J
Lubbers en Dijk notarissen KOI IM

Koningslaan 4 - 1075 AC Amsterdam
telefoon: 020 - 5736311
fax: 020 -6799828

e-maii: mait@ lubbers.nl

file: PDM/2021.001046.01/cdw

Seen by me, Marloes Corine Koster, assigned civil-law notary in the protocol of Petrus
Leopoldus Elisa Maurice de Meijer. civil-law notary in Amsterdam, The Netherlands, for
legalization of the signature written in the attached document of

Mrs Anthonia Helena Louisa KOENDERMAN, born in Utrecht {The Netherlands) on the
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HHCTPYKIHUA IO NPUMEHEHHIO

HA MEAHIIMHCKOE H3JAEJUE 011 JMATHOCTHKH IN VITRO

(Cellbind Direct Type, 48x6 tests)

Kapra ana onpenenenua rpynn kposu «Cenn6aitna dafipexr Taiin», 48x6 TecToB

Tponseoacrea «Cankpun Pearente B.B.» (Sanquin Reagents B.V.), Plesmanlaan 125,

1066 CX Amsterdam, Hunepnaunel.
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HacTtodAwaa NHCTPYKLUNSA OTHOCUTCA K « « A Mt H ™ (SindTirec"” Typ.
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HasHaueHMe MEANLUHCKOTO n KpoBu «CennbaliHg OaripekT Tainn»,
MeguunHckoe nsgenne «Kapra ans A onoefeneHns rpynnbl KPOBU YesioBeka
TectoB (Cellbind Direct Type, 48x6 tests)» NPAMbIM aHTUT106YIMHOBLIM TecToM (DA
BCEX TUMOB 06pa3sLoB, »nfl TO/IbKO B aBTOMATUYECKOW cucTeme «AHanusatop
aBTomMa™4'cuin gas MmMm"

«CaHKBUH PeareHTe b.B.» (Sanqum Reagents B.V.).

YcnoBus NPUMEHEHUSA: MeANLUMHCKUX Lensx KBanupuuUMpoBaHHbIM

» . nNp«(,.,™ Mb.«r= Ap.»=»™>,
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M,- MNepcoHan Neuye6HO-NPODMUNAKTUYECKUX  YUPEXAEHUN,

CTaHUUn N oTAENEHNA NEPENBaHNA KPOBW.

O6nacTb MNPUMEHEHUSA: KNAMHMYECKas nabopaTopHas AWarHoCTKa, MMMYHOreMaTonorus.

lNokaszaHnsa K NPUMEHEHUIO:

#nOMOB KPOBM N €e KOMMOHEHTOB, PeuunmMeHTOB
remMmoTp X" "uT?”

06”"aHunua B nepuos 6epemMeHHOCTW, POLOB WU B

MoC/nepoJ0BOM Nepuofe.

P— VAWN3aenna Her.

TexHnyeckme xapakKTepuUcTukuy u

KapTa BK/lOYaeT 6 KOJIOHOK
[eneBble KapTbl M3roTaBnMBalTCA U3 N P Oyepa, cofepxallero aHTuTen;
3anoJIHeHHbIX 6eCLBETHbLIM KapTa paccumtaHa Ha 6 onpegeneHuii. CocTuy,
m ™M-TpM (MOHOK/IOHaNbHbIE). Kaxpasa reneeasd Kapra p
FrnnHeHTOoB N3gennamdacos kK a 4 ~ 7 — T s
F-A—b-;m(y—nl'l'Tﬁgéégﬁl;e BapnaHTT® HanmeHoBaHue
K7012 I:I((;I;)I?Qﬁ:m(?npe,qenemn rpynn  PacoBka 46 wapt

KpoBM «Cennbaitig [aiipekt Kon-Bo TecToB B 1 renesou
Taiin», 48x6 TectoB (Cellbind KapTe

nonuNponueH

. Marepwuan n3rotosneHus

Direct Type, 48x6 tests) P
renégbix Kaprt_____ leneBblii HanoAHWTENb, COCTOAWMA U3
CocTas rens ceaposbl, CYCNeHAMPOBaHHOI B

OCB/BCA  6ydepe. Kaxgasd KoJIOHKa
renesoli  KapTbl COAEPXUT  MbILIMHBH
MOHOK/IOHa/IbHbIe ~ aHTUTena  aHTu-IgiVv
(knoH 15-1), KOHCEepPBAHT X/IOPaMEHNKO;

<0, 1%
--------- Tabnuua 1

» COCTaB KOMMOHEHTOB U3aeNnA.

MpuHUMNbl MeToda Nl nCallMA - (arrnoTUHALMM) CEHCUOMIN3NPOBAHHb

AHTUTEH-NOJIOXMNTE/IbHbIE PUTPOLNTLI CBA3bIBAr
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/TBETCTBYIOLLME AHTUIPUTPOLUTAPHBbIE aHTWUTena, MPUCYTCTBYIOLWME B Ma3Me WauM peareHTe Ans
KPOBW BbI3blBasi arrlOTVHAUMIO. 3aTem refieBble KapTbl MPOXOAAT Tpu P~ b
AMHTPUGYrpoBaHns. B nepsoii (hase BbICOKONIOTHAA cpeja No3BoNseT OTAENNTb 3PUTPOLUTBI OT M/1a3m
C oea”eX Bo BTOpoii ¢ 1 arrlOTUHMPOBAHHbIE CEHCUMOWIN3MPOBaHHbIE 3PUTPOLUTLI OyayT
Fepxn” A Ha Bepxy TroneBOro MaTpukca B KOJIOHKE TFeneBOM KapTbl, a B TpeTben (a3
HeCeHCUOMIN3NPOBaHHbIE UK KpaliHe CNabo CeHCMOWNM3MPOBaHHbIe 3PUTPOLMTLI BYAyT ABUraThCs
nly Ko* XTUeHTpUMYrnpoBaHUS renesble KapTbl aBTOMATUYEEKUN NMEPEHOCATCH B CUATLIBATESb,
rfie MPOUCXOANT (hoTorpagmpoBaHme KOSIOHOK re/IeBO KapTbl M CUUTLLUIAHWE Pe3y/bTaTa; 3aTeM pesy ibTaT
aHa/IM3MpyeT ynpaenstoLLee nNporpaMmMHoe obecrieyeHne (ganee  «1HOw).
" ?Y “cnydae Hanmums a“tOTUHATOB (KOMMIEKCOB «aHTUIEH-aHTUTENI0» B BWUAE CUMLUMXCA
3pUTPOLMTOB), B BEPXHEN YaCTU KONOHKW Ha MOBEPXHOCTU renis Nocne LeHTPUgyrmpoBaHms
a HabntofaeTcsa YeTkas KpacHas rnosoca (NonoXMTeNbHbIA pesynbTar (4+)).

