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Sanquin Reagents B.V.

HA MEAHLIHHCKOE H3JAEJIHE 1 J1A AHATHOCTHKH IN VITRO

HHCTPYKIIHA IO NPUMEHEHHIO

PearenT ans onpeneneana antarena E aputpounros venoseka «[lennkion
anTH-E (IgM) moroknosanbuexi», S Ma (Pelikloon anti-E (IgM) monoclonal, Sml)
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HacToswas MHCTPYKLMA OTHOCUTCS K MEAULMHCKOMY U3AENNI0 ANS AMArHOCTUKN in Vitro
AN onpefeneHns aHTureHa E aputpoumtoB yenoseka «MeanknoH aHTU-E (IgM) MOHOKNOHabH
(Pelikloon anti-E (IgM) monoclonal, 5ml)», (ganee no TekcTy - «l3genune» unn «PeareHT»).

HasHayeHne MegMLMHCKOTO 1U3genms

«PeareHT Ana onpefeneHns aHtureHa E apuTpountoB uyenoBeka «[MefiMKNoH aHTU-E
MOHOKNOHanbHbl», 5 mn (Pelikloon anti-E (IgM) monoclonal, 5ml)» npegHasHayeH Ana in
onpegeneHns Hannuusa aHTureHa E cuctembl rpynn kposu Rh Ha apuTpouumTax venoseka npu nomo!
reneBbIX KapT.

W3penne npefHasHavyeHo 415 MCMNONb30BaHWA TO/IbKO B aBTOMATUYECKOlM cucTeMe «AHannsaro]
aBTOMaTMYeCKUA AN MMMYHOremMaTo0rMyecknx uccnefoaHuii in vitro «Magister C24», npoussogcrea®
«CaHkBuH PeareHTe B.B.» (Sanquin Reagents B.V.).

Ycnosua npuMeHeHusa:

WN3penuve cneflyet Ucnonb3oBatb KBaMpOULMPOBAHHbIM MeAULMWHCKAM MEPCOHaNoM, NpoLewnm
obyuyeHue [N KOPPEKTHOro ucCnonb3oBaHua W3genua. W3genve npefHasHayeHo TOMbKO AN
NPOEeCCHOHANbHOI0 NPUMEHEHNA.

MoTeHUMaNnbHbIMK NOTpebUTeNnamu V3genuns sBnstoTcs: nepcoHan nevyebHo-NponnakTUYECKmX
YUPEXAEHWUIA, UMeKLLMX B CBOEM COCTaBE KAMHUKO-AMarHocTUYeckme naboparTopmm, nabopatopuu in vitro
ANArHOCTUKM, CTAHLMKN U OTAENEHUS NepeiMBaHUS KpPoBW.

O6nacTb NPUMEHEHUSN: KNMHUYeCKaa nabopaTopHas AnarHoCTUKa, UMMYHOremMaTonorus.

MokasaHMsa K NPUMEHEHUIO:

M3genve npumMmeHsdeTca ANA TeCcTUpPOBaHMA [LOHOPOB KPOBW W €€ KOMMOHEHTOB, PeLunneHTOB
remMoTpaHcy3uii, a TakXXe >XEHWMWH B pamkKax o6cnefoBaHWs B nepuof 6epemMeHHOCTM, POAOB U B
nocnepoAoBOM nepuoge.

MpoTMBOMNOKA3aHUS MPUMEHEHNS
MeanuMHCKUX NPOTUBOMOKA3aHWiA AN NpUMeHeHUs 3aenms Her.

TexHnuyeckne XxapakTepuCcTUKN 1 COCTaB MeANLUHCKOTO 13aenus
PeareHTbl Pa3NnTbl B TepMETUYHO YKYMNOPeHHbIe CTeKNAHHbIe (DNaKOHbI C MMNEeTKO-KanelbHULLEN.

ApTUKYn HasBaHune BapuaHTa HaunmeHoBaHMe napameTpa 3HayeHVe napameTpa
NCMOJSIHEHNA
KMo1 PeareHT o1 onpegeneHus dacoska 1 pnakoH
aHTureHa E sputpoumntos O6bem 1 chnakoHa peareHTa, M1 5
yenoseka «MennKNoH aHTU-E Martepunan n3roToBneHus Crekno
(IgM) MOHOKMOHa/IbHBIW», 5 M (h1laKoHOB
(Pelikloon anti-E (IgM) CocTaB peareHTa UenoBeyeckne MOHOK/IOHa/bHbIE
monoclonal, 5ml) (knoH MS260) aHTVTena Knacca IgM

B pacTBOpe, CoAepXaLLlem Oblumii
CbIBOPOTOUHbIA a/lbByMWH 3-5% 1
PBS 95-97%, NaN3:0.1%

(macca/o6bem)
PU3MKO-XMMUMYECKNIE 1 IMpo3payHas XMLKOCTb rony6oro
opraHonenTU4ecKune CBONCTBA uBeTa.

