HABOP N®A

AnA KONMMYECTBEHHOIO OMNPEOENEHUA
AHTUTEN KINACCA IgG U IgM K
KAPOUNOJTUMUHY

ORG 515, Anti-Cardiolipin 1gG/IgM

Kamanoe. Ne :ORG 515
Konuuecmso 196
lNpoussodumens: Orgentec (FepmaHusi)

Memoduka om 08-2012

OcHoeoli _npu npogedeHuu aHanusa sie/isemcs opusuHars
UHCMPYKUUU Ha aHefulickoM 5i3blKe, 8/10XeHHOoU 8 Habop.
Homep u Qdama eepcuu opueuHana u nepesoda
_ UHCMpyKuUU O0/IKHbI cogrnadame.

HA3HAYEHUE

AHTU-KapavonunuH  sIBNSIETCA  HENpPsIMbIM -~ UMMYHO(EPMEHTHbLIM
aHanu3oMm TBepZoW hasbl ANA KONMUYECTBEHHOTO U3MEPEHUSI aHTUTEN
knacca IgG u IgM Kk kKapauonunuHy B CbIBOPOTKE WNW Nnasme Yernoseka.
MpeaHasHavaeTcs TONbKO ANs UCMONb30BaHUA B in-Vitro AuarHocTuke.

NPUHUWN TECTA

BbICOKO  OYMLLEHHbIA  KapAWOMUMAMH  MPUMBUT K  MUKpoOsiYelrkaM,
HacblLWEeHHbIM 6eTa-2-rmMKonpoTerMHoM |. AHTUTena K 3TUM aHTureHam,
ecnn MpucyTCTBYIOT B pasbaBneHHOW CbiBOPOTKE WnM  nnasme,
CBSI3bIBAOTCH C  COOTBETCTBYWLUMM  aHTUreHoMm.  [lpombiBaHue
MUKpOsiYeeK yaansieT HecneumguyeckMe  KOMMOHEHTbI Mnasmbl Wnn
CbIBOpPOTKM. AHTU-yenoBeveckne IgG wu IgM  KOHBIOTMpPOBaHHbIE

NepoKCHAAa3on XpeHa MMMYHOSOTMYECKN CBSA3bIBAIOTCA C  CBA3AHHBbIMU
aHTUTenamMu  naumeHta,  opmupyss  KOHblOraT-aHTUTENno-aHTUreH
Komnnekc. [MpomblBaHWE MUKpOsSYeeK yaanseT HeCBsA3aHHbIi KOHbioraT.
OH3UMHBIA  cybeTpaT npyv NPUCYTCTBUM CBSI3@HHOTO  KOHblOraTa
rmgponusmpyetcs 0o opmMmupoBaHusa ronyboro okpaca. [o6asneHus
KMCMNOTbl OCTaHaBNMBaeT peakuuio, (OPMUPYS KOHEYHbIN MpoAyKT
XenToro uBeTa. VHTEHCMBHOCTb 9TOr0 XEnToro LuBeTa u3mepsieTcs
dotomeTpudeckn npu 450 HM. WHTEHCMBHOCTb oOKpaca npsimo
NPOMOPLMOHANbHO KOHUEHTpauuu IgM aHTuTen, 4YTto MpucCyTCTBYHOT B
opurmHane obpasua.

KIMUHUYECKOE 3HAYEHWUE (Cm. OpuzuHan uHcmpykuyuu).

COOEPXUWUMOE HABOPA

Pasgensiemblit MyKponnaHLweT, cocToswui u3 12 cTpunoB no 8

s4eeK Kaxablit. [0TOB K CMONb30BAHMIO. 1
Kanubpatop A 0 GPL-Ep/mn/0  MPL-Eg/mn, copepxalyui
cbiBopoTOuHyto/OycbepHylo  matpudy  (PBS, BSA, motowee
cpeactso, NaNs 0,09%), xenTbiit. [0TOB K MCMONb30BaHMIO.
Kanubpatop B 7.5 GPL-Eg/mn/5 MPL-Eg/mn, copepxalmi
aHTuTena KapauonunuHa B CbiBOPOTOYHOM/GYchepHOA MaTpule
(PBS, BSA, motowee cpeacteo, NaNs 0,09%), xenbiid. MoToB K
MCTONb30BaHMIO0.

