3oBaHUM aHanu3a Ha aHTuTena knacca IgG k aHTureHy SS-B ans npo6, cogepxallux AaHHble aHTUTena B KoHUeHTpauun go 4 000 YE/mn, xyk-addekT
He Habnogancs.

OMPAHUYEHUA

[ina nonyyYeHnst [OCTOBEPHbIX Pe3ynsTaToB aHanu3bl JOIKHbLI NPOBOAUTLCS KBANMUMULIMPOBAHHBIMU CNeLpancTamm B TOHHOM COOTBETCTBUM C UHCTPYKLIUSIMMU.
3apaxeHue GakTepusmMM UNM TEPMOUHAKTUBALIS NPOG MOXET MOBMNUATL HA PE3YNbTaThl aHANU30B.

PeayneraThl aHanusa, HaxoAsiluMecs B npefdenax AuvanasoHa oXugaeMblX 3HAYEHUN, HE UCKIIYaloT BEPOSITHOCTM Hanmuuusi 3abornesaHusi, No3ToMy UX criegyet
VHTEPNPETMPOBATL C YY4ETOM O6LLE KNMHUYECKOW KapTyHbl U pe3ynsTaToB ApYrMX AUarHOCTUHECKUX NpoLeayp.

PeaynsraThl aHan“3oB BbipaXaroTcsl B KONMMYECTBEHHOM BuAe. [lnarHo3 He AoMmKkeH ObiTb OCHOBaH Ha pe3yrTaTe OAHOro aHanu3a — pelleHne AOIMKHO BbIHOCUTLCS
BPaYOM C YHETOM BCEX UMEIOLLMUXCH MEANLIMHCKUX (KITMHUYECKUX) AaHHBIX.

MpW NPUHATAN PELLEHNIA OTHOCUTENBHO NEYEHUs CNIEAYET yUUTLIBATL BCe 0GCTOATENLCTBA KOHKPETHOM CUTYaLIMN.

AHanua npob nauMeHToB, coaepXallx YeroBeyeckue aHTUMbILMHbIE aHTuTena (HAMA), MoXeT AaBaTb JIOXKHO MOBbILLEHHbLIE UIU NIOXHO MOHWKEHHbIe pe3ynbTaThl.
HecmoTpsi Ha foGaBneHve BELLECTB, HEVTPanu3yloLLKX YenoBeyeckne aHTuMbIWnHble aHTuTena (HAMA), oueHb BbicOKasi KOHLIEHTpaLMs 3TUX aHTUTEN B CbIBOPOTKE
KPOBW B HEKOTOPbIX CIy4asix MOXET MOBMMUSITb HA pe3yrbTaTbl aHan13oB.

PE3YNbTATDI

BbluncneHue pesynstatoB

AHanusatop aBTOMaTU4eCcKk/ PacCYUTLIBAET 3HAYEHNe KOHLEHTpaunn aHTuten knacca IgG k aHtureHy SS-B B kaxaoin npobe ¢ NOMOLLbIO ABYXTOYEYHOW OCHOBHOW
KannGpoBOYHOW KPMBOI, KOTOPasi CTPOUTCA B NpoLiecce kannbposku. Pesynerathl Bolpaxatotcst B YE/Mn. [ononHuTenbHas MHhopMaLmsi COOepKUTCS B MHCTPYKLUMSIX
no aKcnnyatauny aBToMaTM4ecKkoro XeMUNiOMUHECLLEHTHOTO UMMYHOMOrnyeckoro aHanusaropa cepun MAGLUMI.

WHTepnpeTauuns pesynstatoB

OnTMmanbHOe MoporoBoe 3HayeHWe ANS aHanu3a Ha aHTuTena knacca IgG k aHTureHy SS-B 6bino momyveHo nyTeM uccnegoBaHWs obpasuoB, B3ATHIX Y
68 nauuneHToB C noaTBeEpXAeHHbIM cuHapoMom Lerpena (CLU), 54 naumeHToB ¢ NOATBEPXXAEHHON CUCTEMHOW KpacHol BonyaHkon (CKB), 63 nauuneHToB C Apyrumu
3aboneBaHuAMM 1 253 NpakTU4ECKM 300POBbLIX NALUEHTOB.

e 3HayeHust KOHUEeHTpaummn aHTuten knacca IgG k aHTureHy SS-B <20,0 YE/mMn cneayeT cuutaTthb oTpyuaTenbHbIM pe3ynbTaToM.

e 3HaveHus KOHUEeHTpaummn aHTuten knacca IgG k aHTureHy SS-B 220,0 YE/Mn cnegyeT cynTaTh NOMOXUTENbHLIM Pe3ynsTaToM.

