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Sanquin Reagents B.V.

NWHCTPYKLUWA MO NPUMEHEHUNIO
HA MEAVNUWHCKOE USAENVE ANA ANATHOCTUKW IN VITRO

PeareHT gna onpeaeneHna aHTUreHoBs A, B apuTtpoumToB Yenoseka "lNennknoH
aHT-A, B (IgM) MoHoKnoHanbHbIR", 3x10 mn (Pelikloon anti A,B (IgM) monoclonal, 3xI0ml)

MpounssoacTea «CaHkBWH PeareHTte b.B.» (Sanquin Reagents B.V.), Plesmanlaan 125,
1066 CX Amsterdam, HugepnaHabl.
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HacToALLas MHCTPYKUMA OTHOCUTCA K MEAULIMHCKOMY M3AeNNI0 NS AMArHOCTUKM in Vi
ana onpefeneHna adHtureHos A, B aputpoumToB 4yenoBeka “lMenMKNOH  aHTU-A,
MOHOKNoHanbHbIA", 3x10 mn (Pelikloon anti A,B (IgM) monoclonal, 3xI0ml), (panee no T
«3penvie» nnn «PeareHT»).

Ha3HayeHne MegULMHCKOro n3genus

PeareHT 414 onpefeneHust aHTUreHoB A, B apuTpoumToB Yenoseka "TlefMKkIoH aHTu-A, B (I
MOHOKNoHanbHbIN", 3x10 mn (Pelikloon anti A,B (IgM) monoclonal, 3xI0ml) npegHasHaueH ans in
onpeseneHns Hanmunsa aHTureHos A 1 B cuctembl rpynn kposu ABO Ha aputpoumTax yesnoseka M
MOMOLLW TefieBbIX KapT.

W3penve npefHasHavyeHO ANs MCMOMb30BaHWS TONLKO B aBTOMaTUYeCKol cucteme AHaimsarop!
aBTOMATMYECKOro 415 MMMYHOreMaToNorMYecKnx nccneaoBaHnid in vitro "Magister C24", nponssoacTts”

«CaHkBWH PeareHTe B.B.» (Sanquin Reagents B.V.).

Ycnosus NnpUMeEHeHNA:

W3genve cnepyeT UCMob30BaTh KBAIMDMUMPOBAHHBIM MeAULMHCKMM MEPCOHaIOM, MPOLLeALLINM
0by4yeHVe [/ KOPPEKTHOro UCronb3oBaHus WMspenva.  Wsgenve  npefHasHayeHO TOMbKO — ANs
NPO¢ECCUOHAILHOT O MPYIMEHEHWS.

MoTeHUManbHbIMU NOTPEOUTENAMY V3aenns SBASKOTCA: NePCOHanN 1e4ebHO-NPONIaKTUYECKNX
yupexaeHuii, UMELLIMX B CBOEM COCTaBE K/MHUKO-AMArHoCTUYECKIEe nabopaTopum, nabopaTopum in vitro
AMarHOCTMKW, CTaHLMW W OTAeNeHNs NepenvBaHns KPOBMW.

O6nacTb NPUMEHEHNA. KNNHNYECKaA na60paTopHaﬂ ANarHoCTuKa, MMMYHOIremMmaTtosiorns.

MokasaHWs K.NPUMEHEHNIO:

W3genve npuMeHsieTcs AN TECTMPOBaHMS [OHOPOB KPOBU 1 €e KOMMOHEHTOB, PELWMMeHTOB
reMoTpaHCy3uii, a TaKKe >KEeHLIMH B paMKax 06CNefioBaHWS B MNepuof 6GepeMeHHOCTW, PofoB M B
MocnepooBOM Neprose.

MpoTNBOMNOKa3aHUS NPUMEHEHNS:
MeauLMHCKMX NPOTUBOMOKA3aHUI A1 MPUMEHEHNS 130ennst HeT.

TexXHUYECKMe XapaKTEPUCTUKM U COCTAB MEAULIMHCKOTO U3LeNNs
PeareHTbl pa3ninTbl B rePMETUYHO YKYMOPEHHbIe CTEK/SIHHbIE (hTaKOHbI C MUMNETKON-KanebHULel

ApTUKYnN HassaHue BapuaHTa HanmMeHoBaHuVe napameTtpa 3HayeHune napametpa
NCMOJTHEHNSA
K1190 PeareHT na onpegeneHuns dacoBka 3 thnakoHa
aHTureHos A, B 3puTpouuToB O6bem 1 diakoHa peareHTa, 10
yenoseka "lennknoH aHTu-A, B mn
(IgM) MoHOKMOHaNbHBIA", 3x10  MaTepuan U3roToB/eHNs Crekno
mn (Pelikloon anti A, B (IgM) (hnakoHOB
monoclonal, 3xI0ml) CocTas peareHTa MbILLVHbIE MOHOKOH&/IbHBIE (KMOHb

ES4, ESI5) aHTuTena knacca IgM B

pacTBope, COAepXaLlem bblunii

CbIBOPOTOUHbINA aibbyMUH 3-5% ©

PBS 95-97%.

NaN3; 0.1% (macca/ob6bem).
PUNKO-XMMUYECKME U Mpo3payHas 6ecLBeTHas XMIKOCTb,

OpraHonenTuyeckne CBONCTBa pH: 7.1-7.3
'l'abmmua Ne 1. dacoBka M COCTaB KOMMOHEHTOB U3fenus
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IIpHHUHNLI METOAR NCCTSIOBARHSA

