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1 HA3HAUYEHWE

1.1. Habop peareHToB «MagnoLIA Tokconnasma IgM» npefHa3HauyeH ANA KayeCTBEHHOro OnpeaeneHus
MMMyHOrno6ynmHos M K Toxoplasma gondii B CbIBOPOTKe M niasme (Lutpat HaTpua (3,2%), nuTmesas cosb
renapuHa, HatpueBas conb renapuHa, Kr  OAOTA, K3 3ATA) KpoBM 4YenoBeka METOLAOM
XEMUTIOMUHECLEHTHOIO MMMYHOaHa/iM3a Ha napaMarHUTHbIX MUKpodacTuuax, C  WCMNOJ/Ib30BaHNEM
aBTOMaTnyeckoro aHanmsaropa «MagnoLIA».

Ha6op «MagnoLIA Tokconnasma IgM» npefHa3HayeH AN UCNONb30BaHWUA COBMECTHO C MeAULUHCKUM

ngenvem (panee MW) «Habop peareHToB Ans kannbposkm MagnoLIA Tokconnasma IgM» (Poccus,
npoussoantens OO0 «KomnaHusi Ankop Buo», kat Ne 2150101, 2150105) wn/mnn «Habop peareHTOB Ans
KOHTpONS kadecTBa aHanm3a «MagnoLIA Tokconnasma IgM» (Poccus, npounssogutens OO0 «KomnaHus
Ankop bro», kaTNe 2150201, 2150205).
1.2.  Toxoplasma gondii OTHOCMTCA K NPOCTEMALUMM BHYTPUKNETOYHbLIM MapasuTaMm, CrOCOOHbLIM
VIH(*)VILI,VIpOBaTb N 4YenoBeka, U XXMBOTHbIX. OKOHYaTe/IbHbIM XO03AMHOM SABNAIOTCA KOLWKW, B XKKT KOTOPbIX
npoxoauT (hasa nosoBoro pasmHoxeHus T. gondii. YenoBek MHPULMPYETCA Yepe3 KOHTaKT C 3apaXKeHHbIM
YXUBOTHLIM MM NPU YNOTPe6IeHUM B NULLY MsAca, He NpOLUeALero A4oCTaTouyHy TennoByto 06paboTky. B
OONbLUMHCTBE C/ly4aeB Yy B3POC/bIX M MOAPOCTKOB MHMEKLMS MPOTEKAET CYOKINMHMYECKU WM CO C€nabo
BblPpa>KEHHBLIMW CUMITTOMaMW.

AHTutena I1gG BblpabaTbiBatOTCA OpPraHW3MOM Yepe3 HEeCKONbKO Hefenb Mocne  MepBUYHOro
WMH(MUMPOBaHMS, MOFYT  [JO/Ir0  MepCcUCTUpoBaTb B KpoBW. YpoeeHb IgG  HapacTaeT  BO Bpems
nporpeccupoBaHns UHMekumn. MpucytcTene aHTUTen IgG nokasbiBaeT, YTO MauueHT 6bl1 MHMUUMPOBaH
TOKCOM/1a3MOi B npoLuiomM, HO ypPOBEHb PEAKTMBHOCTM HE MO3BONIAET YCTaHOBUTH, KaK AaBHO MPOU3OLLIO0
nHuumposaHne. AHtutena IgM onpegenstoTcs y NoAeli, HeAaBHO MNEPEHECLUMX MHGEKUMIO, OfHaKO
aHTMTeNa MOryT OCTaBaTbCsi B KPOBM M B TeyeHue 18 MecsueB nocne nepeHecéHHOM WHpekuun. Ons
anddepeHUMaLm Mexay TeKyLLEen 1 nepeHecéHHoM nHdekumen IgM- n 1gG-no3nTrBHbIE 06pasLIbl JO/KHbI
ObITb NPOTECTUPOBaHbI Ha 1gG aBUAHOCTb.

Tabnuua 1
Tokconnasma IgG Tokconnasma IgM Tokconnasma IgG MHTepnpeTayuuna pe3ynbTaTtos
aBWAHOCTb

HepeakTUBHbII HepeakTUBHbIN - HeT nHdekumnm

(oTpuuaTenbHbIi) (oTpuuaTenbHbIiA)
HepeakTuBHbIN PeaKTWBHbI Bo3MoXHa ocTpas MHeKLus.
(oTpuuaTenbHbIi) (nonoXuTenbHbI) Heob6xoAnMMo B3ATb HOBbIV 06pasel, yepes
2-3 Hefenwn nocre Nepsoro u
npoTtectTuposaTtb Ha Tokconnasma IgG u
Tokconnasma IgM. Ecnu B pe3ynbTarte
MOBTOPHOrO MCCNef0BaHNS MONYYeH
pesynbTaT: Tokconnasma IgM -
PeaKTUBHbIA (NOMOXMNTENbHbIN),
Tokconnasma lgG -PeaKTMBHbIN
(NONOXWNTENbHBIN), TO HEO6X0AUMO
JaHHbI 06pasel, NpoBepUTb Ha
Tokconnasma lgG aBuAgHOCTL AN
YCTaHOBNEHUS TEKYLLEro NHPULUPOBAHUSA.
PeaKTWBHbI HepeaKTUBHbIN BbicoKOaBuHbIN MHpuymnposaHue nponsowno 6onee 4
(NONOXUTENbHbIN) (oTpuuaTenbHbIiA) mecsiLeB Ha3aj. JaBHAA MHPeKLUA.
PeakTUBHbIN PeakTUBHbIN Hun3koaBUAHbI Bo3MoxHa ocTpas nHdekums.
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r (nononcrensHmil) (nonomurensHii) Heobxoammo s3sms noskilt oSpasen ans
ROBTOPHOTO HCCICAOBAHHA C MOMOINBIO

ANLTCPHATHBHOTO METOAA, HA TIPEAMET
obnapyxetuns IgM anruren, IgG anmuren
¥ onipesienenn IgG-aBRAHOCTH, ¢ NENLIO

NOATBCPKACHHA CTATYCA MALWCHTS.
Peaxrusunit Peaktushmii Buicoxoasuanmi Hudmupiposaniue npousoutno Gonee 4
(nonoxarensubiif) (nonouTensHbit) Mecaues Hasan, Jasuns nndexuus,

1.3. OymamonansHoe Hasmauenme Habopa «MagnoLIA Toxconnasma IgM» npH COBMECTHOM
npaMeHenun ¢ «HaGopom pearenro ans xamubposxn «MagnoLIA Toxconnasma IgM» wnmm «Habopom
PCareHTOB 1S KOHTpONS kasecTBa aHanusa «MagnoLIA Toxcomnmaima IgM» -~ CKpHEMEHT
nMMyHornobymasob M x Toxoplasma gondii B chiBOpPOTKE B MAa3Me KPOBH 4eoBexa, B TOM GHCIC Y
GcpeMCHHBIX JXeHIAN.

Mpeaynpexnenne:

Tonyuennuiit ang xouxperroro obpasia Unaexc nosurusroctn IgM 7. gondii 3aBucHT 0T H3GpaHHOTO
METORA HCCNICAOBAHRA M HE NOXCT CPaBHHBATHCA C PE3YNBTATAMH APYTHX HCCICAOBAHHK. 310 orpaHHYecHHE
CBA3AHO C CYIUECTBEHHHIMH KOHCTPYKTHBHLIMH PA3IMMHAMA HMEIOIMUXCA TECT-CHCTEM, C Pa3NMHYHAMH B
CIIEKTpE aHTUNCHOB TOKCOILNA3MLI, K KOTOPEIN BbIpafaThIBAIOTCA aHTHTENA B OPraHHING NANHEHTa B KOTOPhLIC
HCIONIb30BAHKI TTPH IPOM3BOACTBC KOMIIOHEHTOB TECT-CHCTEMH, 8 TaKxe ¢ 0COGCHHOCTSMH CTaHAAPTHIALAN
KOKAOTO KOHKPETHOIO TECTa.

1.4. OOGnacts npuMeHerns HaGopa — KNIMEHYecKas Ia0OPATOPHAR AMATHOCTHKA.
1.5. Habop npexnasHadeH TOMBKO IS AMATHOCTHKH in vitro ane nNpodecCHOHANLHONO NPHMCHCHMA
NePCOHANOM, MMCIONMN KBANUQHKALIMIO AN BHINONHEHHA IMArHOCTHYECKHX HCClexoBanmit in vitro B
Pe3yNBTATe CHCURATHHONO o0pasopaHus U ofydenns. HccneoBaRHa MOryT BHLINONHATH CMCHMANHCTH HE
Mosioxe 18 ner ¢ BHICIIHM WM CPERHHM MEIHUMHCKHM, GHONOTHYCCKHM HIH MHLIM ofpasonanneM (pav
KJU1, Guonor, MeAHIMHCKHNA TEXHONOT).

