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Sanquin Reagents B.V.

NMHCTPYKUUNA no MPUMEHEHWNIO
HA MEAVNUMNHCKOE N3AENWVE ANA ANATHOCTUKK IN VITRO

PeareHT Ans onpegeneHuns aHTureHa B aputpounToB yenoseka «leankIoH
aHTn-B (IgM) MOHOKNOHanbHbIN», 3x10 mn (Pelikloon anti-B (IgM) monoclonal, 3x10ml)

MpownssoacTtea «CaHkBUH PeareHTe b.B.» (Sanquin Reagents B.V.), Plesmanlaan 125,
1066 CX Amsterdam, HuaepnaHgbl.
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HacToswas MHCTPYKLMA OTHOCMTCA K MEAULMHCKOMY U3LeNnt0 AN AUarHoCTUKK in vitro
NS onpegeneHna aHTureHa B aputpoumnToB Yenoseka «MennknoH aHtu-B (IgM) MOHOK/IOHaNbHbI
mn (Pelikloon anti-B (IgM) monoclonal, 3x10ml), (ganee no TekcTy - «W3genme» nnm «PeareHT»).

Ha3HauyeHue meguUUHCKOTO NU3genns

PeareHT ans onpegeneHusa aHtureHa B apuTpoumToB 4enoBeka «[lenmknoH aHtu-B (gl
MOHOK/0HabHbIN», 3x10 mn (Pelikloon anti-B (IgM) monoQlonal, 3xI0mI) npegHasHayeH ang in viti
onpejefieHNs Hannuua aHTureHa B cuctembl rpynn Kposu ABO Ha apuTpoumuTax vefioBeka npv nomMoLw!
renesblX KapT.

W3penve npegHasHavyeHO A5 UCNOb30BAHWA TO/IbKO B aBTOMaTU4YecKoi cucteme AHanmsatopa’
aBTOMAaTMYecKoro Ans MMMYHOreMaTos10rM4yecknux nccnefoBaHuii in vitro "Magister C24", nponssofcTea
«CaHKBuWH PeareHTe B.B.» (Sanquin Reagents B.V.).

YCNnoBuu NpUMeEHEHMNA:

W3penve cnegyeT Mcnonb3oBaTb KBaTMPULMPOBAHHLIM MEAULUHCKAM NepCOHanom, NpoLuesLnm
obyyeHVMe [N KOPPeKTHOro wucnonb3oBaHua W3genua. Wsgenve npegHasHauyeHO TOMbKO  AfiA
NpoMeccuoHaNbHOIo NPUMeHeHKs.

Mo'reHUManbHbIMKU NOTPeGUTENAMU 3aenns SBnaTCs; NepcoHan neuye6Ho-NpomunakTUIecKx
YUPEXAEHWIA, UMEIOLLMX B CBOEM COCTaBe K/IMHUKO-AMAarHOCTMYeCKIe nabopatopum, nabopaTopuu in vitro
AVArHOCTUKM, CTaHLMUN U OTAENEHUS MEepenmBaHns KPoBU.

O6nacTb NPUMEHEHUS: KIUHNYECKas NnabopaTopHas AMarHoCTMKa, UMMYHOTeMaTo/orus.

lMoKasaHMa K NPpUMEHeHWUIo:

N3penve npumeHseTca AN TeCTUPOBaHWUA [OHOPOB KPOBM W ee KOMMOHEHTOB, PeLunueHToB
remMoTpaHcy3uii, a TaKXe >XEeHWMH B pamMkax o6cnefoBaHus B nepuof 6epemMeHHOCTW, POLOB U B
nocnepoaoBOM Mnepuoje.

MpoTMBOMNOKAa3aHUs NpUMeHeHNs:
MeauLMHCKMUX MPOTUBOMOKa3aHWUii AN NMpUMeHeHMs M3genms Her.

TexHnyeckne xapakTepucTuKM n coctaB MeAULUHCKOTO U3aenma
PeareHTbl pa3finTbl B FepMETUYHO YKYNOPEHHbIE CTEK/IAHHbIE (1aKOHbI C NMUNETKOW-KanenbHULEN.
CocTaB KOMNOHEHTOB M3aennsa n hacoBka ykasaHbl B Tabnuue 1

ApTVKYN Ha3saHune BapvaHTa HanmeHoBaHWe napameTpa 3HayeHue napameTpa
NCNONHEHNS
K1189 PeareHT onga onpegeneHmns dacoBka 3 thnakoHa
aHTureHa B sputpoumToB O6bem 1dakoHa peareHTa, 10
yenoseka "lMennknoH aHTn-B M1
(IgM) MoHOKMOHaNbHbIA", 3x10  MaTepuan U3roTOB/MEHNS Crekno
mn (Pelikloon anti-B (IgM) (hnakoHoB
monoclonal, 3xI0ml) CocTaB peareHTa MbILLNHbIE MOHOK/IOHA/bHbIE (K/TOH

LB2) aHTuTena knacca IgM B
pacTBope, coAepXxalleM Gblumii
CbIBOPOTOUHBIV anbbyMuH 3-5% 1
PBS 95-97%.

Kpacutesnb: Quinoline Yellow.
NaN3: 0.1% (macca/o6bem).