B ocHOBe TecTa nexXuT peaxius MMMYHOPHKCAIHM (SITDOTHHAUHH) CEHCHOWMH3NPOBARHBIX
SPHUTPOLIATOB B TeNICBHIX KapraX. PeareHT M ONpeneaeHMs TPYNMb KPoBH ACOABIACTCH B KONOHKY
resieBoft XKapThl BMECTE C SPHUTPOUHTAMM NMALMEHTA NI TECTHPOBAaHHA, 3aTeM HHKyOHpyeTca (ec/m 310
HeoOxomumo), PeareHTt, cnenmduvneiii K TOMy WM HHOMY S4HTHFCHY, CBA3BIBACICA C IPUTPOLMTAMH,
HECYIHUMU Ha cBoeH MOBEPXHOCTH AAHHEIN aHTHICH, BHI3HBAY HX AITIOTHHALMIO. 3ATEM IeNleBhIC KAPTh
NpoXOAsT TpH ¢asul neHTpndyruposanus, B nepeoli ¢aze BEICOKONAOTHAA CPERa NO3BONAET OTACIHTD
SPUTPOLUTH OT NNa3MK! MAM peareHTa. Bo Bropoil ¢ase arrmoTHHHPOBAHHBIE CCHCHOWNIKIUPOBAHHBIE
SPHUTPOLHTH OYAYT 3aNepXKUBATLCA HA BEpPXY IecBod MaTpHIB! B KOJIOHKE renieBoif KapTel, a B TpeThel
¢aze HeceHCHORAM3UPOBAHABIC UK Kpaie cnabo CCHCHOMIH3HPOBAHHEIS IPHTPOLMTH GYAYT ABAIATHCA
KO nAHy KonoHku. Ilocme ueHTpuyrMpoBAHMS Tef€BEle KapTH ABTOMATHYECKH NCPEHOCATCA B
CUHTRIBATENIb, [le MPOHCXOMT QoTorpaduponanne KOIOHOK FeJICBOH KapThl H. CYHUTHIBAHKE Pe3y/IbTATa;
3aTeM pe3YNbTAT ARHANU3MPYET YIpaBIIoes nporpaMMuoe obecnedenne (aanee — «[10y»):

. B cnyuae HaTHYMR AITIOTHHATOB (KOMIUIEKCOB (AHTHICH-GHTHTENO» B BHAE CHMTIIHXCA

3PHTPOLUTOR), B BepXHel 4aCTH KONOHKH HA MOBEPXHOCTH IeJi NMOCHE LEHTPUYTHpOBAHHA

HabmozaeTcs YeTKaa KpacHas nonoca (4eTkul moJIoKHTENBHBEA pes3ynsTar (4+));

. B cayuae OTCYTCTBHH ATTAIOTHHATOB Ha TIOBEPXHOCTH TeJii, HAa AHE MMKPOKOJIOHKH

HalnIofaeTcs YeTKni KpacHBIH OCAfOK 3PHTPOLATOB, NpoAuGGyHAKHpOoBaBINHX WOA AelCTBHEM

eHTpOGEKHOM CHIIbI CKBO3b TOMIMY reiid (4eTKHH OTpULATENBHE pe3yneTar (-)).

fonoxurensituil peaynurar (4+)

Orpunarensunsit pesynsrar (<)

[Mpy HanuuMy¥ YaCTHYHOMN ArT/IOTHHALMH MOTYT HabmoZaThCA pa3MYHLIC BAPHAHTHI HAIMIAC
HBYX HETKO BHIPaKEHHBIX TOJIOC PadIHYHON HHTCHCHBHOCTH HA TOBEPXHOCTH refig M HA He KONOHKH
O/ZIHOBPEMCHHO, MO0 HaNMYHe JABYX YeTKO BHIPAXEHHBIX MOAOC Pa3NUYHON WHTEHCHBHOCTH Ha
NOBEPXHOCTH T/l B HA JHE MHKPOKOJIOHKH BMECTE ¢ HaCTHYHEIM OKpAlllMBAHUEM TONHIK rend. OueHka
pe3ynbTaTa NPOBOAMTCH B COOTBETCTBMM ¢ BeTpoeHHbM amroputMoM [10. B cnyuae, ecan yerkas
MHTEPHPETALMA Pe3YNLTATA TECTHPOBAHUS ¢ moMompblo [10 HeBO3MOXKHE, BLIBOAMTCS COOTBETCTBYIOIIEE
YBEOMIICHHE, OCTARJIMIOIee MHTEPIPETALMIO Pe3yNbTATOB Ha YCMOTpeHHe Bpaua. Bonee moapobuo
WHTEpIIPETALMA pe3yNbTaToB onmucana B Pasnene «Murepnperanus pesyisTaToB»,

JInq mpopeACHHA ONpeASHACHAA IPYIIEI KPOBH HCMONB3YIOTCS SPHTPOLIMTEI KPOBH 00CHELyeMOTO.
JIna KOHTPONA NPAaBAJBHOCTH PE3YNBTATOB NMPAMONO ONpEAeieHHA TPYNNEI KpoBu no cucreme ABO
NpPOBOAMTCA MEpeKpecTHas npoba ¢ peareHTaMH 3pATPOUUTOB. JlNa NMOCTAHOBKH NMEPEKpeCTHOH nNpobsi
HCIIO/h3YETCA Nf1a3Ma KPOoBY 06CNSAYeMOro, a TAKKE peareHTH 3PATPOIMTOB (CTAHAAPTHIE IPHTPOLIHTR)
¢ #3BECTHEIM AHTHICHHEIM COCTABOM IPOM3BOACTBA Sanquin Reagents BV,

Jins ucnons3osanus Magemus Heo6XoauMMa COOTBETCIBYIOAR KBANH(HKALMA A MOIHOMOYHS
MenuuMHCKuX pabotrmkos. Hesepuuti yuer dakTopoB HHTepdepenumH, kadecrsa Gmomormueckoro
MaTepHana MOTyT MPHBECTH K HEKOPPEKTHON HHTCPNpETAHH Pe3yALTATOB TeCTa.