Hccnenosanns OPOBOAST B KIHHAKO-NHATHOCTHYECKHX 3200paTopuax, oG/1acTHLIX, TOPOACKAX HIH
palioHHBIX, NOCYASPCTBEHHBIX HAH %acTHHX Gonnauiax 1 apyrex JITY.
1.6. Halop «MagnoLIA Toxcomnasma IgM» He AMeeT npoTHBONOKA3aHRH X NPHMEHEHRIO,
1.7. Haop npeanasHavueH s oOCACAOBAHHA BCEX IPYNN HaceneHHs moboro sospacta 6e3 rpajanmy no
AeMorpaguueCKOMy HIIH NOMYISUHORHOMY IPH3HAKY .

2. XAPAKTEPHCTHKH HABOPA

2.1. [Tllpunuaun aelicrens
2.1.1. Araams

B nabope «MagnoLIA Toxcomnasma IgM» ucnoims30BaH BapHaHT asyxcTaymitioro TeepaodasHoro
HMMMYHOXMMHYCCKOTO aHamM3a. JUa peannsaliuy 3TOTO BapHAHTA AHAIN3A HCNOAL3OBAR anTHren I. gondii,
EMMOOHMH30BARHKI Ha TRepaoi ¢ase (MOBEPXHOCTH NAPAMATHHTHAIX MHKPONACTHN), M KOHBIOrar
MOHOKJIOHANBHOTO aHTHTENA G npotHs g-menm Ig M uenosexa ¢ axpuanHoBo#i MeTxoM. Ecnn B o6pasne
NPUCYTCTBYIOT cnennduueckue nuMmyHornobymmst M (IgM), To B0 spems nepeoli HEKkyGamum OHH
B3IAMMOZCHCTBYIOT ¢ anTHTeHOM I. gondii, Bo Bpems BTOpo# MHKYyOGauHHM MOROKNOHANBHHIC AHTHTENA K
AMMYHOTIOOYNHHAM M 4C/IOBCKA KOHBIOTHPOBAHHEIC C AKPHAWHOBOA MeTxod B3auMoAecHcTBYIOT €
ofpa30BaBImIMMCA PaREe KOMIUICKCOM «aHTHICH — aHTUTENION.

AHAMH3 NPOBOAMTCA HA aBToMaTHueckoM aHamusarope «MagnoLlA» (Poccas, OO0 «Komnanus
Ankop Bro»). Kommonentr Haopa «MagnoLIA Toxconnasma IgM» (mapaMarHMTHEIE MHKPOUACTHUN M
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6ydep mnx amanmla, xomsiorar arTH-hIgM), KammGpatopsi wmm KoHTponH, ¥ mpeABapHTENLHO
paspesiennbie B 10 pa3s (aHa/M3aTOPOM HIA BPYYHYIO) QHANMIHPYEMEIC 0GpAsUL! CHBOPOTKH HAH MASME!
KPOBH 4€JIOBEKA ABTOMATHYCCKH JOHPYIOTCA B PeAKIMOHARIE KIOBSTH nprGopa. ITocne xaxnot HaxyGanun
KIOBETH! IIOMCMAIOTCE B MArHMTHOS MOJAC JUIA NPOMBRKH IApaMATHHTHRIX MHKPOYSCTHI! H YAAICHHA
KOMIIOHCHTOB PEaKkiMOHHON CpeAN, He cBA3aBIIEXcA ¢ TBephoft dazoft («Bydep Win, Pocens, 000
«Komnanus Anxop buo»). ITo oxoHuaHMu aRanusa, Nocie NPOMBIBKH, KIOBETa NepeMeraercs b Gnok
CUMTHIBAHHSL, TAC B HCS ABTOMATHYeCKH Ao3upylorea «[Ipetpurrep» u «Tpuarrep» (Poccas, 000 «Kommanus
Anxop Buo»). Ilpn oxucieHun MeTKH oA ACHCTBHEM TPHITEPOB IPOMCXOAMT H3NyYeHRe GOTOHOB, KOTOPOE
burcRpYETCS BCTPOSHHBIM XCNHIOMHHOMETPOM. FIETCHCHBHOCTh CHIrHANA (H3MEPEHHAR B OTHOCHTE/IBLHBIX
cBeTOBLIX eauunnax (relative light units, RLU) npamo nmponopuHOBalbHa KOJAMYECTBY crenmubuuecKHx
HMMYHOTTIOOYMHHOB M.

AH&TH3ATOP CAMOCTOSTOILHO BEMONHACT CICAYIOIIHEE AcliCTBUA:

® pasBofMT aRaMIApyeMule ofpasnkl B 10 pas Gydepom win paseenenus obpasuoB («XHmOeHT 1»,
Poccra, 000 «Kommnanus Anxop Buo»);

© BHOCHT B PeakIlHOHHYIO KIOBETY CYCIICH3HIO NapAMATHUTHLIX MAKPOYAcTHN # Gydep ang ananmsa;

© BHOCHT B HHKyGallROHHYIO cpeay 50 Mk obpasna/kanubpaTopa/KOHTPONS;

® HHKYOHpYCT SaNOMHCHHYIO PEAKIMOHHYIO KIOBETY B TeucHue 20 MuryT npH +37 °C ¢ nepHoAHIeCKHM
NePEMCIUHBAHHCM;

® IPOMEIBACT MPOMKIBOYHEIM PACTBOPOM CYCNICH3HIO MAPAMATHUTHHIX MHWKPOUACTHI, B PCAKIMOHHOHN
KIOBCTC;

® BHOCHT B PCAKUHOHHYIO KIOBETY KOHBIOTAT ¢ aKpHIMHOBOH MECTKOH;

* MHKYOHpYeT 3aN0MHEHAYIO PCaKIHORHYIO KIOBETY B TeucHHe 20 MuHyT npR +37 °C ¢ neproaMecKuM
nepeMeInnBaHAEM;
¢ IPOMBIBACT NPOMBIBOYHEIM PACTBOPOM CYCHCH3NIO NMApAMArHUTHHIX MHMKPOYACTHIL B PEAKIIMOHHON
KIOBeTE;

¢ 100ARNACT X MHUKPOSACTMLIAM TNpPCTPUITEP K TPHITE) H (UKCHPYST YpPOBEHb CHTHAlA
XeMHMOMBHECLICHINH;

® HHPOPMHPYET O NOMYICHHOM Pe3ynbTare.
2.1.2. KamnGpopxa

3HAUCHNA CHTHAIOB XeMINIOMRHECUCHIMH B KIOBETAX, cogepaammx KamGparops («HaSop
pearentos e xamibposki «MagnoLIA Tokconnasma IgM»', Poccus, OO0 «Komnanus Amxop Buo»),
HCOONB3YIOTC B KAYCCTEC ONOPHHIX Touek. C HOMOILIO AAHHHIX TOHEK NPORCXOAMT KOPPCKTHPOBKA
NOPOroBOry 3HAYCHHSN, 3aKOAMPOBAHHOTO B maMsTH mpubopa. Ha ocHOBE MPHUHATONO NOPOTOBOro 3HAYCHHA
paccuuTrRaeTca Mugexc nosuTHRHOCTH MMMyRornoGynuHoB M k Toxoplasma gondii B ananmimpyeMbix
ofpasnax H KOHTPONAX.
2.1.3. KonTpoas xavecTsa aHAIH3A
WHOeKC NO3WTHBHOCTH, ONpEACNCHHEE B KOHTPONBHEIX Marepranax («HaGop pearentos ans

KOHTpOJIA KauecTBa aHanm3a «MagnoLIA Toxcomnasma IgM», Poccrs, QOO «Komnauna Ankop Buo»),
JZOJKEH MONajgaTh B NONYCTHMBIN AHANA3OR ONpPCACICHAS, YKajaHHEIE B MACMopTe H 3aKOJMpOBAHHENR B
mTpux-koge. JIAHHOC COOTHOLICHHE HCTONB3YeTCA B PYTHHHOM KOHTPOJC KauecTBa AaHAMM3a JUIA
NOATBEPRACHUS NPABHIBHOCTH BHIIOTHCHHS W3IMCPCHHN.

