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1. Meromonorus

MeToabl, HCII0JIB30BAHHbIE JISI cOOpa/ceIeKIUN J0KA3aTeNbCTB:
MOKCK B DJIEKTPOHHBIX 0a3aX JaHHBIX
Onucanue MeTOA0B, HCIOJIb30BAHHBIX 1JIs1 cOOpa/cesIeKIMHU 10Ka3aTeJbCTB:
JIOKa3aTeNbHON 0a30il Al PEKOMEHIAIMHA SBISIFOTCS CHUCTEMaTHYECKUEe 0030pbI B MOCIEIHEH
noctynHoii Bepcun TheCochraneLibrary, 6aser manneix Medline, PubMed (cucremarnueckue
0030pbl  (MeTa-aHAIN3bl), PAHIOMU3UPOBAHHBIE KIMHUYECKUE HCIBITAHHS, KOTOPTHbBIE
UCCJIEIOBAaHMSI WM HCCIEIOBAaHUS CIIy4al-KOHTPOJb, CTaTbU 0030pHOro xapaxrepa. I'nmyOuHa
noucka 10 ner.
MeTtoabl, HCIIOJIBb30BAHHBIE IVISl OLEHKH Ka4eCTBa U CHJIbI J0KA3aTeJbCTB
. KoHcencyc skcnieproB
. OneHka 3Ha4MMOCTU B COOTBETCTBUH C PEUTUHIOBOM CXEMOM

Ta6auna 1

YpoBHH 10Ka3aTEJILHOCTH, IPUHSATHIE IPH pa3padoTKe JaHHBIX PeKOMeHIAIUI

A | e BBICOKOKAYECTBEHHBIN MeTa-aHaIN3, cucremMarnieckuit 003op PKU wiu kpynunoe PKU
C OYEHb HHU3KON BEPOATHOCTHIO CHCTEMATHUYECKON OIIMOKU, Pe3ylbTaThl KOTOPOIO MOTYT

OBITH PACIIPOCTPAHEHBI HA COOTBETCTBYIOIIYIO POCCUNCKYIO MOMYIISILIMIO.

B | e BoicokokauecTBeHHbIH (++) 0030p WIM CHUCTEMaTHYECKHii 0030p KOTOPTHBIX
WCCJIEI0BAHUM WIH UCCIEA0BAaHUM CIIy4ail-KOHTPOJIb WU

® BBICOKOKAUYECTBEHHOE (++) KOTrOpTHOE HCCIIEJJOBaHHE WM HCCIIEeOBaHUE Ccllydail
KOHTPOJIb C OYE€Hb HU3KUM YPOBHEM CHCTEMAaTHYECKOW OIINOKU MU

e PKU c HeBbICOKMM (+) PUCKOM CHCTEMaTHYE€CKOW OIIMOKH, pe3ysbTaThl KOTOPOIO

MOTYT OBITh PacTIpOCTPAaHEHBI HA COOTBETCTBYIOLIYIO POCCUMCKYIO MOMYJISIUIO.

C | e KOropTHOE WICCIIEIOBaHKE WM MCCIICMIOBAHHUE CITydail KOHTPOJIb MM KOHTPOJIUPYEMOES
uccieioBaHue 0e3 paHJI0MM3alui C HEBBICOKUM YPOBHEM CHUCTEMAaTH4eCKOH ommoku (+),
pe3yabTaThl KOTOPOTO MOTYT OBITh PAcIpOCTPAaHEHbI HA COOTBETCTBYIOIIYIO POCCHHUCKYIO
MOMYJISIIUIO WIIN

e PKHM c o4eHp HU3KMM MM HEBBICOKMM (+) PHCKOM CHCTEMaTHUYECKOW OIIMOKH,
pe3ynbTaThl KOTOPOTO HE MOTYT OBITh HEMOCPEACTBEHHO PpAacCIpOCTpPaHEHbl Ha

COOTBETCTBYIOILYIO POCCUICKYIO MOMYJISIIHIO.

D | e omnucanue cepuu cirydaes win
®  HEKOHTPOJMPYEMOE HCCIIEIOBAHKE HITH

® MHCHUC DKCIICPTOB




Knununyeckass ”HPOPMATUBHOCTD JIA00OPATOPHBIX HCCJIEI0BAHUI

Knuandeckass nH(GOPMATUBHOCTH 1a00paTOPHBIX HMCCICIOBAHUN OMPENENATCS IMyTEM pacuera
OTIEPAITMOHHBIX XaPaKTEPUCTUK TeCTa (IUArHOCTHYECKON YyBCTBUTEIHLHOCTU U CIIEIU(DUIHOCTH
— 4 u JC, npencka3zatenbHON IIEHHOCTH MOJIOKUTEIbHBIX M OTPUIATEIbHBIX pPE3yJbTAaTOB,
OTHOIIICHUS TPABAONMOAO0US TOJIOKHUTEIBHBIX M OTPULIATEIbHBIX pe3yiabraroB - OIIIP nu
OIIOP) u ¢ momonipro ROC-ananuza. Hanbosee mojae3HbIMH JIJIs JUATHOCTUKKM P3 sBisitoTCs
nabopatopubie TecThl ¢ OIIIIP>5 u OIIOP<O0,2; none3nsimu — ¢ OIIIIP>2 u <5, OIIOP>0,2 u
<0,5; He nMeromuMH MoJIB3EI - ¢ OIITIP<2 u OITOP>0,5.

HNuaukaropsl 1o0poxavecTtBeHHoii npaktuku (GoodPracticePoints—GPPs)
Pexomenyemas qoOpoKadeCTBEHHAs MPAKTUKA Oa3MpyeTcs Ha KIMHUYECKOM OIBITE YICHOB
paboueii rpymIel o pa3paboTKe PEKOMEH TaIHi

IKOHOMHYECKHHA aHAIH3

DOKOHOMUYECKUN aHalu3 He MPOBOAWICS H NyOnukanuu 1o (GapMaKkOIKOHOMHUKE He
aHaJM3UPOBAIIUCH

MeToa Baiuau3anuM peKoMeHIaIuii:

. Bremnss sxcnepTHas OLeHKa

o BHYTpeHHHH OKCIICPTHAA OLICHKA

2. OnpenesieHue peBMAaTHYECKUX 3200J1eBaHUI
[To coBpemennoi kiaccudukanuu peBMatudeckue 3aboneBanus (P3) oTtHocATcs K
KOHTHHYYMY MMMYHOBOCHAJIMTEIbHBIX OOJE€3HEH 4eIoBeKa, B MAaTOreHe3€ KOTOPBIX KIIIOUEBYIO
poJb  UTpalOT  ayTOMMMYHUTET M ayTOBOCHAJICHHE, CBA3aHHbIE C  TIE€HETUYECKH
JIeTEPMUHHAPOBAHHBIMU M UHAYLIUPOBAHHBIMU (hakTOpaMH BHELIHEH cpelpl (MH(EKIun, KypeHue

U J1p.) nedeKTaMu aKTUBALMU PUOOPETEHHOTO U BPOXKAEHHOIO MMMYHHOT'O OTBETA.

3. O0uue pekoMeHIANUH

1. OcHoBHas uenp nabopaTopHoil quarHoctuku P3 — monyueHne oObeKTUBHON MH(DOPMAIIUU O
HAJIMYMHA M XapaKTepe MMMYHOIATOJIOTMYECKMX HM3MEHEHHUH y 00CIeayeMoro IMalueHTa, 4To
SBIISIETCS. BOXXHBIM WHCTPYMEHTOM JUISI PaHHEH IUAarHOCTHKH, OIEHKH aKTHBHOCTH, TSHKECTH
TEUSHHMs, IPOTHO3a 00Ie3HU U APPEKTUBHOCTH PpoBOANMON Tepanuu (A)*.

3. BaxxHoii 3agaueil cTaHgapTU3aMK J1a00paTOpHON AMAarHOCTUKH P3 sBisieTcss conmocTaBlieHue
U TapMOHHM3aLUs MMMYHOJIOTUYECKUX TECTOB C MEXKIYHAapOJAHBIMA M HAaIlMOHAJIBHBIMU

pedepeHTHRIMI MaTepuaiaMi (aTTECTOBAaHHBIMHU CTaHIAAPTHBIMU 0Opa3liamMu) W METOJaMHu



uccie0BaHui, 0a3aMu JaHHBIX O pedEepeHTHBIX Mpejenax aHaJU3UPyeMbIX OHOMapKEpOB,
QITOPUTMAaMH OLICHKH MOJYYCHHBIX Pe3yibTaToB (A).

4. llenTtpanbHoe MecTO B jJabopaTOpHOM AMarHoctuke P3 3aHUMAIOT CEPOJOTUYECKHE TECTHI,
CBSI3aHHBIE C OOHApyKeHHeM [upkymupyoomux ayroantutea (A).  Kommenmapuii.
Tonosicumenvusie pe3yiomamol onpeoenenus aymoanmumen 6X00am 8 YuUcio OUA2HOCMUYecKUx
Kpumepues cucmemuvix P3; ucnonvsyromca 0na oyenku axmuSHOCMU U NPOSHO3A IMUX
3a001e6aHUll; USPAIOM BANCHYIO pONb 6 OuacHocmuke P3 na panmeu cmaduu, no3eonsrom
uoenmuguyuposames  omoeibHble  KIUHUKo-1abopamopuvie  cyomunst  P3;  cayocam
NPeOUKmMopamu passumus aymoumMmyHusix P3 y beccumnmomHnvix nayueHmos.

5. Ilpu ayrommmyHHBIX P3 TecTupoBaHuEe ayTOaHTUTEN MPOBOJHUTCSA, B INEPBYIO OYepeidb, C
[ENbI0 TIOATBEP)KICHHUST AMAarHO3a y MAIMEHTOB C HEJAOCTATOYHBIM YHCIOM KIMHHUYECKUX
nposienieHuil. OOHapy)XeHHe ayTOAHTUTEI MPU OTCYTCTBUU KIMHMYECKUX TPU3HAKOB HE
SBJSIETCSL  JIOCTATOYHBIM JIsi MOCTAHOBKHM JIMArHo3a ayTOMMMYHHOTo 3aboneBanust (A).
Kommenmapuii. Ommeueno napacmanue 4acmomaol bls671eHUS AYMOAHMUMEN Y TUY NOHCUTO20
U cmapueckozo 8o3pacma, Ha ¢houme npuema JeKapCmeeHHbIX NPenapamos, npu GUPYCHbIX U
bOakmepuanbHulX — UHQEKYusx,  310KAYECMBEeHHbIX  HOB00OPA308aHUAX, )  300POBbIX
POOCMBEHHUKOB8 OONbHBIX AYMOUMMYHHBIMU 3A001€8AHUAMU.

6. IIpu omeHKe KIMHUYECKOTO 3HAUCHHS ayTOAHTHTENI HEOOXOIMMO YYHTHIBATh CTOHWKOCTH U
BeIpakeHHOCTh uX runepnponykimu (D). Kommenmapuii. [lpu unghexyusix nabniooaemcs
YMepeHHOe MpPaH3umopHoe 00pasz0eanue aymoanmumeln, d npu aymouMMyHHbIX 3a001e8aAHUAX -
CMOUKAS 8bIPANCEHHASI 2UNEPRPOOYKYUSL.

7. AyroantuTena, crneuu@uuHble TOJBKO i OJHOTO P3, BcTpedaroTcs O4YEHb PEJKO.
AytonMmMmyHHble P3 XapakTepu3ylTCsS OZHOMOMEHTHBIM IPUCYTCTBUEM HECKOJIBKHX THIIOB
ayTOAHTHUTEN B OJJHOM CHIBOPOTKE, TaK Ha3bIBAEMBbIM MPO(UIEM ayTOAHTHUTEN, OLIEHKa KOTOPOTO
CYIIECTBEHHO YBEIMYMBAET JUATHOCTUYECKYIO IIEHHOCTH ONpEACICHUs TaHHBIX OMOMapKepoB
(B). Kommenmapuii. Pazpabomanwi cmanoapmuwie npoghuiu aymoarnmumen 0Jist OUACHOCMUKU

cucmemnwix P3 (mabn. 2).