pH; 6.7-7.7

TabnmuyaNe 1 dacoBka 1 cOCTaB KOMMOHEHTOB W34S,

MprvHUuMNbl MeTofa UccnefoBaHusa

B ocHOBe TecTa NeXWT peakums MMMYyHO(UKcauun (arrnroTUHaUumn) ceHcnbunm3npoBaHHbIX
3pUTPOLUTOB B TrefieBblX KapTax. PeareHT ANna onpefeneHns rpynnbl KPoBM [06aBnseTCa B KOJIOHKY
refeBoin KapTbl BMECTe C 3puTpoLMTaMK NauueHTa ANs TeCTUPOBaHMUA, 3aTeM UHKYbupyetcs (ecnu aTo
Heo6xo4MMO0). PeareHT, cneyu@UUHbIA K TOMY WM UHOMY aHTUTeHY, CBA3bIBAETCA C 3pUTPOLMUTaAMU.
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CYLLMMW Ha CBOEeW MOBEPXHOCTU [aHHbIV aHTUTEeH, BbI3blBas WX arrNiOTUHALMIO. 3aTeM refieBble KapTbl
IOXOLAT TPY (hasbl LEHTpPUyrnposaHns. B nepBoil (hase BbICOKONIOTHas cpefa Mo3BonseT OTAeNNTb
XTPOLUMTBI OT Nna3mbl UAKN peareHTa. Bo BTOpoi (hase arrntOTUHWPOBaHHbIE CEHCUOWNN3MPOBaHHbIE

PUTPOLNTBI BYAYT 3afepXXMBaThCA Ha BEPXY FefeBO MaTpuLbl B KOJIOHKE reneBoi KapTbl, a B TPETbel
(hase HeCEeHCMOMNN3NPOBAHHbIE UK KpaiiHe cabo CeHCMOUIN3NPOBAHHbIE 3PUTPOLUTLI OYAYT ABUTATbCS
KO [OHY KONOHKW. T[locne UEHTPUQYrMpoBaHUA reneBble KapTbl aBTOMATUMYeCKU [MepeHocATCcs B
CunTbIBaTENb, IAE NPOUCXOAUT (hoTorpampoBaHe KONIOHOK reneBoi KapTbl U CYUTbIBaHWE Pe3ynbTara;
3aTem pe3ynbTaT aHanM3upyeT ynpaBastoLee nporpaMMHoe obecnedveHmne (ganee - «MO»):
. B cnyuyae Hanuuma arrntOTMHATOB (KOMMNIEKCOB «aHTUFEH-aHTUTENO» B BUAE CAUMLLUXCA
3pUTPOLMTOB), B BEPXHEN 4acTh KOMOHKWM Ha MOBEPXHOCTU rens nocne LeHTpUQYrnposaHua
HabnogaeTca yeTkas KpacHas nonoca (YeTKMin MONOXKUTENbHbIV pe3ynbTat (4+));
. B cnyuyae oTCcyTCTBMA arrnt0OTUHATOB Ha MOBEPXHOCTW TreNns, Ha [AHEe MUKPOKOIOHKM
HabnofaeTca YeTKUIA KpacHbI 0CafoK 3puTpoLUTOB, NPOAMG(OYHANPOBABLUUX NOA AeCTBUEM
LLleHTPOOEXHOW CUMbl CKBO3b TOMLLY renst (YeTKWiA oTpuuaTenbHbli pesynbTar (-)).

MonoXnTensHblil pesynbTat (4+)

OTpuuatenbHblin pesynbTat (-)

Mpy HanUuMM 4aCcTUYHOW arrnrTUHALUK MOTYT HabM4aTbCA pas/IMyHble BapuaHTbl: Haiuuue
[BYX YETKO BbIP@XKEHHbIX MOMOC Pa3/IMYHON MHTEHCUBHOCTU Ha MOBEPXHOCTM Tefid U Ha AHE KOJIOHKU
OfHOBPEMEHHO, NM60 Hann4ymMe [BYX UYETKO BbIPKEHHbIX MOM0C Pa3IMYHON WHTEHCMBHOCTU Ha
MOBEPXHOCTU rens U Ha AHe MUKPOKOIOHKM BMeCTe C YaCTUYHbIM OKpallmBaHvem Tonwm rend. OueHka
pesynbTata MPOBOAUTCA B COOTBETCTBMW C BCTPOEHHbIM anroputMom [O. B cnydyae, ecnm yetkas
WHTepnpeTauus pesynbTata TeCTMPOBaHMA ¢ NoMoLbio MO HeBO3MOXXHA, BbIBOAMTCS COOTBETCTBYHOLLEE
yBeJOMJ/IEHME, OCTaB/AOLWEe WHTEPNpeTauuio pe3ynbTaToB Ha YCMOTpeHWe Bpauva. bonee nogpobHo
NHTepnpeTaumns pe3ynbTatoB onucaHa B Pasgene «VMHTepnpeTaums pe3ynbratos».

Onsa ncnoneb3oBaHns W3genua Heobxofmma COOTBETCTBYHOLLAA KBaM(MKaLUA U NONHOMOUUA
MeAUUMHCKMX paboTHUKOB. HeBepHbl y4eT (hakTOpoB WHTepdepeHUnn, Kayectsa 6MONOrMYECKOro
matepuana MmoryT NPMBECTU K HEKOPPEKTHON MHTepnpeTaLnmn pesynbTaToB TecTa.

Mpn wnccnefoBaHMAX pPEKOMEHAYeTCs UCNOMb30BaTb OTpuuaTenbHbii  KoHTponb (K1156
KOHTpO/bHBIN  peareHT ANnA  OonpefeneHUs  rpynn  KpPoBW  yenoBeka  «[eIMKNOH  KOHTPO/ib
MOHOK/I0HaNbHbIN», 10 mn (Pelikloon Control monoclonal, 10ml)) n KOHTPObHbIE 06pa3Lbl C U3BECTHbLIMU
napameTpamm AN  UCKNHOYEHUS NIOXKHbIX pe3ynbtaTtoB (K1399 KOHTpONbHbI MaTepuan [Ans
MMMYHOreMaTonornyecknx nccnegosaHnii «MennkoHTpons CcEe-K», 8 mn (PeliControl CcEe-K, 8 ml)).

MpeynpexaeHna n Mepbl NPesoCTOPOXHOCTM

TonbKo ANs AUarHOCTUKMK in vitro.