PU3NKO-XMMUYECKME U Mpo3payHan XXNAKOCTb XEeNTOro
OpraHonenTUYeckye CBOMCTBa LeTa.
pH: 7.1-7.3

Tab6nuuaNe |, dacoBKa 1 COCTaB KOMMOHEHTOB M3genus
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MpuHUMNbI MeTofa uccnefoBaHmns

B ocHOBe TecTa NeXWT peakuus MWMMyHO(pUKcaumm (arrnioTUHALWMK) CEHCUOMAN3NPOBAHHbIX
3pUTPOLNTOB B renieBblX KapTax. PeareHT Ana onpegeneHus rpynnbl KPoBU [06aBNAAeTCA B KOMOHKY
reneBoli KapTbl BMeCTe C 3puTpouuTamMy nayueHTa ANna TecTUpPOBaHMA, 3aTeM UHKY6upyeTca (ecnm 3To
Heo6xo4MMO). PeareHT, crneynuyHbIi K TOMY WX WHOMY aHTUTeHYy, CBA3bIBAETCA C 3pUTpoOLUTaMWU,
HeCYLMMIN Ha CBOEI MOBEPXHOCTU [AaHHbI aHTUIEeH, BbI3broas Ux arrfTuHaLu. 3aTeM refieBble KapTbl
nNpoxoaAT Tpu hasbl LeHTpugyrnposaHus. B nepsoii hase BbICOKOMNNOTHAA cpefa NO3BONAET OTAENNUTb
3pUTPOLMTLI OT Naa3Mbl UAK peareHTa. Bo BTOpoW (hase arrntOTUHUPOBaHHbIE CEHCUMOUIN3NPOBAHHbIE
3pUTPOLMTLI BYAYT 3aJepXMNBaTbCA Ha BEPXY refleBON MaTpulbl B KOJIOHKe refieBoli KapTbl, a B TPeTbei
(hase HeCEHCUOWUIN3NPOBaHHbIE UK KpaitHe cnabo CeHCMOUNN3NPOBaHHbIE 3PUTPOLMUTLI BYAYT ABUraTHCS
KO [AHY KOMOHKW. [locne UeHTPUQYrMpoBaHWA refeBble KapTbl aBTOMATUYECKU MepPeHocATCs B
CUMTbIBaTENb, A€ MPOMCXOAMT hoTOorpadmpoBaHne KONOHOK FefeBoil KapThbl M CUUTbIBAHME pe3ynbTaTa;
3aTeM pesynbTaT aHa/IM3UpYyeT ynpaBnstoLee nporpaMmHoe obecneyveHmne (ganee - «IMO»):

. B cnyyae Hanuums arrnloTUHATOB (KOMMIEKCOB «aHTUTEH-aHTUTENO» B BUAE CAUMLLMXCA

3pUTPOLMTOB), B BEPXHEM 4acTW KONOHKM Ha MOBEPXHOCTW rens nocne LEeHTPUgyruposaHuns

HabngaeTcs YeTKas KpacHas nonoca (YeTKUIA MOMOXUTENbHbIA pe3ynbTat (4+));

. B cnyyae oTCyTCTBMA arrntOTMHATOB Ha MOBEPXHOCTW Trensi, Ha fAHE MUKPOKONOHKMU

HabntofaeTcad YeTKUI KpacHbIi 0CafoK 3pUTPOLMTOB, NPOAMGMdYHANMPOBABLLMX NOA AeCTBUEM

LLeHTPO6EXHOM CUNbl CKBO3b TONLLY rens (YeTKUn oTpuuaTenbHbIn pesynbTar (-)).

MonoXuTenbHbIN pesynbTar (4+)

OTpuuaTenbHbIiA pesynbTar (-)

Mpy HanUuMM 4aCcTUYHOWM arrflTUHALMKM MOTYT HabnAaTbCs pas/IMyHble BapuaHTbl: Hanuume
ABYX YETKO BblpaXXeHHbIX MOM0C Pa3/IMyHOA MHTEHCUMBHOCTM Ha NMOBEPXHOCTWU rens U Ha AHe KOIOHKK
O4HOBPEMEHHO, NIM60 Hanuume [BYX YeTKO BbIP@XKEHHbIX M0/0C pPa3/IM4HON WMHTEHCUBHOCTM Ha
MOBEPXHOCTU rensd U Ha fHe MUKPOKONOHKN BMeCTe C YaCTMUHbIM OKpawuBaHuem Tonwu rens. OueHka
pesyfnbTarta MPOBOAWTCA B COOTBETCTBUM C BCTPOEHHbIM anroputmom [10. B cnyuae, ecnn 4yeTkas
WHTepnpeTaumsa pesynbrara TeCTUPOBaHUA C noMowbio MO HeBO3MOXHA, BbIBOAUTCA COOTBETCTBYHOLLEe
yBe[lOM/IeHVe, OCTaB/IAIOLLEE WHTEPMNpeTauuio pesynbTaTOB Ha YCMOTpeHuWe Bpaya. bonee nogpobHO
NHTepnpeTaums pe3ynbTatoB onucaHa B Pasgene «HTepnpeTauns pesyibTaToB».

[na npoBefieHns onpegeneHns rpynnbl KPOBM UCMOJb3YOTCA 3pUTPOLMTLI KPOBU 06C/efyemoro.
[na KOHTPONA MpaBUIbHOCTU pPe3ynbTaTOB MPAMOro onpefeneHus rpynnbl Kposu no cucreme ABO
MPOBOAMTCA NepekpecTHas npoba ¢ peareHTamMy 3pUTPOLMUTOB. [NA NOCTAHOBKW MepPeKpecTHOl Mpo6bl
MCMosib3yeTcs Nnasma KpoBm 06cefyemoro, a TakxKe peareHTbl 3pUTPOLUTOB (CTaHAAPTHbLIE 3PUTPOLMUTHI)
C U3BECTHbIM aHTUTEHHBIM COCTAaBOM MPOM3BOACTBA Sanquin Reagents B.V.

Ana ucnonb3oBaHusa W3genms HeobxoAuma COOTBETCTBYHOLWAA KBaingpuKaums M MOAHOMOYUA
MeAUUMHCKMX PaboTHMKOB. HeBepHbIli yyeT (DakTOpPOB WHTepepeHuMmn, KavecTBa 6MONOrMYECKOro
marepuana MoryT NpuBecTu K HEKOPPEKTHOW UHTepnpeTawuy pe3ynbTaToB TecTa.

Mpn wnccnegoBaHMAX PEKOMEHAYeTCS WUCNOMb30BaTb OTPULATENbHbLIA  KOHTponb (K1156
KOHTPO/bHbIA  peareHT ANna  onpedeneHnss rpynn  KpoBuM  4enoBeka  «[Me/IMKNOH  KOHTPOSb
MOHOKNOHanbHbIM», 10 Mn (Pelikloon Control monoclonal, 10ml)) n KOHTPONbHbIE 06pa3Lbl C U3BECTHbLIMU
napameTpamy ANS  WUCKIOYeHUs NIOXKHbIX pe3ynbratoB (K1379 KoHTponibHbIA  MaTepuan Ans

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

\



MMMYHOremMaToNorn4yecKnx nccnefoBaHnin «MennkoHTponb», 2x8 mn (Pelicontrol, 2x8ml)).