Kanubpatop C 15 GPL-Ep/mn/10 MPL-Eg/mn, copepxatmi
aHTuTena KapauonunuHa B CbiBOPOTOYHOM/GYchepHoiA MaTpule
(PBS, BSA, motowee cpeacteo, NaNs 0,09%), xentbiid. MoToB K
1CIONb30BaHMIO.

Kanubpatop D 30 GPL-Ep/mn/20 MPL-Ep/mn, copepxalmi
aHTuTena KapauonunuHa B CbiBOPOTOYHOM/GYchepHoA MaTpule
(PBS, BSA, motowee cpeacteo, NaNs 0,09%), xentbiid. MoToB K
1CIONb30BaHMIO.

Kanubpatop E 60 GPL-Ep/mn/40 MPL-Eg/mn, copepxatumit
aHTuTena KapauonunuHa B CbiBOPOTOYHOM/GYchepHoA MaTpule
(PBS, BSA, motowee cpeacteo, NaNs 0,09%), xentbiid. MoToB K
1CIONb30BaHMIO.

Kanubpatop F 120 GPL-Ep/mn/80 MPL-Ep/mn, copepxatumit
aHTuTena KapauonunuHa B CbiBOPOTOYHOM/GYchepHoA MaTpule
(PBS, BSA, motowee cpeacteo, NaNs 0,09%), xentbiid. MoToB K
MCTONb30BaHMIO.

Kontponm  (MonoxuTensHblit 1 OTpuuaTenbHbI), copepxatime
aHTuTena KapauonunuHa B CbiBOPOTOYHOM/GYchepHoA MaTpule
(PBS, BSA, motowee cpegcteo, NaNs 0,09%), xentoro upeTa.
[oToBbI K Mcrmonb3oBaHW. KOHUEHTpauusi ykasbiBaeTcs B
cepTudmkaTe aHanmaa.

Bydep ans obpasuos; conepxut PBS, BSA, motollee cpeacTso,
KkoHcepBaHT a3uaa Hatpus 0,09%, xenTblit, koHueHTpaT (5 X).
®epmeHTHbIA  KOHbloraT 1gG, cogepxkalluil  aHTU4YenoBeveckue
anTuTena IgG, MeyeHble mepokcMaalon Xxpewa; copepxut PBS,
BSA, petepreHT, koHcepBaHT [MpoknuH 0.05%, CBETNO-KpacHbIi.

1x1.5mn

1x1.5mn

1x1.5mn

1x1.5mn

1x1.5mn

1x1.5mn

2 chnakoHa
1.5 Mn Kaxapli

1 donakoH 15 mn

['0TOB K MCMOMb30BaHMIO.

®epMeHTHbIN  KoHBlOraT IgM, cogepxalluit - aHTUYenoBeyeckue
aHTuTena IgM, meveHble nepokcuaason xpeHa; cogepxut PBS,
BSA, petepreHT, koHcepBaHT [poknun 0.05%, CcBETNO-KpacHbIiA.
['0TOB K MCMOMb30BaHMIO.

Pacteop cybeTpata TMB, COAepXUT 3,3, 55-
TeTpameTn6eH3nanH. [0TOB K MCMONb30BAHMIO.

CTon-pacTeop, COLEePNT KUCNOTY. [OTOB K MCMOMNb30BaHMIO.
BychepHbI NPOMBIBOYHBIN  PacTBOp, COZEePXUT Tris, AETEpreHT,
KoHcepBaHT a3ung HaTpust 0.09%; koHueHTpaTt (50x) 1 dnakoH 20 mn
VIHCTpYKLMS MO NPUMEHEHNIO 1 wr.
CepTudukaT KOHTPONS KayecTsa 1wr.