[Ipr HcCnEnOBaHMAX PEKOMEHAYETCA HCNONB30BATh OTPHUUATENLHEN koHTpoms (K1156
KOHTpONLHIN peareHT [AMA ONpeleNeHHA FpyYNNn  KpoBM 4denoBeka "IICNMKION  KOHTPONB
MonoxnoHanbHbi", 10 M (Pelikloon Control monoclonal, 10ml)) # xoHTpOABHBIE 06Pa3IBI C H3BECTHBIMH
napaMeTpaMH I MCKINOYCHHA JIOXKHBIX pesynabtatroB (K1379 KourponbhEi marepuwan ms
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MMMYHOTEMATOJIOTHYECKUX uccezopannit "[lenuxontpom”, 2x8 mn (Pelicontrol, 2x8ml)).

IIpeaynpexaeHua H Mepbl NPEAOCTOPOKHOCTH

Tonbko AR AHArHOCTHKH in vitro.

Bee manunynauuu ¢ Manenuamu creayeT BHIMONHAT B 3QIIMTHLIX NEpYarkax A3 HUTPE
KauecTBe KoHcepBanTa Henonnsyerea 0,1% (Macca/ob6pem.) NaNs.

SanpeiaeTca HCMONB30BaTh peareHTH! (Kak pacnaKkoBasHLIe, TAK M HEPACNIAKOBAHHLIE) noci
ASTHI UCTEYEHUA CPOKA I'OJHOCTH, HalleyaTaHHON Ha ITUKETKE (IIaKOHA.

B peareHTe nNOTEHUMANLHO MOTYT COAepXKaTbed HHPEKUMOHHBIC areHTH, cobmopal
OCTOPOXKHOCTD ITPH HCIIONB30OBAHHY H YTHIMIAUMM KaKAOK EMKOCTH H €¢ COACPIKHMOTO,

MomyrHenne Moxer OMTE NpH3HAKOM OGaKTepHalbHOK KOHTAMHHAUHH, YTOOH BEIABHI
YXyAMERHe CBOMCTB peareHTa, PEKOMEHAYSTCS BKIOYHTH B MpOrpaMMy JaGOpaTopHOro KOHTpPO! |
KayecTBA TECTHPOBAHME PEAreHTa NIPH NOMOLIM COOTBETCTBYIOMMX KOHTPOCH TIpoi3BoACcTBa «CaHKBAR'
Pearenrc b.B.» (Sanquin Reagents B.V.). -

Tlocse NPOBEACHNS TECTHPOBAHHSA BCE OTXOXB HeOOXOAMMO YTHIH3RPOBATH KaK OTXOAH Kiacca b
cornacio CaulTuH 2.1.7.2790-10 «CauurapHo-3nuaeMHONOrHdecKHe TpeboBanus K oOpamieHHio
MEeAMUHHECKHMHA OTXOAaMH»,

Hudopmauns I8 NOAroTOBKH MeAHIHHCKOre maaeans K OezomacHoii pabore n
IKCILTYATAIHH

Ilepen NmpHMEHEHMEM M3ZENHA AOMKHB JOCTHUL KOMHATHOM remmepatyphl. Jlna 3Toro ux
HeoOXOMMMO BRUEPXKATH Ha NabopaTopHOM CTojIe B TedeHAe He Menee 30 MAHYT.

Bce MaHMnmymsumm ¢ m3geqMeM H MpPOBEACHHE TECTHPOBAHUA NPOBOAATCH B NafOpaTOpHAN
TOMEIICHHSX ¢ KOHTPONMHPYEMEIMH HOPMANBHEIME KIIHMATHICCKHMH YC/IOBHSAMH.

YCIoBHA OXpYXalole cpeasl:

- TEMIEPATYpPa OKpYXKaromero Bosayxa — +15 - 30°C; ,

- OTHOCHTENbHAS BIAXHOCTS — 10 — 85% npr 30°C wim HEXe;

- arMochepHoe xapnerne — 760 + 30 MM pT. CT.

AHanM3aTOp aBTOMATHYECKHY AN UMMYHOTEMATONIOIMYECKHX HeCAenoBanni in vitro "Magister
C24" ponxen 6u1Th noaroToBieH K padore ¢ U3gemmaMu B COOTBETCTBHE ¢ PYKOBOACTBOM MONB30BATE/A.

Ananuznpyemsie ofpasun:

Ja npoBeAeHAS TECTHPOBAHHA HCIONB3YIOTCS IPHTPOMMTEI KPOBH naunenTa. [ina Bunonnenns
MCCNIENI0BAHNA B3ATRIM ofpasel NENbHOR KPOBH LIEHTPH(YTHpyioT B TedeHne 5 muHyT nph 3000 rcf.
Cnenyer MCNONB30BATh KpOBb, B3ATYI0 y ofcneayeMoro nmauueHTa He Oonee, 9em 3a 48 gacos zo
NpoBeACHUA HecleZoBannd. B cryuae, ecnu TecTHpoBalie 06pa3iioB He NPOH3BOAHTCA HE3AME/NTHTENILHO
nocae 3abopa XposH, cneayer xpaHuTs o6pasubl npu TemMneparype 2 — 8°C no 48 4acos.

3abop o6pasnoB KpOBH HAIVIEXHT NPOM3BOXMTD B ACCNTUYECCKHX ycnmoBuax. B xauectse
TeMOKOKCEPBAHTA IPEATIOYTHTE/BHO HCNOAB30BATH HHTPAT Hatpud, OJ/ITA umH renapus.

Meroauka KORTpOJA

B KxauecTee KOHTpONA DPEKOMEHAYETCS HCIONL3IOBATH peareHTHl: KOHTpONLHEIE peareHT ;ma
onpeeNneHus rpynn KpoeH uenoseka "[lenukior KoHTpoIs MOHOKIoHaNbHEIR", 10 Mn (Pelikloon control
monoclonal, 10ml}  (orpuuarenvni#  xomtpons) #  KoHTponbHBIE — Marepman  anx
UMMYHOIeMaTONOrHYecKuX necneaosannit "IlemixorTpons", 2x8 Mx (Pelicontrol, 2x8ml).