B cnyyae OTCYTCTBMSI arr/fIlOTMHATOB Ha MOBEPXHOCTW Tefisl, Ha [HE KOMOHKU HabnaaeTcs

YETKUIA  KpaCHbIA  0CafloK  3pUTPOUMUTOB, NPOANGQYHAMPOBABLUNX NOL  [AEACTBMEM
LIEHTPOGEXHOIN CUbl CKBO3b TOMLLY rens (oTpuuaTenbHbIi pe3ynbTaT (-)).

MonoxuTenbHblii PE3YNbTaT (4+)

OTpuuyatenbHbln pesynbrart (-)

Puc 1 doTorpadusi pe3ynbTaToB TECTUPOBAHUS.

= = = = r : = ~ 7 ~
rens OLI,eHKa pes3ynbTaTta NpoBoaAnTCA B COOTBETCTBUN C BCTPOEHHLIM a/TTOPUTMOM Mno. B Cnydae, ecnn

P.™Mp» ..«P®D . .P~». 6— ™

»

06pa3L|,b| C M3BECTHbLIMU NMapaMeTpamMmn oaa NCKIKYEHNA NTOXKHbLIX PE3Y/IbTATOB.

MpepynpexageHns n mepbl NPeLOCTOPOXHOCTHK
TonbKO A7 ANarHOCTUKN in Vitro.

HOKpaTHOro  npuMeHeHus. ToBTOpPH
Kaxpas reneeasd kKapta npefHasHayeHa [ns OAHOKPATHOTO  MPNMEHE OBTOPHOE

»P,», PIP—  we»>T«'e o ”

'r~ . X p L =p 2Z2 r-*~
MaTpPUKCOM).
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[ocne NPOYTEHHS Pe3yNbTATOB TENEBBIC KapThi MOXHO 3aKPBITH H XpaHHTL B BEpTl

1ONOXEHHN IpY Temrieparype 2-8°C B TeUCHNE HEACIH.
/ B u3nenMAX TOTSHUHANLHO MOryT COAEpXaTbCd nHudexuponnsie areHTs. Cob)

OCTOPONKHOCTH NPU MCMOIB30BAHKN 1 YTHIH3ALNH KAKIOH refieBoi KapThl ¥ €€ COACPKIMOrO.

3ampelaeTca UCnoNib30BaTh eJICBbIC KapThl (xak pacmaKoBaHHBIE, TAK H HepacnaKkoBaHHBI
floC/ie NaThl NCTEYEHHA CPOKA FOAHOCTH, HANEYaTaHHOH Ha STHKETKS.

[Toce npoBeeHAs TECTHPOBAHHA BCE OTXOMB HeoOXOAUMO YTHIH3HPOBATh KaK OTXOAG
B cornacho CaulIuH 2.1.7.2790-10 «CaHnTapHO-3ITHAEMHOKOTHYECKUE TpeGoBaHuA K o0pallieHut
MEeAHLUMHCKHMM OTXOAaMU». ’

Bce MAHHMYANME C FEIEBEIMH KAPTaMH CREAYST BLINOIHATH B 3QIHTHLIX NepPUaTKaX U3 KATPUIA.

MndopMauus A48 TOATOTOBKH MEAHIHHCKOro winenms K Oesomacuoit pabore M
IKCTLTY ATALUH

[Tepen MpMMEHEHHEM reNEBBIC KapTHl HOMKHEI AOCTHD TeMIepaTyph! NoMemenus. Jiia 3T0ro0 Ux
HeOOGXOMMMO BHACPXaTh Ha NaGOpaTOPHOM CTONE B TEUCHHE HE MEHCS 30 mumayT. Ilo ZOCTHXCHHH
KOMHATHON TeMIIEpaTypsl BCE KOMIOHEHTHI H3IEMHA CICHYeT BH3YQTbHO OICHHTh Ha NPEIMET
HeNOCTHOCTH, HANNYMS CJACAOB MPOTCKAHKA, 3arpA3HEHuUd, GaKTepHaILHOTO pOcTa. 3anpeliaeTcd
YCHIONB30BATh TeJIeBEIE KAapThl, coAepXallye BO3NYIIHBIC MYSHPbLKN B renesoM MAaTpHKCE, KapTel €
NOBpPEXACHHOH saneyaTbEatouteli Goaproil HMM ¢ MPH3HAKAMA BHICHIXAHHA (HepaBHOMEpPHELH YPOBEHb
JWHAKOCTH MIH OTCYTCTBHE XHAKOCTH HAZ rejieBbM MaTpukcoM). KOMNOHEHTS! H3ZeMs, HMEIOUAe
yKa3aHHHIE IOBPEKACSHHUS, IPUMEHEHHIO HE NOJICKAT.

Bce MaHANYIAUMM C W3ACAHEM M [POBEICHHE TCCTHPOBAHMA NpOBOZATCA B J1aGOPATOPHEIX
OMEMIEHUSX C KOHTPONMPYEMBIMH HOPMATbHEIME KIHMATHICCKHMH YCHOBHAMH.

Y1081 OKpYXatoinell cpeast:

— TeMIepaTypa OKPYKaIOIIero BO3ayxa +15 - 30°C;

— OTHOCUTE/IbHAS BIAXHOCT — 10 - 85% npu 30°C nim Hwke,

— armocdeproe aaBneHue — 760 + 30 MM pr. CT.