1 conakoH15 mn

1 conakoH 15 mn

1 dnakoH 15 mn
1 dnakon 15 mn

TPEBYEMbIE MATEPUAIbI

. MukponnaHLWweTHbIN puaep C AfMHOW BOMHbl 450 HM; OMUMOHHO:
KOHTPOIbHbIA (PUINbTP C ANVHOW BOMHbI 620 HM

. MporpammHoe obecneyeHve Ans pugepa

MHorokaHanbHbIi  OUCMEHCEP WKW NMNeTKa AN MHOrOKpaTHOro

no3sunpoBaHust oo6bemom 100 mkn

BopTekcHbin Mukcep

Munetkn Ha 10, 100 1 1000 mkn

Tanmep

OvcTnnnupoBaHHas unu 4EMOHU3MPOBaHHasn Boda

MepHble unnuHapel Ha 100 n 1000 mn

. [NacTUKOBbLIV KOHTEMHEP AN XpaHeHUs: NPOMbIBOYHOIO pacTBopa

Habopbl ORGENTEC NDA  aenaoTcs nogxogawmmm  ans

MCMOMb30BaHUSI Ha OTKPbITbIX ABTOMAaTU3UPOBAHHBLIX MPOLECCOpPax.

Kaxgbim aHanua pgomkeH OblTb OUEHEH Ha COOTBETCTBYOLLEN

aBTOMaTW3MPOBaHHOW cucteme. MoapobHas nHdopmaums

npefocTaBnsieTcs no 3anpocy.

CBOP, XPAHEHUE U OBPALLEHME C OBPA3LIAMU

. Cobepute o6pasubl LenbHOW KpPOBW, WCMONb3ys NpuemMremyto
MEAMLMHCKYIO TeXHororuo, n3beras remonusa.

e [laiiTe BO3MOXHOCTb KPOBW CryCTUTbCS W OTAENUTE CbIBOPOTKY

LEHTPUPYIrMpOBaHNEM.

. CblBOpoTKka [OSfkHa OblTb  4YMCTOM U HEremonm3vpoBaHHOM.
Heob6xoaumo wu3beraTtb reMONMUTUYECKOM WUNMU  NIMNEMUYECKOM
CbIBOPOTKW.

e O6pa3Libl 4OMKHbI XpaHUTbCs npu 2-8°C go 5 aHeit unu npu —20°C
[0 WECTV MECSILIEB.

. M3berante MOBTOPHOIrO 3amMoOpaxvMBaHUS U  pa3MOpaXvMBaHUS
obpasuoB. 3OTO MOXET MpuBECTM K MOTepe  aKTUBHOCTU
ayToaHTUTENnamu.

. He pekomeHOyeTcs TecTMpOBaHWE WHAKTUBUMPOBAHHOW Kapow
CbIBOPOTKM.

XPAHEHUE U CTABUIIbHOCTb

. XpaHuTb Habop npun 2 - 8 °C

e [lepkaTb MUKPOMMaHWETHblE MyHKM B FEepMETUYHOM MELLOYKE C
ocyLmTenem.

e PeareHTbl CTabunbHbI 4O OKOHYaHUSI Cpoka roAHOCTY Habopa.

e He noppaBatb peareHTbl ANs aHanu3a BO34eNCTBUIO Tenna, conHua
UM CUMBHOIO CBETA B TEYEHWUM XPAHEHMSI U UCMOMb30BaHWSI.

. PasbaBneHHbIn  Oydep obpasua M NpOMbIBOYHBLIA  Gydep
cTabunbHbl Mo kpanHen mepe 30 gHen npu 2 - 8 °C. PekomeHayeTcs
1Cnonb30BaHWeE B TOT Xe AeHb.