Pe3ynbraTthl, nonyyeHHble B pasHbix nabopaTopusix, MOryT OTNMYaTbCS. OTU pasnmuns MoryT BbiTe 06ycrnoBneHbl NHAMBUAYANbHLIMU OCOBEHHOCTAMMN NaLMEHTOB 1
ncnonb3yembliMy MeToaamu aHanuaa. MNpu HeobxoanMMocTH Kaxaas nabopaTopusi JOMKHA YCTAHOBUTbL CBOM pedpepeHCHbIN AnanasoH.

MpeunsmoHHOCTL

Mpeun3noHHOCTb aHanmu3a Ha aHTuTena knacca IgG k aHTureHy SS-B onpefgensinack B COOTBETCTBMM C NPOLIEAYPON, onucaHHol B npotokone EP5-A2 WHctutyta
KIMHUYecKUxX 1 nabopatopHbix cTaHgapToB (CLSI). [1Ba KOHTPONbHLIX MaTepuana u Tpu nyna o6pasLoB CbIBOPOTKM KPOBW YENOBEKA, COAEPXKALLMX aHaNUT B PasHOW
KOHLIEHTpaLuK1, UCCNEA0BanCh B ABYX NaparnnenbHbiX He3aBUCUMbIX aHanu3ax exeaHEBHO B TedeHune 20 fHeii. PesynbraTbl B 0606LEeHHOM BUAe NpeacTaBrneHbl B
Tabnuue Hmxe.

B npenenax cepun Mexay cepnsimu Bcero
Mpoba Cg%%% ?“a;'%%';'e CraHpapTHoe CraHpapTHoe CraHpapTHoe
OTKINOHEHMne KB (%) OTKINOHEHMne KB (%) OTKINOHEHMne KB (%)
(SD) (YE/mn) (SD) (YE/mn) (SD) (YE/mn)
Myn obpa3uos
CLIBODOTKY KpOBMY 1 5,010 0,200 3,99 0,203 4,05 0,284 5,67
Myn obpasuos
CLIBOPOTKM KDOBM 2 49,872 1,558 3,12 1,419 2,85 2,108 4,23
Myn o6pasuos
CIBODOTKY KDOBM 3 199,965 3,260 1,63 3,146 1,57 4,530 2,27
KoHTponb 1 10,052 0,343 3,41 0,345 3,43 0,486 4,83
KoHTpornb 2 100,142 2,357 2,35 1,860 1,86 3,002 3,00

MNpepen xonocToi Npo6bi (LoB)
Mpenen xonocton Npobbl AN aHanu3a Ha aHTUTena k aHTureHy SS-B coctasnsiet 0,500 YE/mn.

MNMpepnen o6HapyxeHus (LoD)
Mpenen obHapyxeHns Ans aHanuaa Ha aHTuTena knacca IgG k aHTureHy SS-B coctasnsieT 1,00 YE/mn.

Mpepen konnyecTBeHHOro onpeaeneHus (LoQ)
OnpepnensieTcs kak KOHLEHTpauus aHTuTen knacca IgG k aHTureHy SS-B, kotopast MoxeT 6b1Tb n3mepeHa ¢ KB 20 % ansi cepum aHanusoB. MNpeaen KonmyecTBeHHOro
onpeaeneHvs ansa aHanv3a Ha aHTuTena knacca IgG k aHtureHy SS-B coctasnsiet 1,50 YE/mn.

[unana3oH uamepeHus
Ot 0,500 no 400 YE/mMn (onpepensieTcs npefenbHbIMU 3HaYeHUsIMK A4S XONocTol Npobbl 1 BEPXHUM NPEAerioM OCHOBHOM KPUBOW). 3HayeHust HWxXe npenena
xonocTou npo6bl onpegensiotes kak <0,500 YE/mn. 3HayeHusi, npeBblLLatoLLMe BepXHUA Npeaen Ananas3oHa u3Mepenui, onpeaenstoTces kak >400 YE/mn.