AHanK3aTOp ABTOMATHUECKHH A HMMYHOTEMATOJIOTHYECKHX gccnenoBanuii in vitro «Magister
C24» momkeH GbiTh MOAroTOBNEH K paGote ¢ M3nennaMH B COOTBETCTBHH C PYKOBOACTBOM HNOMB30BATCILA.

Ananmupyembie 00pasiibl

JIns npoBeAeHNs TECTHPOBAHUA MCTIONB3YCTCA niasMa H/MNH 3PUTPOIMTE] KPOBH NALACHTA. s
BRIMONHEN!S HCCIENOBaHNs BINThIA oOpalen UeNbHOH KPOBH LERTPHOYTUPYIOT B TEYCHHE 5 MUHYT NP
3000 rcf. CneayeT HCTIONB3OBATh KPOBB, B3ATYIO ¥ o6cnelyeMoro naiucHTa e Gonee, 4eM 33 48 4acoB A0
NpOBE/IeHAA HCCIeAOBaRMA. B ciyHae, ecli TCCTUPOBARUC 06pasLIoB HE MIPOU3BOARTCA HE3AMEVIHTENLHO
nocne 3abopa KpoBH, CleZyeT XpaHWTb ofpasusl NpH TEMOEpaType 2 — 8°C no 48 uacoB. B cayvae
TecTUPOBAHUA [/Ia3Mbl IOCNE PA3SMOPAKUBAHHA, €€ HeoGXOAMMO LIEHTPHdYTUPOBaTh B TEUCHHE 5 MUHYT
npu 3000 ref na ynanenus npeUUnuTaTa.

3aGop 0OpasioB KpOBA HAIJICKHT MNPOH3BOIMTL B aCeMTUUECKUX YCIOBHAX. B Kauectse
reMOKOHCEPBAHTA MPE/INOITUTENLHO HCNIONB30BATE LHTPAT narpus, 3/{TA win renapnH.

MeToauKA KOHTPOASR

B 33BHCHMOCTH OT HPOBOJMMBIX HCCIEAOBAaHUK METOAMKH KOHTPOJS CM. B WHCTPYKUMH HQ
KOHKPETHBIM peareHt.

TIpu uccAeNOBAHHAX PEKOMEHAYETCA HCTIONB30BATH OTPHURATENBHBI KOHTPOND W KOHTPONBHLIC
06pasuel ¢ M3BECTHEIMU NapaMeTpaMu 1id MCKITIOUEHMA JIOKHEIX pe3yNbTATOB.

HeobxoauMbie, HO HE flocTaBpagieMbie 8 KOMIVIEKTE pearcHThl, npnna;ulemnoc'm ]

obopyaoBaHHe:
Tun pearenTon/ Apruxkys | Haumenosanue
PACXOAHBIX MATEPHAJIOB
Monoknosansaete pearentsl H | K1188 PearenT Ans ONpe/CAeHNs aHTHICHA A PUTPOLMTOB
CTaHJAPTHHIC IPHTPOLHTHI 11 yenosexa «[lenuknon autu-A (IgM)
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/\pepeneHna  rpynnbl  KpPoBU
lwo cucteme ABO npsmoi u
~NobpaTHON peakumelt

MOHOK/IOHa/IbHbIE  peareHTbI
ANA onpefeneHnss aHTUreHoB
rpynn kposu cucteM Rh u
Kenn

CTaHfapTHble  3pUTPOLUTI
ans
MMMYHOreMaTo/0rMYeCcKmX
ncecnefoBaHni

KOHTpO/bHbIE MaTepuasbl

PacTBop  cnaboil  VMOHHOWM
cunel (JTNCC)
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K1189

K90

K7240

K7242

K1255

K1151

K1191

K1195

K1196

K1197

K1199

K7243

K1379

K1399

K1156

K7130

MOHOK/NOHanbHbIV», 3x10 mn (Pelikloon anti-A (IgM)
monoclonal, 3x10ml).

PeareHT ana onpeseneHns aHTureHa B sputpoumnTos
yenoseka «IenmknoH aHTn-B (IgM) MOHOKNOHaNbHbI,
3x10 mn fPelikloon anti-B (IgM) monoclonal, 3xI0ml).
PeareHT 414 onpefenieHns aHTUreHos A, B aputpoumTos
yenoseka «[ennknoH aHTu-A, B (IgM)
MOHOKNOHasbHbIN», 3x10 mn (Pelikloon anti A,B (IgM)
monoclonal, 3x10ml).

PeareHT «QputpoumnTbl Al CennbariHg» (Cellbind Al
reagent red cells).

PeareHT «3puTpounTtbl B CennbaitHgy» (Cellbind B
reagent red cells).

PeareHT Ana onpefeneHns aHTureHa D apuTpoLmToB
yenoseka «IMenKNoH aHTK-D (IgM) MOHOKIOHaNBbHbIN,
10 mn (Pelikloon anti-D (IgM) monoclonal 10 ml).

PeareHT ona onpefeneHns aHTureHa D aputpoumToB
yenoBeka «IefMKoH aHTK-D ycuneHHbI (IgM)
MOHOKNOHa/bHbIN», 10 Mn (Pelikloon Anti-D enhanced
ClgM) monoclonal, 10 ml);

PeareHT ana onpegeneHns aHTureHa E aputpountos
yenioBeka «IenmknoH aHTU-E (IgM) MOHOKNOHaNbHBIN»,
5 mn (Pelikloon anti-E (IgM) monoclonal, 5ml).
PeareHT 411 onpefeneHns aHTureHa C apUtpoLmMToB
yenoseka «MennknoH aHTu-C (IgM) MOHOK/IOHA/bHBIN»,
5 mn (Pelikloon anti-C (IgM) monoclonal, 5ml).
PeareHT o111 onpefeneHns aHTureHa C apuTpouuToB
yenoseka «IMefnKnoH aHTn-c (IgM) MOHOK/OHAbHBIN»,
5 mn (Pelikloon anti-c (IgM) monoclonal, 5ml).