Bce maHunynsuymm ¢ Usgenmamun cnefyeT BbLIOMHATL B 3aWMTHbLIX Mepyatkax u3 Hutpuna. B
KauyecTBe KOHcepBaHTa ncnonssyetcs 0,1% (macca/o6bem) NaNs.

3anpelyaeTcs MCMNoib30BaTb peareHTbl (Kak pacnakoBaHHbIe, TaK U HepacnakoBaHHbIe) nocne
[aTbl UCTEYEHUS CpoKa ro4HOCTM, HanevyaTaHHOM Ha 3TUKETKe (iakoHa.

B peareHTe noOTeHUMANbHO MOFYT COAepXaTbCA WHMEKLUUOHHbIE areHTbl, cobnwopgante
OCTOPOXXHOCTb MPY UCNONb30BaHUM U YTUANU3ALUN KaXKAO0N EMKOCTU 1 €e COAEPXXNMOTO.
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MoMyTHEHME MOXEeT OblTb MPU3HAKOM 6GakTepuanbHOW KOHTaMUHauuu. UYToObI
YXYALWeEHWe CBOWCTB peareHTa, pPeKOMeHAyeTcsi BKAYWTb B NporpamMmy nabopaTopHOro
KayecTBa TeCTMpPOBaHWe peareHTa Npyv NOMOLLU COOTBETCTBYIOLMX KOHTPONE NPOM3BOACTBA «
PeareHTe b.B.» (Sanquin Reagents B.V.).

Mocne NnpoBefeHNs TeCTUPOBAHNA BCe OTX0A4bl HEOOXOAUMO YTUIN3NMPOBATb KaK OTXO0Abl K
cornacHo CaHluH 2.1.7.2790-10 «CaHuTapHO-3NnAeMNONorndeckne TpeboBaHMs K obpauleH
MEeANLUHCKUMWN OTXO4aMMU».

MHudopmauna ana noAroToBKM MEAWLMHCKOrO u3genuMsa K 6e3onacHoli pab6oTte
akcnnyatayum
Meped NpUMEHEHWEM W3LeNns [LO/MKHbI JOCTMYb KOMHATHOW TemnepaTypbl. Ana atoro wxt
Heo6Xx04MMO BbLLepXXaTb Ha 1abopaTOPHOM CTO/E B TeyeHMe He MeHee 30 MUHYT.
Bce MaHunynauuu c msgenvem U MNpoBefeHMEe TeCTUPOBAHWUA MNPOBOAATCA B nabopaTopHbIX
MOMELLEHNAX C KOHTPONIMPYEMbIMU HOPMA/IbHbIMU KIMMaTUYECKUMU YCTIOBUAMMU.
YcnoBus okpyxaruiei cpefbl:
TemnepaTypa okpy»xatouiero sosgyxa - +15 - 30°C;
OTHOCMTeNbHas BAaXHOCTb - 10 - 85% npu 30°C unm HMxe;
- atMocgepHoe faBneHne —7 60 + 30 MM pT. CT.
AHanunsatop aBToOMaTUYecKuin AN MMMYHOreMaTonormyecknx uccnepoBaHuii in vitro «Magister
C24» pomkeH ObITb MOATOTOB/IEH K paboTe ¢ 34enMammn B COOTBETCTBUM C PYKOBOLCTBOM MOJIb30BaTENS.

AHanunsnpyemsble o6pasubl

[na npoBefeHna TeCTUPOBAHUA MCMNOMb3YHOTCA 3PUTPOLNTLI KPOBY MauneHTa. [ns BbIMOSHEHUSA
nccnenoBaHns B3ATbIM o6pasewl, LefibHOW KPOBU LEeHTPUGYrupyoT B TedyeHne 5 muHyT npu 3000 ref.
CnefmyeT mcnonb3oBaTb KPOBb, B3ATYH Yy 06CneAyeMoro naumeHta He 6onee, yem 3a 48 vacoB A0
npoBefeHns nccnefosanms. B cnydae, ecnm TecTupoBaHve 06pasL,oB He NPOM3BOANUTCA He3aMeLINTebHO
nocse 3abopa KpoBu, cnegyet XpaHUTb 06pasubl Npu Temnepatype 2 - 8°C go 48 yvacos.

3abop 06pa3uoB KPOBM HAaNEXWUT MPOU3BOAMTbL B acenTUYeCKUX YycnoBuax. B kayecTse
reMOKOHCepBaHTa NPeanoyYTUTENbHO UCMONb30BaTh LMTPAT HaTpus, SATA nnn renapuiH.

MeToanKa KOHTpOns

B KayecTBe KOHTPONS PeKOMEHAYeTCA WCMONb30BaTb peareHTbl: KOHTPONbHbLIA peareHT Ans
onpefeneHns rpynn KpoBmn yenoBeka «MennKnoH KOHTPOb MOHOKNOHaNbHbIW», 10 mn (Pelikloon control
monoclonal, 10ml) (oTpuuaTtenbHbI KOHTPO/b) n KOHTPO/bHbI martepuan ans
NMMYHOremaToNornyecknx nccnegoBanunii «MennkoHTpons CcEe-K», 8 mn (PeliControl CcEe-K, 8 ml).