1 KannGpatopit, sxoasiime 8 kalop, aTTecToBaHn 110 Yernepromy Mexaynapoanomy crarmapty (WHO Intemational Standard 4th
IS for Antibodies, Human, to Taxoplasma gondii, NIBSC, BeauxoSpuranna (NIBSC code: 13/132),
4
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2.2, Cocras H komMnuIexTanasa HaGopa

B cocras Halopa BXOAST cCHCAYIOMME KOMIOHCHTEL, pPAiMEICHHRIC B Pa’HEIX OTCEKaX
CTICUMATH3MPOBARHOIO KAPTpikaZ, MapxuporarBoro «MagnoLIA Toxcomnasma IgM»:
- NApAMATHHTHRIC MHKPOUACTHIIL ¢ BMMOORIH30BAHHRIM anTHIeHOM 7. gondii (MU). Cycnensus, 5 M,
- koHBioraT aHTH-hIgM ¢ akpuannOBOH MeTKO# (A*). XKnakocTs, 10 Ma;
- Oybep e ananmmsa (AB). Xnakocts, 2,5 ML

Hafop Briftyckaercs 8 nsyx BapranTax mcnonAcHuf. Kaprpumx «MagnoLIA Tokcomaasma IgM»
paccunTal Ha 50 onpeaenenntt (cm. Tabmany 2), mpr Bcnons3oBaHME Beero 00bEMa OCHOBHEIX KOMIOHEHTOR
OZTHOBPEMEHHO.

Tabnuna 2
ucm Konugecrso Kommgecrso
Kar. N ’ KapTpukelt | onmpenenenmi HaGop peareHToB 1S KaueCTBEHHOTO
- HMMYHOXEMRTIOMHHCCUCHTHOTO ONPE/ICCHAR
2150000 1 go. 50 ummMysorno6ymanos M k Toxoplasma gondii
«MagnoLIA Toxcomrasma [gM»
2150005 5 wr. 250

B xommnext moctapku HaGopa «MagnolLIA Toxconnasma IgM» Bxoaat: Habop pearenToB, HECTPYKIHA MO
NPHMEHEHHAIO, NacmopT. KoNu4ecTBO B KOMIVIEKTHOCTD NOCTABKE Halopa ONPEeAC/IACTCS 3aKA3UUKOM.

3. AHAJINITHYECKHE H AHATHOCTHYECKHE XAPAKTEPHCTHKHA
3.1. AHanETHIeCKAS TYyBCTBHTEARHOCTH

HaGop atrecToBaH no BEyTpeREEMYy KORTpOMBHOMY 0fpasuy «BuyTpeHmult xoETpomsaEl obpasen
1gM x Toxoplasma gondii» (nanee BKO Toxcomnama IgM®), (000 «Komnamms Amxop Buo», Poccus).
HaGop «MagnoLIA Toxconnasma IgM» onpenenzer BKO Tokcomnasma IgM xax nonoxurensuuii obpasen.
3.2. AnaauTHvuecKaf CHCHNHPHIHOCTE

Onpeaensercsa Kak cnocoGHOCT: TecTa OOHAPYXHBATH TONEKO EMMyHornoGymuuel M x 7. gondii B
NPHUCYTCTBRM BHTEPHEPHPYIOIUX H NEPeKPEeCTHO-PeaTnpyIOMuX (JAKTOPOB B HCCICAYCMOM MAaTepHase,

YCTaHOBICHO B COOTBETCTBHH ¢ MoAM(umuporarHEM mpoTokonom EP74 u EP37° CLSI (MuctrTyTa
KNTHHAYCCKUX B Na6opaTopHLIX CTAHJAPTOB), YTO NOBHINCHHE KOHIEHTpanuu remornobusa ao 10 r/m,
6amapyGuna (KOHBIOTHPOBAHHOIO) A0 475 MKMONL/7I, Gumupybmna (HEKOHBIOrMpOBaHHOTO) Ho 684
MKMOJB/J1, TPHITHICPHAOB 10 17 MMOJIB/ WK CHIBOPOTOMHONO ank6ymema 1o 60 r/a B mpofax He oxa3LBaeT
HETATHBHOTO BO3ACHCTBAA HA Pe3yNbTATH aHAMM3A ¢ NoMomkio Habopa «MagnoLIA Tokconnasma IgM», HO
HE CJICAYET HCMOB3OBATh NEMO/IM3HPOBAHHDBIC WM MYTHAIE 00pasiLl.

Hamraue amTaxoarynsHToB {MUTpaT HaTpud 3,2%, JMTHEBas CONb reMapHHA, HATpUCBaf CONb
renaprHa, K29ATA, Ks9JITA) B npoGax B¢ OKA3RIBACT HErATHBHOTO BOACHCTBHA HA PE3yILTATH AHANN3A C
nomompio HaGopa «MagnoLIA Toxconnazma IgM».

2 FaGaphuTHiie paameps Kaprpamsa (LLB) :170mmx17,5max49,8um

? BKO senserca cnafononcxuTebHem 06pasiom, COACPKAMMAM MEHHMANBHOE KonHaccTso IgM k T.gondii. BKO Toxcomnasua
IgM arrecToBaH ¢ noMonio MH aMagnoLIA Toxconnaima IgM», ADVIA Centaur, Toxo M (Siemens), Architect Toxo IgM
(Abbott) # Toxoplasma IgM (Radim).

4 CLSI. Interference Testing in Clinical Chemistry. 3rd ed, CLSI guideline EP7, Wayne, PA: Clinical and Laboratory Standards
Institute; 2018,

5 Clinical and Laboratory Standards Institute. Supplemental Tables for Interference Testing in Clinical Chemistry. 1st ed. CLSI
Supplement EP37, Wayne, PA: Clinical and Laboratory Standards Institute; 2018.
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AHTUTENa K BUPYCY KpacHyxu, LMTOMeranoBupycy, BUpycy OInwuTeiHa-bapp, Bupycy MpoCTOro
repneca 1 v 2 Tuna, cudmaucy, peBMaTOMAHbIA (aKTop ‘M MPOoObl GEPEMEHHbIX XXEHLUMH HE WMEHT
MepeKpecTHOW peakTUBHOCTY B aHaM3e Npu NpuMeHeHUn Habopa «MagnoLIA Tokconnasma IgM».

3.3. Mpeun3noHHOCTb

MpeunsnoHHOCTL omnpefeneHa C MCNOMb30BaHMEM Habopa peareHToB «MagnoLIA Tokconnasma
IgM», 06pasL,0B CbIBOPOTKM U M1a3Mbl KPOBM YenioBeKa B COOTBETCTBUM C MOAN(ULMPOBaHHbLIM MPOTOKO/I0M
EP5-A3" CLSI (MIHCTUTYTa KNMHUYECKUX 1 1TaG0PaTOPHbIX CTaHAAPTOB): 2 MOCTAHOBKM B fieHb B TeueHue 20
[HeR 2 noBTopa 4na Kaxxaoro obpasua (n = 80). bbiin nonyyeHbl cneaytoLme pesynbrarthbl:

Tabnuua 3
CpefHee
3HayeHve
Obpazel] . NHOeKca [NoBTOpPsIEMOCTH E[?;me%ﬂﬁ
MO3UTUBHOCTU
IgM K
T.gondii
CO BA KB, % CO MA KB, %
KoHtpornb  cepus EQOI 80 011 0,010 HM 0,018 H/N
KoHTposb +, cepus EQOI 80 3,78 0,143 3,8% 0,319 8,4%
CblBopoTKa 1 80 0,10 0,008 H/N 0,014 H/M
CbiBOpoTKa 2 80 138 0,063 4,6% 0,080 5,8%
CbiBopoTka 3 80 4,02 0,179 45% 0,354 8,8%
Mnasva K3 QATA 1 80 011 0,009 H/n 0,018 H/N
Mnasvia K3 34TA 2 80 1,36 0,057 4,2% 0,097 7.1%
Mnasvia K3 94TA 3 80 3,86 0,151 3,9% 0,299 7,8%
Mnasmva K2 34TA 1 80 0,10 0,014 H/M 0,019 H/N
Mnasva K2 34TA 2 80 144 0,051 3,6% 0,086 5,9%
Mnasva K2 9ATA 3 80 3,90 0,148 3,8% 0,393 10,1%
[Mna3ma n1TreBas Cofb rerapuHa 1 80 011 0,013 H/n 0,015 H/n
[nasva nMTreBas Cofb rerapuHa 2 80 129 0,039 3,0% 0,064 4,9%
lMna3ma nMTreBast CoMb renapmHa 3 80 3,90 0,118 3,0% 0,308 7,9%
Mna3ma HaTpueBas cosb renapmHa 1 80 0,11 0,011 H/n 0,016 H/n
lMna3via HaTpreBast Cosb renapuHa 2 80 1,40 0,058 4,1% 0,096 6,9%
lMna3via HaTpreBast Cosb renapuHa 3 80 3,86 0,130 3,4% 0,382 9,9%
Mna3ma uTpat Hatpus (3,2%) 1 80 011 0,011 H/n 0,020 H/N
Mnasva umtpart Hatpus (3,2%) 2 80 135 0,064 4,7% 0,076 5,6%
Mnasva u/Tpar Hatpys (3,2%) 3 80 3,90 0,142 3,6% 0,377 9,7%

3.4. [varHocTunyeckas cneynpuUHocTb

CneyudmuHocts Habopa «MagnoLIA Tokconnasva IgM» onpegensietca no CtaH4apTHOW MaHenm
npeanpuatna Tokconnasma IgM (ganee CMIM Tokconnasma IgM) 13 06pa3LoB CbIBOPOTKM 1 Nia3Mbl (LUTpat
HaTpus (3,2%), NUTreBas Co/b renapuHa, Hatpuesas cosb rernapuHa, Kro4TA, K3 34 TA) KpoBU YeNioBeKa,
C pa3NInyHbIM 3HaveHVem VIHAekca no3utuBHoCcTM IgM K T. gondii, KaK JONs NOAYYeHHbIX OTpULATENbHbIX

®CLSI. Evaluation of Precision of Quantitative Measurement Procedures; Approved Guideline—Third Edition. CLSI document
EP5-A3. Wayne, PA: Clinical and Laboratory Standards Institute; 2014
> He npumeHumo
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"pe3ynbTaToB K 0O0LLEMY KO/IMYECTBY OTpuuaTteNbHbIX 06pasyos B CIIM Tokconnasma IgM un coctasnseT
1009 .