*-yposeHb 0oKazamenrbHOCmu



Tab6muna 2
CranmapTHbie MPOoGUIN ayTOAHTUTEN JIJIsl JUATHOCTUKHN CUCTEMHBIX P3

3aboneBanue [poduis

CKB Antnnykieapusii  pakrop (AH®), an/IHK, aSm,
aRo0/SS-A, alLa/SS-B, aPHII, antuTena Kk KapIHOIUITHHY
—aKJI, aClq

PA IgM/IgA  P®, adTHTena K [UTPYJUTHHAPOBAHHBIM
bemkam —  ALULIL, AMIB, AKA, AIlD,
aHTH(UIArpUHOBBIC aHTHTENa, aHTuTena k Ra 33, BiP
(P-68)

AuTH(GOCHONMUIHAHBIN CHHAPOM 1gG/IgM aKJ1, 1gG/IgM anrtutena k Bo-
rmukonporerHy | —  af,-T'TIl,  BomuaHOYHEI
AQHTHUKOAryJsHT — BA)

CCh aScl-70,  antunentpomepHele  antHTena  (ALLA),
aHTHHYKJICOJsApHble  aHTuTena  (aTh/To,  aPHK-
nomumepasze |ll, aPM-Scl, aUl PHII, anTtutena
¢ubprtapuny - aU3 PHIT )

IIM/IM Anturtena xk amuHoanuiacunretasam TPHK - Jo-1, PL-7,
PL-12, EJ, OJ, KS; anturena k SRP, Mi-2, PM-Scl, KJ)

CucteMHbI€ BaCKYJIUTHI nAHIIA, nAHIIA, anTutena Kk TmpoTeMHaze 3 U
MHEIIONIEPOKCHAA3Ee

AyTOMMMYHHBIE T'€TIaTUTHI AH®, anrturena Kk rinagkoi myckyiarype (SMA),
MHKpocoMaM TiedeHH W mouek | tmma — LKMI,
MUTOIUIA3MATHYECKOMY aHTUTEHY IICYCHU LC-1,
pacTBOpUMOMY  aHTHTCHY  II€YCHH/TIOKETYIOTHOM
sxene3sl SLA/LP, mutoxonapusm — AMA-M2

Bocnanurensapie 3a0oneBanus kuineunuka (bosessp | IgG/IQA anmturena k Saccharomyces Cerevisiae —
Kpona, Hecnennnaecknil 13BEHHBIIN KOJINT) ASCA, nAHIIA, atunmaasie AHITA

8. Hecnemuduyeckne HapylieHuss HWMMYHHUTETa (THIIEPUMMYHOTTIOOYIMHEMHUS, CHUKCHHE
KOHIICHTPAIlM KOMIUIEMEHTa) MOTYT KOCBEHHO YKa3blBaTh Ha pa3BUTHE cUcTeMHoro P3 m
CITyXat ToKa3aHUsIMU JiTs uccienosanus ayroantuten (C).

9. OCHOBHBIMH TMATHOCTUYECKUMH JTAOOPATOPHBIMU MapkepaMu P3 SBISIOTCS aHTUHYKIICApHbBIE
anturena (AHA), peBmarouansiii ¢gaktop (P®), antuTena Kk HUTPYUIMHUPOBAHHBIM OeiKam
(ALLb), anTtunenTpodunbHbie nuTomazMaruueckue anturena (AHIIA), antudochonunuanbie
anturena (ADJ) (A). Kommenmapuii. Paspaboman nepeueHv nepéuyHbvlX (CKPUHUHZOBbIX),
BMOPUUHBIX  (NOOMBEPHCOAIOWUX) U  OONOJIHUMENbHBIX — CEePOJIOSUHECKUX — mecmo8 O
ouacnocmuku  aymoummynnvix P3 (ma6n. 3). Ckpununeogvlie mecmuvl 00ndiCHbL 001a0amo
svicokou /{9, a noomeepoicoarouue mecmoi — gvrcoxoti J[C.

10. Hambonee mone3HsIMH Mapkepamu octpodazoBoro orBeta npu P3 sBustorcs COD wm
C-peaktuBnbiii  0e10k (CPB) (A). Kommenmapuii. I[lo oannvim PIIKU, kocopmmuvix u
onucamenvnuvix ucciedosanuti COD u CPb noseonaiom oyenums 60CnaiumenbHyo akmugHOCb

36160]166617—11/[}1, xapakmep npocpeccupoearusl U npocHo3 UCX0008 XPOHUYECKO20 6ocnaiumelbHo2co

npoyecca, a makace 3¢d)€Kmu@HOcmb npomueoeocnaﬂumeﬂbHoﬁ mepanuu.




Tabmuma 3

Anroputm 1a00paTOpHOM JUATHOCTHKY ayTOMMMYHHBIX PEBMAaTHYECKHUX 3a00JIeBaHUMA
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11. Jpyrue naboparopusle Ouomapkepbl P3 (LUTOKMHBI, MapKepbl aKTUBALUU 3HIOTEIUS,
MMMYHOIJIOOYJIMHBI, HMMMYHHBIE KOMIUIEKCHI, KpPUOIJIOOYIMHBI, KOMIIOHEHTbI CHCTEMBbI
KOMILJIEMEHTA, CyONOMY/ISIMU JTUM(OIUTOB, TeHETHUECKUE MapKepbl, MOKa3aTesn MeTaboau3Ma
KOCTHOM M XpsIIEeBOM TKaHM, MapKepbl amonro3a M JAp.) HUMEIOT MEHblIee KINHUYECKOe
3HAYEHUE [0 CPABHEHUIO C ayTOAHTUTENAaMH M II0Ka3aTeJssMU OCTPOM (ha3bl BOCHAJICHUS
(C). Kommenmapui. Mocym 6vimv nonesuvimu Ois  MOHUMOPUPOBAHUS  AKMUBHOCHIU

3a601e6anusl U Omeema Ha NPosooUMoe iedenue (OaHHble ONUCAMENbHbIX UCCIe008aH )

AyToaHTHTEIa

AHTHHYKJeapHble aHTUTeaa (AHA) — rereporeHHas rpymnmna ayTOaHTUTEN, PEarupyrolux ¢

pa3IMYHbIMU KOMIIOHCHTAMU SIpa.

«30JI0TBIM CTaHJAPTOM» M IEPBUYHBIM CKPUHUHIOBBIM MeTOIOM omnpeaeneHus AHA B
CBIBOPOTKE KpOBM SIBISIETCS HeNpsiMass peakuuss uMMyHoduiroopecueHuun (HPUD) c
UCIOJIb30BAaHUEM B KaueCTBE CyOCTpaTa KPHOCTATHBIX CPE30B MBIIIMHON MIIM KPHICUHON TIeUeHH
(mouek), 0o kietok guHUM HEP-2 (snuTenuanbHble KIETKU paka ropTaHd denoBeka).—[Ipu
tectupoBanuu AHA merogom HPU® wux TpaauumoHHo 0003HAYarOT Kak aHTHHYKJIEAPHBIN
daxtop (AH®). Onenka pesynsratoB HPU® npoBoaures ¢ ykazaHHEM MaKCHMAJIbHOTO TUTpPA

06HaPY)KeHI/I$I AH® B HCCIICAYCMBIX CBIBOPOTKAX, a TaKXC HWHTCHCHUBHOCTH HW THUIIA



UMMYHO(ITIOOPECIICHITIN. XapaKkTep CBEUEHUS OTPaKaeT MPHUCYTCTBHE pa3IuIHBbIX TUIIOB AHA,

B ONPE/ICIICHHOM CTeNeH! crennUUHBIX IS psijia ayTouMMyHHBIX P3 (Tadu. 4) (A).

Tabmnuua 4
Xapakrepuctuka AHO
Tun cBedeHus Tun ayroanTuTen CBsi3b ¢ 3a00JI€BaHUSIMI
T'omorennoe Amntrrena k JHK (aByx u CKB, nexapcTBeHHAs! BOJTYAHKA,
onHocniupansHoit), JIHII, rucronam | mo0Oble ayTOMMMYHHbIE
(H1, H2A,H2B, H3, H4) peBMaTHYeCKue 3a00JIeBaHUS U
HepeBMaTH4YecKue 00Je3HU
[epugepuueckoe AHTHUTENA K IBYXCIUPATBHOM, CKB
(kpaeBoe) nHatuHo#l [IHK (an/IHK)
Kpamnuaroe Amnrturena Sm, PHII, SS-A/Ro, SS- CKB, C3CT, cunnpowm lllerpena,
B/La, Jo-1 IIM/IIM
Ceruaroe KpamyaTtoe Anrurena k Scl-70 CCA (nuddy3nas popma)
JluckpeTHOE KpamyaToe AHTHLIEHTPOMEpPHBIE aHTHUTENA CREST cunapom, cunapom Peiino
(ALIA)
Hykneonsiproe Amntnrena k PHK-nonmumepase 1, CCJI (mudpdy3nas dpopma)
PM/Scl, U3PHII

Hpyrue ckpuHuHroBsle MeTonsl ompenenenus AHA (uvmmyHodepMeHTHBINM aHamn3 - MDA,
HOBBIE METOABl TBEepAO(A3HOrO0 aHanM3a, BKIOYAS  MYJIbTUIUIEKCHBIE UATHOCTHYECKHE
w1aTopMbl HA OCHOBE MHUKPOYACTHII), YCTAHABIUBAIOIINE HAIWYHE B CHIBOPOTKAX aHTHUTEN K
CMECH  SIJEPHBIX  AHTUIE€HOB,  YBEJIMYUBAIOT  MPOLEHT  JIOKHOOTPULATENIBHBIX U
JIO’KHOTIOJIOXKUTENBHBIX PE3yJIbTaTOB U HE MOTYT 3aMEHUTh TecThpoBaHrne AH® c¢ momorbio
HPUD (A).

Y nanueHToB C TOJOKUTENBbHBIMU pe3yiabTaTamMu onpeneneHuss AH® pexomeHnayercs
IPOBEJCHNE MOJATBEPXKIAIOUIMX TecToB Ha crneuuduueckue AHA K OTHENbHBIM sIEpHBIM
aaturenam (a/JHK, Sm, SSA/Ro, SSB/La, Scl-70, PHII), wucnonp3ys wmetoasi HNDA,
ummynoonota (Mb), nBoitHoit ummyHomuddysun (AMN]J]), koHTpuMMyHO3IEKTpodopesa
(KUD®) u ap. (A). Hekoropeie tumbei AHA (antunientpomepusie, PCNA, aHTuTena
muToTHyeckomy anmapaty kietku-NUMA) o6HapyxuBatoTcs Tonbko merogomM HPU® na HEp-
2 KJIEeTKax, YTO HCKIIOYaeT HEeOOXOIMMOCTb WX JaJlbHEMILEro HCCIEJOBAHUS C IOMOIIbIO
HOATBEPKAAIOIINX TeCTOB (A).

3. Hopmanbubeie Tutpsl AH® B cbiBopoTke KpoBH cocTaBiisitoT < 1:40 mpu MCHoiab30BaHUU
KPUOCTAaTHBIX CpE30B IME€YEHH WJIM TO0YeK JabopaTopHbIX KHUBOTHBIX u <1:160 mnpu

ucnons3zoBanun HEP-2 kietok (A).

3. TectupoBanne AH® ouenp nonesno mist quarnoctuku CKB ([4:93%, JAC:57%, OIIIIP:2,2,
OIIOP:0,11) (monoxxutenpHbIE pe3yiabTaThl oOHapyxkeHuss AH® ciykar auarHOCTHYECKUM
kputepuem CKB) (A) u CCH (14:85%, 1C:54%, OIIIIP:1,86, OITOP:0,27) (A), mone3Ho st
nuarHoctuku  CII, accommumpyromerocs ¢ CKB (A) (A4:48%, JC:52%, OIIIIP:0,99,
OIIOP:1,01), u Menee mone3no mias auarHoctuku [IM/JIM (JI4:61%, J1C:63%, OIIIIP:1,67,

8




OITIOP:0,61) (A). ITosutuBHOCT, MO AH® paccmaTpuBaeTCss B KadecTBE JAMArHOCTHYECKOTO
Kputepus JiekapcTBeHHo# Bordanku, C3CT, ayroummyHHoro renaruta (A).