Heo6xo,u,|/||v|b|e, HO He noctaBNnAeMbleé B KOMMJIEKTE peareHTbl, NPUHaANEeXHOCTN W

obopypoBaHue:

ApPTUKYN HanmeHoBaHue

K7000 KapTa gns onpegeneHus rpynn kposu «Cennbéaiing CkpuH», 48x6 Tectos (Cellbind
Screen, 48x6 tests)

K7012 KapTa gns onpegeneHus rpynn kposu «CennbaiiHg faipekTt Tain», 48x6 TecToB
(Cellbind Direct Type, 48x6 tests)

K1399 KOHTpONbHbI ~ MaTepuan  Aas  MMMYHOremMaTtoNorMyeckux  MCCnefoBaHui
«[MennkoHTponb CcEe-K», 8 mn (PeliControl CcEe-K, 8 ml)

K1156 KOHTpPONbHbIV peareHT ANna OnpefeneHns rpynn KpoBu 4yenoBeka «[1ennMKNOH
KOHTPO/Ib MOHOK/OHanbHbIN», 10 mn (Pelikloon Control monoclonal, 10ml)

K7130 PacTBOpP HU3KOWN MOHHOW cunbl «CennbaitHg JINCCx», 3x25 mn (Cellbind LISS, 3 x
25 ml)

K7320 AHanusatop aBTOMaTUYeCKMin ANA MMMYHOremaTOnorMyeckux wccnegoBaHuii in

vitro «Magister C24»
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Mpobupkn ANa NpesBapuTeNibHOro passefeHns 06bemMoM 1.3 M/ C KPYr/bIM LHOM
(Hanpumep, npounssoacTBa MpeitHep Bno-YaH / Greiner Bio-One GmbH)

MopsagoK BbINOMHEHWUS TECTUPOBAHMUSA
Mpoueaypbl TECTUPOBAHMS:

1.
2.

10.

11.

12.

13.

14.

15.

MogoxXpaatb, NOKa peareHTbl U refeBble KapTbl AOCTUIHYT KOMHATHOM TemnepaTtypbl (18-25®C).
He ncnonb3yinTe renesble KapTbl, B KOTOPbIX O0OHapy>XXeHbl BO3AYLUHbIE My3bipyW B FeseBOM
MaTpuKCe, NOBPEXAeHHas (onbra MM NPU3HAKW BbICbIXaHWA (HEPaBHOMEPHbIN YPOBEHb
XUAKOCTU UK OTCYTCTBUE XXUAKOCTU Haf refieBbiIM MaTpuKCOM).

PacnakoBaTb M YyCTaHOBUTb B COOTBETCTBYHLLME OTCEKM aHa/iM3aTopa aBTOMaTu4eckoro Ans
MMMYHOTeMaTo/I0rM4yecknx nccnefoBaHuii in vitro «Magister C24» refneBble KapTbl, pacTBop
HU3KO MOHHOI cunbl «CennbanHg IMCC», 3x25 mn (Cellbind LISS, 3 x 25 ml), Tpebyemble
peareHTbl [/ OMNpefefieHNs TPynnbl KPOBW COrNacHO Ha3HaYeHUAM [N TeCTUPYeMbIX
06pasLoB, NPOGUPKU AN NpesBapuUTebHOr0 pasBefeHus.

AHann3aTop BbIBOAMT Ha 3KpPaH AOCTYMHbIE KOIMYECTBA PACXO4HbIX MAaTEPManoB, OCTaBLLNXCS
nocne npeablgyLiero ceaHca, B COOTBETCTBYIOLLEM pa3fe/ne nporpammsi.

B wratne gnsa o6pasuoB ycTaHOBUTHL NPOOGUPKN C 06pasLamm KpoBu, NpefHasHauYeHHbIMW AN
nccnepoBaHuns. [laHHble npob 6yayT MAEHTUOULMPOBaHbI aHAIN3aTOPOM aBTOMATUYECKU Npu
MOMOLLW WITPUX-KOAA, MO0 MOXHO BHECTM flaHHble 06 06pa3uax BpyUHYyHo.

Mpun nomowmy nporpaMMHOro ob6ecneyeHuUs  aHanu3aTopa aBTOMATUYecKoro  Ang
MMMYHOTremaTo/IorMyecKux nccnenoBaHnii in vitro «Magister C24» 3afatb He06X0ANMbIA ANS
006pas3L0oB KpOBY nepeyveHb UCCNeL0BaHNA.

AHann3aTtop aBTOMATUYECKN BblGepeT peareHTbl, HEO6X04MMble ANA MPOBELEHUA 3af4aHHbIX
nccnegoBaHui.

Mepen BHeceHWem B TeneByl KapTy 3puTpouMTbl o6pasua Mpu MOMOLIM HaKOHEYHWKOB
packanbLalTca B NPO6MpPKN A5 NpesBapuTenbHOro pasBejeHuns n CMeLnBatoTCs ¢ pacCTBOPOM
HU3KOW MOHHON cunbl «CennbaintHg JTINCC», 3x25 mn (Cellbind LISS, 3 x 25 ml) ans
pa3BefeHnsa A0 HY)XXHOW KOHLEHTpaLumn, yMeHbLUEHUS NOHHOW CU/bl B3aUMOLENCTBUA MEXAY
puTpOLUTaMU, YCUIEHNS YYBCTBUTENLHOCTU W NOAABNEHNA HECNeLngpnYecKnx peakumnii npu
NnpoBeAeHN MMMYHOTeMaTo/I0rMYeckKMx MWCCNeL0BaHUA C MOMOLLbIO reneBblX KapT, 4TO
3HAYMTENbHO Y/YYLLAET CBA3bIBAHNE 3PUTPOLMTOB B XOLE PEaKLUN arrnioTUHaLNN.