NMPOUEQYPHBLIE 3AMEYAHUA

. He wcnonb3yiite koMnoHeHTbl Habopa nocne OKOHYaHWs Ccpoka
NPUroaHOCTU.

. He meHsnTe kKOMNOHeHTLI Habopa Mexay pasHbIMK NoTamu.

. Bce matepuansl crieayeT npMBeCTM K KOMHaTHOM TemnepaType.

. Bce peareHTbl npu Hayane aHanmMsa [AOMkHbl OblTb FOTOBbI K

pabote. [locne Hayana aHanu3 HeoOXOAMMO MPOBOAUTL

©ecnpepbiBHO ANS NOMYYEHUS HAOEXKHbIX M TOYHbIX Pe3yNnbTaToB.

MpoBoauTe Bce Wwarv aHanuaa B ykazaHHOM MOpsiake.

Bcerga ncnonbayiTe cBexyto pa3baBneHHyo CbIBOPOTKY.

MuneTtupyiiTe BCce peareHTbl U 06pasLpbl HA AHO siYEeK.

[na npepoTBpalleHnst 3arpsA3HeHNst MEHSNTE HaKOHEYHUKN MEXAY

obpasuamu 1 pasHbIMU KOHTPOIsiMK Habopa.

. OyeHb BaXHO MNPOMbIBATL SYENKM TwaTtenbHo W yaansaTtb
MONMHOCTBID  BCK  XKMOKOCTb AN MOMyYeHUs  ONnTUMarbHbIX
pesynbLTaToB.

. Bce waru nHkybaumm omkHbl NPOBOANTLCS ONpeaerieHHoe BpeMs.

. KoHTponbHas  CbiBOpPOTKA  [OSKHA  aHanM3upoBaTbCs  Kak
Hen3BeCcTHas Ansi NPOBEPKM peareHToB 1 aHanuaa.

. He ucnonb3yinTe NOBTOPHO AYENKM MUKPOMNaHLIeTa.

NPEAYNPEXOEHUA U NPEOOCTEPEXEHUA

»  Bce peareHTbl Habopa npegHasHayveHbl CTPOro AN AUArHOCTUKK in
vitro.

»  He cmelwmBaiiTe KOMNOHEHTHI HABGOPOB N3 Pa3fMYHbIX TOTOB.



»  KomnoHeHTbl Habopa cogepxaT MaTepuarnbl 4YeroBe4ecKoro
NPOVNCXOXAEHWS, KoTOopble NpOTECTUPOBaHbI meTodamu,
opobpeHHbiMM FDA, Ha oTcyTcTBMe aHTUTEen Kk renatuty B n BUY.
OpHako, HM OOMH METOA He MOXEeT rapaHTMpoBaTb, YTO NPOAYKTbI
YeroBeyecKoro NPOVCXOXAEHNSA He MNHMVLMPOBAHBI.
CnepoBaTenbHo, C peareHTaMu 1 obpasuamMu CbiIBOPOTKM crieayeT
obpallaTbes kak ¢ noTeHUManbHO UHGEKLNOHHO ONacHbIMM.

»  Wsberante koHTakta ¢ TMB (3,3°,5,5- TeTpameTunbeH3namMHom).
Ecnu TMB nonan Ha Koxy, TLaTernbHO BbIMOWTE BOAOW C MbIFTOM.

» Cron pactBop codepxuT kucroTy. Ecnu pactBop nonan Ha Koxy,
TLLaTeNbHO NPOMOWTE BOAOW U 06paTuTeCh K Bpayy.

» HekoTopble komnoHeHTbl Habopa (Hanp. KoHTponu, 6ydep
06pasLoB 1 GydepHbiil MOKLLMIA pacTBOP) coaepxaT as3ui HaTpus B
KayecTBe KOoHcepBaHTa. A3vj HaTpus ABMAETCH BbICOKO TOKCUYHbBIM
N peakTUBHbIM B 4ucTOn copme. Mpu KOHUEHTpauum B MPOAYKTE
0,09% Tem He MeHee He onaceH. Bonpeku knaccudukaumm kak
HeonacHbIi, Mbl HACTOSATENbHO pEeKOMeHAyeM ncrnonbL3oBaTb
06bI4Hble NpaBuna 6e3onacHocTu.