4. AH® sBnsieTcst 04eHb MOJIE3HBIM MapKEPOM JJIsl OLIEHKH IPOTHO3a U MOHUTOPHHIA TEUEHUS
IOBEHHJIBHOTO ~XPOHUYECKOTO apTpUTa B COYETAHUU C YBeHTOM (A) M BTOPUYHOTO (eHOMEHA
PeiiHo, acconuupyroierocs ¢ cucreMusiMu P3 (A).

5.IlonoxurenvHble pe3ynbTarsl onpeaeneHus AH® He UMEIOT JOKa3aHHOTO TUArHOCTUYECKOTO
U TPOTHOCTUYECKOTO 3HaueHus npu PA, paccesHHOM ckiiepo3e, 3a00JeBaHUSAX IIUTOBHIHON
kKenes3bl, MHMEKIUIX, UAUONATHYeCKOW TPOMOOLMTONEHUYECKON mypnype u (GuOpoMuairuu
(A/B)..

6. Pexomenyemas yacrora onpenenenuss AH® cocrasnser 1 pa3 B 6 mecsues — 1 rox (D).

AHTHTeN1a K ae30KkcupudonykiaenHoBoil kuciaore (JJHK) nogpasaendrorcs Ha 1Ba OCHOBHBIX
TUMA: aHTUTENa, pearupyromme ¢ npyxcrnupaibHoi (HatuBHoi) JAHK (ncIHK) u anturena,
pearupyrolue ¢ OJHOCIUPAIbHOMN (IeHaTypupoBanHoii) (ocIHK).

1. Anturena x JJHK sBnstorcst ceponornueckum mapkepom CKB. Anturena k nac/IHK 6onee
cnenuduunbl ans auarHoctuku CKB, dem antutena k oc/I[HK, koTopeie MmMpUCYTCTBYIOT B
CBIBOPOTKAX OOJBHBIX MPU APYruX P3 U HE UMEIOT CYIIECTBEHHOTO IUarHOCTUYECKOTO 3HAUCHUS
(A).

2. CraHmapTHBIMH MeTojamu ompeneneHus antutren Kk ac/JIHK B chiBOpoTke KpoBHU ciryXar
DA, HPUOD c ucnonp3oBanueM B kauectBe cyocrpara Crithidia luciliae u PUA (tect Farr)
(A). [TepBUYHBIM CKPUHUHTOBBIM TE€CTOM 1751 0OHapykeHus: antuten K Ac/IHK sBuserca meton
NDA (A). C nomonrsto UDA omnpenensitorcs Kak HU3KO, TaK U BBHICOKO aBUJIHBIE aHTUTENA K
ncJIHK, uto oOyciaBiuBaeT MEHBIIYIO CHEIM(PUIHOCTh JAHHOTO TECTa MO CPAaBHEHHIO C
apyrumu  Meronamu. Hapsny ¢ 3TUM  0OJbIIOE  KOJIMYECTBO  JIOKHO-TIOJIOKUTEIBHBIX
pe3ynbTaToB Tpu ucnonb3oBanun MDA MoxkeT ObITh BbI3BaHO KoHTamuHarmer ac/IHK
mosiekynamu ocJIHK wu cnontannoii nenatypanuenn nc/IHK ¢ oGpazoBanmem oc/[HK. UDA
BeisiBisieT 1gG- m IgM-antutena k ac/IHK, mpu sTomM Hambonbpliee KIMHHYECKOE 3HAUCHHE
umerot 1gG-antutena k ac/IHK. Ilpu nonoxurensueix pesynabrarax MDA antuten k ac/JHK
PEKOMEHIyeTCsl TMPOBEACHHE TMOATBEPKAAIINX TecToB, BKIoyas HPU® u wmerom Farr,
00JIaaroMUX MEHBIEH YyBCTBUTEIBHOCTBIO, HO 0o0Jiee BBICOKOW CHEU(PUIHOCTHIO IS
muarHoctnkn CKB (A). B ocnoBe Mmeroma HPU® ¢ wucnosnp3oBaHueM MPOCTEUIIETO
xrytukoBoro Mukpoopranuzma Crithidia luciliae nexxur B3aumozericteue antuten k ac/IHK c
KUHETOIUTACTOM JKI'YTHKA, HMEIOIIUM THTAaHTCKYI0 MHTOXOHJPHIO, COZIEpKallylo OoJblIoe
KOJIMYECTBO KoJbleBbIX Moiyiekyn Ac/IHK, He acconummpoBaHHBIX € TMCTOHOBBIMH OEIKaMU.

Metonom HPU® BreisBnsitores 19G- n IgM-anTturena x nc/IHK co cpenneit aBuaHOCTRIO. MeTOT



Farr, ocnoBanublii Ha npenunuranud MeueHHoi [3H]-JIHK anturenamu x nc/IHK ¢ momorisio
HACBIIICHHOT'O PacTBOpa CyJb(ara aMMOHWSI, TIO3BOJISIET U3MEPSTH BEICOKO aBHJIHBIC AaHTUTENA K
ncJIHK.

3. Hopmanbhsiii ypoBens antuten K Ac/JIHK mpu TectupoBanun ChIBOPOTOK ¢ momoinbio MDA
cocrasisgeT < 10-20 ME/mit (B 3aBHCHMOCTH OT (DUPMBI-U3TOTOBUTEIS KOMMEPYECKMX HaOOPOB
pearenroB), HPU® c Crithidia luciliae - < 1:10, metona Farr <7 ME/mi (B).

4. TectupoBanue anturen kK ac/IHK ouenp nonezno ans nuarnoctuku CKB y manmeHTOB c
MOJIOKUTENBHBIMH pe3yibTatamu omnpeneneHus AH® (J4Y: 57,3%, AC: 97,4%, OIIIIP — 44,6,
OIIOP — 0, 49) (A). Hanmuume antuten k ac/IHK siBisercst 00s3aTebHBIM IHArHOCTHYCCKHM
kputepueM CKB.

5. Ompenenenne antutren Kk acJJHK mnpu CKB mone3sHo s OLEHKHM aKTUBHOCTH
narosoruyeckoro mpormecca (J4Y: 66,0%, JIC: 66,0%, OIIIIP: 4,14, OIIOP: 0, 51) (A) u
nopakenus mouek (4 - 86,0%, JIC - 45,0%, OIIIIP — 1,7, OIIOP - 0, 3) (A).

6. [lonoxuTenbHbIE pe3ylbTaThl OOHapykeHust anturen K AcJIHK He mo3BONSIOT 1OCTOBEPHO
nporuo3upoBath oboctperus CKB (A).

7. IIpu npyrux P3 TtectupoBanue anturten k Ac/JHK He mone3Ho, Tak Kak OHU BBISBISIFOTCS
OueHb penKo (5% ciydaeB) U B HU3KHX TUTpax (A).

8. Pexomenayemas yacrota onpenenenus antuten k 1¢/JIHK cocrasmsier 1 pas B 3 mecsma (B).

AHTHTEIA K THCTOHAM
I'ucToHBI — OCHOBHEIC O€IKOBBIE KOMITOHEHTEI gApa KICTKH, KOTOPBIC MOAPA3ACIIA0OTCA Ha 5

kimaccoB (H1, H2A, H2B, H3, H4).

1. CranmapTHBIMH METOAAMHM OTPEICIICHUSI AaHTUTEN K TUCTOHAM B CHIBOPOTKE KPOBU SIBIISIFOTCS
NDA u UB (B).

2. BI'H adtuTeNn K THCTOHAM TP TECTUPOBAaHUHM CHIBOPOTOK ¢ moMombeio HMODA
cocraBnsieT < 40 EJ[ /mMn (3aBUCHUT OT peKOMEHIAIuil (pUPMBI-U3TOTOBUTENS] KOMMEPUECKHX
Habopos pearentos) (C/D).

3. OmpeneneHne aHTUTEN K THUCTOHAM B psjie CIy4aeB IIOJIE3HO JUISL JHArHOCTHKHU
nekapctBenHoit BouaHku (D). Kommenmapuii. Ilo oannvim onucamenvbHvix uUccie0o8aHull,
auwmumena K 2UCMOHAM Haubolee YACMO BbIAGIAIOMCA NpU  JeKAPCMEEHHOU BONYAHKeE,
UHOYYUPOBAHHOU  npoxaunamudom u eudpanasunom (4. 50-100,), oowaxo mozcym
onpeoenimovcs y OONbHLIX, NPUHUMAIOWUX OAHHblE NPEenapamvl, HO He UMEIOWUX CUMNMOMO8
sonuanku (4: 44%), u y 6oronoix CKB (4: 50-80%,). IC anmumen k 2ucmonam cocmasisem
86% [29-31].

4. PexoMeHayeMasi 4aCTOTa ONpPEEICHUs aHTHTEN K THCTOHAM cocTaBiseT 1 pa3 B 6 mecsies-1

ron.
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AHTHTeJIa K HYKJIeOCOMaM (aHTUXpOMaTUHOBbIE aHTUTeNa, aHTuTena K JIHII, LE-kneTounsrii
dakTop) B3aMMOACHCTBYIOT ¢ anuTonamu komruiekca H2A-H2B-J[HK.

1. CrappapTHeIMH METOJAMHU OIPENETCHHUs] AHTUTEN K HYKJIEOCOMaM B CHIBOPOTKE KPOBU
spistoTcss MDA, b, LE-kneTounsrii Tect (B).

2. BI'H antuten Kk HykiIeocoMaM IpU TECTUPOBAHUU CBIBOPOTOK ¢ momouipio WDA
cocraBisier < 20 EJ[ /mMn (3aBUCHT OT peKOMEHJAIMi (UPMBI-U3TOTOBUTENS KOMMEPUECKUX
Habopos pearcaron) (C/D).

3. Ompenenenne 1gG-anTuTEN K HYKJIEOCOMaM MOXET ObITh moJie3Ho s nuarHoctuku CKB
(Jq4: 46-81%, JAC: 95-100%) (C) wu nekapCTBEHHOM BOJYAHKH, HWHIYIIMPOBAHHOU
npokauHamuaoMm (AY: 77%, IC: 86-99%) (C). Ob6uapyxeHHE aHTUTEI K HYKICOCOMaM
accouuupyercsi ¢ nopaxkenneM nouek npu CKB (C) u pazBuTHeM ayTOMMMYHHOTO TelaTUTa
tuna 1 (C).

4. PexomeHjyemasl 4acToTa OIpEAENICHUS aHTUTEN K HYKJIeocoMaM cocTaBisieT 1 pa3 B 6

mecsies-1 rox (D).

AHTHTeJIa K DJKCTparupyembiM siiepHbiM aHTureHam (OSIA) cBs3bIBalOTCA €
BOJIOPACTBOPHMBIMH SIICPHBIMHA aHTHTEHAMHU W TOJpa3AeiisstoTes Ha antutena k Sm, U1PHII,
Ro/SSA, La/SSB,  Scl-70 u Jo-1.