Mocne pa3BefeHWA MNOArOTOB/NEHHAsA CYCMNeH3Ws 3puUTPOLMTOB o06pasua npyv  MOMOLLM
HaKOHEeYHWKa NS packKanbliBaHWA BHOCUMTCS B KOMOHKY reneBoW KapTbl. [anee, cCOrnacHo
nporpaMme WccrefoBaHWs, aHa/M3aToOp BHOCUT B KOJIOHKY refieBOM KapTbl Heobxofgumoe
KO/MINYECTBO COOTBETCTBYHOLLMX PeareHToB.

Mocne 3TOro WAM MO 3aBepLiEHUN BPeMeHW WHKyb6auum (ecnm nNpoBOAMAOCL) MPOBOAUTCS
LeHTpUgyrnposaHue reaesbix KapT.

Mo 3aBepleHnn LeHTPUGYrupoBaHusa refnesble KapTbl (POTOrpaupytoTcs BCTPOEHHOWN
(hoTOKamepoii, 1 nsobpaxeHne nepegaetcsa B MO aHanmM3aTopa AN MHTepnpeTauum U OLEHKM
pesynbTaTtoB TecTa.

MporpammHoe obecneyeHne AHanms3aTopa aBTOMATUYECKOro AN UMMYHOTemaTon0rMyeckmx
nccnefoBaHuii  in  vitro «Magister C24» UWHTepnpeTupyeT peakuutd aBTOMAaTUYECKW.
doTorpaduyeckne M306paXKeHUA reneBbiX KapT BbIBOAATCA Ha 3KpaH. ABTOPWU30BaHHbIA
nonb3oBaTe/lb MOXeT BaNuAWpoBaTb pesy/nbTaTbl TecTa WM CKOPPeKkTuposatb ux. [pu
W3MEHEHWUW pe3y/bTaTOB TecTa (PUKCUPYETCA Aata U BPeMs BHECEHWA U3MEHEHUS, a TakXe
[aHHble onepaTopa, BHECLUEro U3MeHEHNe.

Mocne npoBefeHVA WCCefOBaHUSA TefeBble KapTbl WU peareHTbl HEOOXOAMMO W3BNEYb U3
aHanusatopa M ybpaTb Ha XpaHeHWe B XONOAWIbHWK [0 CNefyloLWero WuccnefoBaHua.
TemnepaTypHbIiA pexxum xpaHeHus 2-8°C.

Mocne npoBefeHWA TeCTUPOBaHUS BCE OTXOAbl HEOOXOAMMO YTWUIM3NPOBATb KaK OTXOAbl
Knacca b cornacHo CaHlMunH 2.1.7.2790-10 «CaHUTapHO-3NNAEMNONOrMYecKne TpeboBaHma K
o6paLLeHnto C MEAULUHCKAMMN OTX0LaMU».

Ha cnegytowmnii feHb nepej HayanoM paboTbl peareHTbl U resieBble KapTbl CefyeT U3Bneyb 13
XO0NOLMNbHUKA W BbLLEPXaTb Nepes yCTaHOBKOI B aHaNM3aTop Npy KOMHaTHOW TeMnepaTtype.
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NWHTepnpeTauunsa pe3ynbLTaToB

MonoxuTtenbHaa peakyms (T.e. arrNOTUHALMA) 03HaYaeT MPUCYTCTBME aHTUTeHa E cuctem
kpoBu Rh. OTpuuatensHas peakuus (T.e. OTCYTCTBME BUAMMON arrniOTUHALUKM) O3Ha4yaeT OTC
COOTBETCTBYHLLENO aHTUTEHA.

Hannuwne benas paca HerpongHasa paca
AHTureH E 29% 22%

OrpaHuyeHns MeTOLUKUN UCCNef0BaHUS

JTOXXHOMONOXNUTENbHbIEe  pe3ynbTatbl MOTYT OblTb MOMYYEHbl MO  CAefYHWNUM  NpUYUHaM:"
nonnarrniTUHaLMs,  NceBfoarrnloTUHaLMA,  ayToarriloTUHauMs, peakumm  CMelWwaHHOro  Tuna,
npucyTcTBUe BapTOHOBA CTYAHSA U KNeTOK NMyNOBUHHON KPOBM B 06pasLie.

NoxxHooTpUuuaTenbHble Uan cnabble pe3ynbTaTbl MOTYT ObITb MOMYYEHbI MO CEAYIOWMUM MPUYNHAM:
cnabble aHTUTeHbl, peakL MM CMeLaHHOro Tuna Uan NOHMXeHHas akTUBHOCTb PeareHToB.

JTOXXHOMONOXUTENbHbIE UMW NIOXKHOOTPULATE/IbHbIe pe3y/ibTaTbl MOTYT OblTb MOMyYeHbl U3-3a
NPUCYTCTBMA BO3AYLUHbIX My3blpbKOB B Te/IeBOM MaTpUKCe refieBON KapTbl, 3arpsi3HeHWs TeCTOBbIX
mMaTepuanoB WU OTK/IOHEHUS OT PeKOMEHYEMbIX METOAO0B.

TakXe B cny4yae TECTUPOBAHUA C UCMONb30BAaHNEM TefieBblX KapT «KapTbl AN onpefesnieHnsa rpynn
KpoBn «CennbaviHg CkpuH», 48x6 TectoB (Cellbind Screen, 48x6 tests)» NpPUYMHOIA
NOXHOMONOXUTENbHbIX Pe3y/bTaTOB MOXET CTaTb MOM0XMUTENbHbIA NPAMONA aHTUIN06YNNHOBLINA TecT
(DAT) (ceHcubunusaums spuTpoUmMTOB in vivo aHTUTENaMK 1 (M1M) KOMNOHEHTaMM KOMMNeMeHTa). Ans
o6Hapy>eHMs 06pa3uoB € NoNoXuTenbHbIM DAT pekoMeHAYeTCqd WCNo/b30BaTb OTPULATENIbHbIN
KOHTPO/Ib: KOHTPO/bHLIA peareHT A8 OnpeAesieHUs rpynn KpoBu 4YenoBeka «[lMefIMKNOH KOHTPO/b
MOHOK/IOHanbHbIW», 10 ma (Pelikloon Control monoclonal, 10ml) (apTukyn K1156).