MpenynpexgeHna n Mepbl NPeAoCTOPOXKHOCTH

TonbKo Ana AuarHoCTUKK in vitro.

Bce manunynauun ¢ Nsgennamu crnefyeT BbIMOMHATL B 3aWUTHLIX MepyaTtkax M3 HUTPUA
KayecTBe KOHcepBaHTa ucnosbsyerca 0,1% (macca/o6bem) NaNa.

3anpelaetca UCNoNbL30BaTh peareHTbl (Kak pacnakoBaHHbIe, TaK U HepacnakoBaHHbIe) noc/nl
[aTbl UCTEYEHUS CPOKa FOLHOCTM, HaneyaTaHHOW Ha 3TUKeTKe (akoHa.

B peareHTe nOTEHUMaNbHO MOTYT COAepPXaTbCA WHMEKUMOHHbIE areHTbl, cobnopanTe
OCTOPOXXHOCTb MPW UCMOMNb30BAHUMN W YTUNN3ALMN KaXKA0M EMKOCTU U ee COLEP>KMMOTO.

MomMyTHEHME MOXeT OblTb NPU3HAKOM GakTepuanbHOW KOHTaMuHauuu. UYT06bl BbISBUTH
yXy[lUeHNe CBOWCTB peareHTa, PeKOMEHAYeTCcA BK/IOYWUTb B MporpamMmy /1iabopaTopHOro KOHTPONS
KayecTBa TeCTMPOBaHWe peareHTa Npy NOMOLLX COOTBETCTBYHOLMX KOHTPO/ed nponssoacTea «CaHKBUH
PeareHTe b.B.» (Sanquin Reagents B.V.).

lMocne npoBefeHNsA TeCTUPOBAHUA BCe OTXOAbl HEO6XOANUMO YTUNN3UPOBATL KakK 0TX04bl knacca b
cornacHo CaHlunH 2.1.7.2790-10 «CaHWTapHO-3NUAEMMNOIOTMYECKNe TpeboBaHMA K 0b6palleHuto ¢
MeAULMHCKUMM OTXOLaMMU».

MHpopmauma gna noaAroTOBKU  MeLUUMHCKOrNo wu3genusa K 6esonacHoii paboTte u
aKcnnyaraunm

Mepef NpMMeHeHMEM W3AeNnns AO/HKHbI AOCTUYL KOMHATHOW Temnepatypbl. AN 3TOro mx
He06X0AMMO BblepXKaTb Ha 1a6opaTOPHOM CTO/e B TedyeHue He MeHee 30 MUHYT.

Bce maHunynauuu c usgenvem v NpoBeAeHMe TecTMPOBaHMA NPOBOAATCA B nabopaTopHbIX
NMOMeLLLeHUAX C KOHTPOSIMPYEMbIMU HOPMaNbHbIMWU KNUMaTUYECKUMMN YCIOBUAMM.

Ycnosua oKpyxaroLel cpegpi:

- Temmnepartypa okpy>atouiero sosgyxa-+15-30 °C;

OTHOCUTe/IbHadA BNaXXHOCTb - 10 - 85% npu 30°C nnun Huxe;

- atmocepHoe gasneHue - 760 £ 30 MM pT. CT.

AHanunsatop aBTOMaTUYECKWUA AN MMMYHOreMatonormyecknux nuccnefoBanunii in vitro "Magister
C24" pomkeH 6bITb NOArOTOB/EH K paboTe ¢ N34enMammn B COOTBETCTBUMN C PYKOBOACTBOM MO/1b30BaTe A,

AHanunsnpyemble 06pasubl

[na npoBefeHNsa TeCTMPOBAHMUA MCNOMb3YHTCA 3PUTPOLMUTLI KPOBU NauueHTa. [nd BbINOSHEHNSA
nccnefoBaHWs B3ATbI obpasel, LenbHOW KPOBU LeHTpUYrupytotT B TedeHue 5 muHyT npu 3000 ref.
CnepyeT ucnonb3oBaTb KPOBb, B3ATYH Yy 06CnefyemMoro nauuveHTta He 6onee, yem 3a 48 4acos [0
npoBefeHns nccnefoBaHmns. B cnyvae, ecnn TecTupoBaHvie 06pasL,0B He NPOM3BOAUTCA He3aMeAIUTe/IbHO
nocne 3abopa KpoBu, cneayeT xpaHuTb 06pa3ubl Npu TemnepaTtype 2 - 8°C a0 48 vacos.

3abop 06pasLoB KPOBM HaANeXMUT MPOWU3BOAMTL B aCENTMYECKMX YyCnoBuax. B KauyecTse
reMoKOHcepBaHTa MPesnoyYTUTENIbHO UCMONb30BaTh LMUTPAT HaTpua, SATA nnan renapuH.

MeToaMKa KOHTpONA

B kauyecTBe KOHTPONA pPeKOMeHAYeTCS WMCNONb30BaTb peareHTbl: KOHTPONbHbLIA peareHT Ans
onpeaeneHns rpynn Kpoeu vyenoseka "MeNNKNOH KOHTPONb MOHOKNOHanbHbIR", 10 mn (Pelikloon control
monoclonal, 10ml) (oTpuuaTenbHbI KOHTPO/Ib) " KOHTPONbHbIN matepuan ans
NMMYHOTremaTONormMyecknx nccnegoBaHunin "MenmkoHtpons™, 2x8 mn (Pelicontrol, 2x8ml).