1. B kauecTBe MNEpPBUYHOIO CKPUHUHIOBOTO TeCTa JMJIg BBIABICHHS aHTHUTEN K OSA
pekomenayercs omnpeaencane AH® meromom HPHU® (A). CoryacHo MeXIyHApOIHBIM
CTaHJapTaM IpU MOJOKUTENbHBIX pe3ynbrarax uccienoBanus AH® nposoasTcs asa u Oolee
MOATBEPKIAIOIINUX TeCTa Ha Hamuuue aHntuten kK DA, B Tom uucie UDA, TN/, KUDD u Ub
(A). UD®A wumeeT BBICOKYIO YYBCTBHTEILHOCTb, HO HEIOCTATOYHYIO CHEHU(DUIHOCTD |
UCIIONB30BYETCA NSl CKpuHUHTA aHTuTen K OSA y AH®-monoxuTenbHbIX OONBHBIX C
MOCIEAYIOIUM TECTUPOBAHUEM CHIBOPOTOK IPU MOMOIIM MEHEE UyBCTBUTENBHBIX, HO Ooiiee
cneuduunbix MetonoB (Mb, KUD®, JIN]JT) (A). Henocratkom metona Ub sBasiercst ero Oosee
HU3Kasl YyBCTBUTEIHHOCTH 0 cpaBHEeHUIO ¢ DA u KUDD, a Takke cCiocOOHOCTh OMPEesITh

AHTUTCJIAa NPCUMYILICCTBECHHO K JIMHEWHBIM 3IIUTOIIaM (A)

AnTtuTesa k Sm (Smith) anTureny
Sm anTHren coctout u3 5 mansix saepHbix (M) PHK (UL, U2, U4, U5, U6), cesa3annbix ¢ 11 u

6onee nounentuaamu (70 kd, A, B/B’, C, C', D, E, F, G). Ilpu CKB anTutena k Sm pearupyor
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¢ B/B' u D noaunentumamu, ooummu s UL, U2, U4/U6 maPHII, ygacTByromux B CrijIaiiCHHIe
npe-mPHK.

1. CrangapTHBEIMH METOJAMH OTIPEICICHHS AHTUTET K SM B CHIBOPOTKE KPOBH SIBISIFOTCS DA,
Wb, AN/ u KUDD.

2. BI'H anturen K SM 1pu TECTUPOBAHWUU  CHIBOPOTOK ¢ momompbio HNDA
cocraBisier < 25 EJ[ /mn (3aBUCHT OT peKOMEHJAIMi (UPMBI-U3TOTOBUTENS KOMMEPUECKUX
Habopos peareuron) (C/D).

3. IlomoxxkurenbHble pE3yNbTAThl OINPEACTICHUS AHTUTEN K SM SBJISIOTCS crenuUuYHbBIM
CEpOJIOTUYECKUM MapKepoM U auarnoctudeckuM kputepuem CKB (IU: 8-20%, JIC: 99%) (A),
OJIHAKO HE MMEIOT IOJIBb3BI JJI OIICHKU aKTUBHOCTU U XaPAKTEPUCTUKHU CyOTHUIIOB 3a00JICBaHUS
(A).

4. PeKOMEHIyeTCsl OHOKpaTHOE onpeencuue anturesn k Sm (D).

Antutena k UIPHII pearupyror ¢ 6enkoBbiMu komnoneHTamu (70 kDa, A u C) U1 wmarnoro
snepHoro pubonykieonporenna (U1 msaPHII).

1. CrannaptaeiMu Metonamu onpenenenus anturen Kk UIPHII B cblBOpoTke KpOBU SIBISIFOTCS
NOA, Ub, INJ u KUDD (A).

2. BI'H anturen x UIPHII mnpm TectupoBaHuM CHIBOPOTOK ¢ momombio HMODA
cocraBisier < 25 EJ[ /mn (3aBHCHT OT peKOMEHIAuid (UPMBI-U3TOTOBHUTENS KOMMEPUECKUX
Habopos pearentos) (C/D).

3. Brisnenue anturen k U1PHII B Beicokux TuTpax mosnesHo s auarHoctuku C3CT (Y: 95-
100%, JIC- 98%) (A); menee mone3no aus quarnoctuku CKB - (Y - 30%, JC - Huskas) (B);
MOJIE3HO N7 NpOTrHO3upoBaHus HeOnaronpusitHoro TedeHus CKB ¢ pasButuem Tskenoro
nopaxeHus BHyTpeHHUX opraHoB (B). B ceiBopoTkax 60% OONBHBIX C MOJIOKHUTEIHLHBIMU
pesynbratamu onpenenenus antuten k U1PHII BeisBasitoTest antutena k Sm.

4. Pexomenayemas yactota onpenenenus antuten k. U1PHII cocraBnser 1 pa3 B 3 mecsna (B).

Anrtutena k SS-A/Ro (Robert)
SS-A/Ro0 anturen — nomunentuasl 60 kDa u 52 kDa, o6pasyromue kommieke ¢ ROPHK (hY1,

hY3 u hY5).

1. CraHgapTHBIMH METOZAMH OTpesesieHus aHTUTeN K SS-A/RO B CHIBOPOTKE KPOBH SIBIISIOTCS
NDA, B, TU]] u KUDD (A).

2. BI'H anturen k SS-A/RO mpu TECTHPOBAaHHMU CHIBOPOTOK C momompio MDA
cocraBisieT < 25 EJI /mur; anturen k SS-A/R0-52 kDa u SS-A/R0-60 kDa <10 EJI /mn (3aBucHt

OT PEKOMEHIAINi (PUPMBI-U3rOTOBUTENS KOMMepUecknx Habopos peareHToB) (C/D).
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3. Auturena k SS-A/R0O o6napyxuBatotcss B chiBopoTtkax 40-80% 6Gombubix CIII u 30-50%
6osbHbIX CKB. ¥V 50% 6onbubix CIHI u CKB antutena pearupyrot ¢ Oenkamu 60 kDa u 52
kDa, y 40% 6onbubix CIL — tombko ¢ Oenkom 52 kDa u y 20% 6omsabix CKB — Tonbko ¢
6enxom 60 kDa xomriekca SS-A/Ro (B/C).

4. TlomoxxuTenpHbIE  pe3yabTaThl  OOHapy:keHust aHtuTenl K  SS-A/RO  sBisroTCS
JUarHOCTUYECKUMHU KpUTEPUAMHU ITepBUUHOTO U BropuuHoro CII (A).

5. [Ipu GepeMEHHOCTH MCCIIC0OBAaHUE CBIBOPOTOYHOTO ypoBHS anTHTeNl K SS-A/R0-52 kDa u SS-
B/La-48 kDa mone3Ho0 aj1si IPOTHO3MPOBAHMS PHCKA PA3BHTHS IOJHON IOMEPEYHON OJIOKAIbI
cepala y mionaa, antutea K SS-A/R0O — 1y1st pOrHO3UPOBAaHUS PUCKA PAa3BUTHSI HEOHATAIHLHOTO
BOJTYaHOYHOIIOI00HOTO CHHIPOMA Y HOBOPOXKACHHBIX (B).

6. YV Oonpabix CKB mojoxuTenbHbIC pe3yiabTaThl TeCTHpOBaHMs aHTHTen K SS-A/RO
accouuupytores ¢ poroceHcubunuzanueit, CII, runepnpoaykuueit PO (B).

7. PekomeHnayeMas yactoTa onpezaeneHus antutes K SS-A/Ro cocrasisier 1 pa3 B 3 mecsia (D).

Anrtutena k SS-B/La (Lane)

SS-B/La anturen —Hykieonutoruiazmarndeckuii komiieke 48 kDa docdonporenna ¢ Ro PHK
(hY1-hY5), sensromuiics TEPMHHAJIBHBIM TPAHCKPUIIHOHHBIM  (akTtopom it PHK
nosumepasst 1.

1. CrangapTHBIMH METOJaMH OIpeAeieHUs aHTuTeNn K SS-B/La B ChIBOPOTKE KPOBU SIBIISIOTCS
NDA, U, IU]] u KU2D (A).

2. BI'H anturen x SS-B/La mnpu TecTHpOBaHHM CBIBOPOTOK ¢ momoripio MDA
coctaBisier < 25 EJ] /Mn  (3aBUCHT OT peKOMEHIAIMH (UPMBI-U3TOTOBUTEISI KOMMEPUYECKHX
Habopos pearearon) (C/D).

3. Aututena k SS-B/La obHapyxuBatotes y 40-50% 6onbubix CLI u 20% 6o0npubix CKB (B/C).
4. TlonoxuTeJbHBIE  pe3ylbTaThl  ompenenaeHuss antuten k  SS-B/La  sBuswores
JUArHOCTUYECKUMHU KpUTEpUAMHU NepBUYHOro U BTopuuHoro CII (A).

5. Tlpu OepeMEeHHOCTH TMOBBIINICHHE CHIBOPOTOYHOIO YpPOBHsS aHTUTENd K SS-B/La ciyxut
POTHOCTUYECKUM MapKepOM pa3BUTHUs MOJIHOM monepeyHo 610ka sl cepana y mioaa (B).

6. [Ipu CIL obHapyxenue antuten k SS-B/La accommmpyercsi ¢ BbIpakeHHOH JTUMQPOUIHOM
uHbuiIbTpanuel cmoHHbIX kene3 (C) M pa3BUTHEM SKCTparjaHAYISIPHBIX TPOSIBICHUN
(mypmypa, Backynut, tuMmdanenonatus) (C).

7. Ilpu CKB runepnpoxykiust anturen kK SS-B/La accomumpyercs ¢ HH3KOH 4YacTOTOM
nopaxkenus noyek (C).

8. Pexomenayemas gactora onpeaenenus antutes Kk SS-B/La cocrasnser 1 pa3 B 3 mecsia (B).
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CriepoaepMuyecKue aHTHTeNA - TPYIIa ayTOAHTUTEN, C BBICOKOM YacCTOTOM BBISBISEMBIX
npu pasznuudbix Bapuantax CC/l. K HuM oTHOcsATCs aHTHLEHTpoMepHble aHTuTena (ALLA),
antuTena K SCl-70 1 aHTUHYKIICOSIPHBIC AaHTHTEIA.

AHTHHeHTPpOMepHble  aHTHTena (ALIA) pacmo3nator  Gonee 6 IIEHTPOMEPHBIX
nykieonporennoB (LIEHIT A-F).

1. CranpaptasiM MetonoM ompeaeneHuss ALIA B ceiBopoTrke kpoBu sBisiercs HPU®D c
nomoitnbio HEP-2 xnerok (auckpeTHbi kpamuateiii Tun cBeuenus) (A). UccnepoBanue ALIA
Merogamu MDA u Wb um He pekoMmMeHayeTcs Mg IIUPOKOro IPUMEHEHHUs, TaK Kak
JUArHOCTHYECKAas TOUHOCTh JJAHHBIX TECTOB HEJOCTATOYHO H3yueHa (A).

2. BI'H ans ALLA nipu TectupoBanuu cbiBOpoTok MeTogoM HPU®D cocrasnser <1:160.

3. BeisiBienune AlIA odenp momnesno st guarnoctuku CCH (AY: 19-33%, HAC: 90-99,9%,
OIIIIP: 2,3-327, OIIOP: 0,7-0,8) (A), ocobenno CREST cungpoma (JIU: 60-65%, JIC: 83-
99,9%, OIIIIP: 3,5-650, OITOP: 0,2-0,5) (A).

4. IlonoxwutenbHble pe3ynbTaThl omnpeaeneHuss ALIA sBIAIOTCS MOJE3HBIM MapKepoMm s
MIPOTHO3UPOBAHUS JTUMUTHUPOBAHHOTO TopaxkeHus koxu (Y - 44%, JC: 79-93%, OIIIIP: 2,1-
6,1, OIIOP: 0,6-0,7) (A) U HU3KOW BEPOSTHOCTH PA3BUTHS PEHTICHOJIOTHYECKUX MPU3HAKOB
nerounoro ¢udposza (AU - 12%, JIC - 71%, OIIIIP 0,41, OIIOP 1,2) (A).

5. Pekomenayercs onHokpatnoe omnpezaeicaue ALLA (D).

AnTHTena K Scl-70 pearupyroT ¢ Tononsomepasoii | (0CHOBHOI HETHCTOHOBBIH XPOMOCOMHBIH
0eok ¢ MosiekyJsipHoit Maccoit 70 kDa ).

1, CraniapTHBIMH METOAaMH ornpenesieHuss aHTuten K SCI-70 B CBIBOPOTKE KpPOBHU SIBIISIOTCS
JU u Ub (A). UDA umeet 6onee Hu3kyr crneunduanocts 1ia quarnoctuku CCI (A).

2. BI'H anruren k Scl-70 npu TecTupoBaHHU CHIBOPOTOK ¢ momoripio MDA COCTaBIIAET
<25 EJ /mn  (3aBUCHT OT pPEKOMEHIAUuil (DUPMBI-U3TOTOBHUTENSI KOMMEPUYECKUX HaOOpOB
pearentoB) (C/D).