N3BecTHble paKTOpbl NHTEpdEpeHLUn

Ha pe3ynbTaTbl TeCTUPOBAHUSA He BAWAET remornobuvH B KOHUeHTpauuwn 218,7 r/n, rniokosa B
KOHLUeHTpauumn 13,1 MMOnb/n, X0NecTepuH B KOHUEHTpauuu 11,4 Mmonb/n, 6UNMpy6UH B KOHLEHTpaLum
397,8 MKMonb/n.

AvarHocTnyeckne PyHKLMOHANbHblIe XapaKTePUCTUKMN

[N TMNUPYLWMX peareHToB 66111 NonyyYeHbl 06cnefoBaHHbIe 06pasLbl M3 HaunoHanbHOro 6aHka
KpoBu B HuaepnaHgax, KOTopble Oblv NPOBEPEHbI NPU PYTUHHOM TECTUPOBaHUW KPOBU LOHOPOB.

Kaxzablii o6pasel, eANHOX bl TECTUPOBA/CA U CPaBHUBANCS C PeEPEHCHBIM METOLOM.

Pe3ynbTaTbl MPOBEPKM YYBCTBUTENbHOCTU W CNEUUPUYHOCTM B KapTax Ans onpefeneHns rpynn

Cellbind O6bLwee KON1-BO
NPOTECTUPOBAHHbIX
o06pasuos
MonoXutenbHblii  OTpULaTENbHbIN
PedepeHCHbIA MonoXutenbHblil 66 0 66
METOof[, OTpuuatensHbin 0 146 146
WToro: 66 146 212

CneyunduryHocTb: 100 %
YyscTBUTENBbHOCTL: 100 %

Pe3ynbTaTbl NPOBEPKU YYBCTBUTENBHOCTM U CNeuMUYHOCTM B KapTax ANA ONpefeneHUs rpynn
KpoBu «CennbaitHg OalipekT Taiin», 48x6 Tectos (Cellbind Direct Type, 48x<5tests) (K7012)

Cellbind Obuee KO/-BO
NPOTECTUPOBAHHbIX
o6pasuos

MonoXutenbHblidi  OTpULaTeNbHbI
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PeepeHCHbIl MonoXunTenbHbli 130 0 130
betop OTpuuatenbHbIi 0 40 40
rAToro: 130 40 170
CneyndunyHocTb: 100 %

UyscTBUTENBbHOCTL: 100 %

BocnpoussogumocTts nsgenua coctasmna 100%.

WHdopmayma o xapakTepncTukax ctabuibHOCTU MeAULIMHCKOTO U3LeNNA:

CpOK rogHocTu:

OO6LWwunin cpok rogHocTn M3genns ¢ gatbl NPOM3BOACTBA COCTaBNAeT 36 MeCcsALEB NPU XpaHEHUN Npu
Temnepatype 2-8°C. lpu cob6nOAeHNN YCNOBUI XPaHEHUS U TPaHCMOPTUPOBKKM WM3aenme coxpaHseT
CTabuIbHOCTL 0 UCTEYEHNA CPOKa FOLHOCTMK.

YCcnoBuAa xpaHeHUs:

N3penua cnepyeT XpaHUTbL B YNaKOBKe NMpeanpuaTUa-u3roToBuTens npu temneparype ot 2°C go
8°C [0 ncteyeHnsa cpoka rogqHoOCTM B 3alMLLLEHHOM OT CBeTa MecTe. XpaHeHue M3gennsa npu Temneparype
oT 2°C po 8°C [O0MKHO OCYLLeCTBAATLCA B XONOAMbHBLIX Kamepax Win B XON0LUNbHUKAX,
obecneyvBalOWmNX pernaMeHTUPOBAHHbIA  TEMMNepPaTypPHbIA PeXWM C  eXeAHEeBHOW perucrpaunei
TemnepaTypbl. [,ONyCKaeTca XpaHeHWe Npu KOMHaTHOW Temnepatype (18-25°C) nocne TpaHCNOPTUPOBKYU
B HEBCKPbITON YNaKOBKe B TeYeHUE 2 MecALEeB. 3aMOpaXKMBaHWe He LoMyCKaeTcs.

N3penusa, xpaHuMBLUMECA C HapyLeHWeM pernaMeHTUPOBAHHOIO pexuma, MPUMEHEHUID He
noasiexar.

Mocne nNepBoro BCKPbITUA YNakoBKW M3fenns BCe ero KOMMOHEHTbl CTabuibHbl 40 UCTEYEeHUd
CpOKa rofjHoCTH, YKa3aHHOro Ha ero yrnakosKe. BCKpbITble U3aenna cnefyet XpaHuUTb Npu TemnepaTtype oT
2°C po 8°C B X0N0AW/bHBIX Kamepax WAW B XONOA4WMIbHUKaX, 06ecnevnBatownx pernameHTpoBaHHbI
TemnepaTypHbI PeXXum ¢ eXxxefHeBHOW perncrpaymeit TemnepaTypsbi.

HeBCKpbITbIE N BCKPbLITbIE 348118 NO OKOHYaHMM CPOKa FOAHOCTU UCMO/b30BaHMIO HE MOANexXar.