» HekoTopble Habopbl cogepxaT [poknnH 300 B KavecTBe
KOHcepBaHTa. pn YHNUUYTOXEHWUN peareHToB, coaepXallux MPOKMWH
300, npomoiTe GonbLIMM KOMMYECTBOM BOAbl Ans pa3baBneHust
KOMTMOHEHTOB [0 HWXE aKTUBHOMO YPOBHSI.

»  Wcnonb3yiite nepyatku npu paboTe ¢ obpasuamu n peareHTamm n
TWaTenbHO MOWTe pyku nocne paboTol.

»  He nunetupyite ptom.

» He ewbTe, He nenTe, He KypuUTe UNN HE MPUMEHSTE KOCMETUKY B
MecTtax paboTbl ¢ obpasuamu unu peareHtamm Habopa.

»  He ponyckaiiTe KOoHTakTa Mexay 6ydepHbiM pacTBOPOM NEpPEKUCH U
NEerko OKMCMNSIEMbIMM MaTepuanamu: MoBbILEHHAs TeMmrepaTypa
MOXeT Bbl3blBaTb CMIOHTAHHOE BO3ropaHue.

»  [lpupgepxuBanTecb pYKOBOACTB MO OCYLLECTBMEHWIO KOHTPOMS
Ka4yecTBa B nabopartopuu, UCNOMb3yWTe MUCCreaoBaHUsl KOHTponewn
n/vnn NyrnMpOBaHHbIX CbIBOPOTOK. MpuaepxvBanTech
CyllecTByloLlero 3akoHogaTtenbctBa npu pabote co Bcemu
peareHTamu 1 obpasuamu.

NPUTOTOBIEHUE PEATEHTOB

lpuzomoeneHue NPOMbIBOYHO20 pacmeopa

PasbaBbTe copepxumoe crnakoHa C  50-kpaTHbIM  KOHLEHTpaTOM
NpoMbIBOYHOTO Bydepa AUCTUNNMPOBaAHHOW WNU AEUOHU3MPOBaHHOWM
BOAON A0 KOHe4YHoro obbema 1000 mn nepef UCMOMb30BaHNEM.

lpuzomoeneHue 6yghepa Ansi o6pasyoe

PasbaBbTe cogepxumoe crnakoHa ¢ 5-kpaTHbIM KOHUeHTpaToMm Bydepa
o6pasyoB AUCTUNIMPOBAHHOW WNW  OEWOHWU3VPOBaHHOW BOAOW A0
KoHeyHoro o6bema 100 Mn nepep “cnonb3oBaHUeM.

lMpuzomoeneHue obpasya

PasbaBbTe obpasubl nauveHToB 1:100 Gycdepom ans obpasuoB nepej
aHanusom. Onsa atoro gobasbTe o 10 mkn obpasua 990 mkn 6ydepa
ans obpasua B npobupke M3 nonuctupona. TuwaTtenbHO nepemellanTte.
KanubpaTtopbl/KOHTpON“ roTtoBbl K MWCMOMb30BaHWIO, WX HE HYXHO