WccnefoBaHne AMarHOCTMYECKOW  CMeuuUYHOCT  6blI0  NPOBeAeHO Ha Bblbopke u3 214
oTpuuaTenbHbIX 06pasuoB (No MHaekcy no3utmeHocTM IgM K T. gondii) CbIBOPOTKMA WM Mnasmbl (UMTpat
Hatpus (3,2%), NMTneBas Cob renapunHa, HaTpuesas cosb renapuHa. Kr 34TA, K3 34TA) KpoBu YenoBeka.
N3 Hux 8l nepekpecTHO-pearmpyrowmx obpasel, 0T GepeMeHHbIX XEHLUMH, WHPEKLMNOHHBIX B60/bHbIX Y
MauMeHToB, B YblX Npobax 06Hapy>eH peBMaTONAHBIV (hakTop.

[narHoctuyeckas cneumguyuHocTb Habopa «MagnoLIA Tokconnasma IgM» Ha AaHHON BbIGOPKE
o6pasuoB coctasuna 100%, goBepuTeNbHbIA MHTEPBaN ¢ 95% A0BepUTENbHOM BEPOSATHOCTLIO cocTaBus 98,6 -
100v% .

Cratuctuyeckass  [OCTOBEPHOCTb  AMArHOCTMYECKOM  CneumuuHOCTM AN KaXoro  Buaa
B1oNornyecKoro marepuana cocraBuna:

[narHocTnyeckas cneyntnyHoCTb

KnuHuuyeckuin matepuan o
(c LoBepuTenbHOM BEPOATHOCTLIO 95%)

CbIBOPOTKa KpOBM YesioBeKa 96,6-100%

Mna3ma KpoBw yenoBeka (LMTpaT HaTpus 3,2%, NMTNEBast Cofb

- 0,
renapuHa, Hatpuesas cosb renapvHa, KroTA, K334TA) 97,7-100%

3.5. JunarHocTmnyeckas 4YyBCTBUTEIbHOCTb

YyBcTBUTENBHOCTL Habopa «MagnoLIA Tokconnasma IgM» onpegensietca no CTaH4apTHOM NaHenu
npeanpuatus Tokconnasma IgM (ganee CMIM Tokconnasma IgM) 13 06pa3LoB CbIBOPOTKM U Nia3Mbl (LUTpaT
Hatpus (3,2%), NTneBas CoMb renapuHa, HaTpmesas conb renapuHa. Kr 9A4TA, K3 3ATA) KpoBM Yenoseka,
C pas3nyHbIM 3HaveHnem MHpekca nosutmeHocTy IgM K T. gondii, Kak [0/ NOMYYEHHbIX MOMOXMUTENbHbIX
pe3ynbTaToB K 06LEMY KO/MYECTBY MOMOXMTENbHbIX 06pa3uoB B CIIM Tokconnasma IgM u cocTaBnseT
1009% .

WccnegoBaHve AMarHOCTUYECKOM YyBCTBUTELHOCTU ObIN0 MNPOBeAeHO Ha Bblbopke w3 204
NONOXMTeNbHbIX 00pa3uoB (Mo VMHaekcy no3utmeHocTM IgM K T. gondii) CbIBOPOTKM M nnasmbl (UUTpat
Hatpua (3,2%), NuTreBas Conb renapuHa, HaTpuesas conb renapuHa, Kr 3ATA, K3 3 TA) KpoBu YenoBeka.

[narHocTnyeckas 4yBCTBUTENIbLHOCTb Habopa «MagnoLIA Tokconnasma IgM» Ha gaHHOW BbIGOPKe
06pasuoB coctaBuna 100%, foBepUTENbHbLINA NHTEpPBa ¢ 95% A0BEPUTENbHON BEPOSTHOCTLIO cocTaBun 98,6 -
1009% .

CratucTnyeckass [OCTOBEPHOCTb  AMArHOCTUYECKOM  YyBCTBUTENILHOCTW AN KaKAOro  BuAa
610M0rMyecKoro MaTepuana cocTasuna:

JmarHoctuyeckasa Y4yBCTBUTENIbHOCTb

KnuHuuyeckuin matepuan o 0
(c noBepuTENbHOM BEPOATHOCTHIO 95%)

CbIBOpPOTKA KPOBW Ye/oBeKa 97,0%-100%

Mna3ma KpoBW Yenoseka (UMTpart HaTpus 3,2%, nuTneBas Cosb

0/ - 0,
renapuHa, Hatpuesas cosb renapuHa, KraTA, K334ATA) 97,2%-100%

4. MEPbI NMPEAOCTOPOXHOCTW
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4.1. MoTeHUManbHbIA PUCK NPUMEHeHMst Habopa - Knacc 26 (cornacHo Mpukasy MMHUCTEPCT
3apaBooxpaHeHns PO NedH ot 06.06.2012 r.).

42. Bce KOMNOHeHTbI Habopa B MCMO/b3YeMbIX KOHLEHTPaUMSAX ABNSAOTCSA HETOKCUYHLIMM.

43. Mpn paboTte ¢ Habopom cnepyeT cobntogate TpeboaHua MTOCT P 52905-2007 u CanlluH
3.3686-21,

44.  [onyckaTb K paboTe C HA60POM TONbKO CNeLyanbHO 00YYeHHbIA NepcoHan.

4.5. Mepes HavasioMm paboTbl 03HAKOMUTLCA C WHCTPYKUMEN W MPUMEHATb Habop CTpPoOro no
HAIHAYCHHIO,

4.6. Mpn paboTte ¢ HABOPOM CriefyeT UCMO/b30BaTb CNELNIM3MPOBAHHYHO Ofexay (MeaULUHCKNIA
Xanat WM KOMOMHE3OH, Lanoyky) W CpeAcTBa WHAMBMAYASbHOM 3almTbl (MacKy, 3aliuTHble OUKM,
0[lHOpa30Bble Pe3VHOBbLIE VN MNACTMKOBbLIE NepPYaTKK, paspeLLléHHbIE K MPUMEHEHUIO Ha Tepputopun P®).

4.1. BHumaHme! B cocTtaB KOMNOHEHTOB Habopa «MagnoLIA Tokconnasma IgM» BXoaaT consiHas
Kucnota B KoHueHTpauun 0,05% u KoHcepBaHT B KOHUeHTpauuu meHee 0,05%, 4To sBnseTcA 6e30macHbIM
ANa yenoseka. IMpy MCNOMb30BaHWM MO Ha3HAYeHUIO WM COGMIOLEHUM Mep MPeAOCTOPOXKHOCTUM KOHTaKT C
OpraHvM3MoM 4esioBeKa UCKIOYeH. Tpu aBapuiiHbIX CUTYaUMAX BO3MOXHO PasfpaXeHne KOXU W CIM3UCTOM
060/104KM T/1a3 Y YyBCTBUTE/bHBIX MWL, py KOHTaKTe NPOMbITb NOPaXXKEeHHOe MeCTO BOZOM M 06paTUTbCH 3a
MEANLIMHCKOW MOMOLLIbHO.

4.8. XvmMunyeckas nocyga v 06opyfioBaHune, KOTOpble UCMONb3YHOTCA B paboTe ¢ HAbOPOM LO/MKHbI
ObITb COOTBETCTBYHOLLMM 06pa30M MapKMUPOBaHbl U XPaHUTLCS OTAE/bHO.