Heo0xonaMsbie, HO He MOCTABJAfeMbie B KOMILUIEKTE PeareHThl, NPHHALISKHOCTH H
ofopyaosanne:

ADPTHKYJI HanmenoBanne

K7000 Kapra ana onpenenesns rpynn kpoeu «Cennbatina Cxpunn», 48x6 tectos (Cellbind
Screen, 48x6 tests)

K7012 Kapra mns onpepenenns rpynn kposu «CemnGaitia Haiipext Taitny, 48x6 tectos
(Cellbind Direct Type, 48x6 tests)
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/K1188
K1189
K7240
K7242
K1379
K1156
K7130
K7320

K7390

PeareHT 4/19 onpegenieHns aHTureHa A spuTpoumMToB YenoBeka «lMefiMKkiIoH aHTu-A
(IgM) moHoKNoHabHbIN», 3x10 mn (Pelikloon anti-A (IgM) monoclonal, 3x10ml)
PeareHT gna onpefeneHnsa aHTureHa B sputpoumToB yenoseka «lennknoH aHtu-B
(IgM) moHoknoHabHbIN», 3x10 mn (Pelikloon anti-B (IgM) monoclonal, 3x10ml)
PeareHT «3putpounTtbl Al Cennbaiing» (Cellbind A 1reagent red cells)

PeareHT «3putpounTbl B Cennbaiina» (Cellbind B reagent red cells)

KOHTPOMbHbLIA ~ MaTepuan  Ans  MMMYHOreMaTONOrMYecKMx  MUCCreaoBaHni
«[MenukoHTponb», 2x8 mn (Pelicontrol, 2x8ml)

KOHTPO/bHLIN peareHT Ans OfpefeneHus rpynn KpoBu 4enoBeka «[1esMKIoH
KOHTPO/Ib MOHOKNOHaMbHbIV», 10 M (Pelikloon Control monoclonal, 10ml)
PacTBOp HM3KOM MOHHOM cunbl «CennbaiHg JIMCC», 3x25 mn (Cellbind LISS, 3 x
25 ml)

AHanmnsatop aBTOMaTUYeCKUA A1 MMMYHOreMato/iorMyecKnX WUCCnefoBaHuin in
vitro «Magister C24»

LLlapvkn ans nepemelumsaHus (Stirrer balls)

MpobupkK s npefBapuTeNnbHONO passefeHns 06bemMoM 1.3 M1 € KPYribiM AHOM
(Hanpumep, NpounsBogcTa I"peitHep Bro-YaH / Greiner Bio-One GmbH)

MopsAfoK BbINOIHEHMS TECTUPOBaHNA
[Mpouenypbl TECTUPOBAHNS:

1
2.

\,

MofoxaaTth, NOKa peareHTbl U refieBble KapTbl 4OCTUMHYT KOMHATHOW Temnepatypbl (18-25RC).
He ncnonb3yiite renesble KapTbl, B KOTOPbIX O6Hapy>eHbl BO3AYLUHble My3blpU B reseBOM
MaTpUKCe, MOBPEXAEHHas (onbra WAM MPU3HAKN BbICbIXaHWSi (HEPaBHOMEPHbLIN YPOBEHb
YXWUAKOCTM UM OTCYTCTBME XUAKOCTU HAL resieBbiM MaTPUKCOM).

PacnakosaTtb M YCTaHOBMTb B COOTBETCTBYIOLLME OTCEKM aHanM3aTopa aBTOMATUYeCcKOro A/
NMMYHOreMaTONorM4ecKnx muccnepoBaHuii in vitro "Magister C24" reneBble KapTbl, pacTBOp
HW3KOW MOHHO cunbl «CennbaitHg JTIMCC», 3x25 mn (Cellbind LISS, 3 x 25 ml), Tpebyembie
peareHTbl A1 ONpPeAeneHus rpynnbl KPOBWM COrMacHO HasHayeHusM A0S TeCTUPYeMbIX
06pasLLoB, NPOOVPKY A4/15 NPeLBapUTE/ILHOTO Pa3BefeHUs.

AHanunsatop BbIBOAMT Ha 3KpaH AOCTYMHblE KOMMYeCTBa PaCX0HbIX MaTepuasioB, OCTaBLUMXCA
rnoc/ie NpefblayLLEero ceaHca, B COOTBETCTBYHOLLEM pa3fene NporpaMmbl.

B wraTtne ans 06pasyoB yCTaHOBUTL MPOBMPKM € 06pasLaMn KpoBK, npegHasHauyeHHbIMU Ans
nccnefosaHus. JaHHble Npob 6yayT MAEHTUMDULMPOBAHLI aHAN3aTOPOM aBTOMATUYECKN Npu
MOMOLLM LUTPUX-KOAA, MO0 MOXHO BHECTU [aHHble 06 06pasL,ax BPYUHYHO.

Mpn nomowy  MporpaMmMHOro  OobecrneyeHMs  aHasm3aTopa aBTOMATWMYeCKOro  Asis
MMMYHOreMaToNorMYecknx nccneaoBaHuin in vitro "Magister C24" 3agatb HEO6X0ANMMBINA ANs
06pasL0oB KPOBK MepeyeHb NCCefoBaHWIA.

AHanunsatop aBTOMaTMYeCKN BblOEpeT peareHTbl, HEOOXOAMMbIE ANS NPOBEAEHUS 3afaHHbIX
nccneaoBaHni.

Mepes BHECEHMEM B refieBYH0 KapTy 3puUTPOUMTHI obpasua npy MOMOLM HAaKOHEYHVKOB
packarbIBatoTca B NPOOMPKM A/15 NpeBapuTeNIbHOMO pasBeeHns 1 CMELLMBAKOTCS C PaCTBOPOM
HM3KOM MOHHOW cunbl «CennbaiHg JIMCC», 3x25 mn (Cellbind LISS, 3 x 25 ml) ans
pasBefeHnst 40 HYXXHOM KOHLEHTpaUMK, YMEHbLUEHNSI MOHHON CWbl B3aUMOLEACTBUA MEXAY
PUTPOLUTAMM, YCUNEHWS YYBCTBUTENILHOCTU U NOLABMEHWS HECNEUUMUYECKUX peakumin npu
NPOBeAEHNN UMMYHOremaToniormMyecknx WUCCNefoBaHWin € MOMOLLLKO TefeBbIX KapT, 4To
3HAYMTE/NbHO Y/YULLAeT CBA3bIBAHME 3PUTPOLIMTOB B XO4€e peakuuu arrIoTUHaLUN.