3. Ompenenenne anturen k Scl-70 sBisercs oueHb mone3HbM TecToM st auarHoctiuku CCJI
(d4: 20-40%, JAC: 90-100%, OIIIIP: 10-83, OITOP: 0,6 - 1,5) (A).

4. TlonoKUTeNbHBIC Pe3yIbTaThl ONpenesieHus auTuTea K SCl-70 cimyxar mone3HbIM MapKepoM
JU1sl porHO3upoBanus quddy3Horo nmopaxkenus koxu ([AY: 37-46%, JIC: 81-85%, OIIIIP: 2,0-
2,7, OIIOP: 0,7-0,8) (A), BBICOKOI BEpOSTHOCTH Pa3BUTHS PEHTICHOJOTMYECKUX IPH3HAKOB
nerounoro ¢puodpoza (JAU: 43-45%, JIC: 81-83%, OIIIIP: 2,3-2,5, OIIOP: 0,7) (A) u HapyuieHuUs
(GYHKIIMOHAJIBHBIX JIETOYHBIX MPo0 (A).

5. Pekomenayercst omHOKpaTHOE onpeencuus antuten k Scl-70 (D).
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AHTHHYKJICOJSIPHbIE AHTUTEJIA — TeTEPOreHHas IpyIa ayTOAaHTUTEN, XapaKTepU3YIOIINXCS
HYKJICOJIIPHBIM THUIIOM CBEYEHHUs Ipu uccienoBanuu merogomM HPU®D. AnTunykieosnspHbie
aHTHTeNna BKIovatoT antutena k PM-Scl, U3-PHII, Th/To u cemeiictBy PHK-nonumepas 1,11, 111.
1. Jlns BBISBICHMSI pa3IMYHBIX AHTUHYKJICOJISIPHBIX aHTUTENl B CHIBOPOTKE KPOBH HCIIOJIBb3YIOTCS
meroapl uMmmyHonperunutanuu (UIT), WA u Ub (BI'H st aHTHHYKICONSAPHBIX aHTHTEI
3aBUCHUT OT TEXHHUKU olpeneneHus) (A).

2. AHTHHYKJICOJSPHBIE aHTUTEIa WMEIOT BBICOKYIO CHEHU(PUYHOCTb, HO HHU3KYIO
gyBcTBUTEAbHOCTE (AY: 12-50%, HAC: 94-98%, OIIIIP: 4-31, OIIOP: 0,5-0,9), uto

OrpaHUYMBACT MX 3HAYCHHE IS JUArHOCTHKH U nporHo3uposanus teucHus CCJI (C/D).

Muo3ur-cnenuuyeckue AaHTUTeNa, pEarupyrolde C  pa3Iu4YHbIMU  SACPHBIMU U
[UTOIJIA3MAaTHYECKIMH aHTUTEHAMH, SIBJISIFOTCS] CEPOJIOTUYECKUMU MapKepaMu UAHOMATHIECKIX
BOCHAJIMTEIBHBIX MUOTIATHH, BKItoUas nmonumuo3ut (IIM) u nepmatomuosut (JAM). K Muosur-
crenupUIECKIM aHTUTEIaM OTHOCSITCS aHTHUTeNa K amuHoarwicnaTerazam 1-PHK (Jo-1, PL-7,
PL-12, EJ, OJ, KS), uactunam curHainpHoro pacnosHaBanus (SRP) u Mi-2, muo3urt-
aCCOIMMPOBAHHBIM aHTHIeHaM - aHTHTena K PM-Scl, KJ.

1. Jna BbIABIEHUS MHUO3UT-CHENU(PUUECKUX AHTHTET B CHIBOPOTKE KPOBH HCHOJIB3YIOTCS
metonsl Ub, MDA, U/, UII (BI'H aHTUHYKIEONSPHBIX AHTUTEN 3aBUCUT OT TEXHUKHU
onpenenenusi) (C/D).

2. Muosut-crienupudeckue aHTUTeNa HWMEIOT BBICOKYIO CHEIU(PUYHOCTh, HO HHU3KYIO
YyBCTBUTEJIHHOCTh B OTHOIICHMH JHMArHOCTMKH M TMPOTHO3MpoBaHus TeueHus [IM/JIM.
Muo3ut-crienudruyeckue aHTuTeNna BoIABIAIOTCA puMepHo y 40% OonpHbIx [IM/JIM. YacroTa
oOHapyxenust antuten Kk Jo-1 mpm  I[IM/JIM  cocraBinser  11-20%, npyrum
amuHoanuiacuarerazam T-PHK — ot 1 10 3%, SRP — 4%, Mi-2 — ot 4 1o 14% (C/D).

3. TlonoxurenpHble pe3yabTaThl ONpeAeNeHUs aHTHUTEeN K JO-1 SBISIOTCS AMArHOCTUYECKUM
kputepueM [IM/IIM ¢ HamuuueM aHTHCHHTETa3HOTO CHHAPOMA, KOTOPBIA XapaKTepU3yeTcs
OCTPBIM Ha4yajloM MHO3MTA, HHTEPCTUIHAIBHBIM IOPa)KEHUEM JIETKUX, JIUXOPAIKOH, apTPUTOM,
(beHoMeHOM PeifHO 1 U3MEHEHHUEM KOXKU KUCTEH 10 THITYy «pyKa MeXxaHuka» (A).

Antutena k SRP o6napyxuBarotcss mpu [IM, accouMupyromuMcs C OCTPBIM HaudyaaoM
3a00yieBaHus, TSDKEIBIM TEUYEHHEM MHO3MTa, KapAHOMHONATHEH M IUIOXMM OTBETOM Ha
TITIOKOKOPTUKOUIHYIO Tepanuio (C/D).

Onpeneneare  antuten K Mi-2  monesHo il JUArHOCTHKHU KJIACCUYECKOT 0
CTEpOMAUYBCTBUTENLHOTO JIM ¢ OJarompusTHBIM TPOTHO30M M PEIKUM Pa3BUTHUEM

omyxosesoro muosuta (C/D)
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Amnturena k PM-Scl acconuupyrorest ¢ cyorunom JIBCT, Briarouaroriero npusnaku CCJ, IIM u
nopaxenue nouek (C/D).

AnTtutena k KJ BRISIBISIFOTCS TIpU MHO3UTE, (heHOMEHE PeiiHO M MHTEpCTHIIMATIEHOM TTOPaKCHUN
aerkux (C/D).

7. PekoMeHyeTCsl OIHOKPATHOE OIpEeeICHHE MHO3UT-crienupuueckux anturen ().

PesmaTouansie pakropsl (P®) - ayroanturena IgM, IgA u 1gG knaccos, pearupyromue ¢
Fc-pparmentom 1gG.

1.HauGouspiiee 3Ha4eHHE B KIIMHUYECKOM ITpakTUKe uMmeet onpeaeneaue IgM PO (A).

2. CrangaptHeiMu  Meronamu ompenenenuss IgM PO  cuyxar peakmus arrioTHHAIUN
ceHcnOmmm3npoBanHbiX |gG wacTui marekca (J1aTeKC-TECT) WM SPUTPOIMTOB OapaHa (peakuus
Baanep-Pose), ummynonedenomerpust 1 UDA (A). B kadecTBe CKPUHHHIOBOTO TECTa MOXKET
UCIOJIb30BaThCSl  TOJYKOJMYECTBEHHBIE ~ MMMYHOXpOMAaTOrpauiyeckuii  3KCIpecc-MeTos
usmepenus IgM P® B nenbHO# KpoBHU ¢ momoIipio cyxux tecT-monocok (C). Pekomenmyrores
KoJIM4ecTBeHHbIE MeTonbl m3Mmepenus IgM P® B wmexnaynapoasbix eamnunax (ME/mi) B
CBIBOPOTKE KpoBH (MMMyHOHe(enomerpus, UPA). IlonoxurenbHble pe3yabTaThl ONpeAeIeHUs
IgM P® nonykonuyecTBEHHBIMU METO/aMH (JIaTEKC-arTJIIOTUHALMA), 1aXe B BBICOKUX TUTPAX,
BCET/Ia JIOJDKHBI PACCMATPUBATBCS KaK HU3KO MOJIOKHUTEIbHBIC (A).

3. Hopmanensiii ypoBeHb IgM P® mpu TecTHpOBaHHHM CHIBOPOTOK C TIOMOIIBIO JIATEKC-
armmotuHamMu - coctaisier <1:40, wHedenmomerpun < 15 ME/ma, HUDPA <20 ME/mm.
PexomeHyeTcsl BblIE€JI€HUE HETaTHBHBIX (MEHBIIUX WM PABHBIX BEPXHEW I'paHHIlE HOPMBI —
BI'H); Huzko no3utusHbIX (<3 BI'H) 1 Beicoko no3utuBHbIX (>3 BI'H) ypoaeit IgM P® (A).

4. llonoxutenbHble pe3yiabTaThl oOHapyxkeHuss IgM P® B cbhIBOpoTKE KpOBH CIy’KaT
nuarHoctuueckuM kpurepueM PA (A). Ilpu ucnonb3oBanuum obmenpunston BI'H (15-20
ME/mn) IOY cocraBmser 50-90%, JIC: 80-93%, OIIIIP: 4,86, OIIOP: 0,38. IgM P® —
YYBCTBUTEJbHBIM, HO HEIOCTATOYHO CHEHU(PUYHBIA Mapkep Juid nuarHoctuku PA, Tak kak
00HapyXHUBAETCsI B CHIBOPOTKAX IpU Apyrux P3, XxpoHnyecknx MHQEKIUAX, 3T0Ka4€CTBEHHBIX
HOBOOOPA30BaHUAX M B MOXKUJIOM Bo3pacte. [IprMeHeHHe BBICOKO MO3UTUBHBIX ypoBHeH IgM
P® (>3 BI'H, T.e. >40-50 ME/mi) compoBoxaaercs 3Ha4nTeNnbHbIM yBenuueHuem ero JC (91-
98%) u OIIIIP (22,7) mpu PA.

5. IgM P® B BbICOKOW KOHIIEHTpAIMH SIBJISIETCS IMOJIE3HBIM MapKepOM [UIsl IPOTHO3UPOBAHUS
OBICTPONPOTPECCUPYIOMIETO  JECTPYKTHBHOTO TOPAXEHUS CycTaBoB (A) W CHCTEMHBIX
nposinenuit mpu PA (C).

6. TecrupoBanue IgM P® mozBomser mporaozupoBaTh dddextuBHOCTh Tepanuu [MBIT y

6ompHBIX PA. CeponosutuBHocTs 1o IgM P® u BbICOKHMIT ypOBEHb 3TOTO MapKepa B KpOBHU 0
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HayaJja JICUCHHS] pacCCMaTPUBAETCS B KaUe€CTBE MPEAUKTOPA XOpOUIero oTeera Ha tepanuto PTM
(A) mpu PA.

7.V ceponeratuBHbIX 1o IgM P® nanuenToB Ha panHel ctaguu PA pekoMeHayemas KpaTHOCTh
oInpezeNieHusl AAHHOIO NoKa3aTels cocTaBiseT 1 pa3 B 3 - 6 MecsLEeB, HAa pa3BEPHYTOM CTAIUU —
1 pa3 B roj, Ha mo3HEN cTaauu — MOBTOpHBIN ananu3 IgM P® npoBoauts HerenecoodbpazHo. Y
HU3KO/BBICOKO TO3UTUBHBIX O00ibHBIX MO IgM P® kpaTtHOCTh ero ompeieneHuss JI0JDKHA
COCTaBJIAITh HAa paHHeH cTtaguu | pa3 B 3 Mecsila, Ha pa3BepHyTOM cTtaauu — 1 pa3 B 3-6 Mmecsles,
Ha no3aHed craauu — 1 pa3 B rox (D).Kommenmapuii. Ilpu oyenke kpamuocmu onpeoenenus
IgM P® yuyumpwiganucey oanHbvle cucmemamuieckozo 0630pa U ONUCAMENbHBIX UCCIE008AHULL O
€20  HecmabUNbHOCMU,  NONOJUCUMENbHOU  KOoppenayuu ¢ KIUHUKO-1a00pamopHbimu
nokasamesimu 60CNAIUMENbHOU AKMUBHOCMU 3a001e8aHUsL U 603MONCHOCMU CEPOKOHBEPCUU HA

¢one nposooumoti mepanuu, a makaice pekomenoayuu EULAR no nevenuro PA.