pa3baBnATb.
NPOLIEAYPA AHANN3A
MpurotoBbTE fAocTaTtoyHoe KONM4ecTBo cTpunos ans

KOHTpornen/kannépaTtopoB 1 Npod NaLMeHToB.
1. [o6asbTe 100 MKn kanubpaTopoB, KOHTponen u paszbaBreHHbIX
06pasLoB NaLMEHTOB B KaXAYH0 AYENKy.
MHky6upynte 30 MuHYT npu koMH. Temnepatype (20 - 28 °C).
Ypanute cogepxuMoe siHeek M Tpukabl NpomounTe
300 mMKn NPOMbLIBOYHOrO pacTeopa.
2. [o6asbTe 100 Mmkn pacTtBopa (hepMEHTHOro KOHblorata B KaXayto
AYENKY.
WHkyBrpynTe 15 MUHYT Npu KOMHATHOM TeMnepaType.
Ypanute copepxuMoe f4Yeek M Tpuxabl NpoMonTe
300 MKN NpOMbIBOYHOrO pacTeopa.
3. [ob6asbTe 100 mkn cybctpata TMB B kaxayto sueniky.
MHKyGupynTe 15 MMHYT Npu KOMHaTHONM Temneparype.
4, [o6asbTe 100 MKN CTON pacTBOpa B KaXAYI0 SYENKY U BblAEpXKUTE
5 MUHYT.
CunTanTe onTUYecKy NnoTHOCTb npu 450 HM K paccunTanTe
pe3ynbTaTbl. BuxpomaTuyeckoe u3MepeHvWe npoBoauTe nNpu
600-690 HM.
PasBuBLLasics okpacka ctabunbHa B TedeHune 30
MUHYT. CunTakTe ONTUYECKYHO MNOTHOCTb 3a 3TO
BpEMSI.

Mpumep nuneTupoBaHus:

12 3 4 5 6 1 8 9 10 11 12
al a [ pi ] afpr1
Bl 8 | P2 | B | P2
clc|pralc|ps
D[ D [Ps| D | P4
E| e |pPs| E | P5
FI F|Ps| F | P6
Glc+ | P7T | cr | P7
Hl c- [ Pe | c- | Ps

gG  1gG  IgM  IgM
P1 ... - obpa3subl nauueHToB, AF - kanubpaTtopsl, C +, C-- KOHTpOnun

OLIEHKA

[aHHbIN TecT cuuTaeTcsl OENCTBUTENbHBIM TONMbKO B criydae, ecnv Ol
npu 450 Hm ans Kanubpatopos/KoHTponen u pe3ynbTaTtoB KOHTponemn
coBnagjaeT C  COOTBETCTBYWLIMM  [ManasoHOM, YyKa3aHHbIM B
CepTudukate KOHTpPONSA kayecTsa, Nnpunaraemom Kk Habopy. Ecnu kakoi-
nmMbo 13 ykasaHHbIX KPUTEPUEB HE COOTBETCTBYET, pe3ynbTaTbl AOMKHbI
GbITb MPU3HaHbI HEQEWCTBUTENbHLIMU U TECTUPOBAHME [OIIKHO ObITb
NOBTOPEHO.

PACYET PE3YJIbTATOB
[nsi KONMMYEeCTBEHHBLIX Pe3ynbTaToB OTMIOXKMTb OMTUYECKYI MMOTHOCTb
KaXxgoro KanubpaTopa corflacHO KOHUEeHTpauuu kanubpaTopa, 4ToObl
nocTpouTb  KanubpoBouHylo  KpuByrw.  KoHueHTpaumss  obpasuos
naunMeHToB MOXeT ObiTb 3aTeM OLeHeHa C KanMbpOBOYHOW KPUBOW C
NMOMOLLbIO MHTEPMOMALMK.

[na paHHoro Habopa pekomeHAyeTcs 4-napameTpuyeckuin C NIMHEWHO-
norapuMnM4eckMmMy KOopAMHaTaMn MeToz ANs ONTUYECKON MNOTHOCTH 1
KOHLiEHTpaLmu.

XAPAKTEPUCTUKU TECTA

Kanu6poska

KanmbpoBka  npoBOAWTCA C  MCMOMb30BaHWEM  MEXAYHapOAHO
NPU3HaHHON KOHTPOmMbHOM cbiBOpoTkK OT EN Xappuc, Ilyucsunn un IRP
97/656 (IgG) n HCAL (IgG)/EY2C9 (IgM).