Mocne pa3BefeHNss MOATOTOB/IEHHAA CYCMEeH3WUA 3puTpouMTOB 06pasua npyv  nomoLy
HaKOHeYHMKa ONS packanbiBaHWs BHOCUTCA B KOJIOHKY refieBO KapTbl. [lanee, COrnacHo
nporpaMMe WCCMefoBaHUsA, aHanM3aTop BHOCUT B KOJIOHKY TrefleBOA KapTbl HEobXoAvmoe
KO/IMYECTBO COOTBETCTBYHOLLMX PEareHToB.

MMocne 3TOro WM No 3aBepLUeHNN BpeMeHW WHKybaumm (eciv MpOBOAMIOCH) MPOBOAMTCS
LIeHTpUYrmpoBaHe refieBbIX KapT.
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11.Mo 3aBepLUeHMN LEHTPU(YrpoBaHWs refieBble KapTbl oTorpadupyrotcs Bel
(hoTOKamepoii, 1 n3obpaxeHne nepepaetcs B MO aHanm3aTopa ANd MHTepnpeTauum
pe3ynbTaToB TecTa.

12. NporpammHoe obecrieveHe AHanm3aTopa aBTOMaTUYeCKOro A1 UMMyHoremaTtonorn™
nccnegoeaHuii  in vitro  "Magister C24" wHTepnpeTMpyeT peakumo  aBTOMaTu™*
doTorpagmyeckme M300paXKeHUs TrenieBbIX KapT BbIBOGATCA Ha 3KpaH. ABTOpM30Ba!
nonb3oBaTe/lb MOXET BalMAMPOBaTb pesynbTaTbl TecTa WU CKOPPEKTMPOBATb UX.
M3MEHEHUW pe3ynbTaToB TecTa (PUKCUPYETCA AaTa U BPeMS BHECEHUS W3MEHeHMWs, a
[laHHble oreparopa, BHEeCLUEro U3MeHeHue.

13. Mocne npoBefeHNs WCCNefoBaHUA refieBble KapTbl M peareHTbl HeoOXOAMMO W3B/eYb
aHanmM3atopa U ybpaTb Ha XpaHeHWe B XONOAWIbHWK [0 ClefyroLero MuccrefoBaHu)
TemnepaTypHbI pexxum xpaHeHus 2-8°C.

14. Mocne npoBefeHUs TECTMPOBAHWSA BCE OTXOAbl HEOOXOAMMO YTWUIM3MPOBATb KakK OTXOZb!
knacca b cornacHo CaHlMlMuH 2.1.7.2790-10 «CaHUTapHO-3MMAeMNON0ornyeckmne TpebosaHms K
06paLLeHNIO C MeANLMHCKUMM OTXOAaMU».

15. Ha cnepyrowmnii aeHb nepep Havanom paboTbl peareHTbl U reneBble KapTbl CiefyeT U3Bedb 13
XONIOAW/BbHNKA W BbIAEpXaTb rnepes yCTaHOBKOMW B aHa/IM3aTop NPy KOMHATHOW Temneparype.

NHTepnpeTaums pesynbTaToB

MonoxuTenbHas peakuysi 03Ha4YaeT MPUCYTCTBUE aHTUreHOB A 1 B, nn6o no6oro M3 HUX B
oTAeNnbHOCTU. OTpULaTeNbHAsA peakLus 03HA4YaeT OTCYTCTBME COOTBETCTBYHOLUMX aHTUreHoB. [pynna
Kpon ABO onpeaenseTcs Mo pucyHKY peakLyu, NosyYeHHOMY C pa3HbIMi peareHTamn (CM. Tabnuly).
ECnn puCyHOK peakLiun He COOTBETCTBYET HM OfIHOMN M3 4 KOMBUHALIMIA, NPUBEAEHHBIX HUXKE, TO MPUUMHY
MPOTUBOPEUMBLIX PE3y/bTaTOB CredyeT OMNpefennTb [0 Ha3HauyeHus rpynnbl KPOBW MpPOBEPSEMOMY

nauveHTy/noHopy.
Peakuun B npoLecce onpeaeneHna rpynnbsl Kposu no cucteme ABO:
SpUTPOLUTLI + peareHT 4714 onpeaeneHus Mna3ma + 3puTpOLUTLI ANA ONPESeNeHns rpynnbl
rpynnbl KpoBu KpoBw
AHTU-A AHTN-B AHTK-A,B KneTtkun Ai Knetkn B ["pynna Kposu
(4acToTa)
0 0 0 + + 0 (46,7%)
+ 0 + 0 + A (41,7%)
0 + + b 0 B (8,6%)
+ + + 0 0 AB (3,0%)

13. OrpaHuyeHna METOAMKWN NCC/eL0BaHUSA

JI0XXHOMONOXKWTeNbHbIE  pe3ynbTaTbl MOFYT O6blTb  MOMAYYEHbl MO  CAEAYHOWMUM  NPUYUHAM:
MoONMarrloTAHaLMA,  MCeBLOArTIIOTUHALNSA,  ayTOoarriioThHaUMS,  peakuuyM  CMeLlaHHOro  Tuvna,
npucyTCcTBMe BapTOHOBA CTYAHS M KNETOK NYMNOBUHHOM KPOBM B 06pasLie. Takxxe B Clyyae TeCTUpPOBaHMA
C 1CNONb30BaHMEM refeBbIX KapT «KapTbl Ans onpegeneHns rpynn kposu "Cenn6aitHg CkpuH", 48x6
TectoB (Cellbind Screen, 48x6 tests)» MNPUUMHOWK NOXHOMOMOXUTENbHbLIX PE3yNbTaTOB MOXET CTaTb
NONOXUTENbHBIA NPAMOWA  aHTUrN06YNIMHOBLIN TecT (DAT) (ceHcnbunusaums 3puTpoLMTOB in Vivo
aHTUTenaMn 1 (UM) KOMMOHEHTaMWU KOMMieMeHTa). [19 o6Hapy>XeHus 06pasLioB C MOOXUTENbHbIM
DAT pekoMeHAyeTCs 1CNob30BaTh OTPULLATENbHBIA KOHTPO/Ib: KOHTPO/IbHLIN peareHT Ans onpeseneHns
rpynn KpoBw YenoBeka "lMenmknoH KOHTPonb MOHOKMOHabHbIN", 10 mn (Pelikloon Control monoclonal,
10ml) (apTvkyn KU56).