PeareHT 419 OnpefenieHns aHTUreHa e 3puTPOLUTOB
yenoseka «MennknoH aHTu-e (IgM) MOHOKIOHA/bHBIN,
5 mn (Pelikloon anti-e (IgM) monoclonal, 5ml).

PeareHT ana onpegenerHns aHtureHa K (Kenn)
3puTPOLMTOB YenioBeka «IennknoH aHTu-K (IgM)
MOHOK/IOHa/IbHbIN», 5 Mn (Pelikloon anti-K (IgM)
monoclonal, 5ml).

PeareHT «3puTpoumnTbl 0+ Cennbaiina» (Cellbind O
positive reagent red cells).

KOHTPObHbIN MaTepuan 1S
MMMYHOTemMaTo/10rMyecKmX UCCnefoBaHuin
«[MenukoHTNoNb», 2x8 mn (Pelicontrol, 2x8ml).
KOHTpObHbIV MaTepuan ans

MMMYHOTeMaTo/Ior MyecKuX 1ccnesoBaHni
«[MennkoHTponb CcEe-K», 8 mn (PeliControl CcEe-K, 8
ml)

KOHTPO/IbHLIN peareHT Ans onpeaeneHns rpynmn Kposu
yenoBeka «[MenMKIOH KOHTPO/Ib MOHOKNOHa/bHbIN», 10
mn (Pelikloon Control monoclonal, 10ml)

PacTBOp HW3KOW MOHHOW cunbl «CennbainHg JTINCcC»,
3x25 mn (Cellbind L1SS, 3 x 25 ml)



AHanunsatop aBToOMaTUYeCcKunin ans
Obopyaosatve K7320 MmmyHorel\El)aTonormquKmx I/Icglqe,ﬂ,OBaHVIVI invi*B
«Magister C24»
MpuHagnexHocTu/akceccyapsl  K7390 LWapnkn Ana nepemewnsanng o 3
Mpobupkn ans npeLBapuTenbHOrO passefeHns
06beMOM 1.3 M1 C KPYT/IbIM AHOM (Hanpumep,
npoussoactea GreinerB io-one)

MopAJOK BbINOMHEHNA TECTUPOBAHNA

2 5Iu KapTbl, B KOTOPbIX O6HAPY)XeHbI BO3AYLUHbIE MYy3bipY B FENEBOM

VTP MOBPeXAeHHas (" bra WM MPU3HAKU BbICbIXaHWS (HEPaBHOMEPHbI YpPOBEHb
KUTTKOCTU U/IN OTCYTCTBME XKWUAKOCTU Hafl FefIeBbIM MaTPUKCOM).
3 Pacna™b u B COOTBETCTBYIOLLE OTCEKN aHaNn3aTopa aBTOMATMYECKOro s

VIMMYHOTeMaTo/orMYeckmnX 1CCnefoBaHuii in vitro !

OoBU cornacHo HOHauYeHMsM Ans TECTUPYEMbIX 06Pa3LoB, MPOBUPKI As NPeaBapUTENbH
Oa3Be”eHusi 11 COOTBETCTBYHOLUME KOHTPO/bHbIE MaTepuasibl B 3aBUCMMOCTY OT MPOTOKONA

4. « “ BbIBOAWT Ha 3KpaH AOCTYMHble KONMMYECTBA PACXOAHbLIX MaTepuasnoB, OCTaBLLIMXCS
rnocne NoefaplayLLIEero ceaHca, B COOTBETCTBYIOLLEM pa3fene nporpaMmbl.

R WTatyB A1"06pa3sLoB YCTaHOBWUTL NPOGMPKM C 06pa3LiamMn KpoBY, NpeaHa3HaueHHbIMY s
nccnenoBaHmus. [laHHble Npo6 6yayT MAeHTUHULMPOBaHbI aHAN3aTOPOM aBTOMATUYECKU NP
MOMOLLIN LUITPUX-KOAQ, IMG0 MOXHO BHECTY [jaHHble 06 06pasLiax BPYUHY!HO.

- . — =

8 nTolp“ eweM B TefieBYl0 KapTy 3puTpoumTbl obpasua npu MOMOLM HaKOHEYHWKOB
aHanM3atopa 3abupaloTca CO [Ha NpPo6upKM W

XeHnsa yyBcTl "TK W NogaBneHns HecrneumpuyecKnx peakumin npu npoBegeHnm
TMyHOremMTONOrMYECKUX WCCNEA0BaHUIA C MOMOLLBIO refieBbIX KapT, YTO 3HAUYUTEbHO

Y/IyYLLIAeT CBSA3bIBAHME SPUTPOLIMTOB B XO/e peakLn arrnioTiHaLUK.

o6oasua npu
o [locne oa3BeaeHMsi MOAFOTOBMEHHAs CYCMEH3Ws 3PUTPOLMTOB WAM nnasma 06pa3u§<1pv|
'm an. é)_ . o y
COrnacHoO nporpaMMe WCCNefoBaHWs, aHaam3aTtop BHOCUT B KOMOHKY TeneBov Kap
Heob6X0AMMOe KOMMYECTBO COOTBETCTBYHOLLMX PeareHTOoB.
10. Mocne 3TOro NPOBOAUTCA LEHTPUYTrpoBaHMe refieBbIX KapT” BCTTHOEHHOM
11 Mo 3aBepLIeHUN LEHTPUPYTMpOBaHUA reneBble KapTbl (oTorpagmpy p
X X ol . V »™ eno PH— p .« r — “
pe3ynbTaToB TecTa. Pe3ynbTaThl TeCcTa NPU3HaOTCS BaNMAHbMW TOMIBKO MPU UX
nesysibTaTaM TECTMPOBaHMA COOTBETCTBYHOLLMX KOHTPO/IbHbK MaTepuasios.
,2. X p_ @))IIITM mi (;Il” S , r )) X X . p X X X

[aHHble oreparopa, BHECLLEro N3MEHEHNE.
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13. [Tocne mpoBeieHUS MCCIEAOBAHNSA TeleBhle KAapThl, PEArcHTH H KOHTPONLHEIE MATCpHAIEI
HeoGX0aMMO M3BACYL U3 AHATM3ATOPA U YOpaTh Ha XpaHEHHE B XONOMMIbHHK A0 CACAYIOEro
uccnenosanus. TeMnepaTypHulii pexum xpanerns 2-8°C.