H606XO,EI.I/IMbIe, HO Heé nocTtaBJideéMble B KOMMNNEKTE peareHTbl, MNPUHaAANEXHOCTU W

ApTUKyn HanmeHoBaHue

K7000 KapTa ana onpegeneHunsa rpynn kposu «Cennb6aling CKkpuH», 48x6 TectoB (Cellbind
Screen, 48x6 tests)

K7012 KapTa gns onpegeneHua rpynn kpoBu «CennbaiHpg OainpekTt Tain», 48x6 TecToB

(Cellbind Direct Type, 48x6 tests)
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fell88

K1190

K7240

K7242

K1379

K1156

K7130

K7320

K7390

PeareHT Ansa onpegeneHns aHTureHa A apuTpouunToB YenoBeka «MennKnoH aHTu-A
(IgM) moHOKNOHanbHbIM», 3x10 mn (Pelikloon anti-A (IgM) monoclonal, 3xI0m1)
PeareHT fona onpegeneHnss aHTUreHos A, B apuTpouuToB 4enioBeka «[1efnKNOH
aHTn-A, B (IgM) MoHOKnoHanbHbIn», 3x10 wmn (Pelikloon anti A,B (IgM)
monoclonal, 3x10ml)

PeareHT «Qputpountbl A 1 Cennbaiing» (Cellbind Al reagent red cells)

PeareHT «3QpuTtpounTtbl B Cennbaitng» (Cellbind B reagent red cells)

KOHTpONbHbIA ~ MaTepuan  A1a  UMMYHOTeMaTo/IoOrMYyecKnX  MccrefoBaHui
«MennkoHTponb», 2x8 mn (Pelicontrol, 2x8ml)

KOHTPONbHbLIN peareHT fns onpefeneHWs rpynn KpoBu uyenoseka «[ennkIoH
KOHTPONb MOHOKNOHaNbHbIA», 10 mn (Pelikloon Control monoclonal, 10ml)
PacTBOp HU3KOW MOHHOM cunbl «CennbaiiHg JTINCCx», 3x25 mn (Cellbind LISS, 3 x
25 ml)

AHanusatop aBTOMATUYECKWUW AN MMMYHOremaTo/IorMyecKuX WUccnefoBaHUim in
vitro «Magister C24»

LWapuku ana nepemewinBaHusa (Stirrer balls)

Mpobupkn Ana npefBapuTenbHOrO passefeHns 06bLeMomM 1.3 MAI C KPYT/ibIM LHOM
(Hanpumep, npoussogcTea IMpeiiHep brno-YaH / Greiner Bio-One GmbH)

MopsaoK BbINO/IHEHUS TECTUPOBAHUSA
Mpouenypbl TECTUPOBAHWS:

1
2.

10.

Moaoxpaatb, MOKa peareHTbl 1 refeBble KapTbl AOCTUTHYT KOMHaTHOM Temnepatypbl (18-25°C).
He ncnonb3yiite renesble KapTbl, B KOTOPbIX OOHapy>XeHbl BO34YLUHble NY3bipU B Fe/IeBOM
mMaTpuKce, MNOBpPeXAeHHas (onbra WM Npu3HakyM BbiCbiIXaHWA (HEPaBHOMEPHbIV YPOBEHb
XULKOCTU WU OTCYTCTBUE XUAKOCTW Haf refieBbIM MaTpUKCOM).

PacnakoBaTb W YyCTaHOBWUTbL B COOTBETCTBYIOLLME OTCEKW aHanM3aTopa aBTOMaTUYyecKoro Ans
MMMYHOTremaToN0rMyecknx nccnefoBaHnin in vitro "Magister C24" renesble KapTbl, pacTBOp
HW3KON MOHHON cunbl «CennbanHg JIMCCx», 3x25 mn (Cellbind L1SS, 3 x 25 ml), Tpebyemsbie
peareHTbl AN oOMpefefieHWa rPynnbl KPOBWM COrMacHO Ha3HaYeHWsM [AN1A TecTUpyembixX
06pasLoB, NPOOGUPKN ANA NpeLBapUTENbHOIO pa3BefeHus.

AHann3aTop BbIBOAUT HA 3KpPaH JOCTYMHbIE KOIMYECTBA PACXOAHbIX MaTepuasnos, OCTaBLUNXCA
nocsne npefblAyLlero ceaHca, B COOTBETCTBYIOLLEM pa3jene nporpammbl.

B wTtaTtne gns 06pas3uoB yCcTaHOBUTL NPOOMPKM ¢ 06pasuamun KpoBu, npefHa3HauYeHHbIMU ANs
nccnefosaHus. JaHHble npob 6yayT MAEHTUPULMPOBAHLI aHANIM3aTOPOM aBTOMaTUYeCKU Mpu
MOMOLLM LWITPUX-KOAA, MO0 MOXKHO BHECTW AaHHble 06 06pa3Lax BpyUHYIO.

Mpn nomowm nporpaMMHOro o6ecrneyeHuMs  aHanusaTopa aBTOMaTU4Yeckoro Ans
MMMYHOTremaToN0rmMyecknx nccnegoBaHuin in vitro "Magister C24" 3agaTb HE06X0AUMbIA ANS
00pa3L0B KpOBM NepeyveHb UccnefoBaHuiA.

AHanmsaTop aBTOMaTU4ecKu BbiOepeT peareHTbl, HEO6XO4MMbIE ANA MPOBELEHUA 3afaHHbIX
nccneaoBaHNiA.

Mepen BHeceHMEM B reneByl KapTy 3puTpoumTbl o6pasua npu MOMOLM HaKOHEYHUKOB
packanbiBalTCA B NPOOGUPKM ANA NpeABapUTeIbHOIo pa3BefeHnsa 1 CMeLLBaKOTCA C PpaCTBOPOM
HU3KON WMOHHOIN cunbl «CennbanHg JIMCCx», 3x25 mn (Cellbind LISS, 3 x 25 ml) gna
pasBefeHns 40 HY)>KHON KOHUEHTpauuu, YMeHbLUEHNS MOHHON CUbl B3aUMOLENCTBUS MEXAY
3pUTPOLMTaMU, YCUNEHUSA YYBCTBUTENbHOCTU U NOAABMEHNA HecneunuyecKux peakyuii npu
NPOBELEHUN VMMMYHOremMaTo0rMyecknx MuccnefoBaHUiA C NOMOLLbIO TefeBbiX KapT, 4TO
3HauUMUTeNIbHO yNyullaeT CBA3bIBaHME 3pUTPOLNTOB B XOfe peakuuu arrnioTuHayum.