NoxHooTpuuaTenibHble UK criabble pesy/bTaTbl MOTYT ObITb MOTyHeHbl N0 CNeAYHOLWMM NPUYMHAM:
cnabble aHTUreHbl, peakL CMEeLLIAHHOTO TUMa UM NOHWXEHHAA aKTUBHOCTb pPeareHToB.

JTOXKHONONOXKUTENbHBIE WM JIOXKHOOTPULATENbHbIE pe3ynbTaTbl MOTYT ObITb MOMyYeHbl M3-3a
MPUCYTCTBMA BO3LYLUHbIX MY3blPbKOB B Te/IEBOM MAaTPUKCE refieBOM KapTbl, 3arps3HEHWS! TeCTOBbIX
MaTepuasioB NN OTKOHEHWS OT PEKOMEHAYEMbIX METOZOB.
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M3BecTHbIe (haKTopbl NHTEPgepeHLmn

Ha pe3ynbTartbl TECTUPOBAHWUA HE B/IMSET remMorsiobuH B KOHUeHTpauuwn 218,7 r/n, rnwokosa B
KOHUEeHTpaummn 13,1 MMosib/N, XONeCTEPUH B KOHUeHTpauun 11,4 Mmonb/n, 6unnpyobuH B KOHLIEHTpauUmMK
397,8 MKMONb/1.

[narHoctnyeckme hyHKLMOHaIbHbIE XapaKTePUCTUKN

[ TUNUPYOLLMX peareHToB Obi NoNy4YeHbl 06¢1eA0BaHHbIe 06pa3Lbl M3 HaumoHabHOro 6aHka
KpoBu B HugepnaHaax, KOTopble Obinn NPoOBEPeHbI NPY PYTUHHOM TECTUPOBaHMM KPOBW AOHOPOB.

Kaxablin 06paseL, eAMHOX bl TECTUPOBANICA U CPaBHMBAICS C pepepeHCHbIM METOAOM.

Pe3ynbTaTbl NPOBEPKM UYBCTBUTEILHOCTM M CReUMdMUHOCTM B KapTax ana onpeaeneHus rpynmn

Cellbind Obuliee KON-BO
NPOTECTUPOBAHHbIX
ob6pasyos
MoNnoXnTenbHbIN OTpuuaTenbHblii
PedepeHCHbIi MonoXuTenbHbli 494 0 494
MeTo[, OTpuLaTenbHbIi 0 258 258
WToro: 494 258 752

CneundumyHocTb: 100%
YyscTBuTeNnbHOCTL: 100%

Pe3ynbTaTbl NPOBEPKN YyBCTBUTENILHOCTU M CRELMPUYHOCTL B KapTax A/si onpeaeneHns rpymnn

Cellbind Obuwee KO/-BO
MoNoXMTENbHbINA OTpuuaTefbHbIi NPOTECTUPOBAHHbIX
o6pasLoB
PethepeHcHbIN MoNoXNTENbHbIN 460 0 460
MeToq OTpuuatenbHblit 0 418 418
WToro: 460 418 878

CneuudmuHocTs: 100%
YyscTBuTensHocTb: 100%

BocnponssognmocTb n3genns coctasmna 100%.

WHopmaumsa o xapakTepucTtukax ctabusibHOCTU MeLULMHCKOTO VU3Aenns

CpoK rogHocTu:

O6LWwwin cpok rogHocTn 3aennii ¢ 4aTbl NPOM3BOACTBA COCTABNSAET 36 MECALEB MPU XPaHEHUN MPU
Temnepatype 2-8°C. lMpu cobntofeHNN YCNOBUIA XpaHeHUsi U TPaHCMOPTUPOBKM WM3fenne coxpaHseT
CTabWNbHOCTb 0 UCTEYEHNA CPOKa rOLHOCTW.

YCnoBus XpaHeHUs:

3penuna cnepyeT XpaHUTL B YNakoBKe NPeanpuaTUA-U3roToBuTeNns npu temneparype ot 2°C 1o
8°C [10 UCTeYeHMs CpOKa rogHOCTY B 3alLMLLEHHOM OT CBeTa MecTe. XpaHeHWe n3fennii npu Temneparype
or 2°C po 8°C [O/MKHO OCYLLECTBNATLCA B XONOAWIbHbLIX Kamepax WM B  XONOAUNbHUKAX,
06ecrneymBatoLLMX PernaMeHTMPOBaHHbIA  TEMMEPATYPHLIN  PEXUM C  eXe[HEBHOW perucrpauuen
TemnepaTypbl. JonyckaeTcs XpaHeHue Npu KOMHaTHOM TemnepaType (18-25°C) nocne TpaHCNOPTUPOBKM
B HEBCKPbLITOW YMaKOBKe B TeYeHNe 6 MecsLeB. 3aMopaXKnBaHue He JoNnyCcKaeTcs.

3amopaxuBaHve He JONYCKaeTcA.

N3genns, XpaHuMBLUMECA C HapyLUeHWeM pernaMeHTUPOBaHHOIO Pexuma, MPUMEHEHUIO He
NOA/IeXaT.