14, TNocne NpoBEACHUA TECTHPOBAHHA BCE OTXOABI HEOOXOAMMO YTWIM3HPOBATH KaK OTXOAbI
xnacca B cornacuo CanlIuH 2.1.7.2790-10 «CaHATapRO-3NMAEMHONOrMHECKHe TPeGOBaHNA K
oGpaLIeHHIO ¢ MEAMIIHHCKUMH OTXOAAMA»

15. Ha creayromuii ACHb NepeA HaYaIOM paboTh! peareHTs, KOHTPONBHBIE MATCPHANIE H I/ICBbIC

KapTH! CEAYET M3BNEUb M3 XONOAM/ILHUKA M BRUIEPKATD NIEPe/l YCTAHOBKOH B aHANM3ATOP NPH
KOMHATHON TeMneparype.

HnTepnperanus pe3yibTaToB
B cnyyae NONOXUTENbHBIX PEAKIMit IPMTPOLMTH! YNABIHBAOTCA M OCTAOTCA B BEPXHEM CIIOC
TeJIcBOr0 MaTPHKCa B BUAE NONOCHL. B clryuae OTpPHUETENbHEIX PEaKUMi IPATPOLIATE! OKaSHIBAIOTCA Ha ZIHE
MHKPOKOJNIOBKR. Pe3ybTaThl peakLiy NOKa3aHb HA PUCYHKE!
4+ 3+ 2+ 1+ NEG

Kon#4ecTBO IPHTPOLATOB, 3aXBaYCHHBIX B BEPXHEM CJIOE TeIEBOTO MaTpuKca, OyaeT 3aBuceTs OT
TAKMX IAPAMCTPOB, KK aHTUIeHHAs IWIOTHOCTD SPHTPOLITOB H THTPH! 1 adGHHHOCTE aRTUTEN. Ono TaKxKe
OMpeAeNAeTCs NPONODKHTENBHOCTHIO BTOPOl a3kl NEHTPU(YTUpOBaHH K uenTpobexxHO# canoil BO
BpeMs TpeTbeil daskl

CnepoBaTenbHo, ecaM peakuus cnabee, yeM 4+, KIETKH TAKKE NMOABATCA HA HE MHKPOKOJIOHKH.
Tor xe pucynok 6yaeT HaGmoZAaTLCA MPH PEAKLMAX CMEUIAHHOIO THIIA.

Onpedenenue zpynnst Kposu

ITonoxuTenbHEIE PEAKIAN C PEarcHTaMy i ONPeACICHIA IPYNIILI KPOBY YKA3BIBAIOT HA HATHYHNE
COOTBETCTBYIOLIMX AHTHTCHOB Ha 3PUTpOLMTaX KpoBu obcneayemoro. OTpuuaTenbHbE Peakuuu ¢
peareHTAMH 1A ONpeAe/ieHUs TPYNNbl KPOBH YKA3HIBAIOT HA TO, YTO HAMHMME COOTBETCTBYIOIMX
AHTHUTEHOB HA PUTPOUMTAX ONMPEAEIHTH HENb3A.

Onpedenenue zpynnst Kposu obpamuoii peaxyued

TTONOXUTENbHEIE PEAKLMH O3HAYAIOT MPUCYTCTBHE COOTBETCTBYIOIMMX A/NMOAHTATEN B IIAsMe
KpoBH 06crenyeMoro. OTPHLATEIBHBIC PEAKIMH 03HAYAIOT OTCYTCTBAE COOTBETCTBYIOMIMX A/LIOAHTHTE
AHTUTEN B IU1a3Me KPOBH 00CeAyeMOro.

Orpauntleunn METOAHKH HCCIER0BAHNAA

JIOKHOMONOKATENbHbIE PE3yNbTaTsl MOTYT OBITH TONYYEHB IO CHEAYIOWHM TNpHYNHAM:
[ICEBIOArTIIOTHHALHA, AYTOATTIIIOTHHALMS, PEAKIHH CMEIIAHHONO THNA, MPHCYTCTBHC ONPEACICHHBIX
MEARLMHCKHX TIpEnaparoB B obpasiue, C/MIIKOM BHICOKAA KOHUECHTPALHA TECTHPYEMLIX 3PUTPOUHTOB,
NOKPHITHE SPUTPOLUTOB NauuenTa in vivo IgM wmm IgA anTATenaMH, HATH'HC B ofpazsiie aILnoaHTUTEN,
OT/AMYHbIX OT AHTH-A M aHTH-B.

JIOXHOOTPHIATE/bHEIE MM Ciabbie Pe3yNbTaThl MOTYT OBITb HONYHEHB! MO CACAYIOLIHM
NpPUYUHAM: peaKiny CMEILaHHOTO THINA, XAMEPU3M, IOHMKSHHAA aKTHBHOCTh PEAreHTOB, HEAOCTA0UHOE
B3aUMOACHCTBHE CYCNIEH3MH OPHTPOLIMTOB C MJa3MOA HIM DCAreHTOoM B MHKYGALROHHOM OTCEKe
MUKPOKONOHKHM TeIEBOH KapThl WK TPEHKACBPEMEHHOE B3aUMOACHCTBHE COACPKHMOTO MHKYOALHORHOrO
OTCEKa MHKPOKONHKH C BHICOKOIIOTHOH cpefiofi. Takoke IOXKHOOTPHUATE/BHBIC HITH cnabble pe3yabTaThl
MOTYT GbITh OAYHEHE! B CIYYAE, ECAN UL HCCTIEA0BAaHNS CTIONB3YETCs MLIa3Ma KPOBH HOBOPOXICHHOTO,
OueHb TOKKMOTO UeIOBEKA MM NAUMEHTa ¢ ruIoraMmariobynuHeMuei.