AHTHTE1a K HMTPYJUIMHUPOBaHHBIM OeakaM (ALLB) - rereporenHas rpymnmna ayroaHTUTEN,
KOTOpBIEC PACIIO3HAIOT aHTUT€HHBIE JIETEPMUHAHTHI (UILIArpUHA U IPYTUX OEJIKOB, COACpPKAIIUX
ATUNUYHYI0 aMUHOKHUCIIOTY LMTPYJUIMH, OOpa3yIoLlylocsi B pe3yibTaTe MOCTTPaHCISALUOHHON
MoJM(UKAIIMK OCTaTKOB aprMHMHA MOJ AEMCTBUEM (EepMEHTa MENTUAWIAPTUHUHACUMHUHA3HL.
CewmelictBo AIllb Bximroyaer aHTHUTENa K LUKIMYECKOMY LUTPYUIMHUPOBAHHOMY NENTHAY
(ALILIT), anTunepunykieapHbli (HakTOp, aHTUKEPATMHOBBIE AHTHTENA, AHTU(UIUIATPUHOBLIC
aHTUTeNa, aHTUTeNa K  UUTPYUIMHUpPOBaHHOMY  (GUOpHMHOTEHY W aHTHUTeNa K
MOIM(PUIIMPOBAHHOMY LUTPYJUIMHUPOBAHHOMY BUMEHTUHY (AMILIB).

1. AIIb o6nanarot Beicokoit JIC npu PA (A/B/C). Cpeau ALID Beayiiyio poib B KIMHUYECKOM
npaktuke umeer onpezaenenue AILIIL, koropsle sBistoTcs Haubojee CTaHIAPTHU30BaHHBIM
MapKepOM JIJIsl paHHEH IMarHOCTHKY U OlleHKH nporHo3a PA (A/B/C)

2. CrammaptaeiMu Metogamu ompernenenus ALILII B ceiBopoTke kpoBu ciyxkatr MDA ¢
MCIIOJIb30BAaHUEM B KAuyeCTBE AHTHUIE€HA CHUHTETUYECKUX HUKIMYECKUX LUTPYUIMHHUPOBAHHBIX
NENTHI0B BTOPOIO M TPETHETO MOKOJIEHUS, HUMEIOINX BBICOKYIO CBSI3bIBAIOLIYI0 aKTUBHOCTH B
OTHOILIEHUH ITUPOKOTO CIEKTpa aHTHTeNd, accouuupyromuxcs ¢ PA (AL, u AIIIls), a
TaKxke XEMWITIOMUHHUCIIEHTHBIH aHaIN3 Ha OCHOBE MUKPOYACTHI] u
ANEKTPOXEMWIIOMUHHUCIIEHTHBI aHanu3 (A). B kayecTBe CKPUHHMHIOBOTO TECTa MOMXET
NPUMEHSTHCS TOTYKOIMYECTBEHHBI IMMYyHOXpoMaTorpaduyeckuit skcnpecc-meron (C).

3. BI'H npu onpenenenun ALILII B cpiBopoTKe KpoBU coctaBisieT 5-25 EJ[ /M B 3aBUCUMOCTH
OT (DUPMBI-UBTOTOBUTENS KOMMEpPUECKUX HaOOpOB peareHToB. PexomeHnyeTcs BblaeleHUE

HeratuBHbIX (SBI'H); Husko no3utuBHbIX (<3 BI'H) u Bricoko mo3utuBHbIX (>3 BI'H) ypoBHeit

AITLII (A).
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4. TlonoxurensHble pe3ynbTaThl oOHapyxkeHuss AL[LIIl B CchIBOpOTKE KpOBH CIyXKaT
muarnoctuaeckuM kputepueM PA (A). ALLIIT — 6onee BeicokocTienn(pUUHBIN JUATHOCTHYSCKUAN
mapkep PA (JQ4: 49-91%, JC: 73-99%, OIIIIP: 12,46-17,3, OIIOP: 0,36-0,2), ocobenHo, Ha
panneit cranuu 6onesnu (4Y: 39-71%, JIC: 93-99%, OIIIIP: 6,04, OITOP: 0,74) no cpaBHeHHUO
¢ IgM P® (A). Ompenenenue ALl wMeer BakHOE 3HAUCHHUE JI JUATHOCTHKHU
ceponeratuBHoro no IgM P® PA (uactora oOnapyxenuss ALILII y IgM P®-otpunarenbHbIx
6osbHBIX PA cocraBmsier 20-40%) (A), muddeperunansHoi nuarHoctuku PA ¢ apyrumu P3
(A/B/C).

5. CeponozutuBHOCTh 0 ALILIIT sBIsSIeTCS TPOrHOCTHYECKUM MAapKEPOM TSHKEIIOT0 3PO3UBHOTO
nopaxxenust cycraBoB npu PA (A/B/C). Ilpornocruueckas teHHocth AIILIl B oTHOIICHHH
pa3BUTHS BBIPAKEHHOW CYCTaBHOW NECTPYKIMH y OONBHBIX PA 3Ha4MTENbHO BO3pacTaeT IMpH
COBMECTHOM OIIpe/IeJIeHHH JTaHHOro Mapkepa C “shared epitope” (SE) HLA DRB1*0101, 0104,
0404 (A/B/C).

6. Obnapyxxenue ALILII B CBIBOPOTKE KPOBH CIYXKHT MPETUKTOPOM pa3BUTHsI PA y 310pOBBIX
mun; (OP:15,9) u y manueHtoB ¢ paHHuM HenuddepeHuupoBanubiM aptputom (OP: 25-37,8)
(A/B/C).

7. Tectupoanue ALILII mno3Bonser nporHosupoBaTh 3PdextuBHOCTh Tepamuu [UBII y
6onbHBIX PA. CeponosutuBHocts 1o ALIIIII u BbICOKHMIT ypoBEHBb 3TOro Mapkepa B KPOBH 0
HayaJla JICYCHHs] PaCCMaTPUBAETCs B Ka4eCTBE MPEIUKTOPA XOPOILIEro oreera Ha tepanuto PTM
(A) pu PA.

8. Ha mo3nneit cranuu PA wuccnemoBanue ALILII HenenecooOpa3Ho. Y CepOHETaTUBHBIX IO
ANUIT manuenToB pexomenayemas kpatHocTh onpeznenenuss ALILIIl Ha panneit cranuun PA
coctaBisier 1 pa3 B 6 MecsieB, Ha pa3BEepHYTOW craauu — ojaHokpatHo. Y AIIII-HU3KO
NO3UTUBHBIX O0sbHBIX UccaenoBanue ALILII na panneit ctanuu PA cnenyer nmpoBoauth 1 pa3 B
3-6 Mecs1eB, Ha pa3BepHyTOH cTaguu — 1 pa3 B rox. IIpu Beicokoit mozutuBHOCTH o ALILIT Ha
paHHEN U pa3BepHyTOU ctanuax PA pekomeHnnyercs onHokpatHoe uccinenosanne AILLIL

(D). Kommenmapuii. Ilpu oyenxe xkpammocmu onpeoenenus AL[L[Il yuumovieanucy oaumwvie
cucmemamuyecko2o 0630pa u OnUCamenbHuIX ucciedosanuti o bonvueti cmabunrvrocmu AL
no cpasuenuro ¢ IgM P® (omcymcmeue evipasicennol Kopperayuu ¢ KIuHUKO-1a60pamopHuimu
nokasamensimMu B0CNANUMENbHOU AKMUBHOCMU 3a001e6aHUsl, CEePOKOHBEPCUU 6 meueHue
3abonesanusi U Ha Gone NpPoBOOUMOU mepanuu, YeeIudeHus Hacmomsl OOHAPYI’CEeHUs 8
nodcunom eospacme) u Heoboxooumocmu evioenrenusi AL{b-nonosxcumenvroeo genomuna PA,
Xapakxmepuszylouje2ocsi  YCKOPeHHOU PeHmeeHONI02UYeCKOU npocpeccueil  0ecmpyKmueHo20

nopasiCeHusl cycmaeoes, mANCE/IbIM mederHuem PA ¢ noswviuenuem 061/1/;612 aemanvHocmu u bonee
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yacmuIM pazgumuem KOMOpOUOHBIX COCMOSHUL, C Yelblo 8b100pa COOMBEMCmayIuie20 Memooa
aghghexmuenoil mepanuu.

9. CranpmaptaeiM MeToqoM onpezaeneans AMLIIB B ceiBopoTke kpoBu sBisiercss DA (A). B
KayecTBe CKPUHHHT'OBOTO TecTa MIPUMEHSIETCS MOJTyKOJIMYECTBEHHBIH
UMMYHOXpOMATOrpaduyecKuil 3KCIPECC-METOJ] Ha CYXUX TECT-NIOJIOCKaxX [UJIsl H3MepeHus
AMIIB B nesnbHo# kpoBu (C).

10. Bepxwuss rpanuna HOpMbl npu ompeneneHun AMIB ¢ nmomompsio MDA cocraBnsier
20 EJl /M (A). Pekomennyercs Boiaenenne HeratuBHbIX (SBI'H); Hu3ko nmosutuBHBIX (<3 BI'H)
U BBICOKO Mo3uTUBHBIX (>3 BI'H) yposueit AMIIB (A).

11. TlonoxwutenbHble pe3ynbTarhl omnpeneiacHuss AMIIB B ChIBOPOTKE KpOBM — CIyXKaT
JIOTIOJIHUTEIbHBIM ~ JMArHOCTUYECKUM MapkepoM PA  mpu oTpuuaTeNbHBIX —pe3yiabTaTax
onpenenenus IgM P® u AL B ceiBopotke kposu (C). AMIIB o6namaror 60s1ee BEICOKOM HITH
cxonuoi 1Y, no menwmmeit JIC mnsa quarnoctuxku PA (JIY: 77%, JAC: 89%, OIIIIP: 7,24, OIIOP:
0,28) o cpasuenuto ¢ ALLIIT (C).

12. AMIIB sBISIOTCS TMOJIC3HBIM MapKepOM IS TPOTHO3UPOBAHUS TSKEIIOTO 3PO3UBHOTO
HopaXkeHus cyctaBoB y 6onbHBIX PA (OP: 7,3) (B).

13. TloBwimenue ypoBHs AMIIB B Oonblneil cTenmeHH acCOLUUPYETCS C KIUHUKO-
71a00paTOPHBIMHK MTOKA3aTEISIMH BOCTIATUTEIbHON akTuBHOCTH PA, uem ALILIIT (B/C).

14. Ha no3aue#t cranun PA uccnenoBanne AMIIB HenenecoobpasHo. Y cepoHEraTUBHBIX IO
AILII nanueHToB pexomMeHayemasi KpatHOCTh omnpeneiacHuss AMIIB Ha panneln cragun PA
coctaBisgeT 1 pa3 B 6 MecsleB, Ha Pa3BEpHYTOH CTaauM — OJHOKPATHO. Y HHU3KO/BBICOKO
no3uTUBHBIX O0JbHBIX 0 AMIIB wuccnenoBanne AMIIB na panneit cramuu PA crnemyer
npoBoIUTH | pa3 B 3-6 MecsIeB, Ha pa3BepHyTO# ctaauu — 1 pa3 B 6 mecsiies — 1 rox (D).
Kommenmapuii. Ilpu oyenke Kpamnocmu onpeodenenusi AMI]B yuumviganucos OaHmbvle
cucmemMamuyecko2o 0030pa, MemaarHaiusd U ONUCAMeNIbHbIX UCCIe008aHULl 0 Donbulell C853U
AMI]B ¢ knunuxo-1a60pamopHulMu NOKA3AMeNIMu 80CNAIUMENbHOU AKMUBHOCMU 3a001e8aHUs
no cpasnenuro ¢ AL, chuscenuu yposuss AMIIB na ¢pone mepanuu I'MIBII u neobxooumocmu
svioenenus  AL[b-nonosxcumenvrnoeo ¢enomuna PA, xapaxkmepu3syiowezocsa ycKopenHOU
PEHM2eHON02UUecKoll  npozpeccuell  0eCmpyKmugHO20 NOPAXCeHUus CYCMmagos, MmANCebiM
meuenuem PA ¢ nosviwenuem obueti remanoHocmu u 60ee 4acmolm pazsumuem KOMOpOUOHbIX

COCMOsIHULL, C Yeblo 8b100pa COOMEEMCmMayue20 Memooa 3¢hgdexmuerno mepanuu.