Mocne NepBOro BCKPbITUA YNakoBKWM M3aenvsi Bce ero KOMMOHEHTbl CTabWibHbl 40 UCTEUYEHNS
CpPOKa roIHOCTW, YKa3aHHOr0 Ha ero ynakoBke. BCKpbITble U3Aennsa cneayeT XpaHUTb Npu Temneparype ot
2°C o 8°C B X0N04U/bHbIX KaMepax Man B XONOAWIbHMKAX, 06ecrneymBatomx pernaMeHTUpoBaHHbIi
TeMnepaTypHbIA PEXUM C eXXe[HEBHOWN pernctpaumein TemnepaTypbl. 3aMmopaxmBaHue He JOMYCKaeTcs.

HeBCKpbITbIe N BCKPbITLIE 34en1a N0 OKOHYaHWK CpoKa rofAHOCTM UCNO/b30BaHNIO HEe NOA/IeXaT.
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HeBckpuiTsie ¥ BCKphIThIE M3fenus no OKOHYS8HHM CPOKA CleAyeT YTHNH3HPOBATH Ki
knacca b cornacto CaullnH 2.1.7.2790- 10 «CanutapHo-3nuaemMuonornyeckne peSopanns k o6pd
€ MEAMUMHCKUMH OTXOAAMH»,

YoM TPAHCIIOPTHPOBKH:

TpaucnoprupoBka Hamenuit pexomenayercs ¢ cobmonmenuneM  "xonomosoit
obecneunpalommeii COXpAHHOCTh TEMNEPATYPHOrO peXiMa, B TEpMOKOHTeliNepax omHOpast
NMO/H30BAHNKS, COACPKALUMX X/IaN03JIEMEHTE!, HITH B TEPMOKOHTEHHEPAX MHOIOKpPaTHOTO NMPHMEHEH]
ABTOMATHYECKH NOARCPKHBACMON TeMrneparypoit, WiIH B aBTOpPeRpPHKEPATOpPAX C KCNOAL3OBAHI
TepMOHHAMKAaTOpOB. JlomyckaeTcs TpaHCHOpTUpPOBKA 0€3 HMCHONB30BAHHA  XJIANO3IEMCHTOB
CeNHATH3UPOBARHOTO 000pYAOBaHKS B TedeHHe He Oonee 7 aueil npu Temnepatype He seune 18-25°¢
3amopaxcuBaKie He AONYCKAETCA.

Hspenus, TPAHCNIOPTAPOBAHHHIC ¢ HAPYUICHHEM TEMIICPATYPHOIO DEXHMA, NMPHMCHCHHIO |
TnoaneKar.

Conepxanne JeKapCTBCHHBIX CPEACTB Al MEAHUHHCKOr0 NPHMEHERHS
Hsaenns He conepaT NEKAPCTBEHHBIX CPEACTB M MEAUIMHCKOTO MPHMEHEHHUA.

Coaepxanne MATEPHAJI0B KHBOTHOTO M (W/IKH) Ue0BEYECKOTO IPOHCXOKACHAS

B cocras H3aenaus BXoAST MBIBKHEBIE MOHOKNIOHANbHBIE AHTHTENA K aHTHIeHaM A, B apuTpouKTO)
Bee naboparoprble XHBOTHBIC, MaTepHajJbl KOTOPHIX MCMOABL3YIOTCA JUIA NPOM3BOACTBA AHTHTE)
COZIEPKATCA B HAJUIeKALHUX YCIOBHAX B NONHOM COOTBETCTBHM ¢ MHCTpYKuHaMu EJC mo coacpxaniut
nabopaTopHbix XMBOTHLIX. KpoMe Toro, Bce oTbnpaeMbie XHBOTHbIC NPOXOAAT PEryAAPHBIC OCMOTPH 1T
NpOBEPKE COCTOAHMA 3ROPOBbA M Ha HaMHuKe HHPEKUHOHHBIX 3abonepannii.

HurgopManunn 0 CTEPRALHOM COCTONHHN METHUMHCKOTO HIACTHS
Hspenue He ABASCTCA CTEPUIBHBIM H HE MOMUIEKUT CTEPHIIH3AIMY NEPEA IPUMCHEHHEM.,

Hudopmauna o npupoae, THRe, 2 TAKKE 06 HHTEHCHBHOCTH M PACTIPEAC/TICHIH RITYTeHHS
MEAHINECKOTO H3ACINA
HUsnenue He ABNAETCA HCTOUHHKOM KaKMX-1HGO HITyYEHHIA.

Buonornuecknii pegepeutuniii nurepsan
[Moxarue Guonornuyeckoro pedepeHTHOro HHTEpBana He mpuMeHHMoO K Himemiio, mockonbk
Usneaue npeanazsHaueHo 418 KAYECTBEHHOTO ONpeReNeHHA aHANMTOB,

IpexynpexacHNs B Mepsl NPEACCTOPOKHOCTH, NPEANPHHHMACMbBIC IPH YTHIRIAUHK
MEAHUMHCKOr0 H3AeINS

Bcee paborii ¢ Henonb3osanneM U3aenus 1 ero KOMNOHEHTOB HEOOXOAMMO TIPOBOANTD B 3ALIUTHLE
nepuaTKax H3 HUTpUAA.