4.9. [na 06paboTkM nocyfbl 1 060pyLOBaHUA PEKOMEHAYETCA UCMOb30BaTh Ae3HpULMpYOLLme
CpefCTBa, U3rOTOB/IEHHbIE HA OCHOBE TPETUYHLK aMWHOB, YeTBEPTUYHBIX aMMOHUEBBIX coeguHeHuin (UAC)
WA CNUPTOB U paspeLléHHble K MPUMEHeHU0 Ha Tepputopun P®. cnonb3oBaHue Ae3VHPULMPYIOLWNX
CPeACTB Ha OCHOBE aKTWMBHOIO KMCNOPOAa M X/iopa BO3MOXXHO /WLLUbL Ha MpeAcTepUIn3aLMOHHOM 3Tarne, C
nocneayoLLen TEPMUYECKON CTepum3aLmeit.

4.10. 3anpewiaetca nNpuém MUKW, WCMOMb30BaHWE KOCMETMYECKUX CPeACcTB U KypeHue B
NOMeLLIEHNSAX, NpeAHa3HaYeHHbIX 415 paboTbl ¢ HABOPOM.

4.11. Ybupatb M [e3snH(UUMPOBaTL pasnnTble 06pasubl WM KOMIMOHEHTbI Habopa, WCMoMb3ys
Le3nHULMpYoLLmMe CpefcTBa B COOTBeTCTBUMN MY -287-113.

4.12.  Ypanatb Heucrnosib30BaHHble peakTVBbl Habopa B COOTBETCTBMM C TpeboBaHusMM CaHlMuH
2.1.3684- 21.

4.13. Tocne wcnonb3oBaHWs BCE KOMIMOHEHTbI Habopa, 06pasupbl, KOHTPO/ibHble MaTepuasibl,
pacxofHble MaTepuasibl U ApYyrue peareHTbl, KOTOPble KOHTAKTMPOBa/M C 0bpasuamy BO Bpems 06paboTKw,
XpaHeHVs UM aHanmsa (B TOM 4YuCne: MepyaTky, HaKOHEYHUKU WU T.[.) LO/DKHbI COBMPATLCH OTAENBHO U
CTEPWNIN30BaTLCA B aBTOKMNaBe C MOCMeAyHoLLen yTUamnsaumMein B cooTBETCTBUM € TpeboBaHuaMM CaHlMuH
2.1.3684- 21. BMecTO aBTOK/aBUPOBaHWUA OTXOAbl MOTYT ObiTb CTEPUIN30BaHbl  AEe3UHPULMPYHOLLMM
CPeACcTBOM, Moc/e YTUIN3MPOBaHbI B COOTBETCTBUM C TpeboBaHusaMN CaHlMnH 2.1.3684-21.

4.14.  He ncnonb3oBaTb Habop Mo NCTEYEHMU CPOKA FOLHOCTU.

5. OBOPYOAOBAHWVE N MATEPWAJIbl, HEOBXOANMBbIE AJ1A MPOBEAEHNA AHANN3A
-«Habop peareHTOB A5 KanubpoBkn «MagnoLIA Tokconnasma IgM» (Poccus, npoussogutens OO0
«KomnaHmst Ankop bro», Kat. Ne2150101, 2150105);

- «Habop peareHTOB [N KOHTpons KayectBa aHaimsa «MagnoLIA Tokconnasma IgM»  (Poccus,
npoussoauTens OO0 «KomnaHusa Ankop Bro», kat X02150201,2150205);

-«AHanM3aTop  aBTOMATMYECKWIA UMMYHOXUMWYECKUIA  XEMUTIOMUHECLIEHTHbIV MagnoLIA ¢
npuHagnexHoctamy no CHAB 421457.002 TY («MagnoLIA»)» (Poccus, nponssogutens OO0 «KomnaHus
Ankop Bro», PY XoP3H 2019/9282);
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/-BOfHO-COMEBO  pacTBOP A1 MPOMbIBKM peakUMOHHbIX KroBeT MagnoLIA «bydgep W1» (Poccus,

/ npomnssogutenis OO0 «KomnaHuna Ankop brox», kat. Ne00004Q5);
| -«Habop Tpurrepos xemuniomMmuHecueHumn MagnoLIA» (Poccus, npoussoamTenis OO0 «KomnaHua Ankop

Buo», Kat. Ne 0000601);
-KOHUEHTpMpOBaHHbI pacTBOp ANs NpoMbiBKA urn «Tpuan 5000X» (Poccus, npomssogutens OOO
«KomnaHusa Ankop brnox», kat. Ne PTT-01A, kat.Ne 0001303);
-BogHo-coneBoin pactBop Ans passefeHusi obpasuoB MagnoLIA «AuntoeHT I» (Poccus, npousBoguTenb
000 «KomnaHusa Ankop bro», kat. Ne 0000301 kapTpuak n Kat. Ne 0001001 ¢iakoH);
- OTfenbHble Xanart, Lanoyka, 006yBb M OfHOPa30Bble MepyaTKu, paspelléHHble K MPUMEHEHUIO Ha
Tepputopumn P® (nnm cootsetcTeytowme FOCT P 52239-2004).
6. AHANTN3NPYEMBIE OBPA3LbI
6.1. OKBMBa/IEHTHOCTb 06pa3LLOB CbIBOPOTKM U Ma3Mbl KPOBM YeNOBEKa, COepXKalleli aHTUKOarynsHTbl
(umTpart HaTpua (3,2%), nNuTMeBas COMb remapuHa, HaTpuesas co/b renapuHa, K2 3ATA, K3 3ATA),
MOLTBEPXKAEHA Ha 25 MONOXWTENbHLIX M 25 OTpuLaTeNbHbIX 06pasuax KaX4oro Buaa aHTMKOoarynsHTa B
aHanmse ¢ nomoLbo Habopa «MagnoLIA Tokconnasma IgM»
6.2. 3ab0p KpoBM M3 BEHbl OCYLUECTBASAKT C CO6GMOAEHMEM npaBui acenTvku. locne opmmpoBaHus
CrycTKa CbIBOPOTKY OTAENAt0T MyTeM LUeHTpudyrmposaHms (npu 800 - 1600 g B TeueHme 10 MUH. npu
KOMHATHOI TemnepaTtype). 3a60p KpoBY 19 NOMYYEHUs Naa3mbl OCYLLECTBAAKOT B MPOBUPKY, COAEPXKALLYHO
aHTUKoarynsaHT (umtpat Hatpus (3,2%), nuTrneBas Cofb renapuiHa, HaTpueBas conb renapuHa. Kr 9A4TA, K3
SAOTA). Mnasmy KpoBW MOMYyYalOT LEHTPUQYrmpoBaHMeM MPo6MPOK C LenbHO Kposbko (800-1600 g B
TeyeHue 20 MVH. NPU KOMHATHOW TemnepaTtype).

Mocne UeHTPUgYrMpoBaHWs CbIBOPOTKY WU MnasMmy MepeHOCAT B OTAE/IbHYK Npobupky, npu
HeobX0AMMOCTW.
6.3. CucTema aBTOMaTM4ecKoro aHanmsatopa «MagnoLIA» He no3BONsSieT MNPOBEPUTbL TUMN 0b6pasLa.
MpounsBoauTeNb He HeCeT OTBETCTBEHHOCTM 3a MPOBEPKY Tuna o6pasua, UCMoNb3yemoro npu aHaimse
«MagnoLIA Tokconnasma IgM».
6.4. [1na npoBefeHWs aHanM3a He CrefyeT MUCNO/b30BaTb MEMOIM3UPOBAHHYO UM MYTHYHO CbIBOPOTKY U
nnasmy.
6.5. [/15 npoBefeHWs aHan3a HeOOXOAMMO He MeHee 275 MK obpasua Ans NOCTaHOBKM B MOHOM/IMKATaX.
[Ona aHanM3a B O4HOM MOBTOPEHMM [OCTATOMHO 25 MK 06pasua, AONOMHUTENbHO 250 MK [0MKHO
3aK/1afblBaTbCA Kak MepTBbIi 06beM A5 AaTUMKa YPOBHSA UI/b.
6.6. Vccnegyemas anvkeoTa 06pasLa He [O/IKHa HaXoAUTLCA 60see TpexX YacoB Ha 6OPTY aHanmM3aTopa.
6.7.  O6pasubl CbIBOPOTKM W1 Na3Mbl KPOBW paspeLlaeTcs XpaHUTb nNpu Temnepatype +2...8®C He 60nee 7
CYTOK B XONOAWNbHBIX Kamepax WM B XONOAUIbHMKAX, O6ecneynBaroLLMX pernaMeHTUPOBaHHbI
TeMnepaTypHblA  peXXuM; Mpu  HeoOXOAMMOCTM  60fee  A/IMTENBHOTO  XPaHeHUsi  peKoMeHayeTcs
a/IMKBOTUPOBATb 06paseL, U XpaHWUTb B 3aMOPOXEHHOM BUAe Npu TemnepaType -20 RC K HuKe.