JIOXKHOIONOKUTENbHbIE HIH JOXHOOTPHLUATENbHEIS PE3YIbTaTEl MOIYT ObITH TONYYEHB H3-33
TPHCYTCTBHA BO3NYIUHBIX THY3BIPBKOB B reeBOM MATPUKCE KapThl, 3arPAIHEHHMA TECTOBBIX MAaTEepHaioB
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UM OTKNOHEHWS1 OT PEKOMEH/IYEMbIX METOZ0B. [py TECTUPOBAHUM FEMOIM3NPOBAHHbIX 06pa3
BO3HMKHYTb Hecneuuthnyeckme peakumm.

Ecnm  o6pasel, COAEpPXWT OCTaTKM (MOpMHA, 3TO MOXET NpMBECTM K  3aaepx™
HECEHCMBUNN3NPOBAHHBIX KIETOK BO BPEMS LEEHTPUAYTrMpoBaHuUs, B Pe3yNbTaTe Yero B BEpXHel
refieBoro MaTpuKca nosiBUTCS TOHKas KpacHasi JIMHWS.

OnarHoctmuyeckmne GyHKLUMNOHAIbHble XapaKTEPUCTUKN

[ns TMNMPYIOLLIMX peareHToB GbI NONy4YeHbl 06Ce0BaHHbIe 06pasLbl M3 HalvoHanbHoro 6a
KpoBv B HuaepnaHaax, KOTopble 6bi NPOBEPeHbI NPY PYTUHHOM TECTUPOBAHMUMN KPOBU [OHOPOB.

[na 06Hapy>KeHWsi aHTWUTeN ObiNM MCMOMb30BaHbl OTPULATENbHbIE 06paslbl M3 nabopatopu!
MPeHaTa/lbHOro CKPUHMHIra Sanquin. [ M3BECTHbIX aHTUTEN ObIN NOMYUYeHbl 3aMOPOXKEHHbIE 06Pa3Lbl
13 pediepeHCcHOn nabopaTopun, KOTOpble ObIIM WUCCNEAOBaHbl B TEXHOMOrMM MNPOBUPOYHOro TeCTa.
Pe3ynbTaTbl MOMYYeHbl M3 apX1BOB PedhepeHCHON nabopaTopui.

Kaxxablii 06paseL, eAMHOXAbI TECTUPOBA/CS W CPaBHMBANCS C pepepeHCHbIM METOIOM.
Pe3ynbTaTbl ONpefenieHnss YyBCTBUTENbHOCTM W CMEUMDUYHOCT MMMYHOremMaTo/orMYecKmnx

TECTOB, MPOBOAUMbIX C MOMOLWbIO W3genna C  UCNOMb30BaHWMEM pPeareHToB  AMarHOCTUYECKUX

Npr.  OnucaHuny CneuwndmyHocTb UyBCTBUTE/IbHOCTb
Kngs Pelikloon anti-A (IfiM) monoclonal 100% 100%
K1189 Pciikloon anti-B (IgM) monoclonal 100% 100%
Koo Pelikloon anti-A,B (IrM) monoclonal 100% 100%
K1255 Pelikloon anti-D (IgM) monoclonal 100% 100%
K1156 Pelikloon control monoclonal 100% 100%
Knsi Pelikloon anli-D enhanced (IgM) 100% 100%

monoclonal
Knos Pelikloon anti-C HgMI monoclonal 100% 100%
KmM9e Pelikloon anti-c flgM) monoclonal 100% 100%
K1191 Pelikloon anti~E (IgM) monoclonal 100% 100%
KMN97 Pelikloon anti-c (1rM) monoclonal 100% 100%
KM99 Pelikloon anii-K (IrM) monoclonal 100% 100%
K7240 Cellbind Ai reagent red cells 100% 100%
K7242 Cellbind B reagent red cells 100% 100%
K7243 Cellbind 0 positive reagent red cells 100% 100%

Tabnumua 2. PesynbTaTbl ONpefeneHnst YyBCTBUTENLHOCTM U CMIELMGMUHOCTY.

BocnpoussogmmocTs cocTasuna 100%

MH(*)OpMaLI'VIFI 0 XapaKTepPpUCTUKax CTabunbHOCTKU MEeANUWNHCKOIo nagennsd

OlWnr "\pTrAMNA M3penua ¢ paTtbl NPOM3BOACTBA COCTABNAET 21 MecAL, NpWU XpaHeHUU Npu
Temnepatype 2-8°C. lMpu co6MIOAEHUM YCNOBUIA XPaHEHUSt U TPAHCNOPTMPOBKU W3aenve coxpaHseT
CTabU/IbHOCTb 0 UCTEYEHNS CPOKa ro4HOCTM.

YcnoBusa XpaHeHnA:

3nenne cnepyeT XpaHUTb B YNakoBKe NpeAnpuUaTUA-u3rotTosutens npu Temnepatype ot 2 C o 8

[0 UCTeYeHMsa CpoKa rogHocTu ToBapa. XpaHeHue 3genvsa npu temnepatype ot 2 C o 8 C A0/MKHO
OCYLLECTBNATLCA B XOMOAWIbHBIX — KaMepax WM B XONOAW/bHUKAX,  0becrevymBaroLimx
pernameHTUPOBaHHbIA TEMMEPATYPHBIV PEXUM C eXXeAHEBHOW perncTpaumen Temnepartypbl. [JonyckaeTcs
XpaHeHre Npu KOMHaTHoi Temnepatype (18-25°C) nocne TpaHCMOPTUPOBKN B HEBCKPbITO YNaKOBKE B
TeyeHne He 60siee 3 MeCALEB. 3aMOpaXXMBaHKE He [0nyCKaeTCs.