Mocne pa3BefeHUss TMOArOTOB/EHHAsA CYCMeH3Wa 3puTpouMTOB o06pasua npyv  nomoLm
HaKOHeYHMKa AN packanblBaHWA BHOCUTCS B KOJIOHKY refieBoli KapTbl. [lanee, coOrnacHo
nporpamme uccnefoBaHns, aHanM3aTop BHOCUT B KOJIOHKY refieBOM KapTbl Heo6Xxogummoe
KO/INYeCTBO COOTBETCTBYIOLUX PEAreHTOB.

Mocne 3TOr0 WMAM MO 3aBeplwleHMM WHKybauum (ecnm  NPOBOAMNOCHL) MPOBOAMTCH
LeHTpUQyrnpoBaHue refieBbix KapT.
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11.T10 3aBeplIeHUN UEeHTPUDYrnpoBaHua reneBble KapTbl goTorpagupyroTcs Bcl
(hoTOKamMepoWi, 1 nsobpaxeHune nepegaetca B MO aHanusatopa NS MHTepnpeTalmm
pe3ynbTatoB TecTa.

12. MporpammHoe obecnevyeHne AHanusaTopa aBTOMATUYECKOro 418 UMMYHOreMaTonorns
nccnefoBaHnin - in  vitro "Magister C24" uHTepnpeTupyeT peakuuo asTomaru*
doTorpauueckme n306paXKeHNA TeneBbIX KapT BbLIBOAATCA Ha 3KpaH. ABTOPU30BaH!
Monb3oBaTe/lb MOXET Ba/MAMpoBaTb pPe3ynbTaTbl TecTa WA CKOPPEeKTMPOBATb WX.
M3MEHEHUWN pe3ynbTaTOB TecTa PUKCMPYETCA AaTta WU BPEMSA BHECEHWA W3MEHeHUs, a Tak)
[aHHble onepaTopa, BHECLLEr0 N3MEHEHME.

13. Mocne nposefieHVs WCCNefOBaHWUA TrenesBble KapTbl W peareHTbl HEO6XO4MMO W3BNeYb W-
aHanusatopa u y6paTb Ha XpaHeHVWe B XONOAWNbHWUK [0 C/efyloLlero WCcciefoBaHus.
TemnepaTypHblii peXXum xpaHeHus 2-8°C.

14. Mocne nposeAeHNA TecTUPOBaHWA BCE OTXOAbl HEOOXOAMMO YTWUIM3NPOBATL KaK OTXOAb
Knacca b cornacHo CaHMunH 2.1.7.2790-10 «CaHUTapHO-3NuAeMMONOrnyeckne TpeboBaHuns K
obpalLeHno C MeAULUHCKUMUN OTXO4aMU».

15. Ha cnegytouinii feHb nepej HavanoM paboTbl peareHTbl U refieBble KapTbl ClieAyeT U3BfeYb 13
X0NOAWNbHUKA W BblAepXXaTb Nnepes yCTaHOBKOW B aHaNM3aTop Npu KOMHaTHOM TemrnepaType.

VHTepnpeTauns pesynbTaToB

MonoxuTenbHas peakuus 03Ha4YaeT NPUCYTCTBME COOTBETCTBYHOLLErO aHTMreHa. OTpuuaTenbHas
peakuusi 03Ha4yaeT OTCYTCTBME COOTBETCTBYHOLLEro aHTUreHa. I'pynna kposu ABO onpegensercs no
PUCYHKY peakuuun, NoNyyYeHHOMY C pasHbiMW peareHTamu (Cm. Tab6nuuy). ECAM pUCYHOK peakuumn He
COOTBETCTBYET HW OAHOW M3 4 KOMOWHALWIA, MPUBEAEHHbLIX HUXE, TO NPUYMHY MPOTUBOPEUMBBLIX
pe3ynbTaToB CNefdyeT ONpeaennTb 0 HasHAUYeHWUs rPynnbl KPOBU NMPOBEPSAeMOMY NalneHTy/qoHopY.

Peakunun B npoLecce onpefeneHns rpynnbl KPosu no cucreme ABO:

SpUTpoLUTLI + peareHT ANA OnpeaeneHns Mna3ma + apuTpounTLI A4NA onpeAeneHns rpynmeol
rpynnbl Kposu KpoBHu
AHTU-A AHTN-B AHTN-A,B Knetkn Ai Knetkn B "pynna KpoBswu
(vacToTa)
0 0 0 + + 0 (46,7%)
+ 0 + 0 + A (41,7%)
0 + + + 0 B (8,6%)
+ + + 0 0 AB (3,0%)

OrpaHuyeHUs MeTOANKU UCCrefoBaHUA

JI0XXKHOMONOXWTENbHbIE  pe3ynbTaTbl  MOFYT ObiTb  MOJIyYeHbl MO  CAEAYIOWUM  MPUUYUHAM:
nonvarrnloTUHaUMA, nceBfoarrnlOTUHALMA, ayToarrnioTuHaumMa, peakumm  CMEeLaHHOro  Tuna,
npucyTcTBME BapTOHOBa CTYHSA U KNETOK NYNOBUHHON KPOBW B 06pasue. Takxe B Ciyvyae TeCTMPOBaHUSA
C MUCNOMb30BaHMEM reneBbIX KapT «KapTbl Ana onpegeneHusa rpynn kpoeu "CennbéaiiHg CKpuH", 48x6
TectoB (Cellbind Screen, 48x6 tests)» NPUYMHON NOXHOMOMNOXKUTENIbHLIX PE3Yy/bTaTOB MOXET CTaTb
MONMIOXKMUTENbHbIA NPAMONA aHTUrNo6ynuHoBbIN TecT (DAT) (ceHcubunmsauus 3puTPoOLMUTOB in Vivo
aHTUTeNnaMm M (MNN) KOMMOHEHTaMM KoMnsieMeHTa). Ons o6Hapy>XeHns 06pasuoB C NOMOXUTENbHbIM
DAT pekOMeHAYyeTCs UCMOob30BaTh OTPULATENbHbIA KOHTPO/b: KOHTPONbHbLIA peareHT 4ns onpeaeneHus
rpynn KpoBu 4yenoBeka "T1eNUKNOH KOHTPO/b MOHOKNOHanbHbIn", 10 mn (Pelikloon Control monoclonal,
10ml) (apTukyn K1156).