HeBCKpbITbIe U BCKPbITbIe 34en1d No OKOHYaHUW CPOKa rofHOCTM criefyeT YTUAM3NPOBaTL Kak
oTxofbl Knacca b cornacHo CaHlMuH 2.1.7.2790-10 «CaHUTapHO-3NUAEMNONOIMYECKME TpeboBaHNA K
obpaLleHnto ¢ MefULMHCKMMMN OTX04aMMn».

YCnosus TPaHCMOPTUPOBKN:

TpaHcnopTupoBka W3genus  pekomeHayetcs € COGMOAEHMEM  «XONIOAOBON  Lenwu»,
obecrneymBaroLleil COXPaHHOCTb TemnepaTypHOro pexuma, B TepMOKOHTeiHepax OfHOPa30BOro
Mosfb30BaHWA, COAepXalnx Xnafo3nemMeHTbl, NN B TEPMOKOHTEHepax MHOIMOKPaTHOro NPUMEHEeHUs ¢
aBTOMaTMYeCKV MNOJAepXKMBaeMOil TemnepaTypoil, WM B aBTOpedpvkepaTopax C MCNOMb30BaHWEM
TepMOUHAMKATOPOB.  [lonycKaeTca  TpaHCMOPTMPOBKa 6e3  WUCMO/Mb30BaHWA  XNaflo3/1IEMEHTOB WU
cneumann3npoBaHHOro 060pyfoBaHNS B TedyeHne He 6onee 7 AHel nNpu TemnepaType He Bbiwe 18-25°C.
3amopaxusaHue He JoMnyCKaeTcs.

N3penusa, TpaHCMOpTWPOBaHHbIE C HapyLleHWeM TeMnepaTypHOro pexuma, NPUMEHEHUID He
noanexar.

CopepykaHune NeKapCTBEHHbIX CPeACTB A1 MeAULMHCKOI0 NPUMEHEHNS
N3genns He cofiepykaT NeKapCTBEHHbIX CPeACTB ANS MEeAULMHCKOTO MPUMEHEHMS.

Copep>kaHne MmaTepunasoB XXUBOTHOIO U (MIN) YeNOBEYECKOI0 NMPOUCXOXKAEHUSA

B coctaB wu3genuii BXOAAT Ye/IOBEYECKME MOHOK/IOHa/bHble aHTuTena knacca IgM K
apUTPOLUTAPHBIM aHTUTreHy E. UenoBeyeckne MOHOK/IOHa/IbHbIE aHTUTE/1a U3rOTOBJIEHbI U3 CyNnepHaTaHTa
KNETOUYHON KYNbTYpbl, NONYYEHHON U3 CTAOUNBHBLIX IMHUIA TMOPULOMHbIX K/ETOK.

WHpopmaumsa o CTepubHOM COCTOSHUN MEAULMHCKOTO U3Aenuns
N3penve He SBNSETCS CTEPUNBbHBIM U He MOANEXUT CTEPUM3ALUN NEPes NPUMEHEHUNEM.
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WHopmaLms o npupoge, TUMe, a TakXe 06 UHTEHCUBHOCTY U pacnpegeneHnn ns
MeAULMHCKOr0 N3aenns
N3genuve He ABNSETCH NCTOYHUKOM KakKuUX-NM60 U3NyYeHWUA.

Bronornyecknini pethepeHTHbIN NHTepBa
MoHATMEe OMONOrMYecKoro pedepeHTHOro WHTepBasa He MPUMEHMMO K M3genuio, MocK
W3genve npefHaszHa4yeHo ANS Ka4eCTBEHHOrO ONpeAeNieHNs aHaInToB.

MpegynpexaeHnsa wn Mepbl MPeAoCTOPOXXHOCTU, MpeanpuHUMaemMblie npu  ytunmsaw!
MeAULMHCKOro N3fennsa

Bce paboTbl ¢ crnonb3oBaHMeM M3Lenns n ero KOMMNOHEHTOB HEO6XO0AMMO NPOBOAMTL B 3aLLUTHbI
nepyarkax u3 HUTpuna.

Mocne NnpoBefeHNA TECTUPOBAHUA BCE OTXOAbl HEO6XO4MMO YTUIN3UPOBATb KaK 0TX0/Abl Knacca b
cornacHo CaHluH 2.1.7.2790-10 «CaHuTapHO-3NUAeMMONOrnYeckmne TpeboBaHMa K obpaleHuto c
MEANLMHCKUMWN OTXO04amMmn».

MopsafoK 1 yCnoBUA yTUAN3aLUN NN YHUUTOXEHNA MEANLMHCKOTO N3Lennsa

He npurogHbie K UCnosib30BaHWiO M3aenns n nx KOMMNOHEHTbl HeOOX0AMMO YTUIN3UPOBATL Kak
oTxoAbl Knacca b cornacHo CaHlMuH 2.1.7.2790-10 «CaHUTapHO-3aNNAeMUON0rnyeckme TpeboBaHunsa K
06palleHnto C MeANLNUHCKMMY OTX0AaMMU».

MapaHTUKM npousBoanTeNA

MpousBoauTenb rapaHTUpyeT, 4TO MNpu COGMOLEHUM MpaBUI WU YCNOBWIA  XpaHeHus,
TPaHCMOPTMPOBKM UK 3Kcnayatauunm W3genve COOTBETCTBYET BCEM 3asiB/IEHHbIM XapaKTepucTuKam.
Mpoun3BogMTeNb He HeceT OTBETCTBEHHOCTW 3a BO3MOXHble MOCNeACTBUA BCMELCTBUE MPUMEHEHUSA
N3LeNNA He Mo Ha3HAYeHWUIO.