[Ounana3oH namepeHus
PacueTHbI Anana3oH gaHHoro PA aHanusa cocTaBnsieT:
1gG: 0-120 GPL-Ea/mn IgM: 0-80 MPL-En/mn

Oxupgaemble 3Ha4YeHUA
B HopmanbHOM Auana3oHe uccnepgoBaHust ¢ obpasuamy OT 3[40pPOBbIX
[AOHOPOB KPOBW criedylolime AnanasoHbl OblMM yCTAHOBMEHbI C 3TUM
aHanm3som N®A: Moporosoe 3HaveHne Cut-off

1gG: 10 GPL-Ea/mn IgM: 7 MPL-Eg/mn

WHTepnpeTauus pe3ynbTtaToB
OtpuuatensHbii:  IgG < 10 GPL-Eg/mn
MonoXuTenbHbIN: 210 GPL-Eg/mn

IgM < 7 MPL-Eg/mn
=7 MPL-Eg/mn

IuHenHocTb

O6pasubl NauveHToB, CoAepXallMX BbICOKWE YPOBHM cneumdunyeckux
aHTUTen, cepunHo pasBogunuM B Oydepe paAnsa obpasua, YTOObI
NpPOAEMOHCTPUPOBaTbL AMHAMWYECKUA AManas3oH aHanusa. AKTUBHOCTb
ANSA KaXaoro passegeHns bbina paccuyntaHa us kanmbpoBOYHON KPMBOM.

O6pasey | PasBegeHue MonyyeHHoe Oxunpaemoe no,

3HauyeHue 3Ha4eHue %

GPL/MPL-Ea/mn GPL/MPL-Ea/mn

IgG 1 1:100 126.7 126.7 100
1:200 63.7 63.4 100

1:400 32.9 317 104

1:800 141 15.8 89

1:1600 7.2 7.9 91

IgG 2 1:100 112.3 112.3 100
1:200 56.1 56.2 100

1:400 25.0 28.1 89

1:800 12.0 14.0 86

1:1600 6.0 7.0 86

IgM 1 1:100 100.0 100.0 100
1:200 55.0 50.0 110

1:400 27.0 25.0 108

1:800 13.0 12.5 104

1:1600 6.4 6.3 102

IgM 2 1:100 46.5 46.5 100
1:200 23.2 23.3 100

1:400 10.9 11.6 94

1:800 5.2 5.8 90

1:1600 2.8 29 97




Mpenen o6HapyxeHUs
®yHKUMOHaNbHas YyBCTBUTENbHOCTbL COCTaBuna:
IgG: 1 GPL-Ea/mn IgM: 0.5 MPL-En/mn

BocnpousBognmocTb

BHyTpn  TectoBas  ToyHocTb:  KoadpdumumeHt  Bapumaumm  (CV)
paccuuTbiBany Ans kaxgoro u3 Tpex obpasuoB M3 pesynbrtaToB 24
onpefeneHun B 04HOM aHanuse. Pe3dynbTaTbl AN TOYHOCTW B Npeaenax
aHanusa npvBeeHbl B Tabnuue Huxe.

MexcepuitHas TouHocTb: KoadhduumeHT Bapuauum (CV) paccuutbiBanm
Ons Kaxgoro u3 Tpex obpasuosB no pesynbtataMm 6 onpegenexHuni B 5
pasnuyHbIX aHanusax. PesynbTaThbl ANs BbINOMHEHWS K 3aMyCKy TOYHOCTH
npuBeaeHbl B Tabnuue Huxe.