JlnHenHoCTL

JIMHeHbIN ArMana3oH u3MepeHus Ans aToro aHanusa coctasnsiet oT 1,00 go 400 YE/mn Ha ocHoBaHMM UccrneaoBaHus!, BbINOMTHEHHOrO B COOTBETCTBMM C MPOTOKONOM
EP6-A WHctutyTa knuHuyecknx n nabopatopHbix ctaHgapTtoB (CLSI). [eBsTb npob ¢ ogMHaKoBbIM pacnpefeneHMeM KOHLUEHTpauuu Obinu nomnyyeHbl nytem
CMeLUVBaHNs CbIBOPOTOYHOW Mpobbl, cogepxallei aHTutena knacca IgG k aHTureny SS-B B KoHueHTpauun 440 YE/mn, ¢ o6pa3uom CbiBOPOTKW, COAepXaLluM
aHTuTena knacca IgG k aHTureHy SS-B B koHUeHTpaumn 1,00 YE/Mn. CpeaHee 3HaveHne cTeneHn ussneyeHnst npobel Bapbuposanock ot 90 o 110 %.
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AHanuTnyeckas cneumu4HOCTb

CneumnduyHoCTb aHanusa onpegensnacb nytem gobasneHus aHTuten knacca IgG k pubocomansHomy Genky P (400 YE/mn), komnnekcy nRNP/Sm (400 YE/mn),
aHTureHy Scl-70 (400 YE/mn), Sm-aHtureny (400 YE/mn), aHTureHy SS-A (400 YE/mn), aHTureHy Jo-1 (400 YE/mn) u ueHTpomepam (400 YE/mn) k ABym obpasuam
CbIBOPOTKU, coaepxalyum aHTutena knacca IgG k aHtureHy SS-B B koHueHTpauum 10,0 n 100 YE/Mn cooTBeTCTBEHHO. He 6bino BbISIBNEHO MHTEPdEPEHLIMN.

KnuHuyeckas 4yBCTBMTENbHOCTb

KnuHnuyeckas 4yBCTBUTENbHOCTb onpefensnack Ans 60 o6pasuos, B3ATbIX Yy MauUWEHTOB C MoATBEPXAeHHbIM cuHapomom Lerpena (CLU), n 38 obpasuos,
NONyYeHHbIX Y MauUMEHTOB C NOATBEPXAEHHOW CUCTEMHOM KpacHon BonvaHkou (CKB). PacuyeTHasi knuHuyeckass Y4yBCTBMTENbHOCTb cocTaBuna 48,3 un 23,7 %
COOTBETCTBEHHO.

AHnTuTena knacca IgG k aHtureHy SS-B (XITNA)
Kateropus obpasuos
Kon-Bo [MonoxuTenbHbIi YyscTBUTENBHOCTD (%)
Cwunapowm LLerpexa 60 29 48,3
CucTeMHast kpacHasi BonyaHka 38 9 23,7

KnuHuyeckas cneumdpunyHocTb

KnuHuyeckas cneumdunyHocTb onpeaensnack Ans 199 obpasuos, B3aTbIX Y 44 nauneHToB ¢ Apyrumu 3aboneBaHusimm (cMelLaHHoe 3aboneBaHve coeauHUTENbHOM
TKaHW, CUCTEMHAsI CKNepoaAepMUsi, NONVMUO3UT NN AepMaTOMUO3NT, PeBMaTOMAHbIN apTpuT) U 155 npakTuyeckn 300poBbIX NauMeHToB. PacueTHas KnuMHuYeckas
cneunduyHocTb coctasuna 99,0 %.

AHTuTena knacca IgG k aHTureHy SS-B (XINTWA)
Kareropusi o6pasuoB
Kon-Bo OTpuuatenbHbIn CneundnyHocTb (%)

O6pasLibl, NonyyYeHHbIe Y NaLMEeHTOB C APYrMMu
3aboneBaHVsiMK 44 42 95,5

O6pasLibl, NOMy4YeHHbIE Y NPaKTUYECKN 3A0POBbIX
NALMEHTOB 155 155 100
Bcero 199 197 99,0

SHAoreHHas UHTepdepeHUms
Hanuune nepeuncneHHbIX HKE BELLECTB B KOHLIEHTPALIMW, HE NPEBbILLAOLWEN YKa3aHHbIX 3HAYEHUI, He BNUSIET Ha pesyrnbTaThbl 4aHHOro aHanusa:

o Bunupy6uH 40 mr/pn

e [emorno6uH 1000 mr/gn

o Tpurnuuepuabl 2000 mr/gn

o PeBmatoungHble aktopsl 500 ME/mn

o HAMA 40 Hr/mn

JINTEPATYPA

1.  Tan E M. Autoantibodies to nuclear antiagens (ANA): their immunobioloay and medicine[J]. Advances in immunoloay, 1982, 33: 167-240.