JlonyckaeTca NOBTOPHOE 3aMopaXKnBaHWe obpasua (Ho He 6osee Tpex pas).
6.8.  lepen aHann3oM Bce 06pasLbl CneayeT pas3BecTu «AUNKEHTOM 1». ITOT peareHT BbiMyCKAeTCs B ABYX
BapnaHTax KomnnekTaumun. Kart. Ne 0000301 npegHasHayeH A/ aBTOMATMYeCKOro passefeHns 06pasLoB
aHanmsatopom, Kat. Ne 0001001 - ang passefeHUs BPYUHYIO.
6.9. [pun HeobXoaMMOCTM NOBTOPUTL aHa/IM3 06pasLa cnesyeT BbIMOMHUTL €ro pasBeieHune 3aHOBO.

1. MPOBEAEHWE AHATMTUYECKOW CECCU

OnucaHHas B AaHHOW WHCTPYKUMM MH(OPMaLMs COAEPXUT NMlb 06LUMe CBeAeHWst O MopsaKe
MPOBEAEHNA aHAIMTUYECKOI ceccumn Ha aHanmsaTope «MagnoLIA». [11s nonyyeHus feTaibHON HpopMaLmm
nepeq HayanoM paboThbl 03HAKOMbTECH C PYKOBOACTBOM MO SKCMyaTaLmm aHanmsaTopa «MagnoLIA».
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7.1. TloprotoBka peareHToB

7.1.1. TMepep pa3melleHneM HOBOrO (HEeBCKPbITOro) kaptpumka «MagnoLIA Tokconnasma IgM» B 610K
peareHTOB HEeoOX04MMO NpeABapuUTENlbHO MepemellaTb ero COLepXMMOe BpyuHyk. BaxHo un3beraTb
00pa3oBaHWA MNeHbl MpU  MepemMeluvBaHni. He crnegyeT BCTpsAXMBaTb  KapTpumK. [Nd  pyyHoro
nepemMeLUVBaHNA BbLLOMHUTE CedytoLL e onepawmn:

1) CopueHTUpyiiTe KapTpUmK FOPU30HTa/IbHO, OTBEPCTUAMMU C 3alUMTHOM MNEHKOW BBEPX WM BO3bMUTE C
NMPOTUBOMO/IOXKHbIX KPaéB.

2) MnaBHO NOAHUMMUTE OAUH U3 KpaéB TakMM 06pa3oM, YTOObI KapTpUK oKasanca NoBEpHYT Ha 90 rpagycoB
(T.e. 3aHAN BEPTUKA/ILHOE MOJOXEHNE).

3) MnaBHO MoAHUMMWTE APYrOi Kpald, O4HOBPEMEHHO OMyCKas MepBblid, TaKUM 06pa3oM, UTOObI KapTpUmK
pasBepHy/cs Ha 180 rpagycoB B BEPTUKa/IbHOW NIOCKOCTH.

4) T1naBHO BEpPHUTE KapTPULXK B rOPU3OHTa/IbHOE MOMOXKEHNE.

5) MosTopuTe Warn 2)-4) MuHUMyM 20 pa3 uam Ao BbINOAHEHWUS CedyoLWmMX YCI0BWIA:

- Ha iHe KapTpuaKa OTCYTCTBYHOT CKOMIEHUSA CNEXaBLUMXCA MUKPOYACTUL,

- B CYCMNEeH3nn OTCYTCTBYHOT KOHIIOMepaTbl MUKPOYaCcTULL.

[na KapTpuoken, XpaHAWMXCA B 3arpy30yHOM O6/10Ke aHasm3aTtopa, py4HOe MepemelLvBaHue He
TpebyeTcs, nepes 3arMyCKOM aHaIMTUYECKOM CeccMm MNpPOM3BOAWTCA aBTOMAaTUYeCKoe MoKauMBaHue
KapTpuapKein, HeobxoaMMoe /19 pecycrneHAMpoBaHNs MUKPOYacTUL,.

BCKpbITble KapTPULKKN, XPpaHALLMECS B XONOAUIBHUKE B 3aBOACKON Tape, nepep nNoMeLleHrem B 6/10K
peareHTOB, TpeOylT TLATeNbHOro, HO OCTOPOXHOMO MepeMellunBaHns napaMarHUTHbIX MUKPOYacTuL.
M36eratb BbINIECKMBAHWSA XUAKOCTEN 1 NEHO0OPa30BaHuS.

ECAv MUKPOYaCTULbI He YIaeTCA MepeBecTy B FOMOreHHyto cycnersmio, HE CMONb3YWTE HABOP.
7.1.2. Bce oCTa/ibHble peareHTbl r0TOBbI K UCMO/b30BaHMIO.

7.1.3. Mepep NoMeLLeHNEM peareHToB B COOTBETCTBYHOLLME B/I0KN aHanm3aTopa NpPoBepUTb BCE PacTBOPbI Ha
OTCYTCTBME My3bIPbKOB BO3AyXa. YAanuTb Ny3blpbKWU [0 MPOBEAEHWUA aHanM3a SIerkUM MoKayMBaHWeM, He
[0nycKas neHoo6pa3oBaHus.

7.1.4. OG6pa3lbl CbIBOPOTKM W Ma3Mbl KPOBW 1A aHanm3a [O/MKHbl OblTb A0BeAeHbl 40 KOMHATHOM
Temnepatypbl. O6pasubl nocne oTTaMBaHMs Heobxogumo TLULATEJIBHO nepemewsats € MOMOLLbIO
MEOJTIEHHbIX BpaliaTenbHbIX ABMXXEHWUIA UM OCTOPOXHOMO MepeBopaynBaHus 1 nepes 1cnosb30BaHEM
OTLEHTPUMYrMpoBaTh 415 YAIEHUA AUCTIEPCHOTO BELLECTBa.

Y6enuTech B OTCYTCTBMU My3bIPbKOB BO BCEX 0OpasLax. Y aanute ny3bipbKu 0 NPOBeAeHUs aHan3a.

He cnepyet ncnonb3oBaTb reMon3npoBaHHbIe UK MYTHble 06pasLibl.

BHMUMAHWE! Bce 06pasubl, B3aTble OT NayMeHTOB, AO/KHbI ObiTb pasBefeHbl nepef aHanusom B 10
pas, OHN MOTYT 6bITb pa3BefieHbl C MOMOLLbI aBTOMATUYECKOr0 pa3BefleHUs NN BpYYHYIO.

[nsa 03HaKOM/IEHWS C NMPOLEAYPOii aBTOMAaTMYECKOro passefeHns 06pasLoB, 06paTUTECh K PYKOBOACTBY MO
aKcnnyaTaumn aHanm3atopa «MagnoLIA».
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7.2. Illpouenypa xaauGponxn

[IpeapaprTensHO MORydeHHOE PpedepeHCHOC TNOPOroBOS 3HAUCHHE ANANTHPYSTCH MIA aHAnH3a
«MagnoLIA TokconnasmMa IgM» ¢ nomomsio «HabGopa pearenToB mns xamuGposxkn «MagnoLIA
Toxkconnaama IgM».

Kama6porka ¢ nomomuio «HaGopa pearenron ans xamaGposxH «MagnoLIA Tokcomnasma IgM»
AOMKHA BHINOJHATHCA B CICAYIOUINX CAYUAAX:

-MpH 3amycke cecchu Ha aHammsatope «MagnoLIA» ¢ ucnonssosanmem kaprpHaxa «MagnoLIA
Toxconnasma IgM», kanuGposka KOTOPOro panee He IPOBOANIACH;

- OARH pa3 B 7 muelt wns kaxnoro xaprpumxa «<MagnoLIA Toxconnasma IgM»;

-pH 3aMyCKC CecCEM Ha aHammsatope «MagnoLIA» ¢ mucnonnsomamnem kaprpmmka «MagnoLIA
Toxconnasma IgM», kanubposka koToporo mpocpodena (0T MOMEHTa NocheaHeHd kanrbposky npomno Gonee
7 nueif);

- €CIH PE3yNLTAT RHATH3A XOTA 6bi oHOTO KOHTpOAA K3 «HaGopa peareHTOB 41X KOHTPOJA Ka9ecTBa AHANH3A
«MagnoLIA Tokconnasma IgM» BLIXOAKT 3a NpeAenH YCTAHOBICHHOTO AHAaNasoHa

Anammarop «MagnoLIA» MoOXeT oCymecTBAATh KaIHOpOBKY B OTACHBHO BRUICACHHOM CECCHM WIH
ONHOBPEMEHHO ¢ o6pa3lamMK B paMKaxX OfiHOM ara/MTHYEeCKOH CecCHH.

BHHMAHHE!