BryTpu aHanusa IgG Mexpay aHanusamm IgG

CpenHee cv CpegnHee cv

O6paseL 3Hauenne [%] O6paseL 3Havenne [%]
GPL-En/mn GPL-En/mn

1 29.1 54 1 32.9 338

2 62.5 5.8 2 70.9 25

3 109.4 4.1 3 118.3 27

BHyTpu aHanusa IgM Mexpy ananusamm IgM

CpenHee cv CpegnHee cv

O6paseL 3Hauenne [%] O6paseL 3Hauenne [%]
MPL-Ep/mn MPL-Ep/mn

1 84 3.7 1 10.3 34

2 40.1 5.3 2 47.0 33

3 58.6 5.3 3 79.1 25

MepekpecTHO pearvpylolime BelecTBa

He Habnioganock uHTepdepeHUMU npu TecTupoBaHuM o6pasLoB C
remonusom (go 1000 mr/an), nunemuen (go 3 r/an TpUrNMULEPUAOB) Unn
NOBbILEHHbIM  cofepxaHueM OunupybuHa (go 40 wmr/gn). He
Habnoganocs Kakoro-nmbo BNNAHNA npu ncnonb3oBaHnn
aHTuKoarynaHToB. OfjHako, He pekoMeHAyeTCst UCnonb3oBaTh 06pasLbl C
CUMbHbLIM FEMOMNN30M UNW NUNemMuen.

Pe3ynbTaTthl uccnegoBaHumn

Study population n PoslgG % PoslgM %
primary APS 8 6 75.0 4 50.0
secondary APS 65 57 a87.7 26 40.0

=
=]

normal human serum 6 4.0 3 2.0

Clinical Diagnosis

Clinical Diagnosis

Pos Meg Pos Meg
ORG 515 Fos ORG 515 Pos
55 Neg oM Neg
.73 150 223 I 150 223
Sensitivity: 863 % Sensitivity: 411 %
Specificity: 96.0 % Specificity. 93.0 %
Overall agreement: 928 % Overall agreement: 794 %

OrPAHMYEHUA NPOLIEAYPLI

OT0T aHanu3 npegHasHayeH B KavyecTBE AMArHOCTUYECKOW MOMOLLMN.
OnpefeneHHbIi KNMHUYECKAN AUarHo3 He [OMKEH OCHOBbIBATbCA Ha
pesynbTaTax OAHOrO TecTa, OH AOMKeH ObiTb caenaH BpayoMm nocne
BCEX OLIEHKM BCEX KIIMHUYECKMX 1 NabopaTopHbIX UCCIEAOBaHMIA.

Takke Kaxgoe pelleHve pAng Tepanun  cnegyeT  MpUHUMAaTb
VNHAVBMAYaNbHO.

Bbilwe ykasaHHble MaTonorMyeckne W HopMarnbHble AuanasoHbl ANs
aHTUTen B obpasuax nauueHTa criegyeT paccMaTpuBaTb TONIbKO B
KavecTBe pekomMeHdaumi. Kaxpaaa nabopatopus AOMKHA YCTaHOBUTL
CBOWM COOCTBEHHblIE HOpMbI, B cooTBeTcTBUM C ISO 15189 wnu gpyrue
AencTByloLLme npasuna naboparopuu.

CXEMA UHKYBALUUN
1. Jo6aBuTtb 100 MKN kanubpaTop, KOHTPONb Unu obpaseL, NnaumeHTa
MHky6uposaTtb 30 MUHYT Npu KOMHaTHOW TeMnepaType
Ynanutb cogepXuMoe sldeek U TpuXKAbl MPOMbITh
300 MK NPOMbLIBOYHOrO pacTeopa

2. ob6aBuTb 100 Mkn pacTBopa (hepMEHTHOrO KOHblOraTa
> MHkyGupoBaTb 15 MUHYT Npu KOMHaTHOW TeMnepaType
Yaanutb coaepXuUMoe sldeek U TpuXAbl MPOMbITh
300 mMKn NPOMbLIBOYHOrO pacTeopa

3. OobasuTb 100 mkn pacTBopa cybcTpaTa
MHkyGrnposaTb 15 MUHYT Npu KOMHaTHOW TeMmnepaType

4. [lo6aBnTb100 MKN cTON pacTBopa
"> Buigepxarb 5 MUHYT
Cuuntatb npu 450 HM
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