AnTudgochonunuanbie anTureaa (AMJI) — rereporeHHas MNOMYJSIUS ayTOAHTUTEN,

pacCno3HaromnuX aHTUTCHHBIC AJCTCPMHHAHTBI aHWUOHHBIX H HeI\/'ITpaJ'II)HI)IX q)OC(i)OJ'II/IHI/I}IOB, n
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KOMIUIEKCHBIC D3IHTOIBI, OOpasyromuecss B Tpolecce B3auMOJeHCTBUS (pocomunumoB u
b ocoTUIIACBI3BIBAIOIINX OSTKOB TUIa3Mbl KPOBH.

1. ADJI sBnsaroTcs ceposorudeckuM mapkepoMm antudochomunuanoro cunapoma (ADPC) u
(akTOpOM pHUCKA PA3BUTHUA TPOMOOTHUYECKMX OCIOXHEHUH M aKyIIepCKOW HaTOJIOTMU  IpHU
JaHHOM 3abosieBaHuM. B uucio nabopaTopHbIX auarHoctudeckux kpurepueB ADPC BXomsT
HIOJIOKUTEIIbHBIC PE3yJIbTaThl OOHApYKeHHsI aHTUTEN K KapauoiunuHy (AKJT) knaccos 1gG/IgM,
antuten K Pp-rmukonporeuny | (aPy-I'Tl I) kinaccor 1gG /IgM 1 BouaHOYHOTO aHTHKOAryJIsIHTa
(BA) (A).

2. 19gG/IgM AKIJI 1o/mKkHBI ONIPEIENIATHECS B CBIBOPOTKE B TUTpax, npessiimaronux 40 GPL/MPL
(nm 99-bIi MIPOLICHTHIIB Y 3JOPOBBIX JOHOPOB), B 2 U 00JI€e MCCIICOBAHUSIX C UHTEPBAIOM HE
meHee 12 Henmenb ¢ momomblo crangaptHoro MDA, mossomstomero BeisiBiIATh P — 11 |-
3aBucumbie AKJI (A).

1gG/IgM af,-T'TI | momKHBI ONpenensaThess B CHIBOPOTKE € IMOMOIIBI0 cTanmaptHoro MDA B
JTMAarHOCTUYECKUX THTPax, MpPeBbIMAOMUX 99-bIif MPONEHTWIH Y 30POBBIX JOHOPOB, B 2 |
0oJiee UCCIIeIOBaHUSIX C UHTEPBAIIOM He MeHee 12 Hepaenb (A).

BA nomxeH onpenensTbes B mi1a3Me B 2 win 0ojiee UCCIEI0BAHUAX C MHTEPBAJIOM He MeHee 12
Henenb B (OCGhOIUNMI3ABUCUMBIX  KOAryJsLHMOHHBIX TeCTaX CTaHJIAPTHBIM  METOJIOM,
BKJIFOYAKOIIMM HECKOJIBKO ATarnoB (A):

(@) VYnnunenue (GocONUNMUI3aBUCUMOTO  CBEPTHIBAHMS KPOBU TMPU  HCIOIB30BAHUHN
CKPUHHMHTOBBIX KOaryJasiquOHHBIX TecToB (AUTB, KaonMHOBBIA TeCT, TECT C SAOM TaJlOKH
Paccena);

(0) OtcyTcTBHE HOPMAIU3allMK BPEMEHH CBEPTHIBAHUS MO JAHHBIM CKPUHUHTOBBIX TECTOB IPU
CMEIIMBAaHUH C HOPMAaJIBHOM, JIMIIIEHHON TPOMOOIIMTOB IIJIa3MOM;

(B) Hopmanu3auus yAIMHEHHOTO BPEMEHHM CBEpPTHIBAHUS KPOBH NpU JOOaBIEHUM H30BITKA
dochonununos;

(r) WUckmroueHune apyrux Koaryjionatuil (Haauuusi B KpoBu uUHruoOutopoB ¢akropa VI umm
renapuHa).

[lpn otpumarensHbIX pesynbratax omnpeaenenus BA, 1gG/IgM AKIJI, 1gG/IgM af,-T'TI | u
nogo3peHnn Ha Hanmuuue ADC pekoMeHIO0BaHO JomoyiHuTeNbHOe wuccienoBanue AKJL wu
aPo-T'TI | kmacca IgA (C).

Junarno3 A®C He MOXET ObITh YCTAHOBIIEH, €CIIM MPOMEXYTOK MeXIy BbliBieHueM ADJI u
KIIMHUYECKUMHU MPU3HAKaMu 3a00JIeBaHUs COCTaBIsIeT MeHee 12 Heaenb u 6onee 5 net (A).

s mocranoBku quarHo3a AP@C H0CTaTOYHO OJHOTO U3 TpeX JIabopaTopHbIX kpuTepueB (BA,
AKJI wmm aB,-TI'TI 1), Hamuune y OOIBHOTO HECKOJIBKHX JabopaTOpHbIX KpuTepueB ADC

COTIPOBOXIACTCS 3HAYUTEHHBIM YBEITMUECHUEM PUCKA TPOMOOTHIECKUX OCTOKHEHHH (A).

20



3. Anxturena k gapyrum DI wu  kodakTtopHpiM  Oenkam  (pocharmmuncepuny,
docharununuaozuTony, QocharuaumdTanonamuny, pocharuaunxonuny, cmecu  DJI,
nporpoMOuny, Oenkam C, S, Z wu aHHekcuHy V) HE HMCIOT JOKAa3aHHOTO 3HAYCHHS IS
nuarHoctuku ADC. B psage cinydaeB ooHapyxkenue 3tux A®DJI accoumumpyercs ¢ «mpe-ADCy»
(unu «BeposaTHbIM» ADC), KOTOPBII XapakTepU3yeTcsl HAIUYUEM Y OOJIBHBIX CETYATOro JUBEO,
XOpeH, TpOMOOLIMTONEHUH, TMOTEePh IUI0JA, TOPAKEHUS KIIAaHOB CepAlla U MOXKET
NpPE/IIECTBOBATh PA3BUTHIO TpoMOoTHUeCKUX ociokHeHui (C).

4. BI'H nipu onpenenennn IgG aKJI B ceiBopoTke kpoBu Bapbupyet oT 4,0 1o 30,0 GPL; IgM
aKJI — ot 3,0 mo 20,0 MPL; 1gG/IgM a3, - T'TI | — ot 4,0 g0 20,0 EJI/Mi B 3aBUCHMOCTH OT
(UPMBI-U3rOTOBHUTENS KOMMEpYECKUX HaOopoB peareHToB. Pexomennyemas BI'H mns ADJI
COOTBETCTBYET 95-0My NPOLIEHTHIIIO (YPOBEHb J0Ka3aTeabHOCTH B). PekoMeHayeTcs BblieIeHUE
HeratuBHbIX (<BI'H), Huszko mno3utuBHBIX (Mexay 95 - 99 mnporeHTUNIsMH), yMEpPEHHO
n03uTUBHBIX (99-b1ii mpouenTris — 80 GPL/MPL) u Beicoko mosutuBHBEIX (>80 GPL/MPL)
yposueit AKJI (B).

5. Ilpum ucnonp3oBaHWM B KayecTBE IUarHocTuueckux kputepueB ADPC mMoy0XKHUTEIbHBIC
pesynbratel onpenenenus 1gG aKJI (A4: 45-68%; AC: 71-75%) u IgM aKJI (AY: 35-69%; JC:
72-81%) uMeroT yMEpeHHYI0 YYyBCTBHTEIBHOCTh, HO HH3KYyIO crnenupuynocts. BA (AY: 29-
59%; IC: 81-86%) u IgG/IgM af, - T'TT | (A4: 23-60%; JC: 83-97%) sBisroTcs Oosee
crnenuUYHBIMU, HO MEHee YYBCTBUTEIbHBIMU JAMarHocTudeckumMu mapkepamu ADPC mo
cpaHenuto ¢ IgG/IgM aKJT (A).

6. s mporHo3upoBaHus pUCKa pa3BUTHS TpoMOoTHUYecKuX ocioxkHeHni npu ADC Hambonee
noJie3HbIMU Mapkepamu sBisiioTes BA (JIY: 59-65%; JC: 82-87%; OP: 3,04-7,62), 1gG aKJI
(dY: 53-77%; AC: 72-85%; OP: 2,49-6,42) u 1gG af, - I'TI | (AY: 24-58%; JIC: 80-95%; OP:
2,4-9,8) (A).

7. Jlns TpOrHO3MpPOBaHUS pHCKA pa3BUTUS akyliepckodl mnatojoruu npu ADC Haumbosee
noJe3HBIMU Mapkepamu sBisiioTes BA (JIU: 55-58%; JIC: 88%; OP: 3,0-8,7), 1gG aKJI (J4: 50-
86%; JIC: 64-89%; OP: 5,06-19,0) u 1gG aP, - I'TI | (JIY: 50-75%; IC: 84-89%; OP: 7,0 - 27,0)
(A).

8. Pexomenayemas kpatnocts onpeaeneuus BA, 1gG/IgM AKIJL, IgG/IgM aB,-T'TI | mpu ADC

coctaBisieT 1 pa3 B 3-6 MecsIIeB.

AdTHHelTpOPUIbHBIE uHUTOMJIA3MaTHudeckue aHTuresa (AHIIA) — rereporeHHas
MOMYJISIIIHS AyTOAHTUTEIN, PEarupyronux ¢ GepMeHTaMu UTOIIa3MbI HeTpoduios. Paznuuator

nBa ocHoBHBIX Tuna AHITA — mutomnazmatuueckne AHIIA (nAHLIA), B3aumopeiicTByromue ¢
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nporenna3oii 3 (I1P3), u mepunykneapusiec AHIIA (mAHIIA), cnennduyHbie B OTHOLIEHUU
muenonepokcuassl (MIIO). B HekoTopeix cinydasx BbisaBistorcs atunuunbie AHIIA (aAHIIA),
HAIPaBIICHHBIC K HEU3BECTHBIM IIUTOIUIA3MAaTHUYECKUM Oenikam u JamuHam A, B1, C.

1. AHIIA sBJISIIOTCS CEPOJTOTHYECKUM MAapKEPOM CUCTEMHBIX HEKPOTHU3UPYIOIIUX BACKYJIHUTOB
cocylioB cpenHero u Meinkoro kanubpa (AHILIA-acconmmpoBaHHBIX CHCTEMHBIX BAacCKYJIUTOB —
AHIIA-CB), x KOTOpBIM OTHOCSTCS TIpaHyjlemaTo3 ¢ mnoauanruutom (Berenepa) - (I'B),
Mukpockonuueckuil noauanruut (MITA) u cungpom Yepxa — Ctpoc (A).