NToxxHooTpuuatenbHble Un cnabble pesybTaTtbl MOTYT 6bITb MOMYYEHbI MO CNEAYIOWUM NPUYNHAM:
cnabble aHTUreHbl, peakLuuy CMeLLIaHHOro TUNa M NOHMKEHHas aKTUBHOCTb peareHToB.

JIOKHONONOXNUTENIbHBIE WMAN NOXHOOTPULATe/IbHble pe3ynbTaTbl MOTFYT OblTb MNOAY4YeHbl WK3-3a
NPUCYTCTBUA BO3AYLUHbIX MY3bipbKOB B Te/IEBOM MaTPUKCE [efieBON KapTbl, 3arpsA3HeHns TecTOBbIX
MaTepumanoB U OTK/IOHEHUS OT PeKOMEHAYeMbIX METOAO0B.
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H3pecTubie paxTophl HHTEpPepeHIHN
Ha pesynbraTel TecTHpOBaHMA HE BAMAeT reMornoOHA B KoHueHTpaumu 218,7 r/m, rmoko3a B

KoHUeHTpauun 13,1 MMONB/ I, XonecTepuH B KOHLUEHTpaUHH 11,4 MMonb/n, GHAMPYOUH B KOHUEHTpAUHH
397.8 Mxmonn/n.

JAnarsocTAveckHe PyHKUHOHAIbHbDIE XADAKTEPHCTHKH .

Jins TRHOBPYIOIEX peareHToB OBIIH NONy4eHb: o0cnenopanakic 00pasnsl 3 Haunonansroro 6anka
kpoBH B Hupepaanaax, xorophle LUl NpoBepeHbl NIPH PYTAHHOM TECTHPOBAHUH KPOBH NOHOPOB.
Kaxasiit o6pasen eAMHONKIB! TECTHPOBAICA H CPABHABAACH C PSPEPEHCHEIM METOAOM.

Pe3yabTATHI NPOBEPKE TYBCTBHTEAbLHOCTH M cneitHpuunocTH B Kaprax ans onpeaenenus rpynn
kpoen " Cennbaiing Cxpun", 48x6 Tecros (Cellbind Screen, 48x6 tests) (K7000)

Cellbind Ofmee KOA-BO
MPOTECTHPOBAHHBLIX
ofpasuos
TMonoxutensnsit OTpUnarenbHbli
Pegepencuuiil MonoxurensHbIH 246 0 246
METOA OTpHuAaTeRbHEIH 0 506 506
Hroro: 246 506 752

Cnemmduunocts: 100%
Yyscreurensrocts: 100%

Pe3yIbTaTH] NPOBEPKH YYBCTBHTENLHOCTH H CHCHHPHUYHOCTH B KAPTAX AJA8 ONPERCHCHHS TPYNn
kpoBu "'Cennbaima latipexr Taiin'", 48x6 Tectos (Cellbind Direct Type, 48x6 tests) (K7012)
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Cellbind Obwee KOA-BO
NonoxkntenbHsIN Otpuuarensiplli | NPOTECTHPOBAHHBX
obpasuon
Pegepencnniit TTonoxurenbHblH 230 0 230
METOR OrpunaTensHbH 0 209 209
Hroro: 230 209 439

Cneumduurocts: 100%
YyscTBurenshocts: 100%

Bocnpon3soauMocTs u3enus cocrapuna 100%.

HndopManns 0 XapaKTepUCTHKAX CTACHILHOCTH METHIHACKON) H3IACIBN

Cpok rognocrn:

O6muit cpok rogHocTH Manenns ¢ AaThi NPOM3BOACTBA COCTABIAET 36 MeCSIEB IPH XPaHEHHHM TIPH
remneparype 2-8°C. Ilpu cofmonenun ycnosuii xpaHeHHs M TpaHcmopTHpoBkM Hsnenwe coxpamser
¢Ta0MIBHOCTD A0 HCTEUECHNS CPOKa FOJHOCTH.

Yenosus XpaHeHus:

Hapenus cnemyer XpaHUTH B YIaKOBKe NpeiNpHATHE-HITOTOBHTENS IpH Temmepartype oT 2°C ao
8°C no McTeueHHa CpOKa FOAHOCTH B 3ALIHINCHHOM OT CBETa MecTe. XpaHeHHE H3ICIAi IIPH TeMIIepaType
or 2°C mo 8°C JOMKHO OCYIICCTBIATECA B XONOXWIBHBIX KaMepax WIM B XONOIMIBHHKAX,
ofecnieusBaOIX PEINTAMEHTHPOBAHHBIH TEMMEepaTYpHH# peXHUM ¢ exegHeBHOH permcrpauueit
TEMNEPATYPHI, 3aMOPaKHBAHHE HE Aomyckaercs. JlonyckaeTcs XpaHeHHe NPH KOMHATHO!N TeMIepaType
(18-25°C) nocne TPaHCIIOPTHPOBKH B HEBCKPHITON YNAKOBKE B TEYEHHE 6 MECALIEB.

Uspemua, XpaHMBIOHMECS ¢ HAPYINEHHEM PErNaAMEHTHPOBAHHOTO PeXWMa, NPUMEHEHMIO He
NOZAJIENKAT,

[locne nepeoro BCKpHITHA yHakoBku Msgenmus Bce ero KOMIOHEHTHI CTa0HIbLHBI A0 MCTEYECHHA
CpOKa N'OAHOCTH, YKa38HHOIO Ha ero YIaxoBKe. BCKpBITEIE H3/ieNus clieAyeT XpaHHTh IPH TEMIIEPaType OT
2°C a0 8°C B XONOAMNBHEIX KAMEPAX MIH B XOAOLHNbHUKAEX, 00ECICUHBAIOLIMX PerNaMEHTHPOBAHHLIH
TEMIEPATYPHBIN PEXHM ¢ €XKEHEBHON perucTpauueii TeMnepaTypel. 3aMOPAKHBaHHE HE AOMYCKAEeTCH.