N3penna, XpaHuBLUMECA € HapyLUeHWeM pPerfaMeHTUPOBaHHOIO pexuma, MPUMEHEHUIO He

nofnexar. NepBoro BCKPbITUS YNaKoBKW M3aenns Bce ero KOMMOHEHTb! CTabWNbHbI 40 UCTEYEeHUS
CpOKa rofHOCTU, YKa3aHHOIO Ha ero ynakoBke. BCKpbITbIe M3[enns cnefyeT XpaHUTb Npy TemnepaTtype oT
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10 8°C B XONOAMIBHBIX KaMEPax HI¥ B XOJNOAMSIbHHKAX, 0GCCIICUHBAIOMAX PeriaMeHTHPOBAHHb
MITEPATYPHEIH PEIKUM C SIKEAHEBHOI perucTpalueil TeMneparypsl.
HeBckpeIThie B BCKphITHE M3ienus no OKOHYaHHH CPOKA MOAROCTH HCHOMB3OBAHMIO HE ITOICHKAT.
HegckpuiThie B BCKphIThie M3ienns Mo OKOHYAHHH CPOKa MOABOCTH CHEAYeT YTHIH3HPOBATh KaK
oTxoas Kmacca B cornacno CaulluH 2.1.7.2790-10 «CanuTapHO-3IHAEMAONOTHYECKHE TpeboBanng K
o6palleHUIO ¢ MEAULHHCKHMH OTXOAAaMH).

YcaoBHA TPAHCTIOPTHPOBKA:

Tpancnopruposka MWsgenus TpeGyer cOOMOACHHA «XONOHOBOK LENH», ofecneunsalomei
COXPaHHOCTb TeMIEpaTypHOro pexuma ot 2 110 8 °C, B TepMOKOHTEHHEPaX OIHOPA30BOTO TOIL30BAHMA,
coNEPHAIMX X/IaN03/IEMEHTHI, HIIH B TEPMOKOHTCHHEPaX MHOFOKPATHOTO IPHMEHEHMS C ABTOMATHHECKH
MojiepKMUBAeMolt TEMIEPATYPO#H, HIIH B aBTOpe(PHIKEPATOPaX ¢ HCTIONB3OBAHHEM TEPMONHIAHKATOPOB.
3aMOpaXXHBaKHE HE AOIYCKACTCA.

W3genus, TPaHCHOPIHUPOBAHHBIE ¢ HAPYIICHHEM TEMIEPATYPHOTO DPEXHMA, NMPUMEHCHWK) HC
noznexar.

CO}IGPMHHC JEeKAPCTBEHHLIX ¢PeacTs AN MEAHUHHCKOTO TIPHMEHCHHA
H3aenuve He COACPXHT NCKAPCTBEHHBIX CPEACTB LA MEAUUMHCKONO NPUMCHEHNA,

Coznep:xaHHe MATEPHANOB AKHBOTHOTO U (H/11) HeJIOBETECKOT0 NPOHCXOKICHHS

B cOCTaB HW3AENHA BXOAAT MLIUIYHBIE MOHOKJIOHANLHBIE aHTHTena aHTH-IgM aHTHTENa. Bee
NaGOpPaTOPHbiE KUBOTHBIE, MATEPHANL KOTOPBIX HCHONB3YIOTCA ULl IPOU3BOACTBA AHTHTEN, CONCpHATCA
B HAJVICHKALMX YCIIOBHAX B NIONHOM COOTBETCTBHH ¢ MHCTPyKImaMu ESC no conepianuio nabopaTopHbIX
KUBOTHBX. KpoMme Toro, Bce OTOMpaeMEIC )XMBOTHBIC NPOXOJAT PETyNADHBIE OCMOTPBI IO IPOBEPKE
COCTOAHKA 370POBbS H HA HAIM4KME HHOEKIMOHHEIX 3a00eBaHuH.

Ungopmanun o CTEPHILHOM COCTORHHH MEAHIHHCKOro H3ACIHA
W3zmenue He ABSETCA CTEPAILHBIM H HE NOANESIKHUT CTEPHIH3ALNH ICPEA NPAMCHCHHEM.

Hudopmauus o DpHpoe, THIIE, A Takke 00 HHTEHCHBHOCTH A pacTipefe/leHHR U3y deHNs
MEARIHHCKOT0 H3AeTHH
Wsnenne He ABNACTCH HCTOYHHKOM KaKWX-JIHOO HINYyUCHUH.

Buosornuecknii pedpepeNTHLIA AHTEPBAT
TlonsThe GHONOrMUECKOro ped)epeHTHOTO MHTepBana He mpuMeHEMO K H3ienuio, MOCKOLKY
W3jenne npeanasHaueHo JUIA KaYECTBEHHOTO ONpe/e/IeHHA aHANINTOB.

Npenynpexaenys H MePhbl NPEAOCTOPOKHOCTH, TIPEANPHHAMAEMbIE NPH Y THIHIALANA
MEeANUHHCKOT ¢ M3eTHA

Bce pa6oTH ¢ Henonk3oBanHeM M3aemis i ero KOMIOHEHTOB HeoGXOMMO POBOAKTS B 3AIMMUTHBIX
TiepyaTKax U3 HHTPUNA.

[ocne npoBeieHHA TECTUPOBAHUS BCE OTXOABI HEOOXOAUMO YTHIH3HPOBATh KAK OTXOZMI Kilacca b
cornacio CanlluH 2.1.7.2790-10 «CanuTapHo-3muaeMHoNornyeckie TpeboBanud X obpalieHuio ¢
MEAMIUHCKUMU OTXOHAMHU Y,

[Mopsnox ¥ YCJIOBHS YTATH3AUBH HAH YHHITOKEHHS MEJHIHHCKOrO H3ACAS

He npuroznsie k ucnons3osanuio Yspenna n uX KOMIIOHEHTHI HEoOXOAUMO YTHIA3HPOBATh KaK
otxonbl Knacca B cornmacuo CaulInH 2.1.7.2790-10 «CanuTapHO-3NMHAEMHOJIOIAYECKIC TpebOoBaHHA K
00palleHHIO C MEIHLIMHCKAMH OTXOAAMMIY,

I"'apanTHR NPOU3BOANTENR

Tlpou3BOAMTEND FAPAHTHPYET, YTO 0OpH COOMOACHHH [paBka H ycnopuil  XpaHeHHs,
TPAHCIIOPTHPOBKY M OSKCItyaraumd Vmenne COOTBETCTBYET BCEM 3AABNCHHBIM XapakTEpUCTUKAM.
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Nnpou3BoAMTE/lb He HEeCeT OTBETCTBEHHOCTW 3a BO3MOXHble MOCNeACTBUA BCNEACTBUE MPUMEHEH'
N30enna He Mo Ha3HaYeHMIO.