2. IlepBuuHbIM CKpUHUHTOBBIM TecToM s ompeneneHus AHIIA sBnserca meton HPUD c
HCIIOJIb30BaHUEeM (DMKCUPOBAHHBIX 3TaHOJOM HeuTpoduino (A). TAHLA naror auddy3HbIi
[UTOIUIA3MAaTHYECKUH TpaHyJISIPHBIA THUI CBEYCHHUs C OOJbIIEH HWHTEHCHUBHOCTBIO I10
HANpaBJICHUIO K AApy HeWTpopwioB, yem Kk mnepudepun. nAHIIA xapakrepusyrorcs
nepunykieapHbiM THUIOM cBeueHus, aAHIIA — nuddy3nbpiM MenKkokpamyaThiM, TOMOTC€HHBIM
WM JIMHEWHBIM LMUTOIUIa3MAaTHYECKUM THUIOM cBeueHusa. llepuHyKkieapHbIi TUII CBEYEHUS
paciieHuBaeTcs Kak apredakt, CBSI3aHHBIN ¢ (pukcanueld HeHTPOPUIOB ITAHOIOM, TPUBOISIICH
K IepepaclpeesiCHUI0 IOJI0KUTEIbHO 3apsbkeHHbIX OenkoB (MIIO, nu3onum, snacrasa,
karericud G, makrogeppuH) BOKPYT OTPUIATENLHO 3apsSKEHHOW MEMOpPaHbI Sapa, 4TO MOKET
naBatb cBeueHue, HanomuHaromee AH®. [Tostomy npu onpenenennu nAHIIA metonom HPU®
HeoOXxouMa IOCTAaHOBKA COOTBETCTBYIOLUIMX KOHTPOJE€H ¢ (PUKCHUPOBaHHBIMU (OPMaTHMHOM
Heiitpopunamu u ¢ HEp-2 xierkamu. Ha ¢uxcupoBannbeix Gopmanunom HelTpopumax AHA
JIAI0T XapaKTepHoe saepHoe cBeueHne, a TAHILIA — nuromnazMaTndeckoe rpaHy I spHOE.

ITpu nonoxurensHbIX pesynapTaTax onpeaencHuss UAHIIA u nAHIJA wmeronom HPU®
pEeKOMEHAYETCsl MPOBOIUTH MOJTBEPIKIAIOIIEe UCCIe0BAHNE CHIBOPOTOK Ha aHTHTena K [1P3 u
MIIO ¢ nomomipio UDA (A).

3. Hopmanbsiil ypoBens HAHIIA u nAHIIA B chIBOpOTKE KPOBU MPU UCHOIB30BAHUN TEXHUKHU
HPU® cocraBnsier menee 1:16-1:20, UDA - menee 5,0-20,0 EJl/mn (B 3aBucumMoctd oT pupMsbI-
M3TOTOBUTEISI KOMMEpPUECKUX HabopoB peareHToB) (B).

4. O6napyxenue TAHIIA merogom HPUD sBisieTcst BeicOKOCTIEIIU(UYHBIM TUATHOCTHYECKUM
mapkepom ['B (AY: 63-91%, AC: 95-99%) u menee mnone3Ho s auarHoctuku MIIA u
cunapoma Yepmxa — Ctpoc (A). [TonoxxurensHble pe3ynsTaTsl onpenenenus nAHIIA meronom
HPU® B coueranun ¢ UOGA MIIO-AHIIA cinyxar mone3HbIM JUATHOCTHYECKUM MAapKEPOM
MITA (OI4: 50-75%, JC: 80-98%), cungpoma Yepmka — Ctpoc, a Takke
OBICTPOIIPOTPECCUPYIOLIETO  TJIOMEpYJIOHeppUTa M HAMOMATHYECKOTO  AIbBEOJIIPHOTO
reMopparu4eckoro cuaapoma (A).

6. 11 AHLIA Bapsupyet ot 34% 10 92% B 3aBUCHMOCTH OT aKTHBHOCTH, (JOPMBI, CTajnu 3a00JICBaHUS,

pacnpoCTpaHCHHOCTHU IMAaTOJIOTMYCCKOIO IIpouecca n HpOBO,I[I/IMOﬁ TCparnunu (A)
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7. OrcyrctBue AHIIA npu y3enkoBOM monuapTepuuTe mo3BossieT qudpepeHnnpoBaTh JaHHYIO
dopmy Backyauta ot MITA (A).

8. [ossimenue ypoHst TAHLIA/ITP3-AHIIA sBiisiercst pakTOpOoM pUCKa pa3BUTHs 000CTpEeHUI
I'B na ¢one pemuccuu 60se3uu (B).

9. Pexomennyemasi kpatHocth ompenenenus HAHIIA/TIP3-AHLIA u mAHIIA/MITIO-AHIIA

coctaBisieT 1 pa3 B 3-6 MecsIIeB.

JlaﬁopaTopHLIe MapKepbl BOCIMAJICHUA

CO?D - BBICOKOUYYBCTBUTEIbHBINA, HO HECTICHU(PHUHBIA U HECTAOMJIBHBI MapKep CHCTEMHOTO
BocnanieHusi. Ha pesynbrarsl onpenenenus COD BAUSIOT BO3pacCT, M0JI, YPOBEHb (GUOPHUHOTEHa,
P®, runeprammarnoOynuHeMus, aHeMust U Ip. (aKTOPBHI.

1. Pexomenayercsi MexxayHapoaHbiii Meto onpenenenus COD no Becreprpeny kak Hanbosee
yyBCTBUTENBHBIN 1pu noBbiieHHH COD (A). Bepxusas rpanuma CO3 B HOpMme 1o Becteprpeny
3aBHCUT OT BO3pacTa W T1oja, paccuuThiBaerca 1o Gopmyne: s skeHmma COD
(Mm/gac)=(Bo3pact B rogax+10)/2; aus myxkuna COD (Mmm/4ac) = (Bo3pact B rogax)/2 (A).

2. YBennuenune COD ciayxuT J1abopaTOpHBIM KJIacCU(PUKALNOHHBIM KpuTepueM PA (A).

3. TloBemmenne COD>50 wmm/uac  sBHseTcs  KIACCH(HUKAIMOHHBIM  KpUTEPHEM
rurantokierouHoro aprepunta (J4: 95%) (B)

4. Tlobimenne COD>35 MM/yac sBISETCS AMArHOCTHUECKUM IMPU3HAKOM pPEBMaTHUECKOU
nonumuanruu (A4: 95%) (C).

5. Omnpenenenue COD MOXKeT ObITh MOJE3HBIM JJISi OLEHKM AKTUBHOCTH BOCHAJIEHUS IPU
rUranTokieTouHom aprepunte (C), peBMaTH4ecKor MOTUMHUAITUH (MCTIONb3YETCs IPH MO/ICUETE
uraexca SDAI PMR) (C) u PA (ucnosnb3yercs npu moacuere uaaekca DAS) (A).

5. Hanbonee BaxHbIMH (pakTOpaMu HecoBmaaeHHs pe3ynbraToB ompeneneHus COD u CPb y
60onbHBIX PA u np. cuctemubiMu P3 ciyxat uHgekuus, noyeuyHas HEJOCTaTOYHOCTb U HU3KUMI
ypoBeHb anibOymuHa B kpoBu (C).

6.Pexomenyemas kpatHocTh onpeaenenuss COO cocrasiser | pa3 B 1-3 mecsua (A).

C-peaktuBHblii 6es1ok (CPB) — xiaccuyeckuii ocTpoda3oBbiii OEIOK MIa3Mbl KPOBH, KOTOPBIH
paccMaTpuBaeTcsl Kak HaumOosee UyBCTBUTENBbHBIN J1a0OpaTOpHBIM Mapkep HHGEKIHH,
BOCHAJICHUS U TKAHEBOT'O MOBPEKICHUS.

1. B 3aBuCHMOCTH OT IIeM MCCIIeIOBaHUs ompeneneHue KoHieHtpauuu CPB  mpoBoauTcs
KJIACCHYECKMMM M BBICOKOUYBCTBHUTEIBHBIMM  MeToAamHu.  Krnaccudeckme — MeTOMBI
KonuuecTBeHHoro aHanu3a CPb B chIBOpOTKE KpOBH, BKIIOYas paAHalibHYI0 UMMYHOAUD Y30,

I/IMMyHOTyp6I/I,[[I/IMCTpI/IIO u HMMYHOHC(beHOMeTpI/IIO, MMpE€aHa3sHA4YCHbl JIA  BBISBJICHUA
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nosblieHHoro ypoBHsi CPb npu ocTpom BocmaneHMM M TKaHEBOM HOBPEXICHMU B IpeAernax
nuana3oHa KoHueHTparui 5-500 mr/a (A).

BricokouyBcTBuTenbHblil ananu3 CPb  (BuCPbB), ocHOBaHHBIM Ha YCHWJICHUH AHAJIUTUYECKOU
YYBCTBUTEIBHOCTH MMMYHOXUMHUYECKUX METOIOB (MMMYHO(EPMEHTHOTO,

UMMYHOTYpOUIUMETPHUECKOT0 1 UMMYHOHe(enomerpuueckoro) B 10 u Gosiee pa3 ¢ oMol
CHELMANbHBIX pPEAareHTOB,  IO3BOJIAET M3MEpATh KoHIeHTpauuu CPb Hmwke 5 Mmr/n u
UCTIONB3yeTCsT s OIeHKH ©OazampHOro ypoBHs BYCPB wu  cBsi3aHHOrO ¢ HUM
KapIMOBACKYJIIPHOTO puUcka (A).

2. B nHopme y 50% 310poBbix goHOpoB koHueHTpauus CPb B ceiBopoTke kpoBu coctasiser 0,8
mr/in, y 90% -3,0 mr/m, y 99% - 10 mr/n. Ilpu 3ToM nHaUBUAYanbHAs Oa3anbHAsi KOHICHTPAIUS
CPb nocraToyHo cTabuiibHA U HE MOABEPKEHA LIMPKAIHBIM U3MEeHEHUIM. HopmanbHbIi ypoBeHb
CPb y B3pocibIX cocTaBisseT MeHee 5 Mr/i (OJHAKO 3HAu€HUs, MPEeBbIIAIOIUE 3MI/I, MOTYT
yKa3blBaTh Ha BBICOKMHA PHUCK Pa3BUTHs KapAMOBACKYJISIPHOW MATOJOIHHK); Y HOBOPOXKIEHHBIX
(mo 3 Henmenn) — meree 4,1 mr/i; y nereit — meree 2,8 mr/i (B).

3. Omnpenenenne CPb kimaccM4ecKMMH W BBICOKOYYBCTBUTEIBHBIMH METOAAMHU  SIBIISIETCS
[IOJIE3HBIM TECTOM JIJIsl OLIEHKU aKTMBHOCTHU MATOJIOTHYECKOro Iporecca y 6osbHbIX P3 (B ToM
qucIie, npu nojacyere unaekcos aktuBHoctu DAS 28-CPB u SDAI) (A/B/C); monutopupoBaHus
¥ KOHTPOJIS 3((PEKTUBHOCTH Tepanuu HHTEpKyppeHTHBIX nHpekuii npu CKB, CCH, M u np.
P3 c He3HaunTeNbHBIM NOBBILIEHHEM WIH HOpMalibHBIM yYpoBHeM CPb (C); nuddepenunansHoi
muaraoctuku psga P3 (CKB u PA) (C).

4. CPb cnyxut 1abopaTopHbIM Kiaccu(UKaMOHHBIM KputepreM PA (A).

5. VYBennuenue OazanbHOW KoHHeHTpauuun CPb  sBiusercs mnpeaukTopoM  pa3BUTHUS
PEHTT€HOJIOTMYECKUX U3MEHEHUH, CBUETEIBCTBYIOIINX O TSKEIOM IeCTPYKTHBHOM MOPAXKEHUU
cycraBoB nipu panHeM PA (C).

6. Onpenenenne OazanbHOro ypoBHs BUCPB mmeer BakHOe 3HaueHMe Ui CTpaTH(UKALUU
OOJIbHBIX PEBMATUYECKUMU 3a00JIEBaHUSIMU MO CTENIEHU KapAnOBacKyJIsIpHOro pucka. bazanpHas
koHueHtpaius BuCPb menee 1 mr/m coorBercTByeT HU3KOMY, 1-3 Mr/m — cpeanemy, 6omee 3
MI/TT — BBICOKOMY KapAMOBAacKyJsIpHOMY pucky. YpoBeHb BYCPb or 3 go 10 wmr/n
accouuupyercs ¢ cyoknmuandeckuM «low grade» Bocnanenuem, a 6onee 10 Mr/i — ¢ CHCTEMHBIM
nepcuctupyronmm «high grade» Bocaneauem (B).

7. Pexomennyemas kpatHocts omnpeneneHust CPb cocrasnser 1 pa3 B 1-3 mecsa (A).
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