OpraHusaums, ocyLLecTBAAOLLAA NPUEM, YHET N PaCCMOTPEHUe peknamalmnini No kayecTBy ToBapa:
000 «MUNPYC MEOVNKAN». Aapec s 0TNpaBKy peknaMmauuii no kayectsy Toeapa: 115114, r. MockBa,
yn. KoxeBHuuyeckas, gom 10, ctpoeHue 1, nom.2-8, 12-18, 31.06. Ten.: (499) 579 3303. E-mail:
info@mirus-medical.com.

YNOMHOMOUYEHHbIN NpeAcTaBUTeNb NpPoM3BoaMTENS (M3roTOBUTENSA)

YNoNMHOMOYEHHbNY< MpefAcTaBUTeNleM npoussoauTens (usrotosutens) MNsgenma sensetca 000
«MNPYC MEAWKAN». KOpugnuyecknii agpec: 115114, r. MockBa, yn. KoxeBHuueckas, gom 10,
cTpoeHue 1, nom.2-8,12-18,31.06. dakTnyeckuin agpec: 115114,r. MockBa,yn. KoxxeBHuueckas, gom 10,
cTpoeHue 1, nom.2-8,12-18, 31.06. Ten.: (499) 579 3303, e-mail: info@ mirus-medical.com.

MepeyeHb MPUMEHSIEMbIX MpPOM3BOAUTENEM (M3FOTOBUTENEM) MEAULMHCKOTO W3AeNNs
HaLMOHa/bHbIX CTaH4APTOB
Annex I, V, VII ofthe Directive 98/79/EC, ISO 13485, ISO 14971, ISO 118113-1, ISO 118113-2, ISO
15223-1, I1SO 23640, DIN EN 13641, DIN EN 13612
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Tlepeeod ¢ anznulicxo20 u NUOEPAGHOCKO20 RIVIKOB KA PYCCKUL RIVIK
-l

/Tepboean nevamo: /
KOPOJIEBCKAA ACCOLIMALIUA HOTAPHYCOB

Jho66epe an etk HoTapuccen

Aanea Kopona, 4 - 1075 AC Amcrepaam
Tenedon: 020 — 5736311

daxc: 020 - 6799828

an. agpec: mail@lubbers.nl

AokymenT: PDM/2021.001046.01/cdw

A, Netpyc Jieononvayc Onuza Maypuc ae Mefiep, norapuyc 8 r. AMcrepaame, Hunepnanas,
HACTOALIMM YAOCTOBEPAIO NOAAHKHOCTL NIOAMHCH, NOCTABACHHOH Ha NpAsaracMom goKkymesre I'-xu
Anronin Xenenw Jlywspt KYHIEPMAH, poansiuieiica s r. Yrpexte (Huzeprianas:) TpuataTs nepsoro
OKTAGPA THICAYE NEBATHCOT NATHACCAT WECTOTO roAa, ACHCTBYIOUICH B KaUecTse LOBEPENHONO ULA CO
CMIEUHANLHOM A0BEPEHHOCTBIO H MO AAHHOMY BONPOCY APEACTABNAIOLEH YACTHYIO KOMIAHHIO ¢
OrPaHHYCHHOR OTBETCTBEHHOCTHIO: Cankeun Peareute B.B., MEIOWYI0 I0pHAHUSCKHE aAPEC B I
Amcrepaame, Haxoaawyioca no aapecy 1066 CX Amcrepaam, Huaepaanam, anses Ilrecmana, 125,
3aperuCTPHPOBaHHYIO B Toprosom peectpe non Homeposm 67177565.

3aspneHne shile HE HMEST CBOCH UCIBHIO ARTD IOPHAMYECKOE JAKITIOYEHHE KAK B OTHOWCHHH
COACPXAHNA, TAK K B OTHOIUCHWUH ACHCTBUTENBHOCTH OPHIHHANBHOTO IOKYMEHTR.

r. AMcTtepaam, 25 susaps 2021 r,
/noonucano/

/Tucnenan nevams./
I-u TL.J1.9.M. re MEAEP, HOTAPUYC B . AMCTEPJIAME
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[Nepeson naHPPTO TEKCTa BHIMONHEH nepeBoAuHkoM Uumnoems Enenoit AnatonsesHol q

Poccniickas ®eaepanus
Tl'opoa Mocksa
JBaAuATL AeBATOr0 MApPTAa ABE THICAYH ABANNATH NEPBOr0

A, Axumos I'ne6 Bopucopuy, HoTapHyc ropoda MockBui, CBH
noanucH nepepoaunxa Yumnoem Enennl AHaTOABEBHEL.

Toanucs caenana B MOEM NPHCYTCTBHA.

JINYHOCTH NOANKCABIIEro AOKYMEHT YCTAHOBMEHA.

3aperncTpupoBano 8 peectpe: Ne 77/09-1/77-2021- % w

VYnnayeHo 3a cobepuienne HoTapHantbHoro Aeticrsus: 400 py6. 00 xon

I'.b. AxamoB

Bcero npoimHypoBaHo, ROHYMEPOBAHO
¥ CKPENJICHO NEYaTsio snera (0B)
Horapuyc:
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f, VBaHoBa BukTOpMsA BanepbeBHa, BPEMEHHO
MCNosHALWasa 0653aHHOCTM HoTapuyca ropofa MocKBbl
AKylWweHKo EBreHnn AnekcaHfpOBHbI, CBUAETENbCTE/K3
BEPHOCTb KOMWUW C NPe/CcTaBIeHHOIo MHe “KyMeH ™
3apenCTpVpoBaHO B peecTe: Ne S
YrniaueHo 3a coeepuerie 1 T )

HoTapuarnbHoro nelicteust rV T iy C
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