OpraHu3auus, 0CyLLeCTBSIOLWAs NPreM, YHeT 1 pacCMOTPeHME peknamaumin no kavectsy TOBapI
000 «MNPYC MEONKA». Agpec ans 0TnpaBKn peknamalmin no kayecTsy ToBapa: 115114, r. Mocksy
yn. KoxeBHuuyeckasi, gom 10, ctpoeHve 1, nom.2-8, 12-18, ar.06. Ten.. (499) 579 3303. E-mt
into@mirus-medical.coni.

YNONMHOMOYEHHbIA NpescTaBUTENb NPON3BOAMTENSA (M3FTOTOBUTENSA)

YNO/MIHOMOYEHHbIM MpeacTaBuTeneM npoussoautens (usrotosutens) Wsgenusa sasnsetca OO0
«MWPYC MEOVKA». HOpuanyeckunin agpec: 115114, r. Mocksa, yn. KoxeHuyeckas, gom 10,
CTpoeHue 1,nom.2-8, 12-18, 31.06. ®akTnueckuii agpec: 115114, r. Mocksa, yn. KoxeBHuyeckas, gom 10,
CTpoeHue 1, nom.2-8, 12-18, a1.06. Ten.: (499) 579 3303, e-mail: info@mirus-medical.coin.

MepeyeHb NPUMEHSIEMbIX NPON3BOAMTENEM (M3FOTOBUTENEM) MEAULUHCKOTO U3AENUS
HaluMOHaNbHbIX CTAHJAPTOB

Annex | of the Directive 98/79/EC, ISO 13485, ISO 14971, ISO 118113-1, ISO 118113-2, ISO
15223-1, 1SO 23640, DIN EN 13641, DIN EN 13612.
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MepeBof, C aHTMIACKOTO M HUAEPNAHACKOTO A3bIKOB Ha PYCCKUI AI3bIK

/Cep6oBas neyaThb: /

KOPOJIEBCKAA ACCOLMNALINA HOTAPNYCOB

/ JTro66epc 3H [eik HoTaprcceH

Annea Kopong, 4- 1075 AC Avctepgam
TeneoH:020 - 573631 1

(haxc: 020-6799828

I agpec: mail@lubbers.nl

HoxkyveHT: PDM/2021.001046.01/cdw

A, Mapnoc KoprH KocTep, HasHaueHHbIi HoTapuyc B MPoToKose MeTpyca Jleononbayca Inmsbl
Maypuca ae Meliepa, HoTapuyca B I. AvcTepaame, HiaepnaHipl, HaCTOALLMM Y/0CTOBEPSIHO
NOL/MHHOCTbL MOAMMCK, MOCTaB/NIEHHOM Ha NPWIaraeMoM A0KYMeHTe M-y AHTOHWUN XeneHbl Jlynsbl
KYHAEPMAH. poauBLLueiics B I. Y TpexTe (HiaepnaHabl) TpyaLaTh NEPBOro OKTSOPS Thicsua
[EBATLCOT NATLAECAT LLECTOrO rofa, AeNCTBYHOLLEN B Ka4eCTBe [JOBEPEHHOTO /LA CO CrieLaibHOM
[I0BEPEHHOCTLHO U M0 JaHHOMY BOMPOCY MPEACTaB/AOLLENA YaCTHYHO KOMMaHWIO C OrpaHNYeHHOM
OTBETCTBEHHOCTLIO: CaHKBMH PeareHTe B.B., MMEIOLLYHO HOpUanYECKniA aapec B I, AMCTepaave,
HaxogALLyroca o agpecy 1066 CX Avctepgam, HugepnaHapl, anned MNnecmaHa, 125,
3aperncTprpoBaHHy0 B TOProBoM peecTpe nog HoMepoMm 67177565.

3asiB/eHVie BbiLLE He MMEE'T CBOEI LIEMbHO aThb KopUaNYECKOe 3aK/oHeHMe Kak B OTHOLLEHWM
COAEPKaHUS, Tak M B OTHOLLIEHUN AEACTBUTENIbHOCTU OPUIHANILHOTO JOKYMEHTA.

r. AMcTepgam, 16 despans 2021 T,
/nognwncaHo/

/TucHeHas neyaThb:/ o
a MK. KOCTEP, JOMOJIHATE/TbHbIN HOTAPUYC
-H MN.J1.9.M. ge MEMEP, HOTAPUYC B I AMCTEPLOAME
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MepeBof AXXHOTO TEKCTA BbIMNOMHEH MepeBoAUMKoM Unmnoell EneHoil AHATOMbEBHON

Poccuiickaa degepayms
Mopog MockBa
[BajuaTb LeBATOro MapTa ABe TbiCAYN ABajLaTb

A, AkumoB [ne6 bopucosny, HoTapuyc ropoga MoOCKBbI, C
noanucu nepesofymka Ynmnoew EneHol AHaTONLEBHbI.
Moanwuck caenaHa B MOEM MPUCYTCTBUMN.

JInyHOCTb NOANMCaBLLETO AOKYMEHT YCTaHOB/IEHA.

3apeructpupoBaHo B peecTtpe: Ne 77/09-H/77-2021-

YnnayeHo 3a COBepLLEHNE HOTapuanbHOro aenctans: 400 py6. 00 ko

I".6. AKUmoB

Beer
N CKPpné«p-.p
HoTtap
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Poccuiickas ®easpauns
lonniaMm

o e W LA

roonnaT*™'<mH/JPoOBHa, HOTapuyc
ropoga MocCKBbl, CBUAETENLCTBYIO BEPHOCTb KOMUU

C MPejCcTaBNEHHOTO JOKYMeHTa -
3apervcrpvposano B peectpe: Ne111720,7-2{2f-

YnnayeHo 3a COBEpLUEHME /N
HoTapuanbHoro pelictens  'f O U J
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