HeBckphiThie H BCKpBIThIe U3Aenns no OKOHYaHAH CPOKa NOAHOCTH HCIONB30BAHHIO HE NOAMEXKAT.



HeBCKpbITble U BCKPbITbie M34enns No OKOHYaHWW CpoKa crefyet yTunusuMposaTh K
Knacca b cornacHo CaHlMunH 2.1.7.2790-10 «CaHMTapHO-3NNAEMUONOrMYeCcKme TpeboBaHmsa K 06p<
C MEAULNHCKUMU OTX04aMU».

YcnoBus TpaHCNOPTUPOBKMU:

TpaHcnopTupoBka  W3genuii  pekomeHayeTcs € cobniogeHuem  “"xonogosow LU
obecneynBaloLLeli COXPaHHOCTb TEMMepaTypHOro pexuma, B TepPMOKOHTeiHepax ofHopaso!
MoMb30BaHWA, COAEPXaLLUX XNaf03/1eMeHTbl, NN B TEPMOKOHTEiHEpaX MHOTFOKPaTHOro MpUMeHeH!
aBTOMaTUYyeCcKn MNOALEPXMBAEMON TemrepaTypoil, WAM B aBTOpedpukepaTopax C WCMO/b30BaHUM
TEPMOMHAMKATOPOB.  [lonycKaeTcs  TpaHcnopTupoBka 6e3  UCNO/Mb30BaHWA  X/1af03/1EMEHTOB
cneunanu3nMpoBaHHOro 060py0BaHNA B TeyeHUe He 60onee 7 AHel nNpu TemnepaType He Bbiwe 18-25@*
3amopaxusaHue He fONYCKaeTCA.

N3penus, TpaHCNOPTMPOBaHHble C HapyLIEHWEM TeMMepaTypHOro pexuma, MPUMEHEHUIO i
noAnexar.

CopepykaHue TeKapCTBEHHbIX CPEACTB A1 MEAULMHCKOTO NPUMeHeHUs
N3aenns He coaepXkaT NekapCTBEHHbIX CPeACTB ANS MeAMLUHCKOro NPUMEHEHNS.

Cofep>xaHue MmaTepuanoB XXNUBOTHOI0 1 (M) YesTIOBEHECKOIr0 NMPOUCXOXKAEHUA

B cocTtaB MN3aenva BXOAAT MbILLUWHbLIE MOHOK/IOHA/IbHbIE aHTUTENA K aHTUreHy B sputpounTos. B>
nabopaTopHbIe XXMBOTHbIE, MaTepuanbl KOTOPbIX UCNONb3YOTCA AN NPOU3BOACTBA aHTUTEN, CoaepXaT
B Hag/exaunx ycroBusax B NOSTHOM COOTBETCTBUM C MHCTPYKUMAMKU EQC no cogep)kaHunto nabopaTopHb
XXMBOTHbIX. Kpome TOro, Bce 0T6Mpaemble XXUBOTHbIE MPOXOAAT PerynsapHble OCMOTPbl MO MNPOBep
COCTOSIHMSA 340P0BbS M Ha HanMume MHPEKLNOHHbIX 3a60N1eBaHNIA.

NHdopMaunsi 0 CTEPUILHOM COCIOSAHUM MeAULMHCKOIo 13aenns
N3aenus He ABNSAETCS CTEPU/bHBLIM U HE NOAEXAT CTEPUAN3ALMMN Nepes NPUMEHEHUEM.

WHpopmauusa o npupoae, Tune, a Takxke 06 MHTEHCMBHOCTU U pacnpesfesieHnn U3nyyeHus
MeAULMHCKOro n3genuns

M3penve He ABNSeTCA NCTOYHMUKOM KaKnx-nmo6o VI3!'Iy‘-IeHVII7I.

Buonornuyeckunin pedhepeHTHbI NHTepBan

MoHATUE 6MONOTMYECKOrO PedepeHTHOro MHTepBasa He MPUMEHUMO K M3genuto, NocKofb
W3penve npefHasHauyeHo Ans Ka4eCTBEHHOTO ONpejeneHns aHaanToB.

MpeaynpexaeHns 1 Mepbl NPeaoCTOPOXKHOCTY, NPeANPUHMMAEMble NPY YTUAM3ALUN
MeAULMHCKOr0 1M3aenns

Bce paboThbl ¢ MCNONb30BaHNEM W3aenns 1 ero KOMNOHEHTOB HEO6XO0AMMO NPOBOAUTL B 3aLLUTK)
nepyaTkax U3 HUTpuUna.
Mocne NpoBefeHNs TECTUPOBAHNS BCE OTXOAbl HE06X0AMMO YTUNN3UPOBATL KaK 0TXO0/bl Kiacce

cornacHo CaHlMuH 2.1.7.2790-10 «CaHuTapHO-3annaemMnonornyeckne TpeboBaHus K ob6palieHunto
MeAULMHCKUMW 0TXO4amm.

MopAAoK 1 ycnoBmAa yTUAN3ALUN NN YHUUTOXEHUA MESULNHCKOTO N3aenns

He npurofHble K MCMOMb30BaHNIO MI34enns U UX KOMMOHEHTbl HEOOXOAMMO YTWUIM3NMPOBATL b
oTxogbl Knacca b cornacHo CaHMuH 2.1.7.2790-10 «CaHUTapHO-3anuAeMnonornyeckme TpeboBaHLL
06paLLeHNI0 C MeJULMHCKUMMN OTXOLaMU».