Komnonenmw MH «Habop peazenmos 0as xarubpoexu «MagnolIA Toxconrasma IgMy seasmomcs
MHNO20PA306LIMY, 0OHO20 xoMnaexma Karubpamopoe — u + docmamonno 0as 10-mu npoyedyp xanubpoexu.
Brumanue! Jnn npedomspaienun ucnapenus dNCuoKocmu, cpasy ROCRE HCRORLIOSAHUR $AaKOHM
HeOOX00UMO 3aKPMME KPDWIIKAMY, ROMECMUMD & YRAKOSKY NDEONDURMIUR-UIZOMOCUMENR €
CEPMUKARGROM NORONCERUN 8 XpaKums npyu memnepamype om + 2 00 + 8 °C & xonodunsnmx xamepax
WU 8 XOROOUNGHUKAX, O0ECHEUUSAIONIUX PELAAMERMUPOSAHHNT MEMREPAMYPHUIE PENCIUM,

Daaxonwt ¢ Xxarubpamopamu xe O0RNCHB! HAxXo0umebcs Ha 6opmy npubopa cymmapto bosee 2,5 vacoes,
HeOOX00UMO YUUmMbIeanb MO NPU GLINOAHEHUU NPoYeoyps KarubposKu OONOSpEMeNHO ¢ obpasyamu 6
pamxax oowoli anasumuvecxoit ceccuy. Jan noaynenun bonee nodpobuoii ungpopmayuu obpamumecy x
uncmpyxyuy no npumenexwo nabopa « Habopa peazenmoe 0as xarubpoexu «MagnoLIA Toxconsasma IgMp.
7.3. IIponeaypa KORTPOJIS KAIECTBS

«Habop pearcHTOB IS KOHTPONA Ka4ecTsa anammsa «MagnoLIA Toxconnasma IgM» ucnonssyercsa
ANK ONICHKH MPaBMIBHOCTH BHMONHeHKS aHanu3a «MagnoLIA Toxconnasma IgM», a Takke g TOCTPOCHHS
KOHTPOMBHBIX KapT.

[loaTBepXACHHS NPABWILHOCTH BHNMONHCHAA H3MCPeHHHA AOMKHO BHINONHATHCA B KAKAOH
anamaTHaeckoll ceccHu. [IpH  mpOAONAMTCNBHOCTH ceccMR Gonee CYTOK, ONpeACicHAC HHACKCA
nosuruBROCTH B KomTponmax m3 «Halopa pearenToB a1t koHTpons xauectsa aHanmla «MagnoLIA
Toxconnasma IgM» nonxHO OHITE TMPOBEACHO NOBTOPHO MO HCTEUEHHH 24 4YacOB OT HAYANA CECCHH.
KOHTpo/m pasMemaloT B INTETHBAX, IPCAHASHANCHHEIX Ui KamHGpaTopoB H KORTpocH, H o6pabaThiBaloT ux
Pe3yALTATH aHANOIHYHO 00pasliaM NanMCHTOB.

BHUMAHHE!

Komnonenwmot MH «Habop peazenmoe 0as xonmpoas xavecmsa axanusa «MagnoLIA Toxconrasma
IgM» senmomes muozopasosvimy, 001020 xomniexma Konmponeii + u - docmamouno 0s 20-mu npoyedyp
KONMpORR Kavecmsa. Buumanue! Jnm npedomepamenun ucnapenus xcuoxocms, cpasy nocae
UCNONBIOEANUR (PRAKOHB HEOBXOOUMO IGKPUMD KPWIMKAMY, BOMECHUMS 8 YNAKOSKY RPEORPUAMUR-
HIZ0MOSUMENR & SEPMUKANOHOM NONONCEHUN U Xpanums npu memnepamype om + 2 0o + 8 °C ¢
XOROOWISHMX KAMEPAX UAK &  XOROONUABHUKAX, ODECREUUEAIONUX  PERAMERMUPOCANNIIE
MEMREPAMYPHIET PENCUM.
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Daaxonv: ¢ KOKMPORIMYU He JORNCHBE HAX0OUMBCA Ha Gopmy npubopa cymmapro bonee S-mu uacos,
KeoBX00UMO yuuUMbIEamb MmO npu ELINOAHEHUYU npoyedypwr Xaaubposxu oONospemenno ¢ obpasyamu @
pamxax o0Noil aHasumueckol ceccuu.

HAna noxyuenns Gonee noapoGuolt uEdpopMammn o6paTnTech X HHCTPYKUME NO mpuMeHenuio «HaGopa ans
KOHTpONS Kadecrsa ananmsa «MagnoLIA Toxconnasma IgM».

7.4. 3anyck aHAIHTEICCKON CecCHB

7.4.1. Bunounre asToMaTHUCCKRI anann3aTop «MagnoLIA» cornacHo pykOBOACTBY IO IKCIUTYATAIMN.

7.4.2. 3arpy3ute ROATOTOBJICHAKE PEArCHTE HA GOPT aHAMHIATOPA COTNACHO PYKOBOACTBY N0 SKCIUTYATAIAY.

7.4.3. 3arpysare aanunic o6 ofpasnax H pearcHTax B MaMATh ABTOMATHYECKOro aHamu3atopa «MagnoLIA»
COrMIACHO PYKOBOJACTBY IO IKCIUTYATalluH.

7.4.4. Cosnaifre cnucox 3aa4, KOTOPHE AOMKHE OLITh BRMONHEHW B AAHHON AHAMHTHYCCKON CeccHH,
COTJIACHO PYKOBOJCTBY IO IKCIUTYATRIIHH.

74.5. 3anycTMTC aHANHTHYCCKYIO CECCHIO ABTOMATHHYECKOrO AHANMM3IATOPA COTMACHO PYKOBOACTBY MO
IKCIUTYATAlNN.

7.4.6. Tlporpamma nprbopa MO3BONKCT ABTOMATHYECKH BHINOMHATD BCE CTAMH 8HANH3A (&3 BMEHIATEIHCTBA
NOJIE30BATENA.

7.5. lloxygenne pesyabTaTon
7.5.1.Tlepettmure B Menio HASHAYEHHA.
7.5.2. JIna orobpaxenus KOHKPCTHOTO Pe3y/bTaTa HA IKPAHC, BHGEPHTE B TabNHLe PEIyNLTATOB SckHKy,
COOTBETCTBYIOIIYIO NANACHTY (IpaBki cTonGen) 1 TecTy (BEPXHAR CTPOKA).
7.5.3. Jina neyatH pe3yNbTATOB aHANHTH3eCKo#f ceccHH, Hawure XHonky J/EYATH n suibepure u3
OTKPHBINErocs CucKa Heobxomumoe aelicTane.
AHaNA32TOP MO3BOJIRET PACTICYATATS:
= CIIMCOK 3a5aY, 3AAAHHEX IS JAHHOH AHATHTHYCCKON COCCHH;
= PE3yNLTATH! NANHCHTE, BHOPaHHOIO ONICPATOPOM;
= BCC PC3YALTATH], NOTYUCHHEIC B IAHHOR aHANMTHYCCKON Ceconu;
- Pe3yNbTATH, HAYHHAA C HIH 3aKaHYHBAA TAIHEHTOM, BEIGPAHHEIM ONEpaToOpOM.
7.6. Yuer pesyanTarTos

Anamsarop «MagnoLIA» aBTOMATHYECKH PACCUHTHIBAET NIOPONOBOC 3HAYCHHC HA OCHOBE HIMEPEHNS
KanHOGpaTopoB, & TAKKE HHACKC NO3SHTHBHOCTH ofpasiios (curHan o0pasna/noporoBoe 3HaYCHAE).

7.7. HETepNpeTAUNS PL3YILTATOB

Ilo ymomuanmio pesynwrar HaGopa «MagnoLIA Toxconnasma IgM» peipaxaercs xak Vumexc
TIO3UTHBHOCTH.

- O6pasust ¢ pesyabtataMn Hupexc nosutuBHOCTH < 0,9 CUMTAIOTCA HEPCAKTHBHBIMH
(otpunarensunvg) Ha IgM k Toxoplasma gondit;

- O6pasum ¢ pesymsraraMn  HMHAGKC NOMTHBHOCTH 2 1,1 CYMTAIOTCA  peaXTHPHBIMH
(nonoxwrrensrnMy) Ha IgM x Toxoplasma gondii.

- OGpasunl ¢ pesynbratanu B AnanasoHe 0,9 < Unnexe moswmBHOCTH < 1,1 cunralorcs «cepolt
30H0M». PexoMmenxyerca coSpars sropoft ofpasen B TcucHHE NPHEMIEMONO MEPHONA BPCMCHA (HANPHMCD,
ABE HE/ICNH) M KOBTOPHTH TeCT Ha Habope «MagnoLIA Tokconnaima IgM».