Adams B B. Mutasim D F. The diaanostic value of anti-nuclear antibody testinalJl. International iournal of dermatoloay. 2000. 39(12): 887-891.

Endresen G K, Mellbye O J. Determination of antinuclear antibodies in rheumatic diseases[J]. Tidsskrift for den Norske laegeforening: tidsskrift for praktisk
medicin, ny raekke, 1991, 111(6): 716-719.

von Muhlen C A, Tan E M. Autoantibodies in the diagnosis of systemicrheumatic diseases[C]//Seminars in arthritis and rheumatism. WB Saunders, 1995, 24(5):
323-358.

Hartuna K. Seelig H P. Laboratory diagnostics of systemic autoimmune diseases. Part 1. Collagenoses[J]. Zeitschrift fur Rheumatologie, 2006, 65(8): 709-22;
auiz 723-4.

Fox R I, Robinson C A, Curd J G, et al. Sidaren's syndrome. Proposed criteria for classification[J]. Arthritis & Rheumatology, 1986, 29(5): 577-585.

Moldovan I. Systemic lupus ervthematosus Current state of diaanosis and treatment[J]. Comprehensive therapy, 2006, 32(3): 158-162.

Soto M E, Valleio M, Guillen F, et al. Gender impact in systemic lupus erythematosus[JI. Clin Exo Rheumatol, 2004, 22(6): 713-721.

Tan E M. Antinuclear antibodies: diaanostic markers for autoimmune diseases and probes for cell bioloavlJ1. Advances in immunoloay, 1989, 44: 93-151.

0. Alexander E L, Hirsch T J, Arnett F C, et al. Ro (SSA) and La (SSB) antibodies in the clinical spectrum of Sjogren's syndrome[J]. The Journal of rheumatology,

1982, 9(2): 239-246.

11. Ben-Chetrit E, Fox R I, Tan E M. Dissociation of immune responses to the ss-a (ro) 52-kd and 60-kd polypeptides in systemic lupus erythematosus and sjogren's
syndromel[J]. Arthritis & Rheumatoloay, 1990, 33(3): 349-355.

12. Hansen B, Manthorpe R. Antibodies against SS-B/La and SS-A/Ro antigens in patients with primary Sjogren's syndrome[J]. Scandinavian journal of
rheumatology. Supplement, 1986, 61: 93-97.

13. Tzioufas A G, Moutsopoulos H M. Clinical significance of autoantibodies to Ro/SSA and La/SSB[M]//Manual of biological markers of disease. Springer

Netherlands, 1996: 665-678.

Box~No® 0~ WN

Shenzhen New Industries Biomedical Engineering Co., Ltd.
No.16, Jinhui Road, Pingshan New District, Shenzhen, 518122, P.R.China
Ten.: +86-755-21536601 dakc: +86-755-28292740

Shanghai International Holding Corp. GmbH (Europe)
Eiffestrasse 80, 20537 Hamburg, Germany
Ten.: +49-40-2513175 dakc: +49-40-255726

m
!

PACLIN®POBKA CUMBOINOB

Cwm. WHCTPYKL MO NO NUCMONb30BaHUIO npOM3BO,D,I/ITeﬂb

~ &

[onyctumblvi TemnepaTypHbIv AnanasoH

(Temnepatypa xpaHeHusi — ot 2 oo 8 °C) Cpox roarocTy

He noggepraiite BO30eNCTBUIO NPSAMbIX

CoaepXMMoro JOCTaTouHO Anst CONHEHHIX Nyvieit

HUR

OdpmumanbHbIv NpeacTaBuTenb B

OToit CTOpOHOI BBEPX Esponeiickom coobluecTse

8| (2]
(9]
5| &

MegmumHCKoe YCTPOMCTBO AN ANarHOCTYKM in vitro ONTENTS CocTas KoMmnnekTa

-
(=)
-

Homep no katanory Ko naptun

HEELSSS

147 Anti-SS-B 19G-ru, V1.1, 2018-09 4/4