Mapantum nponssognTens
Mpoun3BoguTeNnb rapaHTUpyeT, 4YTO nNpuM  COOGMOAEHUM TMpaBuUa W YCNOBUIA  XpaHeH
TPaHCNOPTUPOBKM W 3Kcnayatauum U3genne COOTBETCTBYET BCEM 3aABJIEHHbIM XapaKTEPUCTUK;

|_|pOl/I3BO,EI|VITefIb HE HECeT OTBETCTBEHHOCTM 3a BO3MOXHble NOCNeAcTBMA BCNeAcTBME TNMPUMEHET
n3pgenna He No HasHa4YeHuto.
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Oprannsalys, OCyIEeCTBSIOIaNA NPHEM, YUET ¥ PacCMOTpeHHEe peKIaMaliuil 1Mo Ka4ecTBY TOBapa;
000 «MUPYC METTUKAJI», Anpec ani OTIPaBKH pexaaMauuii no kauecTsy Tosapa: 115114, r. Mocksa,
ya. Koxepunueckana, aoM 10, crpoenne 1, nom.2-8, 12-18, 31.06. Ten.: (499) 579 3303. E-mail:

info@mirus-medical.com.

YnoaHOMOYCHHBIH NPEACTABATENG NPOH3BOAMTERS (HITOTOBHTE/IN) o

VYIoNHOMOYEHHEIM NPEACTaBUTENIEM npon3Boanten (u3rorosurens) Uszenus apmserca 000
«MHUPYC MEIUKAIJL». HOpuauueckuit ampec: 115114; r. Mocksa, yn. KoxeBHuyeckas, aom 10,
cTpoenue 1, nom.2-8, 12-18, 31.06, Paxruuecknii agpec: 115114, r. Mocksa, ya. Koxepunueckas, aom 10,
cTpoenne 1, nom.2-8, 12-18, 31.06. Ten.: (499) 579 3303, e-mail: info@mirus-medical.com.

Mepedaens npEMEHSEMbIX NPOMIBOAHTENEM (MITOTOBHTENEM) MEAMIHHCKOTO H3AETHA
HANHOHANLHBIX CTAHAAPTOB

Annex I, V, VII of the Directive 98/79/EC, I1SO 13485, ISO 14971, 1S0O 118113-1, ISO 118113-2,
ISO 15223-1, 1SO 23640, DIN EN 13641, DIN EN 13612
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MepeBog, C aHrMIACKOTO 1 HUAEPNAHACKOTO A3bIKOB Ha PYCCKUI A3bIK

/T'rp6oBas nevaThb: /
KOPOJIEBCKAA ACCOUNALNA HOTAPNYCOB

No66epc 3H [eiik HoTapucceH

Annesa Kopons, 4 - 1075 AC AmcTtepgam
TenegoH: 020 - 5736311

(hakc: 020-6799828

an. agpec: mail@ lubbers.nl

JokymeHT: PDM/2020.001046.01/dew

A, Mapnoc KopuH KocTep, HazHauyeHHbI HOTapuyc B npoTokone MeTpyca Jleononbgyca 3nu3bl
Maypuca ge Meiiepa, HoTapuyca B I. AMcTepaame, HuaepnaHabl, HacToAW MM YAOCTOBEPSIO
NOAJIMHHOCTb MOAMNWUCK, NOCTaBNEHHON Ha NpWIaraeMom AOKYMeHTe [-XXn AHTOHUW XeneHbl N yusu
KYHOEPMAH. poanBLelica B I. YTpexTe (HugepnaHasl) TpuaLaTb NepBOro oKTa6ps Thicada
[eBATLCOT NATbAECAT LWECTOro roja, AeicTBYIOLWEN B KA4eCTBE AOBEPEHHOIO f1MLa CO CNeLManbHON
[OBEPEHHOCTHIO U MO AaHHOMY BOMPOCY MPeACTaBAALWEN YaCTHYIO KOMMNAaHUI0 C OrpaHNYeHHO
OTBETCTBEHHOCTbH: CaHKBWH PeareHTe 5.B,, metowyto topugnyeckunii agpec B r. Amcrepgame,
Haxopsulytocs no agpecy 1066 CX AmcTepgam, HugepnaHgbl, anned lNnecmaHa, 125,
3aperucTpmMpoBaHHyt0 B TOProBoM peecTtpe noj HomMepom 67177565.

3asnBfeHe Bbille HE MMEeET CBOEN Lenblo faTb OPUANYECKOE 3aK/TI0YEHNE KaK B OTHOLWEHUN
cofepXaHus, Tak U B OTHOLIEHUW LeNCTBUTE/IbBHOCTU OPUTUHANBHOTO JOKYMEHTA.

r. AmcTtepgam, 28 aekabps 2020 r.
/noanucaxo/
/TucHeHasa nevaTb:/

M-xa M.K. KOCTEP, LOMNO/IHUTENbHbLIA HOTAPUYC
r-H M.1.9.M. nje MEMEP, HOTAPNYC B I AMCTEPOAME
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MepeBoa ga””ro TEKCTa BbIMOMHEH MePeBOAYMKOM Yumnoelwl EneHoli AHATO/IbEBHOIA

Poccuiickas ®epepauus
[Fopoa MockBa

JBajuaTb AeBATOro mMapTa fBe ThbiCAYM ABajLaTbh
A, AkumoB [ne6 bopucoBuy, HoTapuyc ropoga MOCKBSI,

noanucu nepesoguunka Ynmnoewws EneHol AHATO/NbLEBHbI.
Mognwuch caenaHa B MOEM NMPUCYTCTBUN.

JIN4HOCTb NoANMCaBLLEr0 AOKYMEHT YCTaHOB/IEHA.

oBaHo B peectpe: Ne 77/09-H/77-2021-

eHune HoTapuanbHoro gencteus: 400 py6. 00 kon.

[.6. AKumos

Bcero npowHypoBaHo, NPOHYMepoBaHO
N CKPeneHo neyaTbio nucra (oB)

HoTtapuyc:
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“bccun/lckaa depepaums
mMas [eeluava JSIBBaaTL NepeoOT rLL,

A, AxkyweHko EBreHus AnekcaHapoBHa, HoTapuyc
ropoga MockBbl, CBUAETE/LCTBYIO BEPHOCTL KOMUK
C npeAcTaB/IeHHOro [OKyMeHTa.
3aperucTpupoBaHo B peectpe: I* 77A21-0A7-2021- * _

YnnayeHo 3a coBeplieHune nr
HOTapuanbHoro gencreus 0]
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