7.8. Orpannuenue recTa

- B AMArHOCTHYECKHX LENAX Pe3yNbTaThl, NodyueHHbie NpE nmomomltn Rabopa «MagnoLIA Tokconnasma
IgM», cnexyeT HCIONB30BATL COBMECTHO C PC3YNBLTATAMH APYTHX AMArHOCTHYCCKAX METOAOB: KIMHAYECKHX
(cySnpexruHOE H 06bEKTHBHOC OGCNCAOBAHNAE), HHCTPYMEHTANLHEIX, NA00OPATOPHEIX M Npotee;
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- OOpasupl, B3ATHIE Y NARHUEHTOB, KOTOPHE B ANATHOCTHYCCKHX MM JieqeOHBIX HeNAX MPHHEMANN NPeNapaTH
MOHOKNOHQILHEIX MUIIMHEIX AHTHTEI, MOTYT COMICPRKATh YENOBEHECKAC AHTHTENA NPOTHB MBIUIMHBIX
amtaTen. Taxme o6pasusd MOTYT MPHBOARTE K OUMGOYHO 3aBLINCHHLIM HAH 3AHIKEHHHM 3HAYCHHAM.
Moxer noTpeGoBaThCA NOMONENTENbHAS KIHHHYECKAS HIIA AHAMHOCTHYCCKAN WROPMALIHA JUIN ONPEeACHCHHS
CTaTyca NalHeHTa,;

- Haxopsmecs B CHIBOPOTKE reTepodMRbHBE AHTHTENA, KOTOphie MOryT BlamMoaeficreoBaTh €
HMMYHOTIOOYANHAMH, BXONAIIMMHM B COCTAB PCATCHTOB, 001afaloT CIOCOOHOCTBIO CO3NABATH NOMEXH
HMMYHOXHMHYCCKOMY AHANH3Y in vitro, OGpasiihl, B3ATHE Y NALHEHTOB, NOCTOKHHO BCTYMAIONHX B KOHTAKT
C XHMBOTHHIMH HIH UPOAYKTAMH HA OCHOBE CHBIBODOTKH XMBOTHBIX, MOTYT OLITL HOABEPXCHH
nuaTephepeHUNH, B B HHX MOryT HabmogzaTtecs aHOMaNbHBE 3HaMeHHA. B TakuX Ciryqasx JUIS NOCTAHOBKH
AHArHO3Aa MOXCT NOTPeOOBATHCA AOTIONHATEILHAL HHGOPMALIHS.

8. TPAHCIIOPTHPOBKA H XPAHEHHE

8.1. Tpancnoprupobky HaGopoB ClemyeT NMPOM3BOMMTL BCEMH BHAAMH KPHITOTO TPAHCNOPTa NpH
Temneparype ot + 2 go + 8 °C.

8.2. TpancnopTupoBaHHe H3ACKHN NpH TeMueparypax oT + 2 a0 + 8 °C aomkno npoH3BOANTECH B
EMKOCTSX HAH NPH NOMOIDM XOJOMWIBHHIX YCTAHOBOK, OOCCIICYHBAIOIIHX perAMCHTHPOBAHHLIA
TCMIICPATYPHEH PeXHM,

8.3. Mlomyckaercs TpaHCnopTHpOBaHWEe HabopoB NpH Temnepatype xo +25 °C ne Gonee 15 cyTok, B
ToM uncHe npH Temnepatype +37°C e Gonee 1 cyTok.

8.4. Habopmi, TpaHCNOpPTHPOBAaHHEIC ¢ HapYICHHEM TCMIICPRTYPHOrO DPEXHMS, NPHMCHCHHIO HE
NOJUICHKAT.

8.5. Cpox romsocTs BabopoB — 12 MCCSIICR OT JaTHI MPON3IBOACTEA.

8.6. Xpanenne HaGOpOB ZOKHO NpPOBOAMTLCA B YNAKOBKS MPCANPHATHR-HITOTOBHTC/N MpH
Temneparype + 2 0o + 8 °C B TeucHHWe BCEro CpOKA IOARHOCTH B XOJOMMIBHHIX KaMCpax HAH B
XONOAMNBbHRKAX, 06eCTIeYNBAIOINX PErNaMEeHTHPOBAHHLIN TeMIICPaTYPHEIN PEKHM.

Habophi ¢ HCTeKIIMM CPOKOM MOIHOCTH NPHMEHEHHIO He OACKAT.

8.7. INpu apoGHOM HCNOAB3OBARKN:

KapTPHAX, COACpXalnit OCHOBHEIC PEareHTH, AC/DKeH XPaHHTHCA NpH TeMneparype +2...+8 C° p
XOJIOMMMBHHKE B 38BO/ICKOM ynMaKoBKe, YToSh HE AOMYCTHTH ONPOKUABLIBAHUA, B TedeHRe | MecAna CO JHA
BCKPHITHA NEpBHYHOE YNaKOBKH, PEKOMCHAYETCA 3aK/IeHBATh CKOTYEM BCKPLITHRIR KapTpaaX A
yMeHbllleHAs Renapehus. [Ipy XpaHeHAM B XOJNOAHABHHKE NCPEA KaXKALIM HCMOMB3OBAHHEM IS
PCCYCNICHAMPOBAHHA NAPAMATHUTHRIX MHMKPOYACTHL COJACPAHMMOC KAPTPAAXA CACAYeT TINATCALHO
nepeMeIaTh NoJ BH3YANbHHM KOHTpoMeM, naberasd neHoo0pasoBaHns H BLINACCKHBAHUA XHAKOCTCH.

8.8. JlomyckaeTcs XpaHeHue kapTpumka Ha Gopry npubopa B Teuenue | MecSua Co AHA BCKPHTHA
NCPBHYROMN YTIAKOBKH.

9. TAPAHTHHHBIE OBA3ATEJNLCTBA
TapanTuitnent cpok roguocTr HaGopa 12 Mecaues ot naTw nponssoscTea. HaGop npeaunasnageH ans
ONHOKPATHOTO NPHMEHEHNE B HE NOAJICKUT PEMOHTY H 00CIyXHBAHHIO,
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10. BE3OMACHAA YTUNN3ALNA
Mpy UCMONb30BaHUM Habopa 06pasytoTCs OTX0Abl KnaccoB A 1 B, KOTopble YTUNM3MPYHOTCA B

cootBeTcTBMU ¢ CaHlMuH 2.1.3684-21 n MY-287-113. (Tabnuua 4).
Tabnuua 4

OTxogpl Knacc onacHocTtu

BropudHas  (rpynnosas) 6y us momokapToHa

ynakoBKa
OTxoppbl kKnacca A

JKcnnyaTaumoHHas VHCTpYKUMA NO NPUMEHEHNIO

[LOKyMeHTauus Macnopt

KapTpumk, cofepxaBLUnini MMKpodacTulbl, KoHblorat A* un

Byhep ans aHanmsa

Bce KOMMOHEHTbI Habopa, KOHTPOJbHblE —MaTepuasbl,

pacxoHble marepuvasbl 7 peareHThbl, KOTOpble

KOHTaKTUpOBa/IM C O06pa3uamMu BO Bpems 06paboTku, OTXoAbl Knacca b
XpaHeHus Unn aHanmsa

MepBMYHas yrnakoBKa

Apyrvne KOMNOHeHTHI

He CMO/b30BaHHbIE
KOMMOHEHTbI C UCTEKLLIUM
CPOKOM FOfJHOCTU

KapTpumk, cogepxawmini Mmkpodactuupbl. KoHbtorat A* u
Byhep ans aHanmnsa

11. NTH®OPMALUWA O NMPON3IBOANTEJE
Mo Borpocam KauvectBa Habopa «MagnoLIA Tokconnasma IgM» obpawatecs B OO0 «KomnaHus

Ankop buo» no agpecy: 192148, r. CaHkT-IeTepbypr, »XenesHOAOPOXXHbIA npocnekT, 4. 40 nut. A,
Ten/dhakc: 8(812) 677-8779, TenethoH «ropsuein nuHum»: 8-800-234-37-79.
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CRCTA
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/12. CAMBOJIbI, HCTIOJIb3YEMBIE HA 3THKETKAX
F VD MeanuuHCKOS H3AETIHE IR i vitro W CoaepaumMoro 0CTATONHO AN
AHArHOCTHKH MPORCACHHUA N TECTOB
REF Homep no xaranory A Octopoxo!
LOT Koa naprum (Homep cepun) g Hcnomsaosats o
“ HsrotosrTens _f- Tpenen Temnepatyp
d JlaTa H3rOTORNCHHAA & BHONOTHYCCKHA pHCK
V)
OGpatHTech K HHCTPYKIMH NO f‘
E m (pMMEHEHHIO Bepeus oT RNArKH
' ' Bepx % He ponycxars BosncHcTRHA CONHEHHOTO

Hucrpyxumus paspaGotana B coorercrsun ¢ TY 21.20.23-472-98539446-2019.
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