TMocne npoBeAeHNA TECTHPOBAHMA BCE OTXOMILI HEOOXOMMMO YTHAR3HPOBATH KAK OTXOAM Kiacca |
cornacHo CanlluH 2.1.7.2790-10 «Canutapro-snuaeMaonoradeckne Tpebosanna K oOpalliensio «
MEANUHHCKAMH OTXOAaMH»,

Ilopazok 1 yC/IOBHE YyTHIH3ALEH NAH YHHYUTOKEHKS MERHUHMHCKOTO H3IREIHA

He npurognsie x ucnons3opantio U3aenns 1 X KOMNOHEHTH HEOOXOAMMO YTHIIHIHPOBATH Kal
orxoas! knacca b cormacuo CanlluH 2.1.7.2790-10 «CanurapHo-annaemMuosnornueckue Tpebosanns
obpalleHnIo ¢ MEAUUHHCKHMH OTXOLAMHY,

T'apanTan nponssoanrenn

IlpousBoauTesib rapaHTHpYeT, 4TO NpH cOGMIOACHHM NpaBUA M yCnoBuH  XpaHenus
TPAaHCTIOPTHPOBKH H 3KCIUTyatauWH HWsaenue cooTBeTCTByeT BCeM 3afABNCHHLIM XApPaKTCPHCTHKAM
[Tpoussonutens He HeceT OTBETCTBEHHOCTH 33 BO3MOXHLIC MOCNCACTBHA BCNCHCTBHE MPHMCHEHMS
H3AENHA He N0 HA3HAYCHHIO,

¥
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Oprannsauns, OCYIIECTBAAIOMIAA NPHEM, YUET H PACCMOTPeHNe PeKNaMaiuli o KayecTBy TOBR
000 «MUPYC MEJIHKAJI». Anpec nns oTpaBKH peknaManmii o xagecTey Tosapa: 115114, r. Mock

yn. Koxepruueckas, aoM 10, crpoenuc 1, nom.2-8, 12-18, 31.06. Ten.: (499) 579 3303. E-m:
info@mirus-medical.com.

YnoauomMoueHHMH NPeACTABUTEL IPON3IBOARTEN (H3TOTOBHTERA)
YNONHOMOUCHHEIM MPEACTABUTENEM Npou3BoaMTeNA (Wirotosrrens) Maaenuit ssnserca OC
«MUPYC MEJIHUKAJI». HOpaamgeckmit agpec: 115114, r. Mocksa, yn. KoxesHuueckas, aom |
I crpoenne 1, nom.2-8, 12-18, 31.06. Gaxtuyeckn#t anpec: 115114, r. Mocksa, yn. Koxesuiueckas, aoM |
i crpoenye 1, nom.2-8, 12-18, 31.06. Ten.: (499) 579 3303, e-mail: info@mirus-medical.com.

Mepeuens NpHMEHNEMBIX NPOH3IBOAHTENEM (HITOTOBHTEEM) MEIHIEHCKOrO H3ACTS
HANHOHANBHLIX CTAHAAPTOR

Annex 1, V, VII of the Directive 98/79/EC, ISO 13485, ISO 14971, ISO 118113-1, ISO 118113-
ISO 15223-1, ISO 23640, DIN EN 13641, DIN EN 13612

—.

-

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



[lepesoo ¢ anzauticko20 u HUOEPAAHOCKO20 AILIKOE HA PYCCKUL A3bIK
-1--

/I'epbosan nevams. /
KOPOJIEBCKAS1 ACCOUMALINA HOTAPUYCOB

Jho66epc 31 [leiik HoTaprcceH

Ansnes Kopons, 4 - 1075 AC Amctepaam
Tenedon: 020 - 5736311

dakc: 020 - 6799828

an. aapec: mail@lubbers.nl

Hoxkyment: PDM/2020.001046.01/dew

31, Mapnoc Kopun KocTep, HasHaueHHbIH HoTapHyc B npoTokone [letpyca Jleononsayca Dnuss
Maypuca ne Mefiepa, HoTapHyca B r. AMcTepaame, Huaepnanasl, HaCTOALINM YAOCTOBEPAIO
NOAJTMHHOCTD NOAMMCH, MOCTABJECHHON Ha npunaraeMoM fokymeHTe [-xu Antonun Xeneuo! Jlyuss
KYHAEPMAH, poausuweiica B r. Ytpexte (Hnaepnanasi) TpuauatTh nepBoro okTadps Thicaua
AEBATLCOT MATLAECAT LWECTOrO roja, ASHCTBYIOWEH B KaueCTBE AOBEPEHHOTO JIHUA CO CreUHaNbHOM
LNOBEPEHHOCTBIO U MO JAHHOMY BOMPOCY NPEACTABAAIOULIEH YACTHYIO KOMNAHHIO C OrPaHHYEHHON
oreercTBeHHOCTbIO: CankBun Pearenre B.B., umerowwyio topuanuecknii anpec B r. AMcrepaame,
Haxoasuytoca no aapecy 1066 CX Amcrepaam, Huaepnaunasl, annesa [necmana, 125,
3aperucTpupoBaHHyto B Toprosom peectpe noa Homepom 67177565.

3asABNEHHE BbllLE HE HMEET CBOEH LENbIO AaTh IOPUAMUECKOE 3aKNIOYEHHE KaK B OTHOLUEHHH
COEPKAHHS, TAK H B OTHOLUEHHH ACHCTBHUTENbHOCTH OPHTHHAJILHOIO OKYMEHTA.

r. AMctepaaMm, 28 nexkabps 2020 r.
/noonucano/
/Tuckenan nevame:/

I'-xa M.K. KOCTEP, JOTTOJIHUTEJIbHbIA HOTAPHYC
I'-u [.J1.3.M. ae MEHEP, HOTAPHUYC B I'. AMCTEPJIAME
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Iepeson Oro TexcTa BeMONHeH nepepoaunkoM Yumnoem Enenoit Anarontesnol

Poceniickan Penepanus
Ilopoa Mockaa
JABAALATDL ZEBATOT0 MAPTA ABE THICHYM ABAALATD NEPBOro

S, Axumos I'me6 Bopucosu4, HOTapuyc roposa MOCKBHL, CBHJ
NOANKCH f1epeBoayHKa Yumnoeit EneHbr AHATONLEBHRL.

[Toankce caenana B MOEM NPHCYTCTBHH.
JluunocTh NOANKCABIIETO AOKYMEHT YCTAHOB/ICHA,

3apeructpuposano B peectpe: Ne 77/09-u/17-2021- A4 - 7477

YrnnaueHo 3a coBepilieHne HOTapHanbHoro aekcTeua: 400 py6. 00 xor.

I'.B. AknmoB

HYMEPOBAHO
-__JmceTa